PELWWEHWUE

no AeAy Ne 071/06/105-
697/2021

18.08.2021 r. Tyna

KoMrccrs Mo KOHTPOAKD 3AKynoK YnpaeaeHUst PeAepPaAbHOM AHTUMOHOMOABHOM CAYXKObI MO TyAbCKOW
obracTu (Aanee - Kommccus) B COCTaBE:

POCCMOTPEB  MOCPEACTBOM  BUASOKOHDEPEHLCBS3M  KAAOBY  oblwecTed C  OrMPAHWUYEHHOM
oTeeTCcTBeHHOCTbIO «AparCepBuc» (aanee - 3aseutens, Obuwectso, OO0 «AparCepBuc») (Bx. Ne 4575 ot
11.08.2021) HO AENCTBUSI AYKUMOHHOM KOMUCCUM MO  OMNPEAEAEHMIO MOCTABLIMKOB (MOAPSIAYMKOB,
WCMOAHUTEAEN) FOCYAQPCTBEHHOIMO KA3EHHOIO Y4YpPEeXXAeHUsT TyAbCKon oOBAaCTU «LleHTp opraHmMsaumm
3aKyrnoKk» (AaAee - AYKLUMOHHAST KOMUCCUST) MPU ONPEeASASHUM MOCTABLUMKA (MOAPRSIAYMKA, UCTIOAHUTEAST)
nyTeM TMPOBEAEHMSI SAEKTPOHHOIO QAYKUMOHA HA MPABO  3AKAIOYEHUST KOHTPOKTA HA  MOCTABKY
AEKAPCTBEHHOrO npenapata OKCAAMNAATUH (Bakyrnka Ne 0366200035621004228) (Aanee — DAEKTPOHHbLIN
QYKLMOH), PYKOBOACTBYSICb CTATbsIMM 99, 106 ®eapepanbHOro 3akoHa oT 05.04.2013 Ne 44 - O3 «O
KOHTPAKTHOW CUCTEME B ChEpEe 3AKYNOK TOBAPOB, PABOT, YCAYr AAST OBeCneYveHmsl FOCYAQPCTBEHHbIX U
MYHULIMNGABHBIX — HYXKA»  (Aanee - 3AKOH),  AAMUHUCTPOTVMBHBIM — peraamMeHtoMm  PeaepanbHOM
OHTVIMOHOMOABHOW CAY>KObl MO UCMOAHEHUIO TOCYAQPCTBEHHON QYHKUMM MO PACCMOTPEHMIO XKAACD HA
AencTeusl  (BE3AENCTBME)  3AKA3YMKA, YNOAHOMOYEHHOIO OPraHd, YMNOAHOMOYEHHOTO YHPENKAEHMS,
CNEUNAAMBNPOBAHHOM OPraHU3ALMM, KOMUCCUM MO OCYLLECTBASHMIO 3AKYMNOK, €€ YAEHOB, AONKHOCTHOIO
ALA KOHTPAOKTHOW CAY>KObl, KOHTPAKTHOrO YMPABASIOLWLEro, ONepaTopd 3AEKTPOHHOM MAOLWOAKM Mpun
onpeAeAeHUM MOCTABLUMKOB (MOAPSIAYMKOB, UCMOAHUTEAEN) AAST OBECnedYeHUns TOCYAQPCTBEHHBIX U
MYHULMNAABHBIX HYYKA, YTBEPXKAEHHBIM npukadom PAC Poccum ot 19.11.2014 Ne 727/14 (ponee -
AAMUHUCTPATUBHBIM PEFAAMEHT), PABUAOMM OCYLLECTBAEHUSI KOHTPOASI B COepe 3AKYnoK TOBAPOB,
PABOT, YCAYT B OTHOLUEHUM 3AKAIYMKOB, KOHTPAKTHBIX CAYXKD, KOHTPAKTHbBIX YMPOBASIOLMX, KOMUCCUIA MO
OCYLLECTBAEHMIO  3AKYMNOK TOBAPOB, PABOT, YCAYr M WX UYAEHOB, YMNOAHOMOYEHHbBIX OPraHOB,
YNOAHOMOYEHHbBIX  YYPEXKAEHUN,  CMEUVAAUIMPOBAHHbBIX  OPTraHU3AUMA,  ONEepaATOPOB  SAEKTPOHHbIX
MAOLLAAOK, onepaTopos CMEUNOAMINPOBAHHBIX  SAEKTPOHHbIX MAOLWAAOK, YTBEPXKAEHHBIMM
MNMocTaHoeAeHMeM MpasuTenbcTea Poccuiickon Geaepaumm ot 01.10.2020 Ne 1576 (aanee — Mpasmad), Npu
y4acTum:

- Hapeaeson O.B. — npeaACTABUTEASI TOCYAQPCTBEHHOIO KA3EHHOIO  YUYPEXKAEHUST TyAbCKOM OBAQCTU
«LleHTp opraHmsaummn 3akynok» (Aasee — YMOAHOMOYEHHOE y4dpeXkpeHue), AYKUMOHHOW KOMUCCUM MO
AOBEPEHHOCTY;

- bypaykosom T.O., Mateeera AlO. - NPEACTOBUTEAEN TOCYAQPCTBEHHOIO  YUYPEXKAEHMS
3APCBOOXPAHEHUST «TYABCKUIA OBAQCTHOM KAHUYECKNA OHKOAOMMYECKMIN AUCNaHCcep» (Adaee — 3aKa34MK)
no AOBEPEHHOCTY;

- B OTCYTCTBME MPEeACTABUTEAS 3aseuTEAS, YBEAOMAEHHOIoO O AATEe U BpeMeHU PACCMOTPEeHUsT AeAd
NOCpPeACTBOM BUAEOKOHDEPEHL,CBSI3N,



YCTAHOBUAA:

B Tyabckoe YOAC Poccum noctynvad >anoba OB6LecTBa HA ASMCTBUS AYKLMOHHOW KOMMUCCUKM MpWU
NPOBEAEHNN IAEKTPOHHOTO AYKLMOHA.

N3 >kanoBbl CAEAYET, YTO MO UTOFAOM PACCMOTPEHUST AYKLUMOHHOW KOMUCCUEN MEepPBbiX YACTEW 3ASIBOK,
MOAQHHbBIX HO YY4OCTUE B AOHHOM 3SAEKTPOHHOM AyKLUMOHe, cocTosieluerocs 05.08.2021, y4OACTHUKY 3AKYMKK
C WAEHTUOUKALMOHHBIM HOMepoM 3asieki 110300049 (OO0 «AparCepBuc») OTKO3OHO B AOMYyCKe K
YY4OCTMIO B QYKLUMOHE HA OCHOBAHWW MYyHKTA 2 4actu 4 cTtatbn 67 3akoHa ot 05.04.2013 Ne 44-03:
HECOOTBETCTBME MHOOPMAUUM, MPEAYCMOTPEHHOW MOAMYHKTOM «B» MYHKTA 2 4ACTK 3 CTATbM 66 3AKOHA OT
05.04.2013 Ne 44-03, a Takke nyHKToM 23 yacTtn | «CBEAEHWYI O TMPOBOAMMOM AYKUMOHE B
SAEKTPOHHOW ®OPME» AOKYMEHTALMM (MPEACTABASHHBIM B 3ASIBKE YYOACTHUKA 30KYMKU KOHKPETHDIN
MOKA3ATEAb, HE COOTBETCTBYET 3HAYEHMIO, YCTAOHOBAEHHOMY MYHKTOM 2 4acTu Il "TexHnmyeckoe 3apaHMe"
AOKYMEHTAUMM, O UMEHHO: [ToAnyHKT 1.2 «A03MpoBKA», TpebyeMoe 3HaYeHUE MOKA3ATEAs! «150Mr u/uAn
SMIr/MA Ny, MPEANOKEHME YHACTHUKA 3AKYTMKU — «2 MI/MA»).

