PELLIEHWE

NO PE3YABTATAM PACCMOTPEHMS KAAOOB OOO «Toproebii AOM «B1aA» HO
AENCTBUSI 3AKA3YMKA - BIOAYKETHOIO YUYPENKAEHUS 3APABOOXPAHEHUS]
BopoHeykckom obAacTu «BopoHexkckas 0BAACTHAS KAMHUYECKAS BOAbHULLIO Ne1»,
YMOAHOMOYEHHOIO OPraHa - YNPABAEHUS MO PEMYAUPOBAHMIO KOHTPAKTHOW
CUCTEMbBI B COEpPE 3aKYNOK BopoHe)KCKom 0BAACTU NPU MPOBEAEHU
SAEKTPOHHOIO AYKLUMOHA HA NMOCTABKY AEKAPCTBEHHOIO NPENAPATA AAS
MEAULMHCKOro npuMeHeHnst MeponeHem

(n3BeleHre Ne 013120000101900370T)
(aeno Ne 036/06/33-479/2019)

30.07.2019 roa r.
BopoHexx

Kommccus YnpaeaeHuss PepepAAbHOM  AHTUMOHOMOABHOM  CAYXObI MO
BopoHeykcKkom 0BAACTM MO KOHTPOAKO B Chepe 3aKYNOK B COCTABE:

- MuxvH C.B. - npeacepaatenb KoOMUCCUM, 3OMECTUTEAD  PYKOBOAUTEAS
YNPABAEHWS - HOYOAbHUK OTAEAQ;

- PouwynkmHa 1O.B. — 3amecTuteab npeaceAaTenss KOMMCCUmM, HOYOAbHUK OTAEAQ;
- SlkoBaeBa E.A. - yaneH Komunccumm, rocyAQpCTBEHHbBIN MHCNEKTOP,
B NPUCYTCTBUM MPEACTABUTENEN:

30KA3YMKA - BIOAXKETHOIrO VUYPENKAEHUS 3ADABOOXPAHEHMST BOPOHEMKCKOMN
obAacTn «BopoHeKcKkas 0BAACTHAS KAMHMYecKast 6oabHMLa Nel» (BY3 BO BOKB
Nel) <...> (AOBEPEHHOCTb OT <...>),

VIIOAHOMOYEHHOIO OPraHa - YNpAaBAEHUSI NO PENYAMPOBAHMIO KOHTPAKTHOM
CUCTEMbI B coepe 3aKynok BopoHeXckom obAaCTU <...> (AOBEPEHHOCTbL OT <...>),

B OTCYTCTBME MNPEACTABUTEAS HOAAEXKALLMM OBPA3OM YBEAOMAEHHOIO
3asutenst - OOO «Toproebit AOM «BraA»,

paccmoTpes >Kanoby OOO «Toproebit AOM «BUaA» HO AENCTBUS 3AKA3IYMKA -
BY3 BO BOKBE Nel, ymOAHOMOYEHHOIo OopraHa - YNpaBAEHMST MO PErYAMPOBAHUIO
KOHTPAKTHOM CUCTEMbl B COepe 3aKyrnok BopoHexckonm obAacTn npu
NPOBEAEHUM SAEKTPOHHOMO AYKUMOHA HA MOCTABKY AEKAPCTBEHHOIO MpenaparTa
ANST MEeANLMNHCKOro npvMeHeHnst MeponeHem (n3BeLleHve Ne
0131200001019003701) (AaAee — AYKLWOH),




YCTOHOBUAQ:

B BopoHexckoe YDAC Poccum noctynmaa xanoba OOO «Toproebii AOM
«BUaA» (AOA€e — 3A9BUTEAb) HO AencTBUS 3akasumka - BY3 BO BOKB Nel (aanee
— 30KA34YMK), YNOAHOMOYEHHOro OpraHa - YnpaBA€HUS MO peryAMpoBAHMUIO
KOHTPOKTHON CUCTEMbl B cdepe 3aKynok BopoHe)xckonm obAacTtu (Aanee —
YNOAHOMOYEHHbIA OPraH) Npu NPOBEAEHUN AYKLUOHA.

[0 MHEHMIO 3ASIBUTEASI HOPYLLEHbI €ro NPABA U 3AKOHHbIE UHTEPECHl ASNCTBUSIMU
30KA3YMKA, YNOAHOMOYEHHOIO OPraHd, BbLIPA3MBLUMMUCST B YCTAHOBAEHUN B
AOKYMEHTALMM 06 ayKUMoHe TPebOBAHUA, OrPAHUYMBAIOLIMX KOAMYECTBO
YYOCTHUKOB 3CAKYMKW, O VMEHHO: «HOAMYME B WHCTPYKUMM MO MEAULMHCKOMY
NPVMEHEHMIO YKA3OHMST HA 2DPEKTUBHOCTb AASI ASYEHUSI MYKOBUCLMAO3D WU
XPOHNYECKNX MHOEKLUMA HUPKHUX AbIXOTEABHBIX MyTEer KAK B PeXmume MoHoTepanuu,
TOK W B KOMOMHAUMM C  APYTMMU  OHTUOAKTEPWAAbHBIMKM  NPENAPATAMMUY;
YCTAOHOBAEHME TPEOOBOHWM, HE MO3BOASIOLUMX OAHO3HAYHO OMNPEAEAUTb BUA
ALIEH3VPYEMOM  AESTEABHOCTV MPU  BBIMOAHEHWM PABOT, MNPEAYCMOTPEHHbIX
KOHTPAKTOM; YCTAHOBASHUN U3AULLHErO TPEebOOBAHUSI O HOAVMHUM Y YYOACTHUKA
3AKYMKU  AVLEH3UM HA BUA DAPMALEBTUYECKON AESITEAbHOCTU: «MepeBO3KA
ASKOAPCTBEHHbIX CPEACTB  AAST MEAMLVHCKOrO MPUMEHEHMS», YCTAHOBASHUN
TPEBOBAHMS O HOAUYM TOKOW AULLEH3UN AMYHO Y YHOCTHUKA 3AKYTKW.

