PelueHne no pesyAbTATAM PACCMOTPEHUS XKAAOGbI
yyacTHuka 3akynku Ne 003/06/67-151/2021
«4» mapTa 2021 roaa ropoaA YAQH-YAS

Komnceuns Ynpasaerns DeaAepanbHON AHTUMOHOMOABHOM CAY>KObI MO Pecnybamke Bypsimng Mo KOHTPOAID B chepe 3aKkyrnok (aanee - Kommnccus) B
cocTase:

<...>, npeaceAdaTenst Kommeccum,
<...>, YAneHa Kommceuu,
<...>, YaneHa Kommccun,

30CEAQHME MPOBEAEHO B PEXVME BUAESOKOHDEPEHLCBSIZN MPU YYACTUN MPEACTABUTEAS [BY3 «Bypsrckmuin pecnybAMKAHCKNM KAMHUYECKMI
OHKOAOTUMYECKNIM AUCTIAHCEP? <...>, AOBEepPeHHOCTb oT 02.03.2021, npeAcTaeuTeAs Pecny BAMKAHCKOrO AreHTCTBA Mo roCy AQPCTBEHHBIM 3AKYMKAM
<...>, poBepeHHOCTb OoT 11.01.2021 Ne 2,

PACCMOTPEBR XKAAODY OBOLLECTBA C OrNPAHNYEHHON OTBETCTBEHHOCTLIO «MeanKkap» (Aanee — 3asentenb, O6wecTro) (BX. oT 26.02.2021 Ne 1107) Ha
ASNCTBUNSI AYKUMOHHOM KOMUCCUM 3AKA3YMKA — [BY3 «Bypsrckuin pecnyBAMKAHCKNN KAMHNYECKUA OHKOAOMMYECKUA AMCNaHCep» (Adnee —
3aKa34MK), YNIOAHOMOYEHHOroO OpraHa — PecrnyBAMKAHCKOrO AreHTCTBA MO FOCY AQPCTBEHHBIM 3AKYNKAM (AQA€e — YNOAHOMOYEHHbIM OpraH) npu
MPOBEAEHUN SAEKTPOHHOrO AYKUMOHA HA MOCTABKY MpenapaTta AOUETAKCEA, C peecTposbiM HOMepom — 0102200001621000242 (aanee -
AYKUMOH), U B PE3YAbTATE OCYLLUECTBAEHWS BHENAQHOBOW MPOBEPKM B COOTBETCTBUN C MYHKTOM 1 4acTu 15 ctaten 99 GepepaAbHOro 3aKOHA OT
05.04.2013 Ne 44-03 «O KOHTPAKTHOM CUCTEME B ChEpe 30KYNOK TOBAPOB, PABOT, YCAYT AAS 0OBeCcrneyeHnst rocy AQPCTBEHHBIX Y MyHULMMAABHBIX
HY>XA (AOAee — 3AKOH O KOHTPAKTHOW CUCTeEME),

YCTOHOBMUAQ:

3asBUTEAb CUMTAET, YTO AYKUMOHHAS KOMUCCUST HEMPABOMEPHO MPUHSAQ peLleHne o6 OTKa3e ero B AOMYCKe K yHacTUiO B AyKUMOHE, MPUHYMHON
MOCAY>XMAO HECOOTBETCTBME MHOOPMALUN, COAEPIKALLENCS B 3AsBKE 3ASBUTEAS, TPEBOBAHMSIM AOKYMEHTAUMM OO AyKUMOHE, O WMEHHO:
TPEboBAHME AOKYyMeHTAUMKM - n.1 'MHH AoueTaKCeA, KOHUEHTPAT AAS MPUIOTOBAEHUSI PACTBOPA AAS1 UHOY3MKA 20 Mr/MA, KOAMYECTBO
AENCTByIOLLEero BelecTsa B nepsnyHon ynakoeke 150 mr', n.2 "MHH AoueTakCeA, KOHLUEHTPAT AAS MPUIOTOBAEHWUSI PACTBOPA AAS MHOY3UI 20
MI/MA, KOAMYECTBO ASMCTBYIOLLErO BELLECTBA B NepBuyHOM yrakoeke 110 Mr, B 3asBKE YHYOCTHMKA 3AKynKkM B M.1 ykasaHo: "MHH AoueTtakcen, ¢
TOProBbIM HOMMEHOBAHMEM AOLETAKCEA, KOHLEHTPAT AASI MPUTOTOBAEHUS PACTBOPA AASI MHOY3MIA 20 MI/MA 4 MA - GAQKOHbI - NOYKNA KAPTOHHbIE,
KOAMYECTBO AEMCTBYIOLLEro BELLeCTBA B NepBuyHOM ynakoeke (20 mr/ma*4 ma) 80 mr', B n.2 ykasaHo: "MHH AoueTakcea, ¢ TOprosbiM
HANMEHOBAHMEM AOLETAKCEA, KOHUEHTPAT AAS MPUTOTOBAEHMSI PACTBOPA AASI MHDY3MIA 20 MIF/MA 4 MA - GACKOHDI - MAYKM KAPTOHHBIE, KOAUYECTBO
AECTBYIOLEro BellecTsa B nepeunyHon ynakoske (20 Mr/mMA*4 MA) 80 Mr'. OBAAAQS TOKCUYHBIMM CBOMCTBAMMK, MPENAPATL AAS XMMUOTEPAMMN
AONKHBI OBACAQTE MUHUMYMOM MOBOYHBIX 3PPEKTOB Y MAKCUMYMOM 3DDEKTUBHOCTU AAS MAUMEHTA, YTO AOCTUIAETCSl MCKAKOUYUTEABHO TOYHBIMM
noABOPAMM AO3MPOBOK ASNCTBYIOLLErO AKTUBHOMO BELLECTBA AEKAPCTBEHHbBIX MPENAPATOBR. 3ASBUTEAb YKA3bIBAET, HTO OBLLECTBOM MPEAAONKEH K
NOCTABKE NPENAPAT B 9KBUBAASHTHOM AO3MPOBKE, MO3BOASIOLLEN AOCTUYb OAMHAKOBOIO TEPAMNEBTUYECKOrO addEeKTa.

Kpome TOro, ykasbBAET, YTO OMMCAHME obbeKkTa 3AKYMKM COCTOBAEHO C HOPYLUEHVMEM AENCTBYIOLLErO 3AKOHOAQTEALCTBA, YTO MPUBOAUT K
OFPAHMYEHNIO KOAMHYECTBA YHYACTHUKOB 3AKYMKW. 3AKA3YMKOM B AOKYMEHTAUMU OO QAYKUMOHE YCTAHOBAEHO TEPAMEBTMYECKN HE3HAYMMOE
Tpe6OBOHI/Ie K KOHUEeHTPp AU AeKapCTBeHHOro npenapara.

MpoCUT MPUOCTAHOBUTL 3AKYMKY, MPOBECTU MPOBEPKY, MPU3HATL YKXAAODY OOOCHOBOHHOW M BHIAQTb MPEAMMCAHME 06 YCTPAHEHUMU AOMYLLEHHbIX
HOpPYLIEeHNN.

MpeacTaBuTeAn 3aKa34MKA, YNOAHOMOYEHHOIO OPraHa C AOBOAOMM YKOAODBI HE COrAQCUAMCH, CHATAIOT, YTO B AENCTBUSIX QAYKUMOHHON KOMUCCUN
OTCYTCTBYIOT HOPYLLEHMS 3AKOHOAQTEABCTBA O KOHTPAKTHOM CUCTeME. [TPEACTABUAN MUCbMEHHbBIE BO3PAYKEHNST HO >|<o1/\o6y.

YNOAHOMOYEHHbBI OPraH CUYATAET, YTO AYKUMOHHAST KOMUCCKSI MPABOMEPHO MPUHSAQ pelueHne o6 oTkade OOLWecTBy B AOMYCKE K YHACTUIO B
AyKUMOHE HO OCHOBOHWUM M. 2 4. 4 CT. 67 3AKOHA O KOHTPAKTHOM CUCTEME, B CBSI3N C HECOOTBETCTBMEM MHOOPMALMM, MPEAYCMOTOEHHOM Y. 3 CT. 66
HACTOSILLEro 3AKOHA, PA3AEAOM 12 AokyMeHTaumm o6 aykumoHe. Vdyums 3aseky OBOLWECTBA QyKUMOHHAST KOMUCCUST YCTOHOBMAQ, YTO 3ASIBKA
MOAQTEAS! XKAAODBI HE COOTBETCTBYET TEXHWNYECKUM TPEOOBAHWMSIM AOKYMEHTAUMM (OCHOBOHMSI OTKAOHEHMS 3ASBKM MPUBEAEHB B MPOTOKOAE
PACCMOTPEHUS MEPBBIX HOCTEW 3ASIBOK).