B croen »xanobe 3asBUTEAb YKASBIBAET, YTO AYKLMOHHAST KOMUCCUS MPY PACCMOTPEHMM 3ASIBOK AOAKHA
ObIAQ TAKYKE PYKOBOACTBOBATLCS MOAOMKEHMSIMU [TOCTAHOBASHMS MNpaBuTtenbcTea PO Ne 1380 ot 15.11.2017
«O6 0COBEHHOCTSX ONMUCAHKSI AEKAPCTBEHHbBIX MPENAPATOR AAST MEAVLMHCKOrO MPYIMEHEHWMSI, SIBASIIOLLIVIXCS
OBObEKTOM  3AKYMKM AN ODEecneyvyeHrst TOCYAQPCTBEHHBIX UM MYHUUMMOABHBIX  Hy>KA»  (AQnee -
MocTaHoeAeHVe MpaeuteascTea PO Ne 1380).

OBLWeCTBO MOAAraeT, YTO 3AKA3YMKOM MPU GOPMUPOBAHUM ACKYMEHTALMM O MPOOBEAEHUN SAEKTOOHHOIO
AYKLMOHA HA MOCTABKY AEKAPCTBEHHOro npenapata OKCAAMNAATUH (3akyrnka Ne 0366200035621004228)
(Aanee - AOKYMEHTALMSI 06 SAEKTPOHHOM QYKLMOHE) He OblAv CODAIOAEHDBI MOAOXKEHMST TOCTOHOBAEHMS
MpasuteabcTea PO Ne 1380 B 4ACTM YKA3OHMSI HO BO3MOMHOCTb MOCTABKM AEKAPCTBEHHOMO NPEenapaTa B
HEKPATHOM SKBUBAAEHTHOM AO3MPOOBKE.

3a9BUTEAL MOSICHSIET, YTO B CBOEM 3asBKE UM ObiA MPEAAOXEH «..., AEKAPCTBEHHbI npenapart TH
OKCAANAQTVH B HEKPOTHOW SKBMBAAEHTHOM AO3MPOBKE N KOAMYECTBE, COOTBETCTBYIOLLIMM TPEBOBAHKSIM
3aKa34MKa ...», A UMEHHO:

MpeanoxxeHue | TexHUyeckue,

MeXAYHapoAHOe
HENOTEHTOBAHHOE YYACTHUKA  |PYHKLLUOHCOABHbBIE, MOOU3BOAUTEAD EA. nsm. Koa-Bo
Ne HONMEHOBAHME pA3MelLEeHNs | KOYECTBEHHbIE U P S ch COrAQCHO [coraacHo| Koa-eo | CeepeHus o
n/n 3aKasa: Apyrue P Tex. TeX. |ynakoBOK|perncrtpauum
AEKAPCTBEHHOro NPONCXOXKAEHUS
Toproeoe XAPAKTEPUCTUKN 3aAQHMIO  |SAAQHUIO
CpPeACTBA
HOMMEHOBAHMNE) ToBAPA
KOHLEHTPAT AASI AM-004370 ot
”p(;”crf;nge”/'\”ﬂ” OKCHOPA 28.10.2020
P _ PaA ANabopaTtopua Aep kaTenb
11 OkcamnAaTH |OKCAAUMACGTUH [ IHOY3UIA, 2 MIT/MA, Muaavrpomm| 10 000 200 i
MBT.ATA/ HANS PYy: OOO
25 MA - DAGKOHDI 356 * ASKOAQC
(M //-naukn kecrnomm”
KAPTOHHbIE
KOHLUEHTPAT AASI AM-004370 ot
”p(:gfgnge”/'\”; OKCPOPA 28.10.2020
P _ PaA ANabopaTtopna Aep xaTenb
2 | OkcamnAQTVH [OKCAAUMNAQTUH [ HDY3UIA, 2 MI/MA, Muaavrpamm| 20 000 200
MBT.ATA/ VIHANS PYy: OOO
50 MA - DAQKOHBI 356 ' ASKOAQC
(M //-nadkn kcrnonm”
KQPTOHHblE
KOHLUEHTPAT AASI AM-004370 o7
”pO‘"CrfBTnge”/‘\”;‘ OKCPOPA 28.10.2020
P OPa A NabopaTopu3 AepykaTens
3 | OkcamnAaatiH | OKCAAUNAQTUH [ MHODY3MIA, 2 MI/MA, Muaavrpamm| 10 000 200 i
MeT.A1A/ NHANS PY: OO0
25 MA - DAGKOHDI 356 " ASKOAQC
(M //-nadkn 2kcnoum”

KAQPTOHHbIEe

3aseUTEAD TAIOKE O6pOLI.lOeT BHVMQHME HA TO, YTO MEAMUMHCKNA CMNELMOAUCT MPU AeYEeHUN BCEerAd B
KA>KAOM KOHKPETHOM CAy4Hae 6yAeT KOPPEKTNPOBATb KOAMHECTBO BBOAMMOIO npenapata COrAacHoO



MAOLLIOAV MOBEPXHOCTU TEAQ YEAOBEKA, A TAKXKE C Y4E€TOM CrNeLUmndUKmn 3060ASBAHNS 1 KOMOUHUPOBAHN C
VMHBIMN  AEKOPCTBEHHBIMY  MPEenapaTaMn.  PeskiM  AO3MPOBOHKSI  OCYLLIECTBASIETCS MO KBAAPATYpE
4YeAOBEYECKOro TEAQ.

MNpn TAKKMX OBCTOSITEABCTBAX, C y4eToM Toro, 4to OOLIECTBOM MPEAAOXKEH MPEnapaT B HEKPOATHON
SKBMBOAEHTHOM AO3MPOBKE U KOAMYECTBE, oTBedaiolleM TPpeboBaHMSIM 3aKA3YMKA, C TOYKN 3pEHMS
3aseUTens, peLleHe AyKLMOHHOW KOMUCCUM O MPU3HOHWM €ro 305IBKM HECOOTBETCTRYIOLLEN TREeOOBAHMSIM
AOKYMEHTALMN 06 SAEKTPOHHOM AYKLMOHE SIBASIETCSI HEMPABOMEPHbLIM.

MNpeaCTaBUTEAM YNOAHOMOYEHHOIO YYPENAEHMS, AYKUMOHHOM KOMUCCUM, 3AKA3YMKA, YYACTBYOLIME B
30CeAQHMM KOMMUCCUMM MOCPEACTBOM BUAEOKOHDEPEHLCBSI3N, HE COrAACUAUCb C AOBOAOMM >KAAOOHI
3AgBUTEAST O OCHOBOHUSIM, M3AOXKEHHDBIM B YCTHBIX M MMCbMEHHbBIX BO3PAMEHUSIX HO PACCMATPMBAEMYIO
YKOAOOY.

B CBOMX MUCbMEHHBIX BO3PAMKEHMSIX 3AKA3YMK MOSICHSIET, 4YTO K 3akyrnke TpebyeTrcs TOBAP C
MOKA3ATEASIMU, YKA3AHHBIMM B pasaene 2 «OnncaHme obbekTd 3aKkynky (TpeboBAHUS K GYHKLMOHAABHBIM,
TEXHUYECKMM N KAYECTBEHHBIM XAPAKTEPUCTVKAM TOBAPA)» TEXHUYECKOro 3AAQHMUST AOKYMEHTALMM 0O
SAEKTPOHHOM AYKLOHE.

B KTPY EUC aAekapcTBeHHbIM npenapadT OKCAAMMAQTUH MPEACTABAEH B MUAAMAUTPOX C YKA3OHMEM
KOHLEHTPAUMM B OAHOM MA (BMIr/MAA), 4TO B MNOAHOM OObemMe He OTOOPAXKAET AOQ3MPOBKY AOQHHOMO
AEKAPCTBEHHOroO nNpenapata. MNostomMy y 30KA34YMKA HET TEXHWMHECKOW BO3MOMHOCTWM 3AKYMUTb AQHHbIN
AEKAPCTBEHHBIN MPENAPAT B HYXXHOW AO03MPOoBKE 6e3 yKA3aHMST OBbeMda HAMOAHEHWS MNEPBUHHOMN
YMAKOBKMW.