[ToeACTABUTEAM 3AKA3YMKA, YNOAHOMOYEHHOrO OpPraHa CHNTArT AOBOADI,
N3NO>KEHHbIE B xanobe HEODBOCHOBAHHbBIMM, AEVNCTBUS 3AKA34YMKA,
YNOAHOMOYEHHOIo OopraHa CoOOoTBETCTBYIOLLKVMN 3AKOHOAATEABCTBY O 3AKYINKAX.

N3yyre MOTEPUAABI AEAQ, 3ACAYLLIAB AML, YYOCTBYIOLWWX B AEAE, OLEHUB
NPEACTABAEHHbBIE AOKO3ATEABCTBA, A TAKXKE MPUHMMAST BO BHMAHME PE3YALTATDI
BHEMAQHOBOW MPOBEPKU, PYKOBOACTBYSICb 4. 3 CT. 106 DepAepAAbHOro 30KOHA OT
05.04.2013r Ne 44-®3 «O KOHTPAKTHOW CUCTEME B Chepe 3aKyrnoK TOBAPOB, paborT,
YCAYT AN obecrnedyeHnsl TOCYAQPCTBEHHBIX M MYHULUMNOAbHBIX HYXXA» (AQAEe -
3akoH Ne 44-03), Komuccus BopoHeskckoro  YOAC  Poccum yCTAHOBUAG
CAeAyloLLEE.,

16.07.2019 ropa B € AVIHOM MHOOPMALMOHHOM CUCTEME 30KA3YMKOM PA3MELLEHO
MN3BELLEHNE O MPOBEAEHUN AYKUVMOHO M AOKYMEHTALMSI 06 ayKuMoHe. Ha4yaAbHAS
(MAOKCUMAAbHQAS) LEeHO KOHTPpAKTa - 2890712, 00 pybaen. Topr NpOBOASITCS HO
SAEKTPOHHOM TOProBom NAoLaAKe - PTC-TeHAep.

B cootBetctBUM ¢ nN. 1 4. 1 cT. 33 3akoHa Ne 44-O3 B onmcaHum obbeKkTa
3AKYMKM  YKA3bBAOTCS  QYHKLUMOHOABHBIE, TEXHWYECKME U KAYECTBEHHblE
XOPAKTEPUCTUKN, SKCMAYOTALUMOHHBIE XAPAKTEPUCTUKM OBBEKTA 3AKYNKU (Mpwu
HEOBXOAMMOCTW).

COrAnQCHO 4. 2 YKQ3QHHOW CTATbMU AOKYMEHTALUNMST O 3dKYyrnkKke AO/NKHA
COAEP>KATb MOKA3ATEAU, NMOIBOASIKOLLME OrNnpeAeMTb COOTBETCTBME 3AKYNAeMblX



TOBAPA, PABOTHl, YCAYrY YCTAHOBAEHHbBIM 3AKA3YMKOM TPpeboBAHMSM. [1pn 2TOM
YKQ3bBAKOTCSI  MAKCUMAOAbHbIE UM (MAM)  MUHVMMOAbHBIE  3HAYEHUST  TAKKX
NOKA3ATEAEN, A TAIOKE 3HAYEHMS MOKA3ATEAEN, KOTOPbLIE HE MOIYT U3MEHSITLCSI.

CoraacHo n. 6 4. 1 cT1. 33 3akoHa Ne 44-O3 AOKYMEHTALMST O 3AKYMNKe
AO/MKHAO  COAEPXATb  YKA3AHME HA  MEXAYHOPOAHbIE  HEMATEHTOBAHHbLIE
HAOVMEHOBAHUST  AEKAPCTBEHHbIX CPEACTB  UWAM  MPU  OTCYTCTBUM  TAKUX
HOVMMEHOBAHUN XUMUYECKME, FPYMMUOOBOYHBIE HAVMMEHOBAHUS, €CAM OBbEKTOM
3AKYNKU SBASIKOTCSI AGKAQPCTBEHHbBIE CPEACTBA.

YacTtbto 5 cT. 33 3akoHa Ne 44-O3 yCTAHOBAEHO, YTO OMUCAHNE OTAEAbHbIX
BMAOB OOBEKTOB 3AKYMNOK MOrMyT YCTAHOBAMBATLCS [MPABUTEABCTBOM POCCUMMCKOM
Peapepaumm.

MyHkTamMm 5,6 NMoctaHoeAaeHUs TMpasuteabctea PO ot 15.11.2017 Ne 1380 «O6
OCOBEHHOCTSIX OMMCAHUST AEKAPCTBEHHbIX MPENAPATOB AN MEAMUMHCKOrO
NPUMEHEHMS» YCTAHOBAEHO, YTO OMNMCAHME OBbEKTA 3AKYMNKM MOXXET COAEPIKATb
YKA3AHVE HO  AOMOAHUTEAbHbBIE XAPOAKTEPUCTUKM AEKAPCTBEHHOIO CPEACTBA B
CAYyHOE, €CAM HE VIMEETCS MHOM BO3MOXHOCTW OMMCATb AEKAPCTBEHHbIE
npenapatbl. [lpn 3TOM AOKYMEHTAUMUST O 3AKYMKE AOAKHA COAEPXATb: Q)
OBOCHOBOHME HEOBXOAMMOCTU YKA3AHMS TOKMX XAPOAKTEPUCTUK; 6) MOKA3ATEA,
NO3BOASIOLLME  OMPEAEAUTb  COOTBETCTBME  3AKYMAEMbIX  AEKAPCTBEHHbIX
NPEenapATOB YCTOHOBAEHHBIM XOPAKTEPUCTUKAM U MAKCUMOAbHbIE U1 (UAV)
MUHUMOAbHbBIE 3HAYEHMST TAKMX MOKA3ATEAEN, A TAIOKE 3HAYEHMST NMOKA3ATEAEN,
KOTOPbIE HE MOIYT U3MEHSITLCSI.

