PELWUEHUE
no aAeny Ne 929/2019-KC o HapyLLEHWM

30KOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B COepe 3aKYMNOK TOBAPOB, PABOT, YCAYT AN obecnedeHus]
rOCYAQPCTBEHHbIX U MYHULIUMGABHBIX HY>KA,

24 nioHs 2019 roaa

r. KnacHoaap

Komuccus YnpaeaeHust PeAepaAbHOM AHTUMOHOMOABHOM CAYXKObI MO KPACHOAQPCKOMY KPAIO MO KOHTPOAKD B chepe
30KYNOK TOBAPOB, PABOT, YCAYT AN OBeCneyeHmst FTOCYAQPCTBEHHDBIX U MYHULMNAABHBIX HY>KA (Aanee — Komuccus) B
cocTaBe:

B MNPUCYTCTBUM MNPEACTABUTEAST YNIOAHOMOYEHHOIMO OPraHA — AEMAPTAMEHTA MO PErYAVPOBAHMIO KOHTPAKTHOW
cuctembl KK Maaoka E.HO. (AOBEPEHHOCTb B MOTEPUAACX AEAQ), B MPUCYTCTBMM NPEACTABUTEAEN 3aKA34MKa — BY3
«HUW KKB Nel mum. npogeccopa C.B. Ovanosckoro» M3 KK KysknabHowm O.B., ArypumHon H.B. (AoBepeHHOCTU B
MOTEPUAAAX AEAD), B OTCyTCTBME npeacTaButenein OO0 «TA «BUAA», pacCcMOTPEBR KANOBY (0]0]0)
«TA «BUANA» (panee — 3aseutenb) Ha aencTeus TBY3 «<HUW KKB Nel ym. npodeccopa C.B. Oyanoeckoro» M3 KK npu
NMPOBEAEHUM DAEKTPOHHOIO AYKUMOHA: «[TOCTOBKA ASKAPCTBEHHOIO MPENAPATA AAS MEAMUMHCKOTO MPUMEHEHMS
(MHH Nonpomuma)» (nsselermne Ne 0318200063919002147) B yacTu HapyLwenus DeaepanbHOro 3akoHa ot 05.04.2013 Ne
44-03 «O KOHTPAKTHOM CUCTEME B Chepe 3aKYrNOK TOBAPOB, PABOT, YCAYT AASl OBEeCrnedeHmst roCyACPCTBEHHDBIX U
MYHULMMNOABHBIX HYXKA» (AQAee 3AKOH O KOHTPOKTHOM CUCTEME),

YCTAHOBUAA:

B YnpaeaeHre PeaepaAbHOM AHTUMOHOMOABHOM CAYYKObI MO KPACHOAQPCKOMY KPAK MOCTYMUAA YKAAOOA 3ASBUTEAS
O HAPYLLIEHUMN 3AKA3YMKOM 3AKOHA O KOHTPAKTHOW CUCTEME.

3a9BUTEAD YKO3BIBOET, YTO AOKYMEHTAUMUSI DAESKTPOHHONO QYKUMOHA COCTABASHO C HAPYLUEHWSMU 3AKOHO O
KOHTPOKTHOM cucTemMe. 3aKA3YMKOM B TEXHMYECKOM YACTM OAYKLUMOHHOM  AOKYMEHTAUMM HEeOBOCHOBAHHO
YCTAHOBAEHO TPEBOBAHVE K NMEPUOAY BbIBEAEHWSI AEKAPCTBEHHOrO npenaparta (MHH VMonpomua).

3aKA34MKOM, YNOAHOMOYEHHBIM OPraHOM MPEACTOBAEHbl M3BELLEHME O MPOBEAEHUM SAEKTPOHHOMO QYKUMOHQA,
AOKYMEeHTAL WS 06 ONAEKTPOHHOM QYKUMOHEe, 3AsBKM YHACTHUKOB 3AKYMNKW, NMMCbMEHHble MOSICHEHUST MO CYLeCTBY
YKAAOOBBI, C AOBOAOMM KOTOPOM NPEACTABUTEAD 30KA3YMKA HE COMAACUACS.

PaccMoTpeB NPeACTABAEHHbIE MATEPUAALI, KOMUCCUS MPULLIAQ K CASAYHOLLLM BBIBOACIM.

3akazsdmkom - BY3 «HUM KKBE Nel um. npogeccopa C.B. Ovanosckoro» M3 KK NpOBOAVACST SAEKTPOHHbBIM AYKLMOH:
«[TOCTABKA AEKAPCTBEHHOMO MPEnapaTa AAS MEAVLMHCKOro npumeHeHuns (MHH Honmpomua)» (UsBellerve Ne
0318200063919002147).

Ha4yaAbHOS (MOKCUMOABHAS) LleHA KOHTPAKTA — 14 040 000,00 py6.

CorandcHo 4.3 c1.7 3aKOHO O KOHTPAKTHOW CUCTEME MHAOOPMALMS, NMPEAYCMOTPEHHAST HACTOSILMM PeAepPAAbHBIM
30KOHOM U PA3MELLEHHAS B €AMHON MHOOPMALMOHHOM CUCTEME, AONKHA BbiTb MOAHOM 11 AOCTOBEPRHOMN.

CoraacHo mn.1) 4.1 cT.64 30KOHO O KOHTPAKTHOM CUCTEME AOKYMEHTALMS, 0O DASKTPOHHOM AYKLMOHE HAPSAY C
MHOOPMALMEN, YKA3OHHOW B M3BELLEHVN O MPOBEASHUN TAKOrO CYKLUMOHO, AONAKHA COAEPIKOATb CASAYIOLLYIO
MHOOPMALMIO: HOUMEHOBAHME U ONMUCAHME O6bEKTA 3AKYMKN U YCAOBUSI KOHTPAKTA B COOTBETCTBUMM CO CTATben 33
HacToswero PeAepaAbHOMO 3AKOHA, B TOM YMCAE OBOCHOBAHME HAYAAbHOW (MAKCUMOABHOM) LIeHbl KOHTPAKTA.

CoranacHo n.2) 4.1 cT1.64 30KOHO O KOHTPAKTHOW CUCTEME AOKYMEHTALMST 06 SAEKTPOHHOM QYKLMOHE HAPSAY C
MHOOPMALMEN, YKA3AHHOM B W3BELLEHUM O MPOBEAESHUM TAKOTO OYKLWOHO, AOAKHA COAEPIKATb CASAYIOLLYIO
MHGOPMALMIO: TPEBOBAHWNSI K COASPMAHMIO, COCTABY 3CSBKM HA Y4ACTME B TAKOM QYKLUMOHE B COOTBETCTBMM C
yactamm 3 - 6 cTaTbM 66 HacTosero PeAepAAbHOrO 3AKOHA U MHCTPYKLUMSI MO €€ 3AMOAHEHWIO. Tpu 3TOM He
AOMYCKAETCS YCTAHOBAGHME TPEBOBAHUM, BASKYLLUMX 30 COBOM OrpaHMYEHUE KOAMYECTBA YUYACTHUKOB TOKOro
QYKLMOHA AU OTPAHUYEHNE AOCTYNA K YYACTUIO B TOKOM AYKLIMOHE.,

CornacHo m.2) 4.3 cT.66 30KOHA O KOHTPAKTHOW CUCTEME MepBdasl YACTb 3ASBKM HA Y4OCTUE B SASKTPOHHOM
AYKLUMOHE AONAKHA COAEPIKATb YKA3AHHYIO B OAHOM M3 CASAYIOLLIMX MOAMYHKTOB MHOOPMALMIO: MPU OCYLLIECTBASHUN



3AKYMNKN TOBAPA UAM 3AKYMNKN pO6OTbI, YCAYTW, ANS1 BBINMOAHEHWS], OKA3AHUST KOTOPbIX NCMNOAb3YEeTCSs1 TOBAP:

d) HOMMEHOBAHWE CTPAHbI MPOUCXOXKAEHMST TOBAPA (B CAydYOe YCTAHOBAEHMSI 3AKA3YMKOM B U3BELEHUM O
NMPOBEAEHUM SAEKTPOHHOIO AYKLMOHA, AOKYMEHTALMM 0B SAEKTPOHHOM QYKLMOHE YCAOBUM, 3AMNPETOBR, OrPAHNYEHUN
AOMYCKO TOBOPOB, MPOUCXOASILMX U3 WMHOCTPOHHONO FOCYAQPCTBA WAM PYMMNbl MHOCTPAHHBIX FTOCYAQPCTB, B
COOTBETCTBMM CO CTATbEN 14 HacTosILLEro PeAepPAAbBHOrO 3AKOHA);