HeobxoAMMOCTb  YKA3AHUST TAKUX XAPOKTEPUCTUK B OMUCOHUM OObeKkTa 3aKynku obyCAoBAEHA
noTpebHOCTbIO 3AKA3YMKA M OBOCHOBOHA C Y4ETOM MOAOYMEHUN MNMocTaHoBAeHUs [paBuTenbcTa PO Ne
1380 B pazaene 2 TeXHUYeCKoro 3aAQHMSI AOKYMEHTALMM 06 SAEKTPOHHOM AYKLMOHE,

Kak nogcHsaeT 3aKkaaymk, yKa3aHre A03MpoBkM 150 Mr AAs AeKQPCTBEHHOro npenapata ¢ MHH
OKCAANAQTVH  SIBASIETCSI HEODXOAMMBIM, TAK KAK VIMEHHO AQHHOW XOPAKTEPUCTUKOM OMNPEeAEAIETCS
KOAMMECTBO AEWNCTBYIOLLErO BellecTBa, Tpebyemoro 3akasdyuky. YKO3OHHAS XAPAKTEPUCTUKA
AEKAPCTBEHHOIO CPEACTBA OKA3LIBAET BAUSHME HA TEPAMEBTUYECKUMN DODEKT NPU NPUMEHEHUM TAKOIrO
AEKAPCTBEHHOIO NpenapaTa.

AO3MPOBKA AEKAPCTBEHHOrO Npenapata ¢ MHH OkcaamnaatuiH 150 Mr sIBASIETCST OAHOM U3 HanboAee
BOCTPEBOOBAHHBIX B CTAHAQPTHbLIX CXeMax xumuotepanumn (85 Mr/M2 1 pas B 2 HEAEAM); MO3BOASIET
M36EXATb MCMOAB3OBAHWSI COYETAHMUS MEHBLLIVX AO3UPOBOK AAST MOAYYEHMS MHOY3MOHHOIO PACTBOPA.

NOCAEAOBATEABHOCTb MPUFOTOBAEHMUST MHOY3MOHHOTO PACTBOPA OOSI3ATEABHO BKAKOYAET CASAYHOLLIME
STAMbL:

- pAcTBOpEeHne AMODUANIATA. ANS1 STOro BO OAQKOH BBOASIT KOAMYECTBO PACTBOPUTEANS, AOCTATOHHOE
ANS MOAYHEHMS PACTBOPA B KOHUEeHTP AU SMIr/MA;

- NPUroTOBAEHME NHQDY3VOHHOIO pacTeoOpA (HenocpeACTBEHHO nocae PACTBOPEHMS).
PACTBOREHHbIN NpenapaT pa3baBASIOT 5 % PACTBOPOM AEKCTPO3bl A0 MOAYyYEHMs1 250-500 MA paCTBOPA C
KOHLEeHTpauuen He meHee 0,2, Mr/MA.

|_|pl/l MCMNOAb3OBAHM NpenapdadTd AO/NKHbI cobAoAQTbCS BCE MHCTPYKUMN, NPUVHSITBIE AAS TTODUMEHEHISI
LNTOTOKCHNYECKUX NPpendapaToB.

YUUTbIBAS ABYXSTAMHOCTb MPUrOTOBAEHMST PACTBOPA MPENAPATA, MCMOAb3OBAHNE COYETAHNST MEHBLUIMX
AO3VPOBOK  AMODUAM3ATA  AAS  MOAYYEHMSI OAHOM  MOPUMM  VMHOY3MOHHOMO PACTBOPA  SIBASIETCS
HeLeAeCOOBPA3HbIM B CBSI3M CO CASAYHOLLIMM:

e PN NCIMOABb3OBAHNN OObIYHbBIX noAMMePHbBIX Wnpuues N Urh He BCeraa obecneymBaeTcsl repmMeTnyHoe
coeaAnHeHne MeXay OAAKOHOM U wnpuuemMm 1, CAeAOBATEeAbHO, He  AOCTUraeTCs MOAHOE

OMOPOXKHEHNE (DACKOHOB C  CYXUM/PACTBOPUTEAEM AMODUAM3ATA  (HAPYLIEHWE TOYHOCTU
AO3NPOBAHKSY);

e YBEAVMMBAIOTCS 3ATPATHl BPEMEHN U TPYAO3ATPATH CPEAHENO MEeAMLMHCKOrO MEePCOHAAC HA ero
NPEUroTOBASHME, a  TaKxKe BO3PACTAET BEPOSITHOCTb KOHTAKTA W  BPEeMsl  SKCMo3uLum

LUNTOTOKCMYECKOro eeLectsd.



Take 3aKA34YMK OTMEYAET, YTO GOPMA BbIMyCcKA 150 Mr gBASISTCSI OMTUMAABHOM AASI VCTIOAb3OBOHMS,
NPEenapaT NCMOAb3YETCS MOAHOCTBIO 6e3 06PA30BAHNS BICOKOTOKCUYHBIX OTXOAOB.

M3yumB NpeACTaBAEHHbIE B YNpabAeHne PeAepaAbHOM AHTUMOHOMOABHOM CAYXKObI MO TyAbCKOM OBACCTM
AOKYMEHTbI, 3ACAYLUOB AOBOAbI YYOCTHUKOB PACCMOTREHUST AQHHOM AAODbBI, a TAKXKE HA OCHOBOHWM
npoBeAeHHOW KomMmccumenm B COOTBETCTBUMM C 4ACTbo 15 cTtatbm 99 3akoHa, [MpaBUA  BHEMNAQHOBOW
NMPOBEPKM MO BOMPOCY COBAIOAEHUST AYKLMOHHOM KOMUCCUEN TPebOoBAHMM 3AKOHA MPU MPOBEAEHUM
BbILLEYKA3AHHOIO SAEKTPOHHOIO AyKUMOHA, KOMUCCUS NPULLAQ K CASAYIOLLMM BbIBOAOM.

N3pelweHne ©n  pAOKymeHTauust 06 SAEKTPOHHOM  ayKkumoHe 23.07.2021 pasmelleHbl B €AVHOW
MHOOPMALMOHHOM CUCTEME B ChHepE 3AKYNOK (AQAEE - e AVHAST MHOOPMALMOHHAST CUCTEMA).

HavyaabHas (MOKCUMAOABHAS) LLleHA KOHTPAKTA cocTaeAgeT 1413 500,00 pybaein.

KOHTPAKT MO UTOrAM DAESKTPOHHOMO AYKLMOHA HE 3AKAIOYEH.

Kommccumsa cumtaet HeoBXOAMMBIM OTMETUTb, YTO B CUAY 4acTM 4 ctatbk 105 3akoHa oBXKAAOBAHME
MOAOYKEHMIN AOKYMEHTALMN OO SAEKTPOHHOM AYKLMOHE BO3MOYKHO AO OKOHYCAHMS YCTAHOBAEHHOTO B TAKOM
AOKYMEHTALMM CPOKA MOAQHM 3ASIBOK. HO MOMEHT MOAQYM HACTOSILEN >KANODB AOCYAEDHLIM CPOK
OBXKANOBOHMST  MOAOXKEHUM  AOKYMEHTAUMM OO 3SAEKTPOHHOM QAYKUMOHE WCTEK, COOTBETCTBEHHO,
POCCMOTPEHNE AOBOAOB >KOAODbI O HAPYLIEHWM 30KA3YMKOM 3AKOHA B YKA3AHHOM 4YACTW He
NPEACTABASIETCS] BO3MOYKHbIM.

OTHOCUTEABHO KHbBIX AOBOAOB, M3AOXKEHHBLIX B >kKanobe OOO «AparCepBuc», Kommccren yCTAHOBAEHO
caeayloulee,

COrAQCHO MYHKTY 2 4acTu 1 cTaTb 64 3AKOHA AOKYMEHTALMS 06 SASKTPOHHOM AYKLIMOHE HAPSAY C
VHOOPMALUMEN, YKA3OHHOM B WU3BELLEHWN O MPOBEASHUM TAKOrO OYKUMOHO, AOMKHO COASPIXKATb
TPebOBAHUS K COASPYKAHMIO, COCTABY 3ASBKM HO Y4ACTUE B TAKOM AYKLVOHE B COOTBETCTBMM C YACTSIMM 3
- 6 cTatbM 66 HacToswero PeAepPAAbHOTO 3AKOHA M MHCTPYKLUMIO MO €€ 3AMNOAHEHUO. [py 3TOM He
AOMYCKAETCS YCTAOHOBAEHWE TPebOBAHUM, BASKYLLUMX 30 COBON OrpaHUYeHre KOAMYECTBA YYOCTHUKOB
TAKOro AyKLMOHA WAV OFPAHUYEHME AOCTYNA K YYACTUIO B TAKOM QYKLMOHE.