B cooTteeTcTBUM C TEXHUYECKUM 3AACHMEM K MOCTABKE TpebyeTtcs
AEKAPCTBEHHOE CpPeACcTBO —  MeponeHeMm. [TopoLOoK  AAST  MPUFOTOBAEHMS
PACTBOPA AASI BHYTPUBEHHOTO BBepaeHMs, 1 (1000 Mr) nAm B ABOVHOM KOAMYECTBE
no 0,5 r (600 mr).

B KayecTBe OAHOMO 13 TPEBOBAHMN K XOPAKTEPUCTUKAM AEKAPCTBEHHOIO
CPEACTBA YCTAHOBAEHO: «HOAVYME B MHCTRYKLMM MO MEAMLIMHCKOMY NMPUMEHEHUIO
YKA3AHWST HA 9SOOEKTVBHOCTb AASI AEYEHUST MYKOBUCUMAO3A U XPOHUYECKUX
MHOEKUMA HMDKHUX ABIXOTEAbHBIX MyTEW KAK B PEXMME MOHOTEPAnMM, TAK U B
KOMBUHALMM C APYIVIMX OHTUOAKTEPUAABHBIM MPENAPATAMNY,

[0 MHEHMIO 3ASIBUTEASI XAPAKTEPUCTUKA B YHACTUN DQPEKTUBHOCTU AAST ASYEHUS
MYKOBUCLMAO3A HE MMEET TEPANEBTUYECKOro 3HAYEHMS!, HU OAHQ UHCTRYKLMS MO
MEeANUMHCKOMY MPUMEHEHMIO AEKAPCTBEHHbIX npenapaTtos MHH MeponeHem He
COAEPXKUT CBEAEHUN OB 3PPEKTUBHOCTU AASI AEYEHUSI MYKOBUCLMAO3A, TOAKKM
obpa3oM, TPeboBAHMIO 06 3PPEKTUBHOCTU AAST AE€YEHUST MYKOBUCLMAO3Q He
YAOBAETBOPSIET HM OAMH  cyulecTsyiowmn npenapatr ¢ MHH MeponeHewm;
30KA34YMK HE OBOCHOBAA NOTPEDBHOCTN B AEKAPCTBEHHOM CPEACTBE C YKA3OHHOMN
XAPAKTEPUCTUNKON.

Ha paccMoTpeHun >KaA0Bbl MNPEeACTOBUTEAM 3ACA34YMKA, YNOAHOMOYEHHOro
OPraHa MOSICHUAM CAeAylollee. B MHCTPYKUUW MO MEAVLMHCKOMY MPUMEHEHUIO



AEKOAPCTBEHHOIO cpeacTsa MepoHem NPUCYTCTBYET YKA3AHWE  HA
SODEKTUBHOCTb  AAST  AEYEHUST  MYKOBUCLMAO3A. [IpUKA3OM  AENAPTAMEHTA
3APABOOXPAHEHMST BopoHexckom obaacTm ot 14.06.2019 roaa Ne 888 Broa)keTHOE
YYPEXKAEHUST  3APABOOXPOHEHMS BopoHekckonm  obAaacTm «BoOpOHEXKCKAS]
OBAACTHAS KAMHMYECKAS 6oAbHMLA Nel» HOBHOYEHO AEYEDHBIM YYPEKAEHMEM, B
KOTOpOM  Ha  603e  MNyAbMOHOAOTMYECKOrO  OTAEAEHUST  OKA3bBAETCS
CNeLMAAM3NPOBAHHASI MEAMUMHCKAST MOMOWb B CTAUMOHAPHBIX YCAOBMSIX
B3POCALBIM  MALUMEHTAM, CTPAAQIOWMM  MYKOBUCUMAO3OM, TAKMM OBpa3oMm,
30KA34YMK 06sa3aH obecneuntb COOTBETCTBYIOLUME  OTAEAEHUs  BOAbHMULbI
HEOBXOAUMBIMM  AEKAPCTBEHHBIMM  CPEACTBAMM  AASI  A€YEHUST  YKA3AHHOMN
KATEeropum NAUNEHTOB.

Komunccren BopoHexkckoro YPAC Poccum yCTOHOBAEHO CAEAYIOLLEE.

B WHCTPYKUMM MO MEAULMHCKOMY TMPUMEHEHMIO AEKAPCTBEHHOIO CPEACTBA
MepoHem NPUCYTCTBYET YKA3OHME HA  ODPEKTUBHOCTb  AAST  A€YEHUS
MYKOBUCLMAO3D, TAKMM OBPA30OM, AOBOA 3ASBUTEAS O TOM, YTO HU OAHA
MHCTPYKLUMS MO MEAULIMHCKOMY MPVMEHEHMIO ASKAPCTBEHHbIX npenapaTtos MHH
MeponeHemM He COAEPXUT CBEASHUA 00 3OPEKTUBHOCTU AAST  ASYEHUS
MYKOBUCLIMAO3A, HE HALLEA GAKTUYECKOrO NOATBEPIKASHUSI,