6) KOHKPETHble MOKA3ATeAM TOBAPQA, COOTBETCTBYIOLIME 3HAYEHUSIM, YCTOHOBAEHHBIM B AOKYMEHTAuunM o6
SAEKTPOHHOM QYKLUMOHE, M YKA3AHME HA TOBAPHBIA 3HAK (MPU HAAMYMM). WHGOpMALMS, MPEeAYyCMOTPEHHOS
HOCTOSILLUMM MOAMYHKTOM, BKAKOYOETCSl B 3CSIBKY HA YY4OACTVE B SASKTPOHHOM QYKLMOHE B CAyYOe OTCYTCTBUS B
AOKYMEHTALMN OB SAEKTPOHHOM QYKLMOHE YKA3AHUSI HO TOBAPHBIA 3HOK WAM B CAy4de, €CAM YYACTHUK 3AKYMKM
NpeAAaraeT TOBAP, KOTOPbIM 0603HAYEH TOBAPHBIM 3HAKOM, OTAWMYHBIM OT TOBQPHOIO 3HAKA, YKOA3OHHOro B
AOKYMEHTALMN 06 SASKTPOHHOM AYKLIMOHE.

CoraacHo n.1), n.2) 4.1 c1.33 3aKOHA O KOHTPAKTHOW cUcTeMe 3AKA34YMK MPY ONUCAHUM B AOKYMEHTALIMM O 3aKyrNKe
06bEKTA 3AKYMKM AOAKEH PYKOBOACTBOBATHCS CASAYIOLLVMM MOABUACMM:

1) B ONUCOHMN OBOBbEKTA 3AKYMKN YKA3BIBATCST OYHKLUMOHAABHBIE, TEXHUYECKME N KAYECTBEHHbIE XAPAKTEPUCTUKM,
SKCMAYOTALMOHHbBIE XAPOAKTEPUCTUKM OObEeKTA 3AKYMNKK (MY HEOBXOAMMOCTM). B onmncaHue obbeKkTa 3aKyMKn He
AONKHbBI BKALOYATHCS TPEOOBAHMS MAM YKA3AHMST B OTHOLLEHNM TOBAPHDBIX 3HAKOB, 3HAKOB OBCAYXKMBAHUS, GUPMEHHbBIX
HAVMEHOBOHWIN, NMATEHTOBR, MOAE3HBIX MOAEAEN, MPOMbBILUAEHHBIX 0BPA3L0B, HAMMEHOBAHME CTPAHbBI MPOUCXOMKAEHMSI
TOBAPA, TPEBOBAHMSI K TOBAPAM, MHOOPMALMM, PABOTAM, YCAYrAM MPU YCAOBUKM, 4YTO TAKME TPebOBAHMS UAM
YKQ3OHWSI BASKYT 30 COOOM OrPAHMYEHME KOAMYECTBA YYACTHUKOB 3AKYMKU. AOMYCKAETCsl MCMOAb3OBAHME B
OMNMUCAHUN OBBEKTA 3AKYMKU YKA3AHMS HO TOBAPHbIN 3HAK MNPU YCAOBUN COMPOBOMKAESHMUS TAKOTO YKOA3AHKS CAOBAMM
"MAM DKBUBAAEHT' AMOO MPU YCAOBMM HECOBMECTMMOCTM TOBAPOB, HA KOTOPbLIX PA3MELLAOTCSI APYrMe TOBAPHbIE
3HAKW, U HEOBXOAMMOCTUN OBecrnedeHnst BIAUMOASNCTBUSI TAKMX TOBAPOB C TOBAPAMM, UCMOAb3YEMbBIMU 30KO3YMKOM,
AMBO MPU YCAOBMM 3AKYMOK 3AMACHBIX YACTEM M PACXOAHBIX MATEPUAAOB K MOLIMHOM U OBOPYAOBAHMIO,
MCMOAb3yEMbIM  3AKA34YMKOM, B COOTBETCTBMM C TEXHUYECKON AOKYMEHTAUMEN HA YKA3AHHble MALUWHBI U
060pYyACBAHME;

2) VCMOAb3OBAHME MPW COCTABASHMM OMUCAHMSI OBbeKTd 3aAKYMKM MOoKA3aTeAel, TpeBoBAHUIN, YCAOBHDBIX
0B03HAYEHU U TEPMUHOAOTUM, KACQIOLINXCSl TEXHUYECKUX XAPAKTEPUCTUK, OYHKLMOHAABHBIX XAPAKTEPUCTUK
(NOTPEBUTEAbCKMX CBOMCTB) TOBAPA, PABOTHI, YCAYTM U KAYECTBEHHBIX XAPAKTEPUCTMK O6BbEKTA 3aKYMKK, KOTOpbIEe
NPEeAYCMOTPEHbl TEXHUYECKUMN PEFAAMEHTAMM, MPUHSTEIMM B COOTBETCTBMM C 3AKOHOAOTEABCTBOM Poccuitckon
Pepepal O TEXHUHECKOM PEMYAUPOBAHNM, AOKYMEHTAMMU, PA3PABATHIBAEMBIMU 1 MPUMEHSIEMbIMY B HOLMOHOABHOM
CUCTEME CTAHAQPTU3AUMM, MPUHSTBIMU B COOTBETCTBMM C 30KOHOAOQTEABCTBOM Poccuirickon Qeapepaunmn o
CTAHAQPTM3AUMM, WHbIX TPEBOBAHMIM, CBSI3AHHLIX C OMNPEASASHWMEM COOTBETCTBMSI MOCTABASIEMOro TOBAPJ,
BBIMOAHSIEMOM PABOTHl, OKA3BIBAEMOW YCAYrM MOTPEBHOCTSIM 30KA34YMKA. ECAM 3CKA3YMKOM MPU COCTABASHUM
OMUCAHMS OBbEKTA 3AKYMKM HE UCTIOAB3YKOTCS YCTAHOBASHHBIE B COOTBETCTBUM C 3AKOHOAQTEABCTBOM POCCUINCKOM
Pepepalmm O TEXHUYECKOM PETYAUPOBAHMM, 30KOHOAOTEABCTBOM Poccuinckon Peaepauin o CTAHAQPTMIALMM
noKasaTeAr, TPebOBAHUS, YCAOBHbIE OBOO3HAYEHUSI UM TEPMUHOAOTMS, B  AOKYMEHTALUMM O 3AKYMNKe AOAKHO
COAEPXKATbCS OBOCHOBOHME HEOBXOAMMOCTU UCMOAB3OBAHWUSI APYMX MOKA3ATEAeN, TPebOBAHWUIA, YCAOBHBIX
0603HAYSHUI U TEPMUHOAOTUM,