B nyHkTe 23 «TpeboBAHMSI K COAEPYKAHMIO M COCTABY 3ASIBKN HO Y4ACTUE B SAEKTPOHHOM AYKLIMOHE» YOCTU
| «CBeAEHMS1 O MPOBOAVIMOM AYKLMOHE B SAEKTPOHHOW GOpME» AOKYMEHTALMM 06 SAEKTPOHHOM AYKLUMOHE
YCTOHOBAEHO, YTO MepBAst HOCTb 3ASBKM HO yHACTME B SASKTPOHHOM AYKLMOHE AOAYNHAO COAEPIKATb, B TOM
YUCAE KOHKPETHBIE MOKA3ATEAM TOBAPA, COOTBETCTBYIOLIME 3HAYEHUSIM, YCTAHOBAEHHBIM MYHKTOM 2 YOCTMU
[l "TEXHWHECKOE 3AAAHUE" pAokyMeHTALMM 06 SASKTPOHHOM AYKLUMOHE, M YKA3AHME HO TOBAPHBIA 3HAK
(NpPW HOAVYKW).

MyHKT 1 «HOMMEHOBAHME MNOCTABASEMOro TOBAPA. KOAMYECTBO MNOCTABASIEMOro TOBAPO» 4YacTtu I
«TEXHUYECKOE 3AAAHUE» AOKyMeHTAUMM OO SAEKTPOHHOM QAYKUMOHE COAEPMKUT  CASAYIOLLYIO
MHOOPMAUMIO, OTHOCUTEABHO 3AKYNAEMOro TOBAPA:

EAavHMuQ

Ne KoAanuyecTteo
MeXAYHOPOAHOE  HENATEHTOBOHHOE  HAMMEHOBOHME/XuMn4eckoe,
N3MEepeHns [NOCTOBASIEMOro

rpynnmpospo4yHoe HauMeHoOBOHue

n/n ToBApO*
(no OKEWN)

1. OKCAAUNAQTUH MuAAMrpamm|30 000

2. OKCAAUNAQTUH MUAAMIPaMM[** 10 000

B nyHKkTEe 2 «OnmMcaHme obbekTa 3aKkynkmn (TPeBOoBAHMS K GYHKLMOHAABHbBIM, TEXHUYECKMM 1 KAQYECTBEHHbLIM
XAPAKTEPUCTUKAM Toeapa)» 4acth Il «TEXHUHECKOE 3AAAHUE» AoKyMEeHTAUMM OO SAEKTPOHHOM
AYKLMOHE COAEPIKUTCSI ONMUCAHME OObEKTA 3AKYMKM B COOTBETCTBUM C MHOOPMALMEN, BKAKOYEHHOMN B
noauumo KTPY ¢ y4eToM CTAHAQPTU3OBAHHBIX 3HAYeHMIA ECKATN:

‘ J\F—) | | TneAvamoa HAUAHIA



n/n

HanmMeHOBOHWE NOKA3ATEAS

I~y i~ i ey e

MOKA3ATEASs]

BapuatumeHc

Me)I(AYHCIpOAHoe HEMATEHTOBAHHOE HOMMEHOBAHUE/ XUMNYECK

" IrpynnmMpoBOYHOE HOMMEHOBOHME

oe,

OKCOANAQTUH

f—
—

AekapcTBEeHHAs GopmMa

AMODUAMIAT AASI TPUFOTOBAEHMS
KOHLEHTPOTA AASI
MPUrOTOBASHUSI PACTBOPRA AAS
BHYTPVBEHHOIO BBEAEHMS

BAPNAHT

n/vAnm

AMODUAUBAT AAS MPUFOTOBAESHMS
PACTBOPA AASI UHDY 3N

BAPNAHT

n/Amn

KOHLEHTPAT AAS NPUTOTOBAEHMUS
PACTBOPA AASI MHDY 3N

BOPWAHT

A031pPoBKA

150mr

BAPNAHT

BAPNAHT

n/nAam

SMr/mMan

BOPWAHT

1.3.

Koa noanumm KTPY (Koa yana CMHH)

21.20.10.211-000011-1-00147-
0000000000000/

21.20.10.211-000011-1-00271-
0000000000000/

21.20.10.211-000011-1-00013-
(0000000000000

NHble XAPAKTEPUCTUNKN, YCTAHOBASHHbIE B COOTBETCTBMN C

OCOBEHHOCTSIMM ONMUCAHUS ASKAPCTBEHHbIX NPEenapaTOB

’

yTBEPYKAEHHbIE [NocTaHOBAEHMEM Ne 1380 (MyHKT AOBABASIETCS NPU

HeoBX0ANMMOCTM) OBbeM HANOAHEHMS MEPBUYHOM YNAKOBKI

XHK

30 MAN

BAPNAHT

Me)I(AYHOpOAHoe HEMATEHTOBAHHOE HOMMEHOBAHUE/ XUMNYECK

" IrpynnmMpoBOYHOE HOMMEHOBOHME

oe,

OKCOANAQTUH

2.1

AeKkapCTBEHHAs GOpPMA

AMODUAMIAT AASI TPUFOTOBAEHMS
KOHLEHTPOTA AASI
MPUrOTOBASHUSI PACTBOPRA AAS
BHYTPVBEHHOIO BBEAEHMSI

BAPNAHT

n/Amn

AODUANIAT AASI MTPUTOTOBAEHMS
PACTBOPA AASI MHDY 3NN

BOPWAHT

n/nAmn

KOHUEHTPAT AAS NMPUTOTOBASHUS
PACTBOPA AASI MHDY 3NN

BOPWAHT
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A031poBKA

50Mr n/mam 100mr

BOPWAHT

BAPNAHT

n/Amn

5Smr/man

BAPUAHT

n/Amn

2Mr/MA AN\

BAPUOHT

23.

Koa noanumm KTPY (Koa vana CMHH)

21.20.10.211-000011-1-00230-
0000000000000/

21.20.10.211-000011-1-00061-
0000000000000/

21.20.10.211-000011-1-00013-




000000000000/

21.20.10.211-000011-1-00292-

0000000000000/
21.20.10.211-000011-1-00187-

VHble XOPAKTEPUCTUKM, YCTAOHOBAEHHbBIE B COOTBETCTBUM C UUoOUuooo0 BAPVIOHT
OCOB6eHHOCTSIMK ONMUCAHUS AEKAPCTBEHHbBIX MPENAPOTOB,

yTBEpPXKAEHHbIE MNocTaHoBAeHMeM Ne 1380 (NyHKT A0BaBASIETCS NpK 10 MAA

HeobxoanMocT) O6beM HONMOAHEHUSI MEPBUYHOW YMAKOBKNA™®***
24

NHble XapaKTepUCTUKK, YCTAOHOBAEHHbBIE B COOTBETCTBUM C WA
OCoB6eHHOCTSIMI ONMUCAHUS AEKAPCTBEHHBIX MPENAPATOB, Ap———

yTBEPXKASHHbIE MocTaHoBAeHMeM Ne 1380 (MyHKT AOBABASIETCS MPU 2EMAAA P

HHXR

HeobxoAMMOCTY) OBBEM HAMOAHEHUSI NEPBUYHOM YNAKOBKM

Kpome T1Oro, B TexHWY4ECKOM 30AQHMM AOKYMEHTAUUM 06 OANEKTPOHHOM dYyKUMOHE COAEPXKUTCS
0boCHOBOHME I'IpI/IO6peTeHI/I9I TOBAPA MMEHHO C TAKMMMU 06beEMAMM HOMOAHEHMS] NEPBUYHOW YMAKOBKN U
AO3NPOOBKAMN:

«B KTPY ENC AekapcTeeHHbn npenapadT OKCAAMNAOTUH MPEACTABAEH B MUAAMAUTPAX C YKA3AHWEM
KOHLEHTPALMM B OAHOM MA (BMI/MAN /WA 2MI/MAMY), YTO B MOAHOM OObeME He OTOBPAXKAET AO3MPOBKY
AQHHOIO AEKAPCTBEHHOrO NMpenapaTa. [1oaTomy y 3aKA34MKA HET TEXHUYECKOM BO3MOXKHOCTM 3AKYMNUTb
AQHHbBIN AEKAPCTBEHHBIM NPENAPAT B HY>KHOW AO3MPOBKE B6€3 YKA3AHUS O6bEMA HAMOAHEHMST MEPBNYHOMN
YNOKOBKM.