3AKA34YMK NOSICHSIET CAeAyIoLLEee: B COOTBETCTBMM C HOPMAMU CTATb 33 3AKOHA O KOHTPAKTHOM CUCTEME, 3AKA3YNK B ONUCAHUN ob6bekTa 3AKYNKN
YKA3bBAST PYHKUMOHAABHbBIE, TEXHUYECKNE N KAYECTBEHHbIE XAPAKTEPUCTUKN, SKCMAYATAUMNOHHBIE XAPAKTEPUCTUKN obbeKkTa 3AKYTMKW, UHble
Tpe6osc1va, CBSI3AHHbIE C OrpeAeAeHeM COOTBeTCTBNSI MOCTABASIEMOro ToBapa I'IOTpe6HOCT9IM 3AKA34YMKA. M3 CMBICAQ 30KOHA CAeAyeT, YTO
30KA3YMK OBSI3AH YKQ3bIBATb B AYKUMOHHON AOKYMEHTALMN TAKNE Tpe6OBOHI/I9'I, KOTOpble B HANBOAbLLIEN Mepe COOTBETCTBYIOT ero ﬂOTpe6HOCTﬂM n
SIBASIOTCS AASI HEFO CYLLEeCTBEHHbIMUA.

TAK, COFAQCHO MPUAOXKEHMIO Ne 3 K AYKUMOHHOW AOKYMEHTALMM MPEAMETOM QAYKUMOHA SBASIETCSI MOCTABKA CAEAYIOLLEro AEKAPCTBEHHOrO
npenapata: 4 nosvumm: MHH - AoueTaKCeA; AEKOPCTBEHHAs! QOPMA — KOHUEHTPAT AASI MPUIOTOBAEHWUSI PACTBOPA  AAST UHOY3WIA;
AO3MpPOoBKA/pasmMep - 20Mr/MA; KOAMYecTBO - 862,5, 385, 400, 60; eAMHMLA M3MEPEHWNST TOBAPA — MUAAVAUTD; KOAMYECTBOM AEMCTBYIOLLErO
BELLECTBA B NepPBMYHOM ynakoeke — 150 mr, 110mr, 80 mr, 20 mr.

BY3 «BypsITCKMN KAMHUYECKNI OHKOAOTUYECKNM AUCTIAHCEP» SBASIETCS] CNELMAAN3MPOBAHHBIM YUYPEIKASHMEM, OKA3bIBAIOLLMM MEANLMHCKYIO
MOMOLLb B3POCAOMY HOCEAEHWNIO C OHKOMATOAOIMEN.

Cneumonka OyHKLUMOHUPOBAHMS AMCNOHCEPA 30KAKHAETCS B METOANKAX AEHEHMUS MALNEHTOB - AAS MDOBEAEHUS CXEM AEYEHNS BAOKAYECTBEHHBIX
06pO3OBOHl/II7I NMPUMEHSIOTCS AOPOroCTosLLME NPOOTUBOONYXOAEBble NpenapdTbl, B TOM YNCAE, HE UMeloLLne AHAAOIoB, d TAIKOKe COonyTCcTBytolne
AEeKAPCTBEHHbIE NPEnApPAThl, MOUMEHSIEMbIE B CXEMAX A€4YEHUS MPU NPOBEASHUN XMMNOTEP AN,

XUMMOTEPANMS SBASIETCSI OCHOBHOM METOAMKOM AEYEHWUST OMyXOAEBbIX 3ABOAEBAHWM, MPEAMOAQraoWAsl MCTMOAb3OBAHME AEKAPCTBEHHbIX
NPenapaToB, MOACBASIOLLMX AKTUBHOE PA3MHOMXKEHUE OMNMYyXOAEBBIX KASTOK. MpenapaThl AAS XUMUOTEPAMUN HO CErOAHSILLIHUIA A€Hb MPEACTOBAEHbI
MHOMECTBOM AEKAPCTBEHHBIX TPYMM, KAXAQS M3 KOTOPbIX WMMEET BbICOKYID M AOKA3AHHYIO SOOEKTMBHOCTb B AGYEHUM 3AOKAYECTBEHHbBIX
HOBOOBPA30BAHUN,

OBAQAQST TOKCUYHBIMMA CBOMCTBAMM, MPENApPATh AAS XMMUOTEPAMUUM AOANKHBI OBACACTD MUHMMYMOM MOBOYHBIX SPOEKTOB N MAKCUMYMOM
SODEKTUBHOCTU  AAS MALUMEHTA, YTO AOCTUIAETCSl UCKAIOUUTEABHO TOYHBIMM MOAGOPAMM AO3MPOBOK AESMCTBYIOLLEro QKTMBHOMO BELLEeCTBA
ASKAPCTBEHHbBIX MPEnapaToB.



C UeAblo CODAIOAEHNS YKA3AHHBIX TPEBOBAHUI, YYMUTbIBAS NMOTPEBHOCTb B CTPOrOM COOAIOAEHNM AO3MPOBOK, MPU OMMCAHUN AEKAPCTBEHHbLIX
NPEenapaToB B AYKUMOHHOM AOKYMEHTALMM YKA3AHA GOPMA BbIMYCKA MPEnapaTos, AO3MPOBKA (KOAMYECTBO AEMCTBYIOLLErO BELIeCTBA B
NPEenapaTax oNPEAEAEHO B EAMHULIAX M3MEPEHNSI C BO3MOXKHOCTBIO KOHBEPTUPOBAHMS B UHBIE EAMHULBI M3MepeHrUs (Mr, ME, Mr/MA):

* KOAMYECTBO AEMCTBYIOLLErO BELWECTBA B NEPBMYHON YNAKOBKE

MOCTOBKA TOBAPA OCYLLECTBASIETCS] B LIEAbIX YNAKOBKAX B COOTBETCTBUM C TPeboBaHMsSMU PeaepanbHOro 3akoHa ot 12.04.2010 Ne 61-03 «O6
0B6PALLEHNIN AEKAPCTBEHHBIX CPEACTBY.

B otkAoHeHHOW 3asiBke OO0 «MeanKap» NPEAAOXKEHD AEKOPCTBEHHbIE MPENAP AT B SKBUBAAEHTHBIX AO3MPOBKAX, KOTOPBLIE HE MO3BOASKOT AOCTUYb
OAVMHOKOBOIro TepaneBTMYeCKoro apdeKTa.

1. AOULETAKCEA - KOHLUEHTPAT AASI MPUTOTOBASHMSI PACTBOPA AAST MHOY3UIA 20 MI/MA 4 MA - GACQKOHBI - MAYKN KAPTOHHBIE; MPOU3BOAUTEAb_CTPAHA
MPOVICXOXKAEHUS TOBAPA - AdkoAaac IKkcrnouM TMeT.ATa/UHAKS 356, eAN3MEPEerUs - MUAAUAUTD,  KOA.COFAQCHO T3 - 862.5; KOA.ynakoeok - 216;
cBeAeHNs1 O pernctpaumm - AM-006631 ot 08.12.2020 Aepskatenb PY: OO0 «AXKOAAC SKCMOUM»;

2. AOUETAKCEA - KOHLEHTPAT AASI MPUMOTOBAEHUSI PACTBOPA AAST MHOY3UIA 20 MI/MA 4 MA - GAQKOHBI - MAYKN KAPTOHHBIE; MPOM3BOAUTEAb_CTPAHA
MPOVCXOXKAEHUST TOBAPA - Axoadc kcrnoum TMeT.ATA/UHAMS 356, eA.M3MEPEHUS - MUAAUAUTD;  KOA.COFAQCHO T3 - 383; KOA.yNAKOBOK - 97:
cBeaeHus o permcTpaumn - AlM-006631 ot 08.12.2020 AeprkaTtenb PY: OOO «AXKOAQC DKCNOUM»,

B cooteeTcTBUM C MonokeHnem n. 6 OCOBEHHOCTEN OMMCAHUS AEKAPCTBEHHBIX MPEMNAPATOB AASI MEAULIMHCKOTO MPWUMEHEHUS, YTBEPKAEHHbIX
noctaHoBAeHneM MpasnTteabcTea PO o1 15.11.2017 roaa Ne 1380 OnncaHme obbekTa 3aKy MK/ MOXKET COAEPIKATb YKA3AHNE HA XAPAKTEPUCTUKA,

NPeAYCMOTPEHHbIE NOANYHKTAMKW "B" - "M" AYHKTA 5 AOKYMEHTO, B CAy4Yde, €CAM HEe MMEETCS1 MHOWM BO3MOXXHOCTUM OMMCATb AEKAPCTBEHHbIE
npenapartbl. [Py 9TOM AOKYMEHTALMS O 3AKYTMKE AOAYKHO COAESPKATD!

a)0B6OCHOBAHME HEODXOANMOCTH YKA3AHNS TAKMX XAPAKTePUNCTUK;

6) NoKa3aTeAM, MO3BOASIOLLME onpeAeAmTb COOTBETCTBME 3AKYyNnAdeMbiX AeKAPCTBEeHHbIX MpendpdToB YCTAHOBASHHBIM XAPAKTEPUCTUKAM U
MAKCUMAABHBIE U (MAV) MUHUMAABHBIE 3HAYEHMSI TOKMX MOKA3ATEeAEN, O TAKKE
3HAYESHUSI MOKA3ATEAEN, KOTOPbIE HE MOTYT M3MEHSTTLCSI.