B cooteetcteuM € n.6) 4.1 cT7.33 3AKOHA O KOHTPOKTHOW CUCTEME AOKYMEHTALMUST O 3AKYNKE AOMKHA COAEPIKATb
YKO3AHME HA MEXAYHOPOAHBIE HEMATEHTOBAHHLIE HOMMEHOBOHMUSI AEKAPCTBEHHBIX CPEACTB WMAM MPW OTCYTCTBUM
TOKMX HAUMEHOBAHUA  XUMUMYECKME, TPYMMUOOBOYHbIE HAVMMEHOBAHWMS, €CAM  OOLEKTOM  3AKYMKW  SIBASKOTCS
NEKAPCTBEHHBIE CPEACTBA. 3AKA3YMK MPU OCYLLIECTBAEHUM 3AKYMKN AEKAPCTBEHHBIX CPEACTB, BXOASILLVX B NepeyeHb
AEKOPCTBEHHbBIX CPEACTB, 3AKYNKA KOTOPbLIX OCYLLECTBASIETCSI B COOTBETCTBUM C WX TOPIOBBIMU HAVMMEHOBAHKSIMK, O
TAKXKE MPU OCYLLECTBAEHUM 3AKYMKN AEKAPCTBEHHbBIX MPENAPATOR B COOTBETCTBUM C MYHKTOM 7 YACTW 2 CTATbM 83,
MyHKTOM 3 YyacTh 2 ctaTtbu 83.1 HacTosero PeaepaAbHOrO 30KOHA BMPOBE YKA3BIBATH TOPIroBble HAVMEHOBOHWMS
STUX AEKOPCTBEHHbIX CPEACTB. YKA3OHHbIM MNepedYeHb U MOPSIAOK  ero  GOPMUPOBAHMS  YTBEPXKAQKOTCS
MpaeutenscTBoM Poccuinckomnm Qeaepaummn. B caydae, eCAM 0ObeKTOM 3AKYMKU SIBASIOTCSI AGKAPCTBEHHbIE CPEACTBA,
NPEAMETOM OAHOIO KOHTPAKTA (OAHOMO AOTA) HEe MOryT OblTb AEKOPCTBEHHbIE CPEACTBA C  PA3AUYHBIMM
MEXKAYHAPOAHBIMY HEMNATEHTOBAHHBIMN HAMMEHOBAHMSIMU YA MPU OTCYTCTBUM TAKMX HOMMEHOBAHUIA C XUMNYECKMMU,
rPYNMIMPOBOYHBIMU HOMMEHOBAHMSIMU MPU YCAOBUM, YTO HAYOAbHAS (MAKCUMOABHAOS) LEHA KOHTPAKTA (LEeHA AOTA)
MPeBbILLAeT MPEASAbHOE 3HOYEeHME, YCTOHOBAEHHOe [pasutenbctBoM Poccuiickon Peapepaumm, a  TAKKe
NEKAPCTBEHHBIE CPEACTBA C MEXAYHAPOAHBIMU HEMATEHTOBOHHBIMWN HAMMEHOBAHMSIMM (MO OTCYTCTBUM TOAKMX
HOMMEHOBAHWIA C XUMWUYECKVMU, TRYNNMPOBOYHBIMYA HOAVMEHOBAHUSIMIA) U TOPIOBbIMY HAVMEHOBAHUSIMW. [TOAOYKEHUS
HOCTOSILLEro MyHKTA HE MPUMEHSIOTCS NP ONPEAEAEHUMM MOCTABLLUMKO AEKAPCTBEHHDBIX MPENAPATOB, C KOTOPbLIM
3AKAKYOETCS TOCYAQPCTBEHHbIM KOHTPAKT B COOTBETCTBUM CO cTaTher 111.4 HacTosiwero PeAepanbHOro 3AKOHA.

13 NOSICHEHWI, NPEACTABAESHHbBIX 3AKA3YMKOM CASAYET, YTO MPU GOPMUPOBAHUN TEXHUYECKOrO 3AAQHMSI U OMUCAHUM
06beKTa 3AKYMKM 3AKA34YMK PYKOBOACTBOBOACSI 30KOHOAOTEABCTBOM Poccuiickor Pepepaumi O KOHTPAKTHOWM
cuUCTeMe B Chepe 3aKyrnok TOBAPOB, PABOT, YCAYr AASl oBecrneyeHns roCYAQPCTBEHHbBIX M MYHULIUMAABHBIX HYMXKA U
OCHOBBIBAA TPEBOBAHNS K O6BEKTY 3AKYMKN, UCXOAS M3 MPODUASI N LIEASI CBOEIN ASSITEABHOCTV,

Tpe6OBCIHI/Ie 3aKkas4yvka no BEMEHU BbIBEAESHNS Yepel3 NOYKM OYEeHb BAXKHO, TAK KAK KOMMbOTEPHAS TOMOrpadus



YOCTO MPOBOAMTCSI OCAQDASHHBIM MALUEHTAM, B TOM YUCAE C TSHKEAOW XMPYPIMYECKOM MOATOAOTUEN, TSHKEABIMN
QAYTOUMMYHHBIMM 3060AEBAHMSIMU. B CBSI3M C 3TUM, YACTO BCTPEYAKOTCS HEDPOMATUN, TOKCUYECKUE U3MEHEHMS B
neyYeHn, KAPAMOTOKCUYHOCTb, UIMEHEHUS PEOAOTMUYECKMX CBOWMCTB KPOBU, U3MEHEHUSI CTEHOK COCYAOB. 3TO
TPeOOBAHME O4YEHb BOAPKHO M MPU BbIMOAHEHUM KOPOHAPOrPAGUM, 3TO UCCASAOBAHUE YOACTO MPOBOAUTCS
OCACBAEHHBIM MALUMEHTAM, C TSPKEAON CEPASYHO-COCYAMUCTOM MATOAOIMEN B AHAMHE3E, TAKMX NnauneHToB 80-90%.
BHYTPUCOCYAUCTOE BBEAEHUE PEHTIEHOKOHTPOCTHBLIX CPEACTB MOXET BbI3bIBATb OTEK ASrKUX Y MNOLUUEHTOB C
CEepPAEYHON HEeAOCTATOYHOCTbIO. KpoMe TOro, B CEepASYHO-COCYAMCTON XMPYPMM AASl AMATHOCTVKM TPOMOGO03d
YCTAHOBAEHHBIX KOPOHAPHbBIX CTEHTOB UAW LLIYHTOB HEOBXOANMO HEOTAOMKHOE BBEAEHME MOBTOPHBIX AO3 NPEnaApdaTa, B
TAKUX CUTYALIMSIX KOANHE BAXKHOM XAPAKTEPUCTUKOM NPEenapaTd SBASETCS CKOPOCTb €ro BhIBEASHNS M3 KPOBOTOKA.
Y NAUNEHTOB C TSHKEABIMU 3AB60AEBAHNSIMU CEPALIA AU BbIPAYKEHHBIM MOPAYKEHMEM KOPOHAPHbLIX APTEPUIN MOBLILLEH
PUCK PA3BUTUST KAUHUYECKM 3HAYUMBIX UBMEHEHUN FTEMOAMHAMUKI 1 ApUTMUK. ccAeA0BAHUS KT 1 MHTEPBEHLMOHHAOS
QHIMOrPADUS MOTYT MPOBOAUTLCSI HEOAHOKPATHO AASl YTOUYHEHWMSI COCYAMCTOM MATOAOMUM, B HEKOTOPbLIX CAYHASX
BO3HUKAET HEOBXOAMMOCTb MPOBECTU MOBTOPHOE MCCASAOBOHME B TEUYEHME OAHUX CYTOK AAS BbIBOpa AeyebHoM
TAKTUKK, KT C KOHTPOACTHBIM YCUASHUEM UCTIOAL3YETCS B KOYECTBE MEePBUYHOM, O MHOTAQ SKCTPEHHON AMAMHOCTUKM
MPW OCTPLIX, YACTO SKUSHEHHO-BAYKHBIX COCTOSIHUSX - HAMPUMEP, KOFTACQ €CTb MOAO3PEHMS HA: MPOHVKAIOLLYIO TPABMY
FOAOBbI; MPU3HAKN reMOPPArM4eCKoro MHCYAbTA; TPABMY FOAOBBI C MOTEPEN CO3HAHMUS;, MHOYKECTBEHHbIE TPABMbI; MPU
NMOAO3PEHUM HO OPraHUYECKOE MOPOYKEHUE TOAOBHOMO MO3rd. /I B 3TOM CAyYae, AASI OMPEASASHWUS AMHAMUKA
NpoLecca U TAKTUKK AGYEHUsI MOXKET NoTPeBoBATLCS MOBTOPHAS KT € KOHTPACTHBIM YCUASHMEM. B 3TOM CAydyae,
NepuoA BbiBEASHMS MPENapaTA UrPAeT PELLIAOLLYIO POAb AAS 6€30MACHOTO ero NPUMEHEHNS,