MNEUHMMAST BO BHUMAOHWE BBLILEU3AOXKEHHOE U PYKOBOACTBYSCb M.6 OCOBEHHOCTEN  OMUCAHMS
ASKAPCTBEHHbIX npenapaTtos [MocTtaHoBAeHUst MpasutenscTea PO oT 15.11.2017 Ne 1380, B KOTOPOM
CKO3QHO, 4YTO OfNMCaHME OBbEeKTA 3AKYMKM MOXXET COAEPXKATb YKA3OHME HA XAPAKTEPUCTUKM,
NPEAYCMOTPEHHbBIE MOANYHKTAMM «B» - «» MYHKTA 5 HAOCTOSILErO AOKYMEHTA, B CAYYOE, ECAV HE UMEETCS
MHOM BO3MOMHOCTM OMUCATb AEKAPCTBEHHbIE MNPENnApPAThl, B TEXHUYECKOM 3AAQHUM YCTAHOBAEHO
TpeboBaHME K 06beEMY HAMOAHEHWSI MEPBUYHOM YMOAKOBKM  ACHHOIO AEKAPCTBEHHOrO NpenapaTa.

*** OB6beM HAMOAHEHMS MEPBUYHOM YNAKOBKM 30MAN GOPMUPYET AO3Y MPENAPATA B EAVHNLE N3MEPEHMUS

M AOMKEH obecneuntb BBeaeHMe 150 Mr AeKApPCTBEHHOro npenaparta, T.K. Tpebyercs noabop
VHAMBUAYQOABHOM CXEMbl AEYEHMSI B OTHOLLEHUM KAXKAOIO KOHKPETHOro naumeHta. TpebosaHus K obbemy
HOMOAHUTEAS] MEPBUYHON YMAKOBKM OBYCAOBAEHBI TPEBOBAHUSIMY  CAHUTAPHO-3MUAEMUOAOTNHECKOM
6e30MNacHOCTW, TAK KAK NPEnApAT OTHOCUTCS K MOTEHLMAABHO TOKCUYHBIM BELLLECTBAM.

****O6beM HANMOAHEHWSI NEPBUYHOM YNIAKOBKKM 10MAN dOpMMPYET AO3Y NPENAPATA B EAVHULE UBMEPEHUS U
AOMKEH obecrneuntb BBepeHMe 50 Mr AEKAPCTBEHHOro npenapaTtd, T.K. TpebyeTrcs noabop
VHAMBUAYQOABHOM CXEMbI AEYEHMSI B OTHOLLEHUM KAXKAOIO KOHKPETHOro naumeHta. TpebosaHust K obbemy
HOMOAHUTEAS] MEPBUYHOW YMAKOBKM OBYCAOBAEHbI TPEBOBAHUSIMU  CAHUTAPHO-3MUAEMUOAONHECKOM
6e30MNacHOCTW, TAK KAK MPEnApAT OTHOCUTCS K MOTEHLMAABHO TOKCUYHBIM BELLLECTBAM.

****O6beM HAMOAHEHUS MEPBUYHOM YMAKOBKMN 25MAN GOPMUPYET AO3Y NPENAPATA B EAVHNLE UBMEPEHMS
M AONKEH obecneuntb BBeaeHre 50 Mr AeKQPCTBEHHOro npenapaTa, T.K. TpebyeTtcs noabop
VHAMBUAYQOABHOM CXEMbI ASHEHWSI B OTHOLLEHUM KAXKAOIO KOHKPETHOro naumeHta. TpebosaHus K obbemy
HOMOAHUTEASI MEePBUYHON YMAKOBKM OOYCAOBAEHbI TPEOOBAHUSIMY  CAHUTORHO-IMUAEMUOAOINYECKOM
6e30MNacHOCTW, TAK KAK MPEenApAT OTHOCUTCS K MOTEHLMAAbHO TOKCMYHBIM BELLLECTBAM.

AO3MpoBKA AeKkapcTBeHHOro npenaparta ¢ MHH OxkcaamnaatuH 150 Mr SIBASIETCST OAHOM M3 HOMBOAee
BOCTPEOOBAHHbLIX B CTOHAQPTHBIX CXEMaxX xummotepanum (85 mMr/mM2 1 pa3 B 2 HEAEAM), MO3BOASET
M3BEXKATb MCMOAB3OBAHMST COYETAHMST MEHBLUMX AO3VPOBOK AASI OAYYEHUST MHOY3MOHHOMO PACTBOPA, TEM
CAMbIM CODAIOAQETCSI TOYHOCTb AO3MPOBAHMSI AEKAPCTBEHHOIO NPenapaTd. YKA3aHHAS XOpAKTEPUCTUKA
AEKAPCTBEHHOIO CPEACTBA OKA3bIBAET BAUSIHVE HA TEPANEBTUHECKUM SOOEKT MPU NMPUMEHEHUN TAKOro
AESKAPCTBEHHOro Npenapara.

NNoCAeAOBATEABHOCTb MPUIOTOBASHUST MHOY3MOHHOMO PACTBOPA U3 AVODUAMBMPOBAHHOIO MNpenapara
06530TEABHO BKAIOHAET CAeAYyolMe aT1arbl:

- PACTBOPEHNE AMODUAMIATA. AAST STOIO BO GACKOH BBOASIT KOAMYECTBO PACTBOPUTEAS], AOCTATOHHOE AASI



MOAYYEHUST PACTBOPA B KOHLEHTPAUUN SMI/MA;

- NPEUroToBAEHME NHDY3MOHHOIO pacCTBOPA (HenocpeACTBEHHO nocae POCTBOPEHMUS
AMODUANINPOBAHHOIO MOPOLLKA). BOCCTAHOBASHHbBIN pPACTBOP pasdbaasioT 250-500 MA 5 % pacTeopa
AEKCTPO3bl AO MOAYYEHMS TpebyemMom KoHUueHTpauum oT 0,2 Mr/MA A0 0,7 MI/MA,

MpY MCNOAB3OBAHN MPENAPATA AONAKHBI COBAIOAATBCS BCE TPEOOBAHUS U UHCTPYKLUUM, MOUHSTHIE AAS
NMPUMEHEHMUST LUTOTOKCUYECKMX MPENnAPATOB, T.K. MPUrOTOBAEHHbIN PACTBOPR AOAKEH ObiTb MPO3PAYHBIM U
He AONKEH COAEPXKATb HEPACTBOPEHHbBIX YHOCTUL, MHOM PACTBOP NMPUMEHEHUIO HE MOAAEXKUT.

YYUTbIBASI ABYXSTAMHOCTb MPUrOTOBASHUST PACTBOPA MPENAPATA 13 AEKAPCTBEHHON GOPMbI AMODUAMBAT,
VMCMOAb3OBOHME COYETAHUSI MEHbLUMX  AO3MPOBOK  AVMODUAMBATA  AAST  MOAYYEHMST OAHOW  MOopLMM
VMH®Y3MOHHOIO PACTBOPA SIBASIETCS HELLEASCOOOPA3HBIM B CBSI3N CO CASAYIOLLIMM:

- NPW UCMNOAb3OBAHUN OBbIMHBIX MOAVMMEPHBIX LMPULEB U UFA HE BCEraa obecnedyrBaeTcsl repMeTniHoe
COEAVHEHVE MEXAY DAAKOHOM U LUMPULEM U, CACAOBATEABHO, HE AOCTUIAETCS NMOAHOE OMOPOXKHEHUE
MAQKOHOB C CYXMM/PACTBOPUTEAEM AMODUAM3IATA (HAPYLUEHME TOYHOCTU AO3NPOBAHMS);

- YBEAVMVBAIKOTCS 3ATPATH BPEMEHU N TPYAO3ATPATb CPEAHEro MEAULIMHCKOro MEepPCOHAAd HA ero
NMPUrOTOBAEHWE, A TAKXKE BO3PACTAET BEPOSITHOCTb KOHTAKTA W BPEMS SKCMO3MLUMA LIUTOTOKCUYECKOrO
BELLECTBA.