[MoUKA30M  AENAPTAMEHTA 3APABOOXPAHEHUS BopoHe)kckon obaacTn OT
14.056.2019 roAQ Ne 888 BIOAXKETHOE  YUPEXKAEHUS  3APABOOXPAHEHMUS
BopoHe)kckon obAacTu «BopoHeXKCKas OBAACTHAS KAMHUYECKAST BOAbHMLIO Ne1»
HO3HAOYEHO AEYEDHBIM YYPENKAEHMEM, B KOTOPOM HO HA3e MYAbMOHOAOIMYECKOrO
OTAEAEHMST  OKQA3bIBAETCST  CMEUVNAAUNPOBAHHAS MEAMUMHCKAST MOMOLLb B
CTALUMOHAPHBIX YCAOBUSIX B3PDOCAbIM MAUVNEHTAM, CTPAAQKOLLNM MYKOBUCLIMAO3OM.

B kayectBe OOOCHOBOHUSI MOTPEOHOCTU SDPEKTUBHOCTU  AAS  ASYEHUS
MYKOBUCLIMAO3A B AOKYMEHTALUMM 06 AyKUMOHE YKA3AHO: «Y4YUTbIBASI HAAMHYUE
NALVEHTOB C AVATHO30M MYKOBUCLMAO3 (KUCTO3HBIN GUOPO3), PACTPOCTPAHEHME
PE3UCTEHTHOCTU BbILLEYKA3AHHbBIX MUKPOOPIAOHM3MOB B PO 11 Tshkenoe TedeHue
MHOEKLMOHHOrO Mpouecca Yy 3TOM rpynnbl  MOUUEHTOB  KU3HEHHO BODYKHO
NPVIMEHEeHMe NPEenapaTa AOKA3ABLLErO CBOK 3POEKTUBHOCTDY.

Takm 0BPA30M, AOBOA 3ASIBUTEAS OO OTCYTCTBUM B AOKYMEHTALMM 06 QyKLMOHE
0HBOCHOBAHMS MOTPEBHOCTU B AEKAPCTBEHHOM CPEACTBE C XAPAKTEPUCTUKON B
4ACTUN SPOEKTUBHOCTU AAST AEYEHUST MYKOBUCLMAO3CQ HE HALIEA GAKTUYECKOro
NOATBEDLIKAEHWMSI.

3a9BUTEAD HE AOKQ3OA TOT QAKT, YTO TPEDBOBAHMUS, BKAKOYEHHDBIE B
AYKUMOHHYKO  AOKYMEHTAUMIO,  CO3ACQAM  OAHVMM  YYOCTHUMKAM  3QKYMKMK
NPENMYLLECTBA MEPEA APYIMMU, SIBASIAICb HEMPEOAOAUMBIMN AAST YYOCTHUKOB
3AKYMKN, A TAKXKE KAKUM-ANBO MHBIM CMOCOBOM MOBAEKAM 30 CODOM OrpaHMYEHME
KOAMYECTBA YYOACTHUKOB 3AKYMKW.

B cBSIsM C uyeMm, AOBOA 3asiBUTEAsS 06 OorpadHn4yeHnn Koan4yecCctTesd YYHACTHUKOB
30KYNKN He HAWeA CBOero noATBep>XAeHud.



Ha ocHoBaHMM  M3AOXKeHHOro, Komuccust Boporexkckoro YOAC Poccum He
HOXOAUT OCHOBOHUA AASI MPU3HAHWMST HAPYLIEHUA B AEUCTBUSIX 3AKA3YMKA,
YNOAHOMOYEHHOIO OPraHA, BbIPA3VBLUMCS B YCTAHOBAEHUMM B AOKYMEHTAUMM OO
AyKUMOHE TPEeBOOBAHUIN K AEKAPCTBEHHOMY CPEACTBY MeponeHem: «HaAM4VE B
MHCTPYKUMA MO MEAMUMHCKOMY MPUMEHEHMIO YKA3AHUST HO SODPEKTUBHOCTb AASI
AEYEHMST MyKOBKCLMAO3A,

Kommccren BopoHexkckoro YPAC Poccum Tak)Ke YCTAHOBAEHO CAEAYIOLLIEE.,

MoAnyHKTOM 1 nNyHKTA 17 NHOOPMALMOHHOM KAPTHI (MPUAOXKEHME 1 PA3AEA
1.2  AOKyMeHTAUMM OO QAyKUMOHE) YCTAHOBAEHbI TPEOOBAHMSI K YYACTHUKAM
3AKYMKWN: COOTBETCTBME YYACTHUKOB 3AKYMKWN, YCTAHOBAEHHbIM B COOTBETCTBUM C
30KOHOAQTEABCTBOM Poccumckon Pepepauum, K  AMLAM, OCYLLECTBASIOLLMM
NOCTABKY TOBAPQA, BbIMOAHEHME PABOT, OKA3AHME YCAYT, SIBASKOLLMXCS NPEAMETOM
AYKLMOHQ!:

HOAVYME AENCTBYIOLWEN AVILLEH3MM HO OCYLLIECTBAEHME DAPMALEBTUYECKOW
AESITEeAbHOCT:

- OMTOBAISI TOPTOBASI ACKAPCTBEHHBIMU CPEACTBAMU AAST MEAULIMHCKOMO
NPVMEHEHUS!;

- XPpAdHeHne NAeKApP CTBEHHbLIX CPEACTB AN MEAVNULIMHCKOIO NMprMEeHeHUs!,
- NepeBO3KA AeKAPCTBEHHbIX CPEACTB AN MEAVNULMHCKOIO NnNprMeHeHWsl.