B cooteeTcTBMM C N.2 CT.4 PepepanbHOro 3aKoHa oT 21 Hos1Bps 2011 roaa Ne 323-03 «O6 OCHOBAX OXPAHbI 3A0POBbS
roadkaaH B Poccuiickon ®epepauums (aanee - 3akoH Nes 323-03) MeAVLMHCKME OPraHU3ALUM, MEAULMHCKUE
PABOTHVKM N QAPMALEBTUMECKME PABOTHUKN HECYT OTBETCTBEHHOCTb B COOTBETCTBUMM C 30KOHOAQTEALCTBOM
Poccumckon Qeapepaunn 30 HAPYLUEHME MPAB B COEPEe OXPAHbl 3A0POBLS, MPUYMHEHME BPEAQ XUBHU N (UAN)
3A0POBLIO MPW OKA3AHUM FPAMKAAHAM MEAMLMHCKOM MOMOLLN. [MPUCTAABHOE BHUMAOHME K (PAPMAKOKUMHETUKE
NnEEenapaTa CBSBAHO C BO3MOXHOCTbIO BO3HUKHOBEHMSI HEDPPOTOKCUMYECKOTO 3PDEKTA BCASACTBME MPSIMOro
TOKCUYHOIO BAUSIHASI HO KAETKM MOYEYHBIX KAHAABLER U PA3BUTUS MULLEMUM MO3IFOBOrO BELLECTBA MOYEK, MOSTOMY
OYEBMAHO, 4YTO (APMOKOKMHETUKA MPEenapaTta BAMSIET HA 6Oe30MACHOCTb MAUMEHTA, YBEAMMEHUE BPEMEHM
BbIBEAEHWSI KOHTPACTHOrO MPEnApPATa - 3TO AOMOAHUTEAbHBIN PUCK BO3HUKHOBEHUSI KOHTPACT MHAYLIMPOBOHHOW
HedponaTun (KMH), nosTomMy B OMMCOHUMM OObEKTA 3AKYMKM YKA3AH KPAMHE BOYKHBIM MAPAMETP C TOYKU 3pEeHUs
6e30MaCHOCTM NAUVEHTA.

YYuUTbIBAS, YTO AEKAPCTBEHHbIE MPEnApAThl OKA3bBAKT HEMNOCPEACTBEHHOE BAUSIHUE HA 3A0POBbE U >KM3Hb
YeAoBeKd, MPW YCTAHOBAEHWN KOHKPETHbLIX TPEBOBAHUIN K MPeAMETY 3aKYMOK HA NMOCTABKY AEKAPCTBEHHBIX CPEACTB,
FACBHBIM MPU  AUNATHOCTUKE MALMEHTOB SIBASIETCSI AOCTVPKEHME HAWAYYLLIErO TepaneBTUYEeCKoro addeKkTa W
MOKCUMOABHOE NCKAIOYEHUE AODBIX, HEXKEAQTEABHBIX PEaKLNA,

C UEAblO UCKAIOYEHMUSI ONACHOCTU AAST SKU3HK UM 3AOPOBbS MALMEHTA, BPAY MPU MNPUMEHEHUN ASKAPCTBEHHbIX
NpenapaToB, PYKOBOACTBYETCS MHCTPRYKLMEN MO MEAMLNHCKOMY MPUMEHEHWIO, B KOTOPOW OTPAYKEHB OCOBEHHOCTM
npenapara.

B cooteetcten ¢ OTtpacaesbiM, cTtaHaaptom OCT 91500.05.0002-2001 «OCYyAQPCTBEHHbBIN  MHOOPMALMOHHDIN
CTAHAQPT ASKAPCTBEHHOrO CpeACTBA. OCHOBHBIE MOAOMEHUS» (YTB. MPUKA30M MUH3APABRA PO oT 26 mapTa 2001 T.
Ne 88) - MHCTPYKUMSI MO MPVMEHEHMIO AEKAPCTBEHHOrO MPEenapaTa AAS CMEUMAAMCTOBR SIBASIETCST OPULIMOABHBIM
AOKYMEHTOM, COAEPKALMM HEOBXOAMMYIO U AOCTATOYHYIO MHOOPMALMIO AAST €r0 9ODEKTUBHOIO 1 6e30MACHOro
MEAVLMHCKOrO MPUMEHEHMSI.

NHCTPYKUMST NO  MNPUMEHEHWMIO  NPEnApaAT MPEACTOBASIET cobol  OPUUMNAABHOE  OMUCOHUE  XUMMYECKUX,
GAPMALEBTUHECKUX, DAPMAKOAOTMYECKMX CBONCTB ASKAPCTBEHHOro Mpenaparta, CBEASHUM O ero KAMHUYECKOM
MEUMEHEHUN, MOKA3OHUA K UCCASAOBAHMIO, AO3MPOBKE, cnocobax BBeAEHMS, Mepax MNPeAOCTOPOXKHOCTIX WU
BO3MOYKHbIX MOOOYHbIX PeaKkUUnsX s sBASIETCS1 OCHOBOMOAATAOLWLMM AOKYMEHTOM AAS Me ANLIMHCKOI O pO6OTHl/II(O.

MNocTtaHoBAeHVeM [MpautenscTea PO Ne1380 oT 15 Hoabps 2017r. «O6 OCOBEHHOCTSIX OMUCAHKSI AEKAPCTBEHHbIX
nPEenapaToB AASI MEAVLMHCKOMO MPUMEHEHWS], SIBASKOLLIMXCSI OBBbEKTOM 3AKYMKN AAST OBECTIEYEHUSsT TOCYAQPCTBEHHbIX
M MYHUUMNQAABHBIX  HYXKA»  (Aanee - [locTaHoBaeHMe Nel380) YCTOHOBAMBAIOTCSI OCOBEHHOCTU  OMUCAHUS
AEKAPCTBEHHBLIX MPENAPATOR AASI MEAVLMHCKOrO MPUMEHEHMSI, SIBASIOLLMXCSI OOBbEKTOM 30KYMKU AAST oBecrnedyeHus
rOCYAQPCTBEHHbBIX M MYHUUMNOABHBIX HY)KA (ACQAEE - AEKAPCTBEHHbIE MPENAPATh), B AOKYMEHTALMM O 3AKYNKe
AEKAPCTBEHHBIX MPENAPATOR MPU OCYLLECTBASHUMM TAKMX 30AKYNOK (AQAEE COOTBETCTBEHHO - AOKYMEHTAUMS O
3AKYMKe, 3aKymnKa).

CornacHo 4.2 lMoctaHoeAeHust 1380 mpm ONMCAHUM B AOKYMEHTAUMM O 3AKYMNKE 3AKA3YMKM MOMUMO CBEAEHWN,
npeAyCMOTPEHHbIX MYHKTOM 6 YacT 1 cTaTbk 33 PeaepaAbHOro 3akoHA «O KOHTPAKTHOM CUCTEME B Chepe 3aKyNnoK
TOBOPOB, PABOT, YCAYT AAST OBECTIEYEHUS TOCYACRCTBEHHbBIX U MYHULIMMOABHBIX HY>KA», YKOSBIBAKOT:

a ) AEKAPCTBEHHYIO OpMY MpenapdTd, BKAKOYASN B TOM YUCAE 3SKBUBAAEHTHblIe ASKAPCTBEHHbIe OPMbl
UCKAIOYEHVIEM OMUCAHMST ASKAPCTBEHHOW DOPMbl M €€ XAPAKTEPUCTUK, COAEPXKAUIMXCS B WHCTPRYKUWSGX MO
NPUMEHEHNIO AeKAPCTBEHHbIX NPEendpAToB U YKA3bIBAKOWLKX HO KOHKPDETHOIro NpPpom3BOAUTEAS (HANMPpUMEP, onncaHmne




uBeTd, ®OPMbI, BKYCA U AP.);

6) AO3MPOBKY AEKAPCTBEHHOrO MPENAPATA C BO3MOMHOCTbIO MOCTABKM AEKAPCTBEHHOIO MPENnapaATA B KPOATHOM
AO3VPOBKE N ABOVHOM KOAMMECTBE (HAMPUMEP, MPU 3aKYNKe TABAETKM C A03Mpoekon 300 Mr B AOKYMEHTAUMM O
3aKynKe yKkasbleaeTcs: 1 1abaeTka c aAo3mposkor 300 Mr mAM 2 TABAETKM C A03MpoBkon 150 Mr), a Takxe C
BO3MOMHOCTbIO MOCTOBKM AEKAPCTBEHHONO MPENAPATA B HEKPATHBIX 3KBMBAAEHTHbLIX AO3MPOBKAX, MO3BOASHOLLMX
AOCTVYb OAMHAKOBOIO TEPAMNEBTUYECKOrO adPeKTa (HanpuUMep, GAAKOHbI 2,5 M, An 3 Mr, uan 3,5 M), AOMYCKAETCS
YKQA3AHWME KOHUEHTPALMN AEKAPCTBEHHOMO NpenapaTa 6e3 YCTAHOBAEHUS KPATHOCTY;

B) OCTOTOYHBLI CPOK FOAHOCTU ASKAPCTBEHHOrO MNPENAPATA, BbIDOMKEHHBIM B SAVHULAX WM3MEPEHUST BPEMEHMU
(Hanpumep, "He paHee 1 aHeaps 2020 " NAM "He MeHee 12 MecsLeR C AQTbl 3AKAKYEHMSI KOHTPAKTA" U AP.).