AOKYMEHTALMS O MPOBEAEHNN AYKUNOHA COAEPIKAT BblLLEYKA3AHHOE 060CHOBAHME, O TAIOKE COAEPXKNT NOKA3ATEAU, MOIBOASIOLLINE OMNPEASANTb
COOTBETCTBME 3AKYNAEeMbIX AeKAPCTBEHHbIX NPEenAapATOB YCTAHOBAEHHBIM XAPAKTEPUCTUKAM.

AOBOA  YYOCTHMKA, HAMPOBMBLLErO MAAOGY, O B3AMMO3AMEHSIEMOCTM AO3MPOBOK AEKAPCTBEHHOrO MPenapaTta  3aKa34uK  cunTaeT
HEOB0CHOBAHHBIM MO CASAYIOLLIMM OCHOBOHMSIM.,

CoraacHo nyHkTy 5.1 ctatek 4 PepepanbHoro 3akoHa ot 12 anpens 2010 roaa N 61-03 "O6 o6palleHnn AEKAPCTBEHHBIX CPEACTB" AO3MPOBKA -
COAEPIKAHNE OAHOTO MAWN HECKOABKNX ASMCTBYIOLMX BELLECTB B KOAMYECTBEHHOM BLIDODKEHUM HA €AMHULY AO3bl, AU €AMHULY OBbema, UAM
€AMHNLY MACChI B COOTBETCTBUM C AEKAPCTBEHHOM GOPMOM AMBO AAST HEKOTOPBIX BUAOB AEKAPCTBEHHBIX POPM KOAUYECTBO BHICBOBOXKATEMOro 13
AEKAPCTBEHHOM GOPMbI ASMCTBYIOLLIETO BELWLECTBA 30 SAVHULY BPEMEHM.

B cooTBeTCTBMM C YACTBIO 1, MYHKTOM 2 YacT 2 cTaTbi 13, yacTbto 1 cTaTbi 33 yKA3aHHOrO PeAEPAABHOrO 3AKOHA AEKAPCTBEHHbIE MPEenapaThl
BBOASITCS] B FPOYKAQHCKMM 060POT HA Tepputopumn Poccuinckomn Geaepaumm, eCAM OHN 3APErMCTPUPOBOHBI COOTBETCTBYIOLLMM YIOAHOMOYEHHBIM
DEeAEPOAABHBIM OPrAHOM WNCTMOAHUTEABHOM BAQCTU. AEKAPCTBEHHBbIE MPENnAPATh, 3APErMCTPUPOBAHHBIE POHEEe, HO MPOW3BEASHHbIE B HOBOWM
AO3MPOBKE MPU AOKA3ATEABCTBE €€ KAMHUYECKOM 3HAYMMOCTN N SPPEKTUBHOCTN MOAAENAT FOCYAQPCTBEHHOM pernctpaumm. NepevyeHs
AEKAPCTBEHHbIX MPENAPATOB, MPOLWEALINX FOCYACPCTBEHHYIO PErucTpauMiO, COAEPXKUTCS B PeecTpe, KOTOPbLIM BKAIOYOET, B TOM YMCAE,
MHOOPMaLMo O MHH 1 TOpProebiX HAMMEHOBAHMSIX (AOAEe - TH) AeKAPCTBEHHBIX MPEenAapaATOB, MX AEKAPCTBEHHOM GOPME C YKA3AHNEM AO3UPOBKU.

Cratesmm 18, 27 PepepanbHoro 3akoHa oT 12 anpeast 2010 roaa N 61-O3 yCTAOHOBAEHO, 4YTO AAS FTOCYAQPCTBEHHOM pernctpaumm
AEKAPCTBEHHOrO NPEnapaATa PA3PABOTIMK AEKAPCTBEHHOrO NPENAPATA AN YNIOAHOMOYEHHOE MM APYTOe IOPUAMYECKOE AULO MPEACTABASIET B
COOTBETCTBYIOLLMA  YITOAHOMOYEHHBIM DEASPOABHBI OPraH MCMNOAHUTEABHOM BAOQCTW, OCYLUECTBASIOWMIM FOCYAQPCTBEHHYIO PEerncTpaumio
AEKAPCTBEHHbIX MPENApPATOoB, 3ASBAEHNE O FTOCY AQPCTBEHHON PErMCTPALMN AEKOPCTBEHHOrO NPEnapATA, B KOTOPOM, B TOM YACAE, YKA3bIBAETCS
AO3MPOBKA AEKAPCTBEHHOMO MPEnapaTa 1 MOKA3AHWS K ero MPUMEHEHUIO. [oCAe MPOBEAEHUSI MPOBEPKM MOAHOTH M AOCTOBEPHOCTU CBEASHUN,
COAEPIKALLMXCS B MPEACTOBAEHHBIX 3ASBUTEAEM MATEPUOAAX, U HEOBXOAMMBIX SKCMEPTU3 B MOPSIAKE, YCTOHOBAEHHOM CTATbsMM 19-26
QepepanbHoro 3akoHa ot 12 anpeas 2010 roaa N 61-O3, yKA3aQHHbI OPraH MPUHUMAET PELLeHNE O TFOCYAQPCTBEHHOM peructpaumm
AEKAPCTBEHHOrO MPEnapaATa MAM 06 OTKA3E B FOCYAQPCTBEHHOM PErmcTpaLmn AEKAPCTBEHHOrO NpenapaTta. Ha OCHOBAHWMM YacTn 1 cTatbm 33
ACHHOro ®eAepPaAbHOrO 30KOHA YKA3AHHbIE CBEAEHWSI O 3APErMCTPUPOBAHHBIX AEKAPCTBEHHDBIX MPENAPATAX BHOCSITCSI B PeecTp.

Yactolo 1 ctatem 67 QepepanbHoro 3akoHa ot 12 anmpeas 2010 roaa N 61-O3 Taioke YCTAHOBAEHO, YTO WMHAOOPMALMS O AEKAPCTBEHHbIX
npenapaTax AAS CMELUMAAMCTOB B OBAQCTM OBPALLEHUST AEKAPCTBEHHBIX CPEACTB MOXET COAEPXATLCS, B TOM YACAE, B UHCTPYKUUSX MO
MPUMEHEHNIO AEKAPCTBEHHbBIX NPENapPATOB.

AHOAU3 MEPEYNCAEHHBIX MOAONKEHUA MOKASBIBAET, YTO HAAUYME WMHCTPYKUMM MO MPUMEHEHMIO ASKAPCTBEHHOrO MPEenapaTta, COAEP KALLEN
YKQ3QHHBIE CBEAEHMS, SIBASIETCS OBSI3ATEABHBIM AASI BOBMOMKHOCTU €0 MPUMEHEHWS HO TeppuTopumn Poccuickon Peaepaumn, n Npu NPOBEASHUN
3AKyMOK 3aKA3YMK OBSI3aH PYKOBOACTBOBATHCSI AQHHBIMU CBEAEHNSIMI, COASPIKALLMMNCS B PeecTpe.