* (AAS1 YHOCTHUKOB 3AKYTMKU, HE SIBASIHOLLIMXCS MO OU3BOAUTEASIMA
NEKAPCTBEHHbBIX CPEACTB, TPEebyeMbIX K MOCTABKE);

HaAnyme AencTBytoLLEN AULLEH3MN HA MPON3BOACTBO AEKAPCTBEHHbIX
CPEACTB (AAS1 YHOCTHUKOB 3AKYMKKN, SIBASIKOLLIMXCST MPOOU3BOAUTEASIMU
ANEKAPCTBEHHbIX CPEACTB, KOTOPbIE MPEAAATAOT K MOCTABKE AEKAPCTBEHHbBIE
CPEeACTBA COBCTBEHHOIO MPOM3BOACTBA).

COrAQCHO MOAMNYHKTA 2.2 NYHKTA 19 UHOOPMAULMOHHOW KAPTbI (MPUAOXKEHME
1 pas3pen 2 AOKyMeHTAUMM 06 QyKUMOHE) BTOPAS YACTb 3ASIBKM HA y4ACTUE B
AYKUMOHE  AOMKHA  COAEPXKATb  KOMUMKM  AOKYMEHTOB,  MOATBEPXKAQIOLLMX
COOTBETCTBME  YYACTHUKA  AYKUMOHA  TPebOBAHWSIM, YCTOHOBAEHHBIM B
COOTBETCTBMM C 3AKOHOAOTEABCTBOM Poccumckon ®Peapepaumm K - AMLAM,
OCYLLECTBASIIOLLIMM MOCTABKY TOBAPA, BbIMOAHEHME PAOOTH, OKA3AHWE YCAYTU,
SIBASHOLLIMXCS OBbEKTOM SAEKTPOHHOIO AYKLMOHQA:

Konus AencTeytolen AMLEH3MN HAO OCYLLECTBAEHME GAPMALEBTUHECKON
AESITEAbHOCT: ™

- OMTOBASI TOPFOBASI ASKAPCTBEHHBbIMW CPEACTBAMU  AAST  MEAMLMHCKOro
NPVIMEHEHUS;

- XpaHeHne AeKApPCTBEHHbIX CPEACTB AN MEAVLIMHCKOIO NpMeHeHWs!,



- NepeBO3KA AeKAP CTBEHHbIX CPEACTB AN MEANLIMHCKOIO NpUMeHeHUsI

*(AASI YYHOCTHUKOB 3AKYMKM, HE SIBASIOLLMXCS MPOUIBOAUTEASIMU AEKAPCTBEHHbIX
CPEACTB, TPebyeMbiX K MOCTABKE);

Konus aencTeytolen AMLEH3MN HA MPOUM3BOACTBO AEKAPCTBEHHbIX
CPEACTB (AN YHACTHUMKOB 3AKYMKK, SIBASIFOLLIMXCSI MNP OU3BOAUTEASIMA
ANEKAPCTBEHHbBIX CPEACTB, KOTOPbIE MPEAAArAIOT K MOCTOBKE AEKAPCTBEHHbIE
CPEACTBO COBCTBEHHOIO MPOM3BOACTBA).

[MPOAHAAN3NPOBAB AQHHBIE MOAOYKEHUST AOKYMEHTALMN 06 QyKLMOHE,
Komuccust BopoHeskckoro YOAC Poccum MPULLAG K BEIBOAY O HECOCTOSITEABHOCTH
AOBOAQ >KOAODOBI 06 OTCYTCTBUMM BO3MOMKHOCTUM OAHO3HOYHO OMPEAEAUTb BUA
AMLUEH3NPYEMOW  AESITEABHOCTU MPU  BLINMOAHEHUM PABOT, MNPEeAYCMOTPEHHbIX
KOHTPOKTOM.

[0 MHEHWIO 3ASIBUTEAS], YYOCTHUKY 3AKYMKU AAS YY4ACTUSI B AYKLMOHE
AOCTATOYHO ODBACAQTb AVLEH3MEN HA BUA PAPMALEBTUYECKON AESITEABHOCTU:
«OMTOBAST  TOPFOBASI  AEKAPCTBEHHbIMW ~ CPEACTBOMU  AAST  MEAMLIMHCKOrO
NMOUMEHEHMS», MNPU 3TOM TPEOOBAHME O HOAMMMU AMLEH3MM HOA NEepeBO3Ky
AEKAPCTBEHHbBIX CPEACTB SIBASIETCS UBAVLLHVM, MOCKOABKY BbIAEAEHWE NEPEBO3KM
AEKAPCTBEHHbBIX CPEACTB B OTAEAbHbLIN BUA AESITEABHOCTU MPU OCYLLECTBAEHU
OMNTOBOW TOPrOBAV HEODSI3ATEABHO.

Taike 3asBUTEAb MOAArAET, YTO YCTAHOBAEHME TPEOOBAHMSI AMMHO K
YYOCTHUKY 3AKYMKW O HAAMYUMM  AULEH3MM HA  BUA  PABOT MO NepeBo3ke
AEKAPCTBEHHbIX CPEACTB HEMPABOMEPHO, TAK KAK B AOKYMEHTALMM 06 AyKLUMOHE
HEe YCTOHOBAEH 3AMNPEeT HA NepeBOo3ky TOBAPA OPraHM3ALMSIMA, NPUBASYEHHBIMY
YYOCTHMKOM 3AKYMKU, 1 OBAQAQIOLLIMMY AULEH3NEN HA AQHHBIV BUA PABOT.

B KayecTBe AOBOAOB XAAODBI 3A5BUTEAD nEmMBOANT HIDKECACAYIOLLIEE.