B cootBeTcTtBMM C N.1) 4.5 MNocTaHoBAeHMs1 Ne 1380 npu ONMUCAHUM OBBbEKTA 3AKYMKW HE AOTMYCKAETCS YKA3bIBATL: UHbIE
XAPAKTEPUCTUKN ASKOPCTBEHHbBIX MPENAPATOB, COASPXALLMECS B MHCTPYKLMSX MO NPUMEHEHUIO ASKAPCTBEHHbIX
MPEenapAToB, YKA3bIBAKOLLME HO KOHKPETHOIO NPOM3BOANTEASI AEKAPCTBEHHOIO Mpenapara.

OAHAKO, B COOTBETCTBUM C 4.6 NocTaHoAeHMs Ne1380 onucaHme o6bekTa 3AKYMNKY MOYKET COAEPYKATb YKA3AHME HA
XAPAKTEPUCTUKN, MPEAYCMOTPEHHbBIE MOAMYHKTAMM "B" - "M' MYHKTA § HACTOSLErO AOKYMEHTA, B CAY4AE, ECAU HE
MMEETCS MHOM BO3MOXKHOCTWM OMKMCATb AEKAPCTBEHHbIE MPenapaThl. [py 3TOM AOKYMEHTALMSI O 3AKYMKe AOAKHA

COAEPXKATD!
a) 060CHOBAHME HEOBXOAMMOCTW YKO3AHWS TAKX XAPAKTEPUCTUK;

6) NOKA3ATEAN, MO3BOASIOLLME onpeAeAmMTb COOTBETCTBME 3AKYNAEMbIX AeKAPCTBEHHbIX NpenapaToB YCTAHOBASHHbIM
XAPAKTEPUCTUKAM N MAKCUMOAbHBIE U (MAM) MUHUMOADBHBIE 3HAYEHUST TAKUX MOKA3ATEAEN, O TAKXKE 3HAYEHUS
MOoKA3ATEAEN, KOTOPbIE HE MOTYT U3MEHSITbCSI.

AOKYMEHTALMSI SASKTPOHHOIO QAYKUMOHA coAep uT Pasaen 2 «OnucaHne obbekTa 3aKynkumw, rae 3aKa34vKoM
YCTOHOBAEHbBI CAEAYIOLLME XAPAKTEPUCTUKM TOBAPA, B YACTHOCTU:

1. MEPEYEHb NEKAPCTBEHHbIX MPEMAPATOB V1 OBbEMBbI, TPEBYEMBIE K TOCTABKE

TpeBoBaAHNS, YCTAHOBAEHHbIE K
DYHKUNOHOABHBIM, TEXHUYECKUM, KAYECTBEHHBIM XOPAKTEPUCTUKAM TOBAPQ, BXOASILLErO B 06beKT
3AKYMKN (NOKA3ATEeAN, B COOTBETCTBUM C KOTOPLIMM ByAET
YCTOHOBAMBATBHCSI COOTBETCTBME)

AEKAPCTBEHHbIN
npenapat Haanuve B MexkayHapoAHOE
BKAOYEH B \SKOAPCTBEHHOM HEMATEHTOBAHHOE
nepeveHs npenapare HAMMEHOBAHWE, VHble
Ne sanenHo  HOPKOTUHECKMX  mpu oTCyTCTBIM XAPAKTEPUCTUKN Kon-
/M HEoBXOAUMbIX 1 CPSACTB: TAKoro AeKapCTBEHHASI POPMA U ASKApCTBEHHOTO  EA. Mam.
BabKHEWMy  TCVXOTPOMHBIX  HOMMEHOBAHMS - AO3MPOBKA npenapara,
ASKAPCTBEHHbIX BELLEeCTB U MX  rpynnMPOBOYHOE B COOTBETCTBUM C PEMMCTPALMOHHBIM YAOCTOBEPEHNEM C  COAEPIKALLMECS B
npenapaTos NPEeKypPCOPOB  NAU XUMUYECKOE YYETOM 3KBMBOAEHTHbBIX AEKAPCTBEHHBIX GOPM U NHCTPYKLMSX MO
(Aa/HeT) (AQ/HeT) HONMEHOBAHWE NAU AO3VPOBOK nPUMeHeHMIo
cocTtae AEKAPCTBEHHOIO
KOMBWHWPOBAHHOTO npenapaTa
AEKAPCTBEHHOIO
npenapaTa
06bEM HAMOAHEHMS
NepBUYHOM
ynakoski 500
" M 900
1 AA HET Nonpomma, PACTBOP AAS UHbeKuMr 370 Mr M0 AQ/MA MNpenapaTt cM(3%);AMA 000

BbIASASITCS] MOYKAMM
yepes 12 yacos He
MeHee 93% oT
BBEAEHHOM AO3bl

2. TPEBOBAHWS K CPOKY FTOAHOCTV 1 YITAKOBKE NEKAPCTBEHHbBIX MPEMAPATOB

Ne
n/n HanmeHosaHne MNMokasaTens
OCTATOYHBI CPOK
rOAHOCTU
AEKAPCTBEHHOIO
1 TpeboBAHUS K CPOKY FOAHOCTU AEKAPCTBEHHbBIX MPEnapaTos npenapaTa Ha

MOMEHT NMOCTABKM
He MeHee 12
MecsILeB .
YNaKkoBKa n
MOPKMPOBKA
AOMNKHbBI
COOTBETCTBOBATb
O3 '06
obpatlieHum
NEKAPCTBEHHbIX
cpeacTs" Ne 61-03

2 TpeboBaHMS K yNAKOBKE



oT 12 anpensa 2010r.
(cT.46).

CoraacHo MocTtaHoBAaeHWio Ne1380 ot 11.11.2017 Mpaeutensctsa Poccuitickon Peapepaumm «O6 0COBEHHOCTSIX
OMUCAHWSI AEKAPCTBEHHBIX MPENAPATOB AAST MEAMUMHCKOrO MPUMEHEHMS, SBASIOLLMXCSI OOBbEKTOM 3CKYMKU  AAS
rOCYAQPCTBEHHbBIX M MYHULMMAABHBIX HY>A», B COOTBETCTBUM C M.6) (MOAMYHKTHI «Q», «6») MOCTAHOBAEHMUS, 3AKA3YMK
OBOOCHOBLIBAET WM YKA3BIBAET TPEOOBAHMS K OOBbEKTY 3AKYMKMN: 3AKA3YMKOM OMpeAeASHbI MOKA3ATeM, M03BOAIOLUME
ornpeAeMrb COOTBETCTBME 3AKYNAEMbIX MPENAPATOB YCTAHOBAEHHBIM XAPAKTEPUCTUKAM ¥ MAKCUMAAbHBIE M (M)
MVIHVIMOAbHbIE 3HQYEHMSI TAKMX MOKA3QTeAes, Q TAKKEe 3HQAYeHMs Mokasaresey, KOTopble He MOryTr W3MeHSITbCSl,
COrAQCHO MHQOPMALMM, YKA3AHHOW B MHCTRYKLIMM 10 MEANLIMHCKOMY MOUMEHEHNIO OOBEKTA 3AKYMKM.