OnpeaeAeH/e B3aMMO3AMEHSIEMOCTN AEKAPCTBEHHbBIX MPENAPATOB AASI MEAULIMHCKOrO MPUMEHEHMS B PAMKAX PEAAN3AUMM CTATbN 27.1 3aKOHO
06 0B6PALLEHNN AEKAPCTBEHHBIX CPEACTB OCYLLECTBASIETCS YTOAHOMOYEHHBIM GEAEPAABHBIM OPIFrAHOM MCMOAHUTEABHOM BAQCTU B LLIEASIX BKAKOYEHNS]
MNHPOPMALMN O BIAMMO3IAMEHSIEMOCTN AEKAPCTBEHHbBIX MPENAPATOBR AASI MEAULMHCKOrO NMPUMEHEHKS B TOCY AQPCTBEHHBIN PEECTP AEKAP CTBEHHbIX
cpeacTs ¢ 1 aHBaps 2018 roaa.

B cooTBeTCTBMM C YaCTbIO 1 CTATbN 27.1 HO3BAHHOIO 3AKOHA B3ANMO3AMEHSIEMOCTb ASKAPCTBEHHDIX MPENAPATOB AASI MEANLMHCKOTO MPUMEHEHNS
OMPEAEASIETCS B NMOPSIAKE, YCTAHOBAEHHOM NP aBUTEABCTBOM Poccuickon Peaepaumm, HO OCHOBAHUM NMPUBEAEHHDBIX B 3TOM YACTY NAPAMETPOB.

YacTblo 2 yKA3AHHOW CTATbA MPEAYCMOTPEHO, YTO CPABHEHWE NAPAMETPOBR PErMCTPUPYEMBIX AEKAPCTBEHHBIX MPEMNAPATOB AAS MEAULIMHCKOrO
NMPUMEHEHNST  OCYLLECTBASIETCSI KOMUCCUEN 9KCMEePTOB SKCMEPTHOrO YYPENKASHWUS MPU  MPOBEASHUN SKCNEPTU3bl TAKMX AEKAPCTBEHHDBIX
NpenapaToB B MPOLECCe WX FOCYAQPCTBEHHOM PErMcTpaumm. BblBOoAbl SKCMEPTOB O B3AMMO3AMEHSIEMOCTN UAM HEB3AMMO3OMEHSIEMOCTH
AEKAPCTBEHHDBIX MPEMNAPATOB AAS MEANLMHCKOTO MPUMEHEHMS!, CAEAQHHBIE B PE3YABTATE 3TOrO CPABHEHMS, ODOPMASKOTCS B BUAE MPUAOMKEHUS K
3AKAIOYEHMNIO DKCNEPTOB MO GOPME, YTBEPIKASHHOM YNOAHOMOYEHHEIM GEAEPAABHBIM OPTAHOM UCTIOAHUTEABHOM BAQCTU.

Bo ncnoAHeHne npeanmMcaHns GeAepPaABHOrO 3AKOHOAQTEASI MOCTAHOBAEHWEM MNpaBnTeAbcTBa Poccuinckon Geaepaumm ot 28 oktsbps 2015 1. N
1154 ytBep aeHbl NMpaenAaa. COrAaCHO NYHKTY 3 MPOBUMA B3AMMO3AMEHSIEMOCTb ASKOPCTBEHHOIO MPEenapaTa ONPEAESASIETCSl B npouecce ero
rocyAQPCTBEHHON PErnMCTPALNM HO OCHOBAHWU CPOABHEHWSI C PEPEPEHTHBIM ASKAPCTBEHHBIM MPENAPATOM MO NAPAMETOAM, YKA3AHHLIM B YOCTU



1 ctatem 27.1 3akoHa 06 O6PALLEHUM AEKAPCTBEHHbIX CPEACTB, MPW MPOBEAEHUM B YCTOHOBAEHHOM TMOPSIAKE KOMUCCUEN 3SKCMepToB
DEeASPOAABHONO FOCYACQPCTBEHHOTO BIOAMKETHOMO YUYPENKASHMS MO MPOBEASHNIO SKCMEPTU3bl AGKAPCTBEHHBIX CPEACTB, HOXOASILLErocs B BEASHNN
MuH3apaBa Poccuu, akcnepTnabl AEKAPCTBEHHOrO MPenapaTa B YACTU SKCMEPTU3bl KAYECTBA AEKAPCTBEHHONO CPEACTBA U (MAM) SKCNEPTU3bI
OTHOLLEHMSI OXKNATEMO MOAB3bI K BOSMOXKHOMY PUCKY MPUMEHEHNSI ASKAPCTBEHHOMO MNPENApPaTd.

BblBOA O B3AMMO3AMEHSIEMOCTU (HEB3AMMO3AMEHSIEMOCTU) ASKAPCTBEHHOrO MPEnapaTa ODOPMASIETCS B BUAS MPUAOXKEHUS K 3AKAIOHEHMIO
KOMWUCCUU DKCNEPTOB, YKA3AHHOM B NyHKTe 3 MNPpaBKA, No dopme, yTBep kademMort MnHaapaesom Poccum (MyHKT 6 Mpaeua). TakM 06pa3oM, BbIBOA
O B3AMMO3AMEHSIEMOCTU (HEB3AMMO3AMEHSIEMOCTM) ASKAPCTBEHHOrO MPEenapaTa AASI MEAMLIMHCKOrO MPUMEHEHNST MOXKET OblTb CAGAQH AWLLb
KOMUCCHEN SKCNEPTOB SKCMEPTHOIO YHPENKAEHMS], HOXOASILLErocs B BeASHM MUH3ApaBA Poccuu.

CoraacHO AQHHbBIM TPAC HO CErOAHSILLHNM A€Hb BBIBOABI O B3AMMO3AMEHsIEMOCTU nMpenapata MHH AoueTakce B OpMe BbiMyCKA KOHLEHTPAT AAS
MPWUrOTOBAEHMSI PACTBOPA OTCYTCTBYHOT.

MepBUYHBIM  3OKOHOAQTEABHBIM AKTOM Poccuiickon Peapepaumm B chepe OXPaHbl 3A0POBbSI TPOMACQH, B LEASX WCMOAHEHWNSI KOTOPOro
OCYLLECTBASIKOTCSI FOCY AQPCTBEHHbBIE 3AKYMKN AEKAPCTBEHHBIX CPEACTB, sBASETCSI DeAepanbHbii 3aKkoH oT 21 HosiBps 2011 roaa N 323-03 "O6
OCHOBAOX OXPOHbl 3A0POBbsI FPAXKAAQH B Poccurickoin Peaepaumn’, COrAACHO 4YACTU 2 CTATBUM 3 KOTOPOro HOPMbl 06 OXPAHE 3A0POBbSI,
COAEPKALLMECS B APYTNX EAEPAABHBIX 3AKOHAX, MHBIX HOPMOTMBHBIX MPABOBLIX AKTAX Poccuickon Geaepaumm, 30KOHAX UM NHBIX HOPMATUBHBIX
MPABOBbLIX AKTAX CybbekToB Poccuiickon Peaepaumm, He AOAYKHBI MPOTUBOPEUYMTb HOPMAM HacTosILero PeAepaAbHOro 3AKOHA.

MYHKTOM 2 CTaTbM 4 AQHHOTO PEeASPAABHOMO 3AKOHA YCTAHOBAEHO, YTO OAHMM M3 OCHOBHBIX MPUHLMMNOB OXPAHbEI 3A0POBBS SBASIETCSI MPUOPUTET
MHTEPEeCOB NAUMEHTA MPU OKA3AHUN MEANLMHCKON MOMOLLN.

YunTbiBAS, YTO AEKOPCTBEHHbE MPEnAapPAThl OKA3bIBAKT HEMNOCPEACTBEHHOE BAMSHME HO 3A0POBbE W >KM3Hb YEAOBEKA, MPW YCTAHOBAEHUN
KOHKPETHbIX Tpe6OBOHl/Il7| K NpeAMeTy 3AKynoK HA MOCTABKY AEKAPCTBEHHbIX COEACTB, TAABHBIM SBASIETCS AOCTMIKEHME NP Ae4YeH NAuneHToB
HAMAYYLLEro TepaneBTn4eCcKoro ad@PekTa 1 MOKCUMOAABHOE NCKAIOYEHNE AOBbBIX HEYKEAQTEABHbBIX peaxkumm.

3aMeHa AeKAPCTBEHHOroO NpenapaTa no HEeOOOCHOBAHHBIM OCHOBAHMSIM YMeHbLLUEeHNsS AO3MPOBOK He OTBe4YdeT HM MPUMHLUNNAM HOAAeXaLllero
OKA3AHNS MEANUMHCKNX YCAYT, HA I'IOTpe6HOCT$'IM NAUNEHTOB, HN LEeASM 3AKYMKU N NPUHUMMAM (DeAepO/\bHOI'O 3AKOHA O KOHTPAKTHOM CUCTEME.