AO3MPOBKA AeKkapCcTBeHHOro npenapata ¢ MHH OkcaamnAaTuH 50 Mr UCMOABb3YEeTCSl B CTAOHAQPTHbIX
CXEMAX XMMUOTEPANUX, NPOBOAMMOM MAAOBECHbBIM MALUMEHTAM, MAUMEHTAM C MAOLLOABKD MOBEPXHOCTU
TeAa cebilwe 1,8M2, O TOKXKE MAUMEHTAM C KOpPREKUMEN AO3bl MO MOKA3AHMUSIM.

HpMMeHeHI/Ie ASKAPCTBEHHOro npenaparta OKCOAMNAQTUH B YKA3AHHbIX obbemMax HAMOAHEHUS Kpome
TOYHOCTU AO3NPOOBAHWSI:

- yrpoLaeT 060pOT ASKAPCTBEHHbIX MPEnNAPATOB B CTALMOHAPE;

- MO3BOASIET PALMOHAABHO M SKOHOMUYECKM LIEAECOOBPAZHO MCMOAB3OBATH AEKAPCTBEHHbIN NMPEnapaT C
MUHUMW3ALMEN NOTEPD U ODUHAHCOBBLIX 3ATPAT, COOTBETCTBEHHO;

- BepAeT K YMEeHbLUEHMIO KOHTAKTA NMepCOHAAQ C ULMTOTOKCHMYEeCKMN nNpenapaTtamMm;

- CHMKAET BEePOSITHOCTb HEXKEAATEABHBIX MOCAEACTBUN KOHTAKTA C UUTOTOKCUMHECKMMU MPENAPATAMU AAS
NnepCcoOHAAQ M NAUMNEHTOB;

- CHYKOET KOAUYECTBO LUUTOTOKCUMYECKOro NPenapaTd, MOAAEXKALLErO YTUAU3ALMM;
- IPUBOAMUT K 9KOHOMMM N PALMOHAABHOMY PACXOAOBAHMIO MPENAPATOBR;

- ynpouwaeT paboTy MeAULNHCKOrO NEPCOHAAQ:;

- DKOHOMUT paboyee BpeMst MeAULIMHCKOrO NMepCOHAAJ.

B cooTeeTcTBMM C YacTblo 2 cTatbM 3 PepepanbHOro 3akoHa oT 21 Hosibps 2011 roaa N 323-03 «O6
OCHOBQOX OXPAHbl 3A0POBbS TPAXKAAQH B Poccuinckon Qeaepaunm» (ponee - PepepaAbHbIM 30KOH OT 21
HosiBpPs 2011 roaa N 323-03) HopMbl 06 OXPAHE 3A0POBbSI, COASPIKALLMECS B APYMUX OeASPOAAbHbBIX
30KOHAX, MHbIX HOPMATKBHbBIX MPABOBLIX AKTAX Poccuinckomnm Peapepaumm, 30KOHAX U MHBIX HOPMOTUBHbIX
MPOBOBbLIX AKTAX cybbekToB Poccumckomn Peapepaumm, He AOAKHBI MPOTVBOPEUYNTE HOPMAM HACTOSILLErO
PepAepAAbHOrO 3AKOHA. »,

Ha ocHoBAHWM YaCTK 1 CTATbM 67 3AKOHA AYKLMOHHAST KOMUCCUST MPOBEPSIET NEPBbIE YACTU 3ASIBOK HA
YHACTME B SAEKTPOHHOM QYKLUMOHE, CoAEPMKALLME MHOOPMALMIO, NMPEAYCMOTPEHHYIO YOCTbIO 3 CTATbU
66 HacTosero PeAepAAbHOro 3aKOHA, HO COOTBETCTBUE TPEOOBAHMSIM, YCTOHOBAEHHBIM AOKYMEHTALMEN
O TAKOM QYKLMOHE B OTHOLLEHMM 30KYNAEMbIX TOBAPOB, PABOT, YCAYT.

COrAQCHO 4acTn 3 cTATbM 67 3OKOHA MO PE3YABTATAM PACCMOTPEHUS MEPBLIX YHOCTENM 3ASIBOK HA y4ACTUE
B OAEKTPOHHOM QYKUMOHE, COAEPMKALUMX WMHOOPMAUMIO, MPEAYCMOTPEHHYIO 4acTblo 3 cTatbk 66
HacTosero PeAepPaAAbHOro 3AKOHA, AYKLMOHHAST KOMUCCUS NMPUHUMAET pPeLLeHNE O AOMYCKE YYACTHUKA
30KYMNKW, MOACBLLUErO 3A9BKY HA y4OCTME B TAKOM QAYKUWMOHE, K Y4ACTMIO B HEM U MNPUSHOHWUW 3TOro
YYACTHMKA 3AKYMKM YYOACTHUKOM TAKOTO AYKLUMOHA UAM OB OTKA3€E B AOMYCKE K YY4ACTUMIO B TAKOM QYKLMOHE



B NMOPSIAKE 1 MO OCHOBAHMSIM, KOTOPbIE MPEAYCMOTPEHBI YACTbIO 4 HACTOSILLEN CTATLW.

B cuay nyHkTO 2 4acTn 4 cT1atbt 67 3AKOHA YYOCTHUK BAEKTPOHHOIO AyKUMOHO He AOMYyCKAEeTCsl K
YYACTMIO B HEM B CAY4OE HECOOTBETCTBMUS MHOOPMALNN, MPEAYCMOTPEHHOM YACTbIO 3 CTATbM 66 3AKOHA,
TPEeBOBAHMSIM AOKYMEHTALMM O TAKOM QYKLVOHE,

Vicxoast U3 MPYBEAEHHDIX BbILLE MOAOXKEHWMIN 3AKOHA, YYACTHUK 3AKYMKWU, B CAydae NOAQYM 3AsBKM, 0OSI3aH
COBAIOAOTb, B TOM YMCAE 0BS13aTEAbHBIE TPEOOBAHMSI K COCTABY TAKOWM 3ASIBKM, COAEPIKALLMECS KAK B
30KOHe, TAK W B  AOKYMEHTAUMM OO SAEKTPOHHOM ayKUMOHe. [pu 3TOM  YYOACTHUK  3AKYMKM
COMOCTOSITEABHO HECET OTBETCTBEHHOCTb 3A MOAHOTY U AOCTOBEPHOCTb CBEAEHUM, COAEPIKALLMXCS B
TAOKOW 305BKE, N AONKEH OLEHMBATH PUCKMU ObiTb OTKAOHEHHBIM B CAy4YOEe HECOBAOAEHMSI YKA3AHHbIX
06513aTEABHbBIX TPEOOBAHMI.

O653QHHOCTBIO K€ AYKLMOHHOM KOMWUCCUM, B YOCTHOCTW MPU PACCMOTPEHUM MEPBBIX YACTEN 3ASIBOK
YYOCTHUKOB 3AKYMKW, SIBASISTCS MPOBEPKA COOTBETCTBUSI TAKUX 3ASBOK (POPMAABHBIM TPEBOBAHUSIM,
CPOPOPMYAUPOBAHHBIM 3AKAZYMKOM B AOKYMEHTALMN 06 AYKLIMOHE.

HeobxoAMMO YYUTBIBATb, YTO KPUTEPUEM AOMYCKA YYOCTHUKA K YYOACTUIO B AYKLVOHE SIBASIETCSl, B TOM
YUCAE COOTBETCTBME 3QASBKM BCEM TPEOOBOHUSM, YKO3AHHBIM B AOKYMEHTAUMM OO0 AyKUMOHE B
AAEKTPOHHOW GopME.

Ha saceaaHnn KOMUCCUM YyCTAHOBAEHO, YTO 3ASBKA C UAEHTUPUKALMOHHBIM HOMepoM 110300049 noaQHA
HA YY4OCTUE B SAEKTPOHHOM QYKUMOHE YH4ACTHMKOM 3aKynk — OO0 «AparCepBuc».