O60pPOT AEKAPCTBEHHBIX CPEACTB HO Tepputopun Poccuiickon Qeaepaumnn peryampyetcst PeAepaAbHbBIM 30KOHOM
oT 12.04.2010 Ne 61-03 «O6 0OpALLEHNM AEKAPCTBEHHBIX CPEACTB» (AdAEE — 3AKOH 06 OBPALLEHNN AEKAPCTBEHHDIX
CPEACTB), COrAQCHO M. 16 CT. 4 KOTOPOro MEXAYHOPOAHOE HEMATEHTOBAHHOE HOMMEHOBOHME AEKAPCTBEHHOIO
CPeACTBA 3TO HAMMEHOBAHME AEWCTBYIOLLErO BEWeCTBA (QAPMALEBTUYECKOM CYOCTAHUMM, PEKOMEHAOBOHHOE
BcemumpHom opraHmsaumen sapasooxpaHeHmst (BO3).

AOKYMEHTALMS SASKTPOHHOITO QYKLMOHA COASPKUT Pasaen 2 «OnmcaHne obbeKkTd 3aKyrnku», A 3aKA34YMKOM
YCTQHOBAEHbBI CASAYIOLIVIE XAPAKTEPUCTYKM TOBAPA, B YACTHOCTM:

AOKYMEHTALMSI SAEKTPOHHOIO AYKLKVOHA COAEPXKUT [MpunrodkeHne K Pasaeny 2 «OnucaHme obbeKkTa 3aKynku», rae
3aKA34YMKOM OBOCHOBLIBAETCSI HEOBXOAMMOCTb YCTAHOBAEHWSI TEX NAM MHBIX TPEBOBAHUIM K TOBAPY, O MMEHHO:

Y3 "HN- KKB N2 1 M. C.B.O4aroBCcKoro" - MHOrornpo@uAbHAst 6OAbHULIA, OBCAYXKMBAKOLLIAS PA3NMHBIE KATEropum
OONbHBIX M OKA3bIBAKOLLIQS LLMPOKMA CEKTP ANArHOCTUHMECKMX YCAYr. C Y4ETOM 3TOrO B OMUCAHMM OOBEKTA 3AKYKM
rnepeuc AeHbl ToeboBAHVSI K KOHTDACTHOMY nperapary MHH: Vlonpoma, no3sBoAtoLme NOAHOCTLIO BbIOAHUTL BCE
okasbisaemMbie NTY ycayru.,

Mo no3.1 3asBAreH obbeM nepBudHOV yriakoBkv 500 MA ,06ecreuwB QoL PABOTY PEHTTeHOTASASHW BOAbHULIBI A /ST
nposeaeHms KT nccreaoBaHmii OH6beM KOHTPACTHOrO MNpenapara PAcCYTbIBAETCS MO BECY NALUMEHTa 13 pacyeta 1-
3 MA/KI B 3QBUCMMOCTY MACCHI TeAQ, MPOTOKOAQ MPOBOANMOrO NCCASAOBOHWS, MCMOAb3YEMOro obopyAOBAHVST M
MATOAOrMHECKOrO MpoLecca. B otAeAeH yCTAHOBASHbI CreUma M3V OB AHHBIE ABTOMHXEKTOPbI, MPeAHA3HAYEHHbIE
A/ ICMOAb30BAHMST PEHTTEHOKOHTPACTHOO Mpenapara B NepBudHON yrakoke o6beMom 500 MA, 4TO MO3BO/AeT TOYHO
N VHAVBUAYOABHO AO03MPOBATE OObEMbI KOHTOACTHOrO Mpernapard, MUHUMU3MPOBATL OObeMbl YTUA3MPDYEMOro
HEeNCNoAb30BAHHOrO KOHTPACTHOIO CPEACTBA, COKOATUTL BREMST HO MOAOTOBKY K MPOOBEASHWIO MCCASAOBAHWVS.

3aKa34KOM OMPEAENEHbI MOKA3ATEM, [MO3BOAIOLUME OMNPEeAEeMIb COOTBETCTBME 3AKYNAEMbIX MPENAPATOB
YCTQHOB ASHHbBIM XQPAKTEPUCTVKAM M MAKCUMAAbHBIE 1 (MAM) MUHUMQAbHBIE 3HQUYEHWST TAKMX MOKA3aTeres, a TaKxke
3HQYEeHVIST NoKQ3aTeNeri, KOTopble He MOyl U3MEHSTTbCSl, COrAQCHO WH@OPMAUMM, YKA3AHHOW B WHCTOYKUVM 10
MEANUMHCKOMY MPUMEHEHMIO OOBEKTA 3AKyrkn. B onmcaHmm o6BbekTa 3aKyrku ykasaHo: «[lpenapar AOMNKEH
BbIAE /STTb CS1 MOYKAMM Yeped 12 yacoB He MeHee 93% OT BBEAEHHOV AO3bl». B OTHOLLIEHWM NEKAPCTBEHHOIrO npernaparaq,
B TOM YACAE, MPUMEHSIEMOrO TOABKO B AMArHOCTMHECKMX LE/SIX, PAPMAKOAVMHAMMKA HENOCPEeACTBEHHO BASIET HA
6e30MaCHOCTb MPOBEAEHVST AMAHOCTVKN. TpeboBaHME: NEpUoA, BbIBEASHMS HYepEe3d MoYkM (B Te4YeHMM 12 4acoB He
MeHee 93% Or BBEAEHHOW AO03bl WMOACOAEPXALLErO KOHTPACTHOrO CPEACTBQ) YCTAQHABMBQAETCSI C  LEAbKO
obecrieueHus 6e30MacHOCT MAUMEHTOB B [POLecce MPOBEASHWST UCCASAOBOHWM., VIHOE Bpems BbiBEASHMS
VIoNpoMMAQ YEPES MOYKM, YKA3AHHOE B MHCTPRYKLWN MO MEAMUMHCKOMY MOUMEHEHMIO MOXET MMETb MOUHLMIMAAbHOE
3HQYEHWE A/ OMPEASNSHWSI BPEMEHW MOBTOPHOrO BBEASHWMS KOHTPACTHOIrO CPEACTBA B TEUEHWN OAHWX CYTOK Mou
BO3HUIKLLIEN KNHWYECKON HEOBXOAMMOCTV; YMEHbBLLEHWST PUCKA CEPASYHO-COCYAMCTBIX OCAOXHEHW; YMEHbLLISHVS
PUCKA NAEKQPCTBEHHbIX B3AVMOAENCTB U,

3aKasuk, sBASKICE NSYEOHBIM YYOEXAEHNEM, OKA3bIBAET MEANUMHCKYHKO MOMOLLD A/ MPAXKAQH, B COOTBETCTBUN CO
CXEMAMUN NEYEHVST M1 KOHKDETHBIMN AEKQPCTBEHHbBIMM MPernaparaMy, HA3HAYEHHbIMY Bpadamy, COrAacHO 4.2 cr. 98
QeaeparsHoro 3akoHa or 21 Hosbps 2011 r. Ne 323-03 «O6 0CHOBAX OXPAHb! 3A0POBbSI MOAXAQH B POCCUMVICKOM
Desepaupmm», MEAVNUMHCKNE OPraHN3AUMM, MEANLUMHCKME PABOTHVK 1 QAPMALEeBTHeCkne PAOOTHMKM HEeCyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3AKOHOAQTEALCTBOM Poccuwickort Qesepauym 3a HApYLLeHWe MpaB B CPepe
OXPAHbI 3A0POBbSI, MPVMMHEHME BPEAQ XMN3HU U (M) 3A0POBbBIO MPW OKA3AHWN IMOAXKAQHAOM MEANLMHCKOM MOMOLLM.

Mpon KT — nccAreA0BAHVSIX B KQBUHETE KOMMbIOTEPHON ToMorpaumm Y3 "HUM- KKB Ne 1 wm.C.B.Oyarnosckoro”
MCMOAb3YETCsl BHYTPVBEHHOE OONOCHOE  KOHTPACTUPOBAHME C MCMOAb3OBAHMEM 63 KONDOBOrO WHXEKTOpAa
cuctembl YABPVIX, B KOMMIAEKTALMM KOTOPOM MUCTIOAb3YIOTCST HAMPAB AtoLme TRYOKM A1 PAAKOHOB S00MA. oy aToM,
yeM 60/bLLIE OOBEM MCITONL3YEMOrO PAAKOHA, TEM pexe Tpebyercst ero 3aMeHa.