CoraacHo nyHKTy 34 ctaTtb 4 PepepanbHOro 3akoHa oT 12.04.2010 N 61-
O3 «O6 obpalleHUN AeKAPCTBEHHbBIX CPEACTB» (AaAee - 3aKoH 06 obpalleHun
AEKOAPCTBEHHbBIX CPEACTB) OPraHM3ALMST OMNTOBOM TOPrOBAM AEKAPCTBEHHBIMU
CPEACTBAMM -  OPraHM3ALMUS,  OCYLLECTBASIIOLLAST  OMTOBYIOD  TOPrOBAKO
AEKAPCTBEHHBIMW CPEACTBAMU, WX XPOAHEHUEe, NepeBO3KYy B COOTBETCTBUM C
TpeboBAHMSIMM 3AKOHA 06 OBPALLEHNN AEKAPCTBEHHbBIX COEACTB.

YacTtblo 1 ctaTtbm 52 3akoHa 06 obpalLEeHN AEKAPCTBEHHBIX CPEACTB
YCTOHOBAEHO, 4TO  QAPMALUEBTMHECKAS  AESTEeAbHOCTb  OCYLLECTBASETCS
OPraHM3aUMSIMM OMTOBOM TOPIOBAM AEKAPCTBEHHBIMU CPEACTBAMK, AMTEYHbIMMU
OPraHM3aUVSIMA, BETEPVHAPHBIMK ANMTEYHBIMX OPTraHU3ALMSIMA, MHAVMBUAYOAABHBIMMA
NPeANPUHUMATEASIMA, MMeoLLMMM AVILLEH3MIO HQ dAPMALEBTUHECKYIO
AESITEABHOCTb, MEAVUMHCKUMM  OPraHM3AUUSIMA,  UMEIOLWMMM  AMLEH3MIO  HA
OAPMALEBTUYECKYIO AESITEABHOCTb, U UX OBOCOBAEHHBIMM MOAPA3SAEAEHVSIMU
(QMByAaTOPUSIMK, DEABALLEPCKUMUN N QEABALLEPCKO-AKYLLIEPCKUMM  MYHKTAMMU,
LEeHTPOMM  (OTAEAeHUsIMKM)  obwen  BpadyebHom  (CeEMEVHOM)  MPAKTUKWUY),



PACNOAOKEHHBIMN B CEeAbCKMX HACEAEHHbIX MYHKTAX, B KOTOPbIX OTCYTCTBYIOT
anTteyHble opraHmsaviini, wn BeTepVHAPHbIMM  OPTrdHM3AUunsSIMM,  MMEeoLW M
AMUEH3NMIO HO QAPMALEBTUHECKYIO AESITEABHOCTD.

B cooTtereTCTBMM CO CcTaTben 54 3akoHa 06 obpalleH AeKAPCTBEHHbIX
CPEACTB OMNTOBASI TOPrOBASI AEKAPCTBEHHLBIMU CPEACTBAMUM OCYLLECTBASIETCS
NPOV3BOAUTEASIMN AEKAPCTBEHHBIX CPEACTB W OPraHU3ALUSIMM ONTOBOW TOPIOBAM
AEKAPCTBEHHBIMW CPEACTBAMM MO MPABUACOM HOAAEXKALLEN AUCTPUOBIOTOPCKOW
NPAKTUKM 1 MNPOABUACM  HOAAEXKALLEN MPAKTUKM  XPAHEHUST U MEepeBO3KU
AEKAPCTBEHHDIX npenapaTos, YTBEPIKAEHHBIM COOTBETCTBYIOLLMMY
YMOAHOMOYEHHBIMU EAEPAABHBIMM OPTAHAMU UCTTOAHUTEABHOW BACCTMW.

CornacHO nyHKTY 7 TpOBUA OMNTOBOM TOPIOBAUM AEKAPCTBEHHLIMU
CPEACTBAMMN AN MEAMUMHCKOrO  MPUMEHEHUS, YTBEPIKAEHHbBIX  MPUMKA30M
MuH3apaBcoLUpa3emntng Poccum o1 28.12.2010 N 1222H, ONTOBAST TOPTOBAS
AEKAPCTBEHHBIMXN CPEACTBAOMU  OCYLLECTBASIETCST MPU  HOAMHKMM  AVLEH3MM HA
OAPMALEBTUYECKYIO AESITEABHOCTb (c YKQ3AHWEM «OMTOBAST  TOPIOBASI
AEKAPCTBEHHBIMM CPEACTBAMUY»), BbIACHHOM B YCTAOHOBAEHHOM
30KOHOAOTEALCTBOM Poccumckom Qeaepaumm NoOpsiAKe.

B cooTtereTCTBMM CO CcTaThben 53 3akoHa 06 obpalleH AeKAPCTBEHHbIX
CPEACTB OPraHM3ALMM ONTOBOW TOPIOBAM AEKAPCTBEHHBIMW CPEACTBAMKM MOryT
OCYLLECTBASTb MPOACHIKY AEKAPCTBEHHbIX CPEACTB WAM NEPEACBATb WX B
YCTOHOBAEHHOM 3AKOHOAQTEABCTBOM Poccumckon Peaepaumm nopsiAke, B TOM
yncne 1 Me AMUMHCKMM OPTAHU3ALNSIM.

Komuccren BopoHexkckoro YOAC Poccum yCTAOHOBAEHO CAEAYIOLLEE.

B cootBeTcTBUM C 4. 3 CT. 64 3akoHa Ne 44-O3 pokymeHTauus ob
SAEKTPOHHOM  QAYKUMOHE AOMKHA COAEPXKATb TPeBOBAHMST K YYOCTHUKAOM
AYKLUMOHA, YCTOHOBAEHHbBIE B COOTBETCTBMM C 4YaACTblO 1, Yyactamm 1.1 1 2 (npum
HOAMYUM TAKUX TPEOOBAHMM) cTATbM 31 YKA3AHHOIO PeAepPAAbBHOrO 3AKOHQA.