N3 MpOoTOKOAQ PACCMOTPEHMS 3ASIBOK HO YYOCTUE B SAEKTPOHHOM AyKumoHe oT 05.08.2021 yCTAQHOBAEHO, B
TOM YMCAE CAeAytoLLLEE:

- MO OKOHYAHNM CPOKA NOAQYM 3ASIBOK 6bINO MOACQHO 5 (NSITb) 3ASIBOK OT YH4ACTHMNKOB 3AKYTKW;

- AYKLMOHHAOST KOMUCCUS EAMHOIAQCHO MPUHSIAQ PELLIEHMNE OTKA3ATb B AOMYCKE K YYACTUIO B SAEKTPOHHOM
AYKLUMOHE YHACTHUKY 3AKYMKN C UAEHTUDUKALMOHHBIM HOMEpPOM 3asieki 110300049 (OO0 «AparCepBuc»)
HO OCHOBQHUM NMYHKTA 2 YACTU 4 cTaTbk 67 3akoHa oT 05.04.2013 Ne 44-03: HecooTBETCTBME MHOOPMALMM,
NPEEeAYCMOTPEHHOW MOAMYHKTOM «O» MYHKTA 2 YaCTK 3 cTATbM 66 3aKkoHa oT 05.04.2013 Ne 44-P3, a TaK»Ke
AyHKTOM 23 yactu | «CBEAEHUS O MPOBOANMOM AYKLIMOHE B SAEKTPOHHOW GOPME» AOKyMEeHTALMM
(NPEACTOBAEHHbBIM B 3ASIBKE YYACTHUKA 3AKYMKW KOHKPETHBLIM MOKA3ATEAb, HE COOTBETCTBYET 3HAYEHMIO,
YCTOHOBAEHHOMY MyHKTOM 2 yacTu Il "TexHnyeckoe 3aAQHUE" AOKYMEHTALUMM, A UMEHHO: [loanyHKT 1.2
«Ao3npoBKa», Tpebyemoe 3Ha4YeHue nokasaTenst «150Mr u/mam 5SMr/MAN», MPEeAAOKEHME YYACTHUKA
3AKYMKU — «2 MII/MA»).

Kak 6bIAO OTPAXKEHO BbILLE, B CUAY MYHKTA 2 YACTW 1 CcTATbM 64 3AKOHA AOKYMEHTALMST 06 SAEKTPOHHOM
AYKLMOHE AONKHA COAEPATb CPEAM MPOYEro MHCTPYKUMIO MO 3AMOAHEHWMIO 3ASBKM HA y4ACTUE B
AAEKTPOHHOM AYKLMVOHE.

B nyHkTe 24 yacTtn | «CeepeHUsT O NMPOBOAVIMOM QYKLMOHE B SAEKTPOHHOW QOpME» AOKYMEHTALMM 0O
SAEKTPOHHOM QYKUMOHE YCTOHOBAEHO, YTO OTAEABHBIE MOAOXKEHUST MHCTPYKLMM NO 3AMOAHEHUIO 3ASIBKM HA
y4acTme B QAYKUMOHE MOryT ObiTb M3AOXKeHbl B 4acth Il «TEXHUHECKOE 3AAAHUE» HacTosien
AOKYMEHTALMN 06 SAESKTPOHHOM QYKLIMOHE.

Ncxoas 13 MOAONKEHUA MHCTRYKLUMM NO 3AMNOAHEHUIO NMEPBOM HYACTW 3ASIBKM HA YYOCTUE B SAEKTPOHHOM
aykumoHe, coaepykawencs B yYactn Il «TEXHUYECKOE 3AAAHUE» pAoKymeHTAuMM 06 SAEKTPOHHOM
AYKUMOHE TMPUN  YKA3AHUM KOHKPETHbBIX MOKA3ATEAEN YYACTHUKAMUM 3AKYMNKN  AOAKHBI  MPOUMEHSITbCS
0603HAYEHUST (EAVHULBLI  MN3MEPEHUS], HOUMEHOBAHWSI MOKA3ATEAEN, TEXHUYECKUX, OYHKLMOHOAABHbIX
NApPAMETPOB) B COOTBETCTBUM C 0OO3HAYESHUNSIMN, YCTAHOBASHHBIMU B TEXHUYECKOM 30ACHUN HOCTOSILLIEH
AOKYMEHTALUN.

N3yyrB NepBytO YACTb 3AGBKM YYOACTHUKA 3AKYMKN C MAEHTUOUKALMOHHBIM HOMepoM 3asieky 110300049
(OO0 «AparCepBuc») Kommccus yCTAHOBUAQ, YTO AQHHBIM YHOCTHUKOM 3AKYMKM MPEAAOMKEH K MOCTABKE
TOBAP CO CAEAYIOLLMMU HAUMEHOBOHMSIMU U 3HAYEHUSIMU MOKA3ATEAEN:

NpearoxeHne | TexHuyeckue,

MeXAyHapoaHoe
YHAPOA YYOCTHUKA  (PYHKLMOHAAbHbBIE, EA. nam. KoA-Bo
HENATEHTOBAHHOE MNpounssoanTeAb
o pasMelLeHUs | KOYECTBEHHbIE U COrAACHO [corAacHo| Koa-eo | CeeaeHus o
HOUMEHOBAHMNE / CTpaHa
n/n 3aKasa: Apyrue Tex. Tex. YNAKOBOK|pernctpaumm

A€KAPCTBEHHOIro MPOUCXOXXAEHUS



cpeAcTsa Toproeoe |xc|pa|('repucmm 3aaaHMIO (30AQHMIO

HAOUMEHOBOHUNE) I(OHII@-?% AAST

MPUrOTOBASHMS
PACTBOPA AASI AM-004370 ot
M;5®y3mq;2 MI/MAL - Okcpopa 28.10.2020
MA - ACKOHbI
Aaboparopms Aepykarenb
1| OkcammnAaTvH |OKCAAMNAQTUH| (1) / / - mQuku MBT.ATA/ UHAMS Muaavrpamm| 10 000 200 PY: OO0
KOPTOHHbIS 356 " AKOAQC
kcrnonm”

KOHLEHTPAT AAS
NPEUrOTOBAEHUSI

AM-004370 ot

Okcoopa 28.10.2020
PACTBOPA AASI ANabopaTtopua Aepykatens
2 | OKkcaamMnAaTH |OKCAAUNAATUH | HDY3WMA, 2 MI/MA, Muaavrpamm| 20 000 200 i
MeT.ATA/ NHANS PY: OO0
50 MA - DACKOHDI "
D/ / - naun 356 A>kopac
- 3KenonM'
KAQPTOHHbIE
KOHLEHTPAT AASI AM-004370 ot
MPUTOTOBASHI | - popa 28.10.2020
PACTBOPA AASI ANabopaTtopua Aep caTenb
3 | OkcaamnAaTH |OKCAAUNAQTUH | HDY3UM, 2 MI/MA, Muaavrpomm| 10 000 200 i
MeT.ATA/ HAMS pPYy. OOO
25 MA - DAGKOHDI .
D/ / - naun 356 A>kopac
okecnomm”

KAPTOHHblEe

Kommccumenm yCTAHOBAEHO, YTO B MEPBOM YACTU 3ASIBKM AQHHOMO YHOCTHUKA DAEKTPOHHOIO AYKLMOHA B
OTHOLLUEHUM MOKA3ATEAST «AO3NPOBKA», YKA3AHHOIO 3AKA34YMKOM B MOANYHKTE 1.2 «AO3MPOBKA» MYHKTA 2
yactn Il "TexHnyeckoe 3aA0HME" AOKYMEHTALUM OO SAEKTPOHHOM AyKLUMOHE, U NPeAyCMATPUBAIOLLErO
3Ha4yeHre «150Mr n/MAM SMr/MAN, CAEAQHO MPEAAOXKEHME «2 MI/MA», YTO He OTBedyaeT TPpebBOBAHUSIM
AOKYMEHTALMM 0D SAEKTPOHHOM AYKLIMOHE.

Mpw TAKMX OBCTOSITEALCTBAX, AYKLVNOHHAS KOMUCCUS, MPUHSIB peLleHne 06 OTKA3e B AOMYCKE K y4aACTUIO B
SAEKTPOHHOM  QYKUMOHE AQHHOMY YYOCTHUKY 3AKYMKM MO OCHOBAHWSIM, WUBAOXKEHHBIM B MPOTOKOAE
PACCMOTPEHMUS 3ASIBOK HO YYACTUE B DAEKTPOHHOM ayKkuvoHe oT 05.08.2021, AeMCTBOBAAQ B COOTBETCTBUM
C TpeboBaHVSIMM 4YaCTM 4 cTaTbk 67 3AKOHA.