Mou npoBeaseH KT UCCASAOBAHMSI C BHYTOMBEHHbIM GONOCHBIM KOHTDACTUOOBAHNEM, MAKCUMYM HAKOMASHMS
KOHTDACTHOrO BEeLLEeCTBA MNAPEHXMMOV OpraHa AOCTUraeTcsl 3a 60Aee KOPOTKOE BPEMs Mo MCroAb30BaHM boree
KOHLIEHTDMPOBAHHOro pacisopd. C y4eToM TOro, 4ro rpu 6biCTOOM CKAHMPOBAHWM BO3MOXHO HECKOAbKO pA3
OCYLLECTBUTb UCCASAOBAHNE OAHOM U TOM XK€ QHATOMMYECKOM 30HbI, (HAMPUMEP MEYEeHM - MOXHO BbIAE AT AQKE ABE



apTEPUAAbHBIX QA3bl) WNCMOAL30BAHME 60ASEe KOHLEHTDUPOBAHHbBIX KOHTPACTHBIX BELLeCTB, CTAHOBUTCST 6oiee
MPEANOUTUTEAbHBIM.  «AHIOMPAPUHECKME»  KOHLIEHTPALWMM(370MI/MA)  KOHTDACTHBIX BELLECTB [03BOAIOT  [OAYYITb
TOEXMEPHOE MN30OPAXKEHNE COCYAOB, KOTOPOE WCMOAb3YETCSl AN TMAQHUPOBAHWSI XVPYPIMHECKOV TAKTVIKA B
OHKOAOTMHEHCKOVI MPAKTVIKE,

Bbin M3ydeHbl XaPAKTEPUCTVIKM KOHTDACTUPDOBAHMS MV BBEASHMN 45 ioAd (UTO AOCTUIrAAOCH MCIIOAL 30BAHMEM
PA3AMHBIX OOBEMOB KOHTOACTHOrO BELUEeCTBA PA3NYHOM KOHLEHToAUMM). BbiA CAEAQH BbIBOA, 4UTO MCIOAb3YS
BbICOKYHKO KOHUEHTPALWMIKO KOHTPACTHOrO BELLECTBA, MoV BBEASHVN €0 MEHbLLErO KOAMYECTBA- 122MA B KOHLEHTPAUMM
370Mr/MA obecnewiBaer noBbieHne rniotTHocT A0 350ea. H, a 150MA B koHueHTpaum 300Mr/MA obecneuwisaer
rnoBbILLEHNE MNAOTHOCTU A0 323e4.H. Boems HeobXoAMMOe AT AOCTVIKEHMSI MAKCUMYMQ KOHTDQCTHOIrO YCUASHWST Mou
370mr/ma-34c, a ripy 300Mr/MA-39C, B TOXE BPEMS MoV KOHTPACTUP OB AHUM MNEYEHN MAKCHYIMYM KOHTPACTHOrO YCUAEHWS
npwn 370Mr/mMa- at0 85ea.H a npwu 300Mr/mMa- at0 7dea.H. Vicrnorb3yst koHUueHTpaumo 370Mr/MA AQET BO3MOXHOCTb
noAyHeHVs GoAee YeTKOV BU3YQN3ALMN O4ArOBbIX 0BPA30BAHMV HU3KOW MAOTHOCTM U MX MAALIX PA3MEPOB (A0 1CM),
ro3BO/IET OLEHUTb NCTUHHYIO MPUPOAY M CTEMNEHb PACMPOCTOAHEHHOCTV MATOAOMMHECKUX M3MEHEHW B OHKOAOT MM,

30KA3YMK MOSICHUA, H4TO OAPMOKOKMHETUKA AOBOro MHLEKLMOHHOIO ASKAPCTBEHHOrO MNpenapaTtd, BBOAUMOIrO
MAUMEHTY, B TOM YUCAE, MPVMEHSIEMOro TOAbKO B AMAMHOCTUYECKUX LEASX, HEeMNOCPEeACTBEeHHO BAMSIET HA
6e30MNaCHOCTb MPOBEAEHUST AMATHOCTUHECKOrO WUCCASAOBAHMS. [PUCTAABHOE BHUMAHME K  (OAPMAKOKUMHETUKE
npPenapara CBSI3OHO C  BO3MOXXHOCTbIO BO3HWKHOBEHWSI HEPPOTOKCUYECKOrO 20PeKTa BCASACTBME MPSIMOro
TOKCUYHOIO BAUSIHASI HO KASTKM MOYEYHbIX KAHOAbLEB U PA3BUTUST ULLEMUM MO3TOBOrO BELLEeCTBA MovYeK, Mo3TOMy
OYEBMAHO, 4YTO (APMAKOKMHETMKO MPEenapaTta BAMSIET HA 6e30MaCHOCTb MNAUMEHTA, YBEAMHEHUE BPEMEHU
BbIBEASHUSI KOHTPACTHOIO MNPEnapaTa - 3TO AOMOAHUTEABHBIA PUCK BO3HUKHOBEHUST KOHTPACT MHAYLMOOBAHHOM
Heoponatu (KMH), nostomMy B TEXHMYECKOM 30AQHWM YKA3OH KPAWHE BOXKHBIA MAPAMETP C TOYKU 3peHUs!
6e30MNaCHOCTV NAUMEHTQ.

Yem BbicTpee MpenapaT BbIBOAUTCS M3 OPraHM3MA, TEM MEHbLUE PUCKOB, CBSIBAHHLIX C BBEAEHVEM MNpenapaTtda
MALUMEHTY, STOT AOTMAT He TpebyeT AOKA3ATEAbCTB.

3AKA3UYVIK, SIBASISICE AE4EBOHDBIMM YUPENKAEHUSIMAN, OKA3BIBAIOT MEANLIMHCKYIO MOMOLLb MOAMAQHAM, B COOTBETCTBUM CO
CXEMAMU AEYEHWST N KOHKPETHBIMU AEKAPCTBEHHBIMY MPENAPATAMM, HA3HAYEHHBIMM BPAYaMMn. COrAQCHO 4.2 CT. 98
PepepanbHOro 3akoHa ot 21 Hosibps 2011 r. Ne 323-03 «O6 OCHOBAX OXPAHbI 3A0POBbSI MOAYKAOH B POCCUIMCKOWM
Qeapepaun», MEAUUMHCKUE OPraHU3ALMU, MEAMLMHCKME PABOTHUKM M GAPMALEBTUYECKME PABOTHUKK HECYT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3AKOHOAQTEABCTBOM Poccuickon Peapepaumm 30 HApPYLLEeHVe NpaB B chepe
OXPOHbI 3A0POBbBS, MPUYMHEHUE BPEAQ YKMN3HU U (MAM) 3A0POBBIO MPU OKA3AHUN MOOYKAAHAM MEAMLIMHCKOM NMOMOLLN.

TpeboBAHME K PEHTreHKOHTPACTHOMY JIC, YKA3AHHOE B AYKLMOHHOM AOKYMEHTALMM HE MOYKET PACCMATOUBATLCS
KAK MOAOXKEHME, MPUBOASILEE K OrPAHUYEHUIO, HEAOMYLLEHMIO WAM YCTPOHEHMIO KOHKYPEHLMM MPU MPOBEAEHUM
TOpros. A€KAPCTBEHHOE CPEACTBO MONpomMuA AGHHON AEKAPCTBEHHON POPMbl U AO3UPOBKU B PO3AVNYHBIX POPMOX
YNOKOBKHM, 3aTPe60BAHHOE 30KA34YNKOM, HOXOAITCS B CBO60AHOM ob6opoTe Ha Tepputopumn PO, B dyKUUMOHE MOXXeT
YYOCTBOBOTb HEOrpOHUYEHHOe KOAMYECTBO MNOCTABILMKOB, CMOCOGHBLIX MPEeAAOXUTb K MOCTOBKE Mpenapar ¢
TpebyeMbiMU XaPAKTEPUCTUKAMM.