CornacHo n. T4, 1 cT1. 31 3akoHa Ne 44-O3 npu OCYLLLECTBAEHUN 3AKYMKMN
3AKA34YMK YCTAHABAMBAET eAMHble TPeboBAHMSI K YYOACTHUKAM  3AKYMKM:
COOTBETCTBUE TpeboBAHMSIM, YCTAOHOBAEHHbBIM B COOTBETCTBUM C
30KOHOAQTEABCTBOM Poccumckon QPeapepaum K AMLOM,  OCYLLECTBASIOLLMM
NOCTABKY TOBAPA, BbIMOAHEHME PABOTH, OKA3AHWE YCAYTU, SIBASIKOLLMXCS
OB6BHEKTOM 3AKYMKU.

B cootBeTctBMM C M. 2 4. 1 CT. 64 3akoHa Ne 44-O3 pokymeHTaums o6
SAEKTPOHHOM QYKLUMOHE HAPSIAY C MHOOPMAUMEN, YKA3AHHOWM B WM3BELLEHUM O
NPOBEAEHMM  TAKOIMO  AYKUMOHA, AOMKHA  COAEPXKATb  TpeboBaHMS K
COAEPXKAHMIO, COCTABY 3QSBKM HA y4yaACTVME B  AYKUMOHE B COOTBETCTBMM C
yactamm 3 - 6 ctaTtby 66 yKA3aHHOro PeAepaAbHOro 3aKOHA U MHCTRYKLMKO MO ee
3AMOAHEHMIO.

3a5BKA HO Y4OCTUE B SASKTPOHHOM AYKLMOHE COCTOUT U3 ABYX YOCTEM (4.2



CT.66 3aKkoHa Ne 44-D33).

CoraacHo n. 2 4. 5 cT. 66 3akoHa Ne 44-O3 BTOPAS YACTb 3ASBKM HA y4ACTUNE
B OAEKTPOHHOM QYKLMOHE AONKHA COAEPYXKATb AOKYMEHTbI, MOATBEPIKAQOLIME
COOTBETCTBME YYACTHMKA QAYKUMOHA TPEOBOBAHUSIM, YCTAHOBAEHHBIM M. 1 4. 1 CT.
31 3akoHa Ne 44-O3 nAn KoMK 3TVX AOKYMEHTOB.

B cooteetctBMM C .M. 47 4. 1 CT. 12 PepepanbHOro 3akoHa ot 04.05.2011
. Ne 99-03 «O AMUEH3NPOBAHMM OTAEAbHBIX BUAOB AESITEABHOCTU», CT. 8
PepepanbHOro 3akoHa o7  12.04.2010 ropaa Ne 61-O3 «O6 obpalieHun
AEKAPCTBEHHBIX  CPEACTB»  DAPMALEBTUHECKAST  AESTEABHOCTb  MOAAEXKUT
ALEH3NPOBAHMIO.

NocTtaHoBAeHuem Mpaeuteabctea Poccuinckon Qepepaumm ot 22.12.2011
roaa Ne 1081 «O AMUEH3UPOBOHUM (PAPMALEBTUYECKON AEATEeAbHOCTU»
YCTOHOBAEH NepeyeHb BbINOAHSIEMbIX PABOT, OKA3bIBAEMbIX YCAYT, COCTABASIIOLWLMNX
PAPMALEBTUYECKYIO AESTEeAbHOCTb B cPepe ob6bpaueHns AeKAPCTBEHHbIX
CPEeACTB AA MEAULIMHCKOIO NPUMEHEHMUS, A UMEHHO:

1. OnToBasl TOPIroBAST AeKAPCTBEHHBIMU CPEACTBAMU AN MEAVNUMHCKOIo
nEMeHeHMsI

XpOHeHl/Ie NEKAPCTBEHHbLIX CPEACTB ANSI MEAVUIMHCKOIO NprMeHeHWsI

XpOHeHe AeKAPCTBEHHBIX MPENAPATOB AAST MEAMUMHCKOIO NPUMEHEHS

2

3

4, I'IepeBosKo NEeKAPCTBEHHbLIX CPEACTB ANSI MEAVNLIMHCKOIO NPUMEeHeHUSsI

) I'IepeBosKo ASKAPCTBEHHbIX MpenapdToB AN MEANLMHCKOIO npmMeHeHsl
6

PO3HMYHAST TOPrOBASI AEKAPCTBEHHBIMKM NPENAPATAMN AASI MEAMLMHCKOrO
neMeHeHumsl

7. OTNyCK AEKAPCTBEHHbIX MPENAPATOB AASI MEAVLIVIHCKOTO MPUMEHEHSI
8. U3roTtoBAEHME AEKAPCTBEHHbBIX MPENAPATOB AAS MEAULIMHCKOIO NPUMEHEHMS.

B COOTBETCTBMM C MPOEKTOM AOrOBOPA MOCTABLUMK OBSI3yeTCs B MOPSIAKE U
CPOKM, NPEAYCMOTPEHHbBIE AOFOBOPOM, OCYLLECTBUTb MOCTABKY AEKAPCTBEHHOIO
NPEEenapaTa AASI MEAMUMHCKOro MNpUMEHEHUst MeponeHeM B COOTBETCTBUM CO
Cneuvovkauven (MpuaokeHne N 1 K AOroeopy), A 30KA34YMK 0OO6sI3yeTcsl B
NOpPSIAKE W CPOKWU, MNPEAYCMOTPEHHbIE AOroBOPOM, TMPUHSITb U OMNAQTUTb
MNOCTABAEHHbIM TOBAP. [NOCTABKA TOBAPA OCYLLECTBASIETCS MOCTABLLMKOM K MECTY
AOCTQOBKM MO appecy: 394066, r. BopoHex, yA. MOCKOBCKWMM NPOCMEKT,
151, 9 6n0K, AnTeka.