YY4ACTHMKOM QYKUMOHA MOXET CTATb noboe AMuo, npeaAdararolee K noctaeke AeKApCTBeHHble CPEeACTBA, COOTBETCTBYIOLIME Tpe6OBOHI/I9IM
AYKUMOHHON AOKYMEHTALUMMN, YCTAOHOBAEHHBIM MCXOAS N3 ﬂOTpe6HOCTel7| 30KA34YMKOB. KOAMYECTBO TAKMX YHACTHNKOB HE OFPAHUYEHO.

IcXoAS1 U3 BbILLEM3AOYKEHHOrO, 3AKA34YMK BMPABE BKAKOYATb B AYKUMOHHYIO AOKYMEHTALMIO TAKME XAPAKTEPUCTUKU U TPEBOBAHMS K TOBAPY,
KOTOPbIE OTBEYAIOT Er0 NOTPEBHOCTSIM 1 HEOBXOAMMBI AAST BEIMOAHEHMST COOTBETCTBYIOLLMX GYHKUMIA. MoK 9ToM 3aKA34MK BNPABE B HEOOXOAMMONM
CTeneHn AETAAM3MPOBATL MPEAMET 3AKYMOK, YTOObl MOCTABLIMKM, KAK M YYACTHUK, HAMPOBMBLLMIA 3AMNPOC, MOFAUM OMPEeAeAUTb MoTPebHOCTU
3aKA34MKA 1 MPEAAONKUTb K MOCTABKE HEOBXOANMBIN AEKAPCTBEHHbIN NPEnAPaAT. HO OCHOBAHMM U3AOMKEHHOTO, 3AKA3YMK CYMTAET, YTO ONUCAHME
TpebyemMoro K NOCTABKE NMPENAPATA COOTBETCTBYET MOAOMKEHMSIM MOCTAHOBAEHNS [MpaemuTenbcTBa Poccuiickon Geaepaumm ot 15.11.2017 Ne 1380.

YYOCTHMK 3AKYNKW, MPU 3ANOAHEHUM MEPBOM YHACTU 3QASBKM AOMKEH PYKOBOACTBOBATLCSI MYHKTOM 13 MPUAOXKEHUST Nel K QyKUMOHHOW
AOKYyMEeHTALNUN.

Taioke MOSICHSIEM, YTO AEKAPCTBEHHBIM Mpenapat MHH AoueTakcen 3aperncTpmpoBaH B KOHUEHTPAUMU 20 MF/MA C PA3AMYHBIM HOMOAHEHVUEM
OAQKOHA: T MA, 4 MA, 5,5 MA, 7,5 MA N AP., COOTBETCTBEHHO COAEPIKAHME AENCTBYIOLLErO BELeCcTBa B OAHOM GAAKOHe cooTeeTctayeT 20 mr, 80 mr,
110 mr, 150 Mr, 4tO NO3BOASIET BOOAEE TOYHOE AO3MPOBAHME MPenapaTta 6e3 HAMOAHEHMSI M3 HECKOAbKMX OAQKOHOB W BbIAVMBAHKS
HEeWNCMNOAb3OBAHHbBIX OCTATKOB MPenapaTa.

COrAGCHO UHCTPYKUMW MO MEAUMUMHCKOMY TMPUMEHEHMIO MOKA3OHMUSI K HO3HOYEHUIO NpenapaTta  AOUETAKCEA: PAK MOAOYHOM KeAesbl,
HEMEAKOKAETOYHBIN PAK AETKOro, PAK SMYHUKOB, PAK FOAOBbl U LWEU, PAK MPEACTATEABHOW >KeAe3bl, PAK MEAYAKA. AeyeHne npenapaTtom
NMPOBOAST  TOABKO MOA ~ HABAIOAEHMEM  BPOYA, WMEIOWEro OMbiT  MPOBEAEHUST  MPOTUBOBOMYXOAEBON  XMMMOTEPANUN B YCAOBMUSIX
CMeunaAm3nPOBOHHONO CTALMOHAPA. BROAUTCS BHYTPUBEHHO CTPYMHO. OAMH GACQKOH MPEAHO3HAYEH AASI OAHOKPATHOTO MPUMEHEHNS U AOAKEH
6bITb CPA3Y NCMNOAB3OBAH.

HasHa4oeTcs B 30BUCKMMOCTM OT TMNA PAKA B A03Mpoeke 60 Mr, 75 Mr, 100 Mr HO KBOAPOTHBIM METP MAOLLAAM TEAQ MAUMEHTA. HA3HAYeHUs
6bBAIOT A03MPOBKAMM 110 Mr, B 3TOM CAyYdE MPWU HAMOAHEHUU GAAKOHA 80 Mr HEOBXOAMMO MCMOAL3OBATL ABA PAAKOHA, ocTaBwmecst 50 mr
MPUXOANTCS BBIAMBATL. [1pU HA3HAYeHWM 150 MA MpPU HAMOAHEHUM OAakoHa 80 Mr npuaeTcs eblAMTb 10 MM mpenapaTa. 3TO MPUBOAUT B
HEePAUNOHOABHOMY UCMOAB3OBAHMIO GUHAHCOBBIX CPEACTB. [TOSTOMY AASI AOCTUNKEHMSI TOYHBIX MOABOPOK AO3MPOBOK AEMCTBYIOWETO AKTUBHOMO
BELLECTBA AEKAPCTBEHHbIX MPENAPATOB HEOOXOAMMO KOAUYECTBO AEVCTBYIOLWLErO BELEeCTBA B MEPBWNYHOM YMNAKOBKE COTFAQCHO TEXHUYECKMX
TPEBOBAHNSM, MPOMUCAHHBIM B MPUAOKEHUN Ne 3 K AYKUMOHHOM AOKYMEHTALMU. 3AKA3YMKOM MPEACTOBAEHbI BHIMUCHBIE SMMKPW3bl NALMEHTOB, B
KOTOPbIX COAEPIKUTCSI HO3HAYEHME AQHHOMO MPENAPATA B ONPEAEAEHHbIX 06beMax HANoAHeHMs (110 Mr, 150 Mr 1 T.A).

Ha >kanoby 3assuTensl O HOMEPEHHOM OrPAHUYEHUMN KOHKYPEHUMN 3AKA3YMK MOSICHSIET, YTO OMMCOHME OBbEeKTa 3AKYMKW HEe OrpaHWYMBAET
MOTEHUMAABHOE YMCAO YYACTHMKOB 3QKYMKM COFACCHO CBEAEHUIN [OCYAQPCTBEHHOrO PEeecTpd AEKAPCTBEHHbIX CPEACTB. TAK, B peecTpe
30PErnCTPUPOBAHO TPU NMpondsoanTens (OO0 "BEPODAPM', AO "®apmacuHtes-Hopa', OO0 "dapmapa”) AekapcTeeHHOoro npenapata ¢ MHH
AoueTakcen ¢ A03MpoBkon 20 MI/MA U COAESPIKAHMEM AESNCTBYIOLWEro BELECTBA B NMepBuyHOM ynakoeke 150 mr 1 110 Mr, a ¢ COAEPXAHNEM
aemncTeytollero eewecTtsa 80 Mr 1 20 Mr - 8 NPOU3BOAUTENEN.

3aKa34mK, YNOAHOMOYEHHbIM OPraH NPOCST MNPU3HATL YKAAODY HEOBOCHOBOHHOM.

B pesyAbTaTe PACCMOTPEHUS XKAAODbI, U3yUeHUsl NPEeACTABAEHHbIX AOKYMEHTOB U nosicHeHuin, Komuccusa Bypstckoro YOAC Poccum yCTOHOBUAQ
cAeayiollee:

08.02.2021 HO OOULMAABHOM CANTE B EAVHON MHOOPMALMOHHOW CUCTEME B ChEepe 3aKYMOK PA3MELLEHO N3BELLEHME O NMPOBEAEHN AYKUMOHO Ne
0102200001621000242 1 pAOKYMeEHTALMS 06 ayKumoHe. HavyaAbHAs (MAKCUMAOABHAST) LeHa KoHTpakTa — 10 872 706,38 pybaen.