CoranacHo MHOOPMALN n3 [oCcyAQpPCTBEHHOIO peecTpa NEKAPCTBEHHbIX
//grls.rosminzdrav.ru/ ) , pa3MeLlWeHHOM HA OPUUMAAbHOM canTe MuH3ppasa  Poccun,
MHOOPMALMS MO AeKapCTBeHHOMY npenapaTty (MHH Nonpomna) :

CpeACTB (http:
MMEETCS1 CAeAYoLLas

MexxayHapoa [AekapcteeH [HavmeHosaHue CTtpaHa
Hoe Hast POPMA  [AEPIXKATEAST AN ASPIKATENS!
HEeMnATEeHTOBAH VAN
Hoe BAGAEAbLA
PErMCTPAUMOHHOIO
Toprosoe BAGAEABLA
YAOCTOBEPEHMSI
HAMMEHOBAA AeKapCTBEHHOTO PervcTpauvoHHbIit
HOWMEHOBAH [ nAn P PEerMcCTPAUMONHOIO
HOMep
rpynnMpoBoY
Ve Hoe YAOCTOBEPEHMS
(UMMIECKOS) npenapaTa NEKAPCTBEHHOIO
HAMMEHOBOAMN
o npenapaTa
Nonpomna- HOMPOMAA PC}CTBODV ANs|OOO Teer/\oer Poccus AM1-004328
TA MHBEKLM AEKAPCTB
MonpOMAA - o [TOCTBOP. NG00 (AABUACH Poccus AM-003696
Brapsuct VHbEKLMI
Nonpomua TP [Monpomma, POCTBODV AM 600 «Mocoapm Poccusi AM-003110
VHbEKLMI
Nonpomna  |lonpomma, POCTBOp, ANIIOOO «Akoaac Poccusi AM-002892
VHbEKLNI Skcnonm»
- Pacteop AAs baitep
YAbTPaBUCT  [lonpomma pv epmaHus 1 N002600
VHbEKUNI
WepuHrdapma Al

AekapcTeeHHble npenapaTsl (MHH MonpomMmna) ¢ ToprosbiMM HaMMEHOBAHMSIMK: Monpomua, TA, Nonpomuna-Brapemct,




Nonpomua TP, YABTPOBUCT B CBOWX MHCTRYKLUMSIX COAEPXKAT ACHHYIO TEXHUYECKYIO XOPAKTEPUCTUKY: BbIBEASHUS
yepea NodYkM B TeyeHun 12 4yacos He MeHee 93% OT BBEeAEHHOM A03bl. I TOABKO B MHCTPYKLMM HA AEKAPCTBEHHbDIN
npenapaT «onpommar» YKa3aH 6oAEE AAUTEABHBI BODEMEHHOM MEPMOA, «BbIBEASHMS YEPE3 MOYKM B TEYEHMM 24 YOCOB
He MeHee 92% OT BBEAEHHOW AO3bI».

Kpome Toro, AekapCTBEHHbIE MPenapaThl B pamMkax MHH Vonpommna, AonyLeHbl K 06paLleH o Ha Tepputopun PO, a
3HOYUT AOBOAbI 3ASIBUTEASI O TOM, YTO ASKAPCTBEHHbIE NPEnapaThl C TOProBbiMX HAMMEHOBAHMSIMK lonpoMua-TA,
Vonpomma, TP He BbinyLLieHbl B obpalleHme Ha Tepputopun PO SBASKOTCSI HE AOCTOBEPRHBIMM,

MocTaBWMK MOXET NPEAAOXXUTb K MOCTABKE B PA3HBIX AOAEBbIX COOTHOWEHUSAX TPU AEKAPCTBEHHbIX Nnpenapara (MHH
Monpomuma) ¢ ToproebiMn HavMeHosaHusMu:  Monpomua TP, Monpomua TA u YAbTpPaBMCT. TaKMM 0Bpa30OM,
TPeBOBAHVE K PEHTIEHO-KOHTPACTHOMY AC, YKA3AHHbIE B AYKLMOHHOM AOKYMEHTALMM HE MOTYT PACCMATPUBATHCS
KAK MOAOXKEHME, MPUBOASILEE K OrMPAHUNYEHUIO, HEAOMYLLEHMIO WAM YCTPOHEHMIO KOHKYPEHLMM MPU MPOBEAEHUM
TOProB, HET HNUKAKMX OCHOBAHMIN YTBEPXKAOQTE 06 OMPAHNYEHMM KOHKYPEHLMM MO AQHHBIM OYKLMOHHOM AOKYMEHTALMN.
K noctaeke Moryt ObiTb MPEAAONKEHB OAHOBPEMEHHO MPEnaPdaThl PA3HbLIX MPOU3BOAMTEAEN. [ToU OnpeASAEeHN
TPEBOBAHUA K 3AKYNAEMOW MPOAYKUMM 3AKO3IHYMK YUUTBIBAA COOTBETCTBME CBOMUX MOTPEBHOCTEN K 3AKYNAaeMOoMy
TOBAPY M AQHHBIE FOCYAQPCTBEHHOIO PEECTPA ASKAPCTBEHHbBIX CPEACTB, PA3MELLEHHBIX HO ODULNAABHOM CAMTE
https://grls.rosminzdrav.ru/GRLS.aspx.

HaQ OCHOBAOHUM BBILLEU3AOYKEHHOTO, C YYETOM HOAUYUSI B FTOCYAQPCTBEHHOM peecTpe ASKAPCTBEHHbIX CPEACTB
AEKAPCTBEHHOIO CPEACTBA C  MEXAYHAPOAHBM HEMATEHTOBAHHBIM HOUMEHOBAHMEM MOMPOMMA  AHOAOTMUYHBIX
NSKAPCTBEHHbIX CPEACTB, OnMCaHne obbeKTa 30KYMKN HE MPOTVBOPEYUT MOAOXKEHUSIM 30KOHA O KOHTPAKTHOM
cncrteme.

Bce yKasaHHble NpenapaThl B CBOUX MHCTPYKLMSIX COAEPXKAT MHPOPMALMIO O BbIBEAEHUM YEPES NOYKKM B TedeHue 12
4yacoB He MeHee 93% OT BBEAEHHOM AO03bl. 10 BCEM YKO3QHHbIM MPENAPATAM 3APErMCTPUPOBAHA MPEAEABHAS
OTMYCKHAS LEHA, 4YTO TAIOKE TMOATBEPIKAQETCST MHOOPMALMEN, YKA3OHHOW B [OCYAQPCTBEHHOM peecTpe
AEKAPCTBEHHBIX CpeACcTs (http://grls.rosminzdrav.ru/).

Takmm o6pa3oM, TPeBOBAHUS, YCTOHOBAEHHble 3aKa3dnkom B Paspaene 3 «OnMCAHME OObekTa 3aKyrnku» He
MPOTMBOPEYAT MOAOXKEHMUSSIM 3AKOHA O KOHTPAKTHOW CUCTEME.

Kommccus, pykoBoACTBYSICh Y. 1, 4.4 CT.105 M HO OCHOBAHUK Y.15 CT.99, 4.8 cT.106 PepepanbHOrO 3aKkoHa oT 05.04.2013
Ne 44-03 «O KOHTPAKTHOW CUCTEME B ChHEpe 3aKYNOK TOBAPOB, PABOT, YCAYT AAST OBecrnedeHUst roCyAQPCTBEHHbIX U
MYHULIMMOABHBIX HY KA»,

PELLUAA:

1. MpwsHaTtb >xaroby OO0 «TA «BUAA» HEOOOCHOBOHHOW.
2. OTMEHUTb MPUOCTOHOBAEHME ONPEAEAEHME MOCTOBLUMKA (MOAPSIAYMKA, UCTIOAHUTEAS]) B YHOCTU MOAMUCOHNS
KOHTPAKTA (M3BELLEHMNE Ne 0318200063919002147).

HacTosiwee PeleHne MOXeT ObiTb OBGXOAAOBOHO B CYASOHOM MOPSAKE B TeYeHMe Tpex Mecsues C AQTbl ero
MPUVHATUSL.