Takm 06pa3oM, NPeAMET AOrOBOPA BKAKOYAET paboThl MO NepeBo3ke
AEKAPCTBEHHbIX CPEACTB, YTO OTHOCUTCS K AVLLEH3VPYEMOMY BUAY ASSITEABHOCTW.

Kommnccuen Boponexkckoro YOAC Poccum NPUHSITO BO BHUMAHME TO



0BCTOSTEABCTBO, 4yTO 30KOHOAQTEABCTBO, peryapyoLee coepy
AILLEH3MP OBAHWSI, He COAEPXKUT HOPMbI, YCTOHOBAMBAIOLLLEN, 4yTO
GOAPMALEBTUHECKAST ASSITEABHOCTb MO OMNTOBOM TOPrOBAE ASKAPCTBEHHbIMU
CPEACTBAMU AASI MEAMLIMHCKOTO MPUMEHEHMS BKAOYAET B cebsl AESITEABHOCTb MO
NepeBo3ke ASKAPCTBEHHbIX CPEACTB.

Takum 0BpPa30M, AOBOA MAAOBB O TOM, YTO TPEDBOBAHME O HAAUHUM Y
YYACTHMKA 3AKYMKN AULLEH3NW HA MEPEBRO3KY AEKAPCTBEHHbBIX CPEACTB SIBASIETCS
NBAULLHUM, TMOCKOAbKY BbIAGAEHME NEePEeBO3KM ASKAPCTBEHHbIX CPEeACTB B
OTAEABHBIN  BUA  AESTEABHOCTM MPW  OCYLECTBAEHMM  OMTOBOM  TOPrOBAMU
HeOobs13aTEABHO, HE MEET 3AKOHHOIO OBOCHOBAHMSI.

AOBOA >KAAODOBI O TOM, YTO YYACTHUK 3AKYMKM HE OBSI30H AMYHO OBAQAQTH
AMLUEH3MEN HA NEePEBO3KY AEKAPCTBEHHbBIX CPEACTB B CAydAEe MPUBAESYEHUST ANS
NepeBO3KM CTOPOHHEN opraHmsaumm, Kommccums Bopornexkckoro YOAC Poccum He
NPUHUMAET BO BHUMOHME, MOCKOAbKY B COOTBETCTBMM CO CT. 31 3akoHa Ne 44-03
TpebOBAHMSIM, YCTOHOBAEHHbBIM B COOTBETCTBMM C  30KOHOAQTEALBCTBOM
Poccumckon @eapepaumm K AMLOM, OCYLLECTBASIOLWMM MOCTABKY TOBAPA,
BbIMOAHEHME PABOTHI, OKA3AHNE YCAYTU, SBASKOLLIMXCS OOBbEKTOM 3AKYMKMN, AONKEH
COOTBETCTBOBATb MMEHHO YHOCTHUK 3AKYMKU.

Ha oCcHoBAHUM M3AOYKEHHOrO, Kommnccug Boporexkckoro YOAC Poccum He
HOXOAUT OCHOBAHUA AAST MPU3HAHUST HAPYLUEHNA B  AEUCTBUSIX 3AKA3YUKA,
YNOAHOMOYEHHOIO OPraHA B YACTU YCTAHOBAEHMUS B AOKYMEHTALUMM 06 AyKUMOHE
TpeboBAHMIN O COOTBETCTBMM  Y4ACTHMKQ AyKUMOHO  TpebOoBAHMSM,
YCTAHOBAEHHBIM B COOTBETCTBMM C 3A0KOHOAQTEABCTBOM Poccumnckon Peapepaumm
K AMLQAM, OCYLLECTBASIOLLMM MOCTABKY TOBAPA, BbIMOAHEHME PABOTH, OKA3AHME
YCAYTU, SBASIKOLLUMXCST OOBbEKTOM SAEKTPOHHOIO AYKUMOHA, O VMMEHHO: HAAMYUM
ALEH3MM HA  OCYLLECTBAEHME BUAQ OAPMALEBTUHECKOWN AESITEABHOCTU -
NepeBO3KA AEKAPCTBEHHbBIX CPEACTB AASI MEAMLIMHCKOrO MPUMEHEHMSI.

HaQ OCHOBAHUM N3AOXKEHHOTO, PYKOBOACTBYSICb 4. 8 CT. 106 3akoHa Ne 44-
3, Kommcceus BopoHedkckoro YPAC Poccuu,

pewnAaq:

NPK3HATb YXaA0By OOO «Toprosbit AOM «B1aA» HO AENCTBUS 3AKA3YMKA -
BIOAXKETHOTO  YUYPENKAEHUST  3APABOOXPAHEHMS BopoHexckon  obaacTu
«BopoHexwcKkas oBAACTHAS KAMHMYEeCKAsT 6GoAbHMULA  Nel», YMOAHOMOYEHHOrO
OPraHA - YNPAOBAEHUSI MO PEryAUPOBOHMIO KOHTPAKTHOM CUCTEMbl B coepe
30KYNnoK BopoHEeXCKOM OBAACTV MPU MPOBEAEHUN SAEKTPOHHOIO AyKLMOHA HA
MNOCTABKY AEKAPCTBEHHOro nMnpenapata  AASl  MEAVUMHCKOro  MpUMEHEHMS
MeponeHem_(n3pellenHme Ne 0131200001019003701) HeOBOCHOBAHHOW.
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