Ha yyacTtue B AyKUuMoOHE NOACHO 5 3A5BOK, M3 HUX 3 YYOCTHUKAM 3AKYMKM, B TOM YACAE 3ASBUTEAD OTKA3AHO B AOMYCKE K YHACTUIO B AyKUMOHE.
COrAQCHO MPOTOKOAY PACCMOTPEHMS MEPBLIX YACTEW 3ASIBOK HA y4ACTUE B SAEKTPOHHOM aykumoHe oT 20.02.2021 Ne 0102200001621000242/1
OO0 «MepUkap» HEe AOMNYLWEH K y4acTio B AyKumoHe. OCHOBOHME OTKA3A B Aonycke: N2 4.4 cT.67 3AKOHO O KOHTPOKTHOM cucTeme,
HeCcooTBeTCTBME UHAOPMALMM, NPEAYCMOTPEHHOM 4.3 CT.66 3AKOHA, PAIAEAOM 12 AOKYMEHTAUMN OO SAEKTPOHHOM AyKUMOHE. PasbsicHeHue:
TPEboBAHME AOKYyMeHTAUMKM - N.1 'MHH AoOUETOKCEA, KOHUEHTPAT AAS MPUIOTOBAEHUSI PACTBOPA AAST UHOY3MKA 20 Mr/MA, KOAMYECTBO
AENCTBYIOLLEro BelecTsa B nepeuyHon ynakoeke 150 mr', n.2 "MHH AoueTtakceA, KOHUEHTPAT AAS MPUTOTOBAEHMSI PACTBOPA AAS MHOY3NIA 20
MI/MA, KOAUHECTBO ASMCTBYIOLLErO BELLECTBA B NepsryHON ynakoske 110 Mr, B 3asBKe YHACTHUKA 3AKYNKM B N.1 yka3aHo: "MHH AoueTtakcea, ¢
TOProBbIM HOVMEHOBAHMEM AOLETAKCEA, KOHLEHTPAT AAS MPOUMOTOBAEHNST PACTBOPA AAS MHOY3MI 20 MI/MA 4 MA - GACKOHBI - MAYKN KAPTOHHbIE,
KOAMYECTBO AEWCTBYIOWEro BELEeCTBA B MepBuyHOM ynakoeke (20 mr/mA*4 mA) 80 mr', B n.2 ykasaHo: 'MHH AoueTakcea, C TOprosbiM
HANMEHOBAOHMEM AOLETAKCEA, KOHLEHTPAT AAS MPUFOTOBAEHMSI PACTBOPA AASI MHDY3UIA 20 MF/MA 4 MA - GACKOHDI - NAYKM KAPTOHHBIE, KOAUYECTBO



AENCTBYIOLLErO BELLEeCTBA B MEPBUYHOM ynakoeke (20 Mr/MA*4 mA) 80 mr'.

OBACAQST TOKCUYHBIMM CBOMCTBAMM, npenapaTtbl AN XNMNOTepannn  AOAXKHbI 0BbACAQTD MWHMYMOM NoBOYHbIX DPPHEKTOB U MAKCMMYyMOM
SPPEKTUBHOCTN AAG NAUMEHTA, 4YTO AOCTUFAETCS UCKAKOHYUTEABHO TOYHBIMA I'IOA60pOMI/I AO3MPOBOK AEWCTBYIOLLEro QOKTUBHOIO BeLeCcTBA
AEKAPCTBEHHbIX MPenapdaToB.

CoranacHo MprAosKeHMio Ne 3 K AOKYMEHTALMN NMPpeAy CMOTPEHbI TeXHUYecKkmne TPpeBGoBAHMS

HanmeHoBaAHME NOKA3ATEAS TOBAPA U €ro 3HAYEeHNe
MHH / dapmako- 2;;?0%"4 EAnHMLQO I<O/§w4eCTBo
N2 TepaneBTM4YecKkas rpynna . AOSVIDOBKOQ FOAHOCTY KoanyecTeo[ameperus [AencTaytollero selecTsa
/ Koa ATX AeKAPCTBEHHAS GopMa / paamep TOoBAPA B MEPBUYHOM y|'|c1|<OB|<e3
(c ™MomeHTa
NOCTABKW)
KOHLEEHTPAT AN e Menee 12
1 AOLIETAKCEA I'IPI/II'OTOB/\EI:H/I‘A PACTBOPA|20 Mr/mA MeCSLIeE 862.5 MUAAUAMTP |150 Mr
AN HOY3UIN
KOHUEHTPAT AN He MeHee 12
2 AOLETAKCEA MPUTOTOBAEHUS  PACTBOPA|20 Mr/mA 385 MUAAMAKTE |110 Mr
AAS VHOY 3011 Mecsuee
KOHLEEHTPAT AN e menee 12
3 AOLIETAKCEA MPUTOTOBAEHUS  PACTBOPA|20 Mr/MA 400 MUAAUAUTD |80 Mr
ANS UHOY3UIA MecsLes
KOHUEHTPAT AN e Menee 12
4 AOLETAKCEA MPUTOTOBAEHNS  PACTBOPA|20 Mr/mA 60 MUAAVAUTD 20 Mr
ANS VHOY 3 Mecses
MpumeyaHve:

L YYACTHUK 30KYNKX BRPABE NPEAAOXMUTb AEKAPCTBEHHBIN NPENAPAT B SKBUBAASHTHOM AEKOPCTBEHHOM GOPME, COOTBETCTBYIOLLEN MO CI'IOCO6Y
BBEAESHUSI U CI'IOCO6y NPUMEeHeHNs AeKAQpP CTBEHHOro npenapdara.

2 YYOCTHMK 3AKYMNKM BNPABE MPEAAOKNTb AEKAPCTBEHHBIN MPENAPAT B KPDATHOW AO3MPOBKE U B ABOMHOM KOAMYECTBE. YYACTHMK 3AKYNKW BRPOBE
MPEANOUTb AEKAPCTBEHHbIM MPEenapaT B HEKPATHOM 3SKBUBOAEHTHOM AO3MPOBKE, MO3BOASIOWEN AOCTUYb OAMHAKOBOrO TEPAMNEBTNYECKOrO
APPEKTA, B KOAUYECTBE, YKA3AHHOM B HACTOSILLMX TEXHNYECKMX Tpe6OBClHl/I9IX.

He AonyckaeTcs NPeAAdratb K MOCTOBKE SKBMBAASHTHBIE AO3MPOBKM ASKAPCTBEHHOrO MPEnapaTtd, MpeAyCMATOMBAKLME HEOBXOANMOCTb
AESAEHNSI TBeP AOM ASKAPCTBEHHON GOPMbI MpenapaTa.

YYACTHMK 3AKYMKN BMPABE MPEAAOKNTD AEKAPCTBEHHBIN MPENAPAT C AO3MPOBKON AEKAPCTBEHHOrO MPENAPATA B MHbIX EAMHULIOX U3MEPEHMS B
OTHOLLEHNWN YKA3AHHOM B OMPEAEAEHHBIX €AMHNLAX M3MEPEHUS AO3UPOBKM AEKAPCTBEHHOMO NPENAPATA, MPW BO3MOXXHOCTN KOHBEPTUPOBAHWS B
MHble eAMHULBl U3MepeHUs (Hanpumep, "ME" (MeXAYHOPOAHAS €AMHULA) MOXKET ObiTb KOHBEPTUPOBAHA B "Mr" MAM "MPOUEHT' MOXET ObiTb
KOHBEPTUPOBAH B "MI/MA" U T.A.).

3 BY3 «BypsSITCKNM KAMHUYECKNIA OHKOAOTMHYECKU ANCIIAHCEP» SIBASIETCSI CNELUMAAN3NPOBAHHBIM YYPEIKASHMEM, OKA3bIBAOWMM MEANLMHCKYIO
MOMOLLb B3POCAOMY HOCEAEHNIO C OHKOMATOAOIMEN.

CrieumprKka QyHKLMOHMPOBAHMS AMCIIAHCEPA 3AKAOYAETCS B METOAMKAX AGYEHMSI MALMEHTOB — AAS MPOBEAEHNST CXEM NEYEHMST 3 AOKQUECTBEHHBIX
06pPQA30BAHWI MPUMEHSIOTCST AOPOrOCTOSILLAE MPOTMBOOMYXOAEBbIE MPEnapParbl, B TOM YACAE, HE MMEIOLLME QHAAOIOB, Q TAKXe COryTCTBYIOLLME
AEKAPCTBEHHbIE MPErnapaTbl, MOVUMEHSIEMbIE B CXEMAX ASUEHVIS MW MPOBEASHUN XUMAOTEPArNM.