Take Komrccus oTMeddaeT, YTO 3aKA3YMKOM MOATBEPIKASHO OObEeKTMBHAS HEOOXOAMMOCTb B 3CKYMKEe
nPenapaTa C YKA3OHVMEM OCMNAPUBAEMbIX XAPAKTEPUCTVK, KOTOPHbIE COAEPMATCSI B TEXHWYECKOM
30ACHUM AOKYMEHTALUM 06 SASKTPOHHOM AYKLIMOHE,

KoMmccug nNoOAQraeT, 4to QOPMUPOBAHME AOKYMEHTALMM HA 3AKYMNKY MNPEnApPATOR OCYLLIECTBASAOCH
3AaKA34YMKOM B LIEASIX AOCTUDKEHUST MAKCYMAABHOIO PE3YABTATA ASYEHUST 30B60AEBAHUIN, C COBAIO AEHNEM
MPUHUUMOB, 3aKPENASHHbIX B cTaTbe 41 KoHcTutyummn Poccuinckon Peaepaumm u ctaTtbe 4 PepepaAbHOro
3akoHa oT 21.11.2011 Ne 323-03 «O6 OCHOBAX 3A0POBbSI MPAMKAAH B Poccuitckon Pepepaummy,
NPeAyCMATPMBAOLLVX obecnedyeHre Npae MAXKAOH B Chepe OXPAaHbl 3A0POBbS, MPUOPUTET MHTEPECOB
NAUVeHTAa, AOCTYMHOCTb M KAYECTBO NPW OKA3AHUN MEAVNLMHCKOW MOMOLLN.

C y4eToM UBAOMKEHHOro Kommccusl, He 0BAaACS CMEUNAABHBIMU BO3MOMKHOCTSIMM B paccMaTprBOEMON
0BAACTU MEAMLMHBI, TAKXKE HE MMEET BO3MOMHOCTU CAEAATb BbIBOA 06 OAMHAKOBOM TepaneBTN4eCKOM
20PEeKTE AeKAPCTBEHHOro NpenapaTd, XApAKTEePUCTUKN KOTOPOro YCTAHOBAEHbI B TEXHYECKOM 30 AQHUA
AOKYyMEeHTaunn 06 AAEKTPOHHOM AYKUMOHE U UHBIX ASKAPCTBEHHbIX MpenapaTos ¢ MHH OKCAAMNAQTUH.

Bonee TOro, mockoabky 4acTbto 4 ctaTtbM 105 3AKOHA YCTAHOBAEHO, 4YTO YKAAODBA HA MOAOMKEHMS
AOKYMEHTAUMM 1 (MAM) UBBELLEHNST O MPOBEAEHUN SAEKTPOHHbBIX MPOLEAYP, 3AKPbITbIX SAEKTPOHHbIX
NEOLEAYP MOXET BbiTb MOACHA YYACTHUKOM 3AKYMKM AO OKOHYOAHUST CPOKA MOAQYM 3ASIBOK HO YY4ACTVE B
TAKUX MNPOLEAYPOX, HO AQTY MNOAQYM 3ASBUTEAEM PACCMATPYBAEMOMN >XAAODOB OH YTPATUA MNPABO
0OXKOAAOBOTb OTAEABHBIE MOAOXKEHUST AOKYMEHTALMN 06 SAEKTPOHHOM QYKLVOHE,

30 PA3bICHEHUEM MOAOMKEHNA AOKYMEHTAUMM OO SASKTPOHHOM QYKLMOHE B YCTOHOBASHHBIE CPOKM
O06LecTBO He 0BPALLAAOCH.

Takke cArepAyeT OTMETUTb, YTO YHACTHUKOM 3AKYMKWM MOMET BbICTYNATb ANoBOEe AMLO, B TOM YUCAE, He



SIBASIHOLLLEECST MPOU3IBOANTEAEM AEKAPCTBEHHOIO NPENAPATA, B CBSI3W C YEM, AQHHbBIM NPEenapaT Mor 6bITb
MOCTABAEH HEOIPAHMYEHHDBIM KPYrOM XO3SIMCTBYIOLLMX CY6beI(TOB — NOTEeHUMAAbHbIX YHACTHNKOB 3AKYMKW.

KoMuccrer He BbISIBAGHO, O 3AsBUTEASM He MPEACTABASHO OOBbEKTUBHBIX AOKO3ATEAbCTB TOMO, 4YTO
obpalleHre CropHOro TOBAPA HA COOTBETCTBYIOLWEM PbHKE HEBO3MOXHO WAM 3ATPYAHEHO, A
OOPMUPOBAHNE OBBEKTA ACQHHOW 30AKYNKM MOAODOHBIM OBPA30OM (QAKTUYECKN OMPAHUYMBAET YMUCAO
MOTEHUMOAbHBIX YYOCTHUKOB ACQHHOWM 3AKYMKW, CO3AQET OAHMM YYOCTHUKAM 3AKYMKK MPEenMyLLEeCTBO
nepea ApyriMm.

AokazaTtenbcTs TOro, 4to OO6WecTBO He MOXeT npuobpecTy CrnopHbi ToBAP, Komuccum He
NPEeACTABAEHO.

HeobxoaMMO OTMETUTb, 4YTO 3AKO3YMK HEe UVMEeeT BO3MOMHOCTU YCTAHOBUTb TPEBOBAHMS K
XAPAKTEPUCTVKAM TOBAPA, KOTOPbLIE YAOBAETBOPSIAM Bbl BCEX BO3MOMKHBIX YYACTHMKOB 3AKYTKM.

CAeAOBATEABHO, AOBOAbBI 3ASBUTEAST O HAPYLUEHUM AYKLUMOHHOM KOMUCCUEN TpebOoBAHUM 3aKOHA Mpu
PACCMOTPEHUM €r0 3ASIBKM B XOAE 3ACEAQHMSI KOMUCCKM CBOETO NOATBEPXKAEHMUSI HE HALLAW.

Hao OCHOBOHWMM  BLILLEM3AOXKEHHOIO, PYKOBOACTBYSICb MOAOXKEHUSIMM — CTATbM 99, 106 3aKoHQq,
AAMVHUCTPATUBHBIM PEFAAMEHTOM, lNMpasuaamm, Kommccusl,

PELLNAA:

1. KoMrccms Mo KOHTPOAKD 3AKYMOK yNpaeAeHUsT PeAepaAbHOW AHTUMOHOMOABHOM CAYXKObI MO TyAbCKOWM
OBAACTU HO OCHOBOHUKM HYOCTU 4 cTaTbM 105 3aKOHA HE PACCMATPUBAET AOBOAbI YKOAOBB OBLLECTBA C
OrPAHUYEHHON OTBETCTBEHHOCTBIO «AparCepBuc» O HECOOTBETCTBUM MOAOMEHUA AOKYMEHTAUMM 06
SAEKTPOHHOM AYyKUMOHE TPEBOBAHMSIM 3AKOHA, TAK KAK CPOK AOCYAEOHOro OGXXAAOBAHMST MOAOKEHWUM
AOKYMEHTALMM 06 SAEKTPOHHOM AYKUMOHE UCTEK.

2. Mpun3HATb YKOAODY OOLECTBA C OrPAHUYEHHON OTBETCTBEHHOCTbo «AparCepBuc» (ex. Ne 4575 ot
11.08.2021) Ha AENCTBUSI QAYKUMOHHOWM KOMUCCUM MO OMNPEAEASHMIO MOCTABLUMKOB (MOARSIAYMKOB,
MCMOAHUTEAEN) FOCYAQPCTBEHHOIMO KQA3EHHOIO Y4Y4peXKaeHUs TyAbCKow OBAACTU «LleHTp opraHmMsaumm
3AKYMOK» MPW ONPEAEAEHUN MOCTABLLMKA (MOAPRSIAYMKA, UCTIOAHUTEAST) MyTEM MPOBEAEHUST SAEKTPOHHOIO
AYKLMOHA HA NPABO 3AKAKYEHMST KOHTPAKTA HA MNOCTABKY AEKAPCTBEHHOro npenapata OKCAAMNAATUH
(3akynka Ne 0366200035621004228) HeoOOCHOBAHHOM,

PelieHre Kommccum MoxkeT 6biTb 0OXKOAOBAHO B CYASOHOM MOPSIAKE B COOTBETCTBUM C YACTbIO 9 CTATHU
106 3aKoHa.