XUMMOTEPANUS SIBASIETCSI OCHOBHOM METOAMKON AEYEHMS OMYyXOAEBBIX 3AOOAEBAHNIN, MPEANOACrAOLLAS MCMOAB3OBOHNE AEKAPCTBEHHBIX CPEACTB,
NOAQBASIOLLMX AKTVBHOE PA3MHOMEHME OMYyXOAEBbIX KAETOK. [TpenapaTbl AAS XUMWUOTEPAMUN HO CErOAHSILLIHUA A€Hb NMPEACTOBAEHbBI MHOYXECTBOM
AEKAPCTBEHHbBIX MPYMM, KOXMKAQS M3 KOTOPbBIX MMEET BbICOKYIO 1 AOKA3AHHYIO 9PPEKTUBHOCTb B A€4EHMK 3AOKAYECTBEHHDIX HOBOO6DO3OBOHVII7I.

O6A0AQS TOKCUYHBIMX  CBOMCTBAMK, MPENApATbl AAS XMMMOTEPANUU AOAKHBI OBACAQTH MNHMYMOM NOBOYHBIX SPPEKTOB U MAKCMMYMOM
SPPEKTUBHOCTU AAS NAUMEHTA, 4YTO AOCTUFAETCS UCKAOYMTEABHO TOYHbIMU I'IOA60pCIMI/I AO3POBOK AEMCTBYIOLLEro QAKTUBHOIO BELLECTBA
AEKAPCTBEHHbIX MPenapaToB.

B cOOTBETCTBNN C PEMAAMEHTUPOBAHHBIMU [TOoCTaHOBAEHMEM MNpaemTeAbcTea PO oT 15.11.2017 Ne 1380 0COBEHHOCTSIMU OMMUCAHMSI AEKAPCTBEHHbIX
NPEenapaToR AASI MEANLMHCKOMO NMPUMEHEHMS], SIBASIOLLMXCSI OObEKTOM 3AKYMKN AAS OBECNedYeHNsl rOCY AQPCTBEHHDBIX 1 MYHULMNAABHBIX HY>KA MPU
OMUCAHMM OBBEKTA 3AKYMKN HE AOMYCKAETCS YKA3BIBATL (B TOM YUCAE) OOGBEM HAMOAHEHMSI MEPBUYHOM YTMIAKOBKN AEKAPCTBEHHOMO MNPEnapaTd, 3a
VICKAIOYEHNEM PACTBOPOB AASI MHDY3UI, a TAKKe GOPMy Bbinycka (MEPBUYHON YNAKOBKM) AEKAPCTBEHHOMO MPEenapaTa (HANprmep, «aMiyAd»,
«PAQKOH», «BAUCTEP”» U AP.) N KOAMYECTBO EAMHUL, (TABAETOK, AMMYA) AEKAPCTBEHHOrO NMPENAPATA BO BTOPUYHOM YNAKOBKE.

C UeAblo COBAIOAEHUS YKO3OHHbIX TPEeGOBAHWUIA, YYUTbIBAS MOTPEGHOCTb B CTPOrOM COOAIOAEHUM AO3UPOBOK, MPU ONMUCOHUU AEKOPCTBEHHbIX
CPEeACTB B QYyKLMOHHOW AOKYMEHTALUMU YKA3bIBAETCS GOPMA BbiNyCKA MPENApPATOB (B TOM YUCAE, 3KBUBAAEHTHblE AEKOPCTBEHHble (POPMbI),
AO3MPOBKA (KOAMMECTBO AEWNCTBYIOWEro BEWeCcTBA B NPENApATax ONPEASAEHO B €AUHULLAOX USMEPEHUS C BOSMOXXHOCTbIO KOHBEPTUPOBOHMUS B
WHble eAVHULbI uamepeHns (mr, ME, Mr/ma):

*KoAnyecTBO AENCTBYIOWErO BEIWECTBA B NEPBUYHON YNAKOBKE

MOCTOBKO TOBAPQA OCYLLECTBASISTCS B LISAbIX YNAKOBKAX B COOTBETCTBMM C TpeboBaHUIMN PeaepaAbHOro 3aKoHa oT 12.04.2010 Ne 61-03 «O6
06pPALLEHNN ASKAPCTBEHHBIX CPEACTBY.

B cooTtBeTCTBMM C 4acCTblo 3 CTATbM 66 3AKOHO O KOHTPOKTHOW CUCTEeME MepBas YOCTb 3ASBKM HO YyYACTUE B SAEKTPOHHOM AYKUMOHE, 3a
UCKAKOHEHMEM CAYHAS], MPEAYCMOTPEHHOMO YOCTbIO 3.1 HACTOSILEN CTATbU, AOAYKHO COAEPKATD:

1) coraacme yyacCTHMKO SAEKTPOHHOMO QyKUMOHA HA MOCTABKY TOBAPQA, BHIMOAHEHME PABOTH MAM OKA3AHWE YCAYIM HA YCAOBUSIX,
NPEeAYCMOTPEHHBIX AOKYMEHTAUMEN 06 SAEKTPOHHOM QYKUMOHE N HE MOAAENKALIMX WU3MEHEHUIO MO PEe3yAbTATAM MPOBEAEHUST SAEKTPOHHOMO



QAYKUMOHA (TAKOE COrAaCHME AQETCS C MPYIMEHEHNEM MNP OrPAMMHO-AMMAPATHLIX CPEACTB SAEKTPOHHOW MAOLLAAKN);

2) NP OCYLLECTBAEHNN 3AKYMNKM TOBAPA, B TOM YACAE MOCTOBASIEMOrO 3AKA34YMKY MPU BEIMOAHEHNN 3AKYNAEMbIX PABOT, OKA3AHMM 3AKYNAEMbIX
YCAYT:

a) HOMMEHOBAHKE CTPAHbI MPOVCXOMAESHWS TOBAPA;

6) KOHKPETHBIE MOKA3ATEAN TOBAPC, COOTBETCTBYIOLUME 3HAYEHNSIM, YCTAHOBAEHHBIM B AOKYMEHTALMN 06 SAEKTPOHHOM AYKUMOHE, U YKA3aHWUE Ha
TOBAPHBIM 3HAK (MPU HAAMYMM). MHOOPMALMS, NPEAYCMOTPEHHAS HACTOSILMM MOAMYHKTOM, BKAKOYOETCS! B 3ASIBKY HA YYACTUE B SAEKTPOHHOM
AYKUMOHE B CAyYae OTCYTCTBUS B AOKYMEHTALMM 06 SAEKTPOHHOM AYKUMOHE YKA3AHWS HO TOBAPHDBIA 3HAK UAW B CAyYdE, ECAU YYOCTHUK 3AKYMKN
NpPeAAaraeT TOBAP, KOTOPbIM OBO3HAYEH TOBAPHBLIM 3HAKOM, OTAMYHBIM OT TOBAPHOIO 3HAKA, YKA3AHHOMO B AOKYMEHTAUMM OO 3AEKTPOHHOM
QyKUMOHE.

CoraacHo pasaey 13 VHOOpMALMOHHBIM KAp Tl (MPUAOXKEHME Ne T K AOKYMEHTALMI) NEPBAs YOCTb 3ASBKM HO YYACTUE B SAEKTPOHHOM AYKUMOHE
AONXKHO COAEPIKATb MHOOPMALMIO:

1) cornacme yYacCTHUKA 3AEKTPOHHOTO AYKUMOHO HA MOCTABKY TOBAPA HA YCAOBMSIX, MPEAYCMOTPEHHBIX AOKYMEHTAUMEN U HE MOAASNKALLMX
M3MEHEHMIO MO PE3YyABTATAM MPOBEAESHUS SAEKTPOHHOMO AYKUMOHA (TAKOE COrAadCUMe AQETCSsl C MPUMEHEHMEM MPOrpAaMMHO-ANNAPATHBIX
CPEACTB DAEKTPOHHOW MAOLLAAKN);

2) HONMEHOBAHME CTPAHbI MPOUCXOMKAEHMS TOBAPA;

3) KOHKPETHbIE NMOKA3ATEAN TOBAPA, COOTBETCTBYIOLME 3HAYEHMSIM, YCTAHOBAEHHBIM B AOKYMEHTALMN 06 SAEKTPOHHOM AYKUMOHE, 1N yKA3AHWEe HA
TOBAPHLIA 3HAK (MPU HAANYMK). VHOOPMALMS, NMPEAYCMOTPEHHAS! HACTOSILUMM MOAMYHKTOM, BKAOYAETCS B 3A5BKY HA YY4ACTUE B SAEKTPOHHOM
QYKUMOHE B CAYyYOE OTCYTCTBUS B AOKYMEHTALMU 06 SAEKTPOHHOM AYKUMOHE YKA3AHMS HO TOBAPHLIA 3HAK UAN B CAYYAE, ECAM YYACTHUK 3AKYMKM
NPEeAANQraeT TOBAP, KOTOPbLIM 0603HAYEH TOBAPHBIM 3HAKOM, OTAMYHBIM OT TOBAPHOIO 3HAKA, YKA3AHHOTO B AOKYMEHTAUMW 06 SAEKTPOHHOM
QYKUMOHE.

YacTeto 1 cTaThi 67 3aKOHA O KOHTPAKTHOM CUCTEME MPEAYCMOTPEHO, YTO AYKUNOHHASI KOMUCCUSI MPOBEPSIET NEPBbIE YACTM 3ASBOK HA Y4ACTME B
SAEKTPOHHOM QYKUMOHE, COAEPIKALLME WHOOPMALMIO, MPEAYCMOTPEHHYIO 4YacTblo 3 CTaTbM 66 HacTosiuero MeAepaAbHOrO 3AKOHA, Ha
CcooTBETCTBNE TPEBOBAHNSM, YCTAHOBAEHHBIM AOKYMEHTALMEN O TAKOM QYKLUMOHE B OTHOWEHMM 3AKyTNAEMbIX TOBAPOB, PABOT, YCAYT.

V3yurs nepsyto dacTb 3asek OO0 «Meankasp», KOMUCCUS YCTAHOBUAQ, YTO 3asBka OBLLIECTBA HE COOTBETCTBYET TEXHNYECKNM TPEOOBAHMSM,
YCTOHOBAEHHBIM 3AKA34MKOM K MOCTABASIEMOMY TOBAPY.

MepBasi HACTb 3ASBKN 3ASBUTEAST:

CBeAeHMSI O KAYeCTBe, TEXHUMYECKMX XAPAKTEPUCTMKAX TOBAPA, ero 6e30nMacHOCTU, OYHKUMOHAABHBIX XAPAKTEPUCTUKAX (MOTPEBUTEABCKMNX
CBONCTBAX), MHbIE CBEAEHMS O TOBAPE:!

MpeanoXkeHne [TexHmnyeckume, o
MexayHapoaHoe OCTATOYHbIN
YHOCTHMKAO OYHKUMOHAAbBHbBIE, Ea. 13M.|KOA-BO
HENATEHTOBAHHOE MponsBoANTEAD CpOK
PO3MELLEHNST  [KOYECTBEHHBIE 1 COrAQCHO [coraacHo|Koa-Bo  [CeeaeHnss O TexHn4yeckme
HAVMEHOBAHNE 1, 1 asa: rme / CTpOHOTex TEX narosok|pernctpaumm| OAOC™ L apaireprcuim
AEKAPCTBEHHOIO ' APY MPOUCXOXKAEHMS] ' \ Y P pau HO  MOMEHT] P P
CPEACTBA Toprosoe XAPAKTEPUCTUKMN 30a0HMIO  |3aACHMIO HOCTABIM
P HAMMeHOBAHME|TOBAPA
KOHUEHTPAT  AAS
AM-006631 or|
EZMCI—TEL%BQGHMZMAMOAOC 08.12.2020
- 2Kcnonm Aep>kaTeAb |He  MeHee
AoLeTakcen AoLeTakcen al:?al\z//fvmzl " 2(? MBT.ATA/MHANS MuAAmAnTp|(862.5 216 py. 00012 mecsies
356 "A>kopac
DAQKOHBI - MAYKM Skenonm”
KAPTOHHbIE -
KOHUEHTPAT  AAS
AM-006631 or|
;Z@;Z;%Bgemzm Adkopac 08.12.2020
- SKCnonm Aep>kOTeAb |He  MeHee
AOLETAaKCEeA AoLEeTakcen ’\I/IAI:;DJ/?I/IVIA ” 2(_) MBT.ATA/MHANS MuAAMAnTP|385 Q7 by, 00012 mecsies
356 "A>kopac
DAQKOHBI - MAYKK Skenonm®
KAPTOHHbIE -
KOHUEHTPAT  AAS
NPEUrOTOBASHMS AT1-006631 ot
bacTEOPa Al Adkoaac 08.12.2020
. SKCnonMm Aep>kOTeAb |HE  MeHee
AOLETAKCEA AoueTakcen “MA?;DJ/?I/IVIA ” 2(3 BT ATA/MHANS MuAAnAnTP|400 100 by 00012 mecsies
356 "Aykopac
DAQKOHBI - MAYKK Skenonm®
KAPTOHHbIE -
KOHUEHTPAT  AAS
NPEUrOTOBAEHMS AM-006631 oT]
pacTBopa AAS A>kopac 08.12.2020
VHDY 3t 20|kcnonm Aep>kaTenb |He  MeHee
AOLEeTaKCeA AoLeTaKkCeA et ATAl AN MuaamanTp|60 60 Py 000|12 Mecsues
Mr/MA 1 MA
OAQKOHS! - nayiu|390 "A”(OAGC”
KAPTOHHbIE - 2Kcnonm

B yactn 4 ctatem 67 3aKOHA O KOHTPAKTHOM CUCTEME YCTAHOBAEHO, YTO YYACTHUK SAEKTPOHHOIO AyKUMOHA HE AOMYCKAETCS K YHOCTUIO B HEM B

cAyyae:

1) HEenpPeAOCTABAEHMST MHOOPMALUN, MPEAYCMOTPEHHON 4YACTbIO 3 CTATbX 66 HAcTosero PeAepPAAbHOro 3AKOHA, WUAUM MPEAOCTABASHMS
HEeAOCTOBEPHOM MHGOPMALMN;

2) HECOOTBETCTBINSI MHOOPMALMUU, MPEAYCMOTPEHHOM YACTbIO 3 CTATEM 66 HACTOsILEro PeASPAABHOrO 3AKOHA, TPEDOOBAHMSIM AOKYMEHTALMN O




TAKOM AyKUMOHe.

CAEAOBATEABHO, AYKUMOHHASI KOMUCCUS MPABOMEPHO OTKA3A B AOMYCKE K YYACTUIO B AyKUMOHE 3ASBUTEAID, TOK KAK MPEAAOMEHHbIN NpenapaT
Mo No3nuUMsM 1, 2, He COOTBETCTBYET TPEBOBAHMSIM 3AKA3YMKA, YCTAHOBAEHHOIO B TEXHNYECKOM 3AACHUM AOKYMEHTALMMN 06 QyKUMOHE.

CoraacHo Yact 4 ctaten 105 3aKOHA O KOHTPAKTHOM CUCTEME KAAODA HA MOAOMEHMS AOKYMEHTAUMU N (MAWM) U3BELLEHNSI O MPOBEASHNN
SAEKTPOHHBIX MPOLEAYP MOXKET BbiTb MOAQHO YYACTHUKOM 3AKYMKM AO OKOHYOHMS CPOKA MOAQYM 3ASIBOK HA YYACTME B TAKUX MPOLEeAypax. Mo
VNCTEYEHNN YKA3AHHOTO CPOKA OBGXKAAOBAHUE AQHHBIX ASNCTBUM (6E3ASNCTBMS) 3AKA3YMKA, YNIOAHOMOYEHHOIO OPraHA, OCYLLIECTBASIETCS] TOABKO B
CcyAeBHOM MopsAKe.

COrAQCHO U3BELLEHWNIO, AOKYMEHTALMU 06 AyKUMOHE CPOK OKOHYAHMS MOACHUM 3asBOK -19.02.2021.

TakMm 0B6pa3soMm, 3asBUTEAb BNPABE BblA OGKAAOBATH MOAOXKEHUST AOKYMEHTAUMM 06 ayKkumoHe A0 19.02.2021, MO UCTEYEHUIO ACHHOIMO CPOKA
BO3MOYKHO OBYKAAOBATH AOKYMEHTALMIO O 3AKYTKE TOABKO B Cy A€OHOM Mopsiake.

HO OCHOBQHUW BbILLEN3AOXKEHHOIO, PYKOBOACTBYSICb MyHKTOM 1 4yacth 15 c1atbm 99, 4actbio 22 ctatbk 99, yacTteto 8 ctatey 106 3akoHa o
KOHTPAKTHOM cucTeme, Kommccums Bypsitckoro YOAC Poccum

pewnaa:
1. NpwaHaTb kKaroby OO0 «MeanKkap» HEOHBOCHOBAHHOM.

HacTosee peleHne moxet 6biTb OOXKAAOBAHO B Op6V]TpO)KHOM CyA€e B Te4eHne TpeX Mecsuen CO AHS ero BbIHECEeH S



