PELLEHWNE Ne054/06/67-1818/2020

15 cenTa6pa2020 roaa r. Hosocnbumpck

Komucecusa YnpaesaeHns PepAepaAbHOM AHTUMOHOMOABHOM CAYXKObl MO HoBOCKBMpPCKOM
0BAACTM MO KOHTPOAIKD B chepe 3akynok (Kommcecrnga Hosocrmbupckoro YPAC Poccum) B
COCTOBE:

- 3AM. PYKOBOAUTEAS YIPOBASHNS MPeACeAATEAb KoMrccum;

- TAQBHbI CMEUMAANCT-9KCNEPT OTAEAQ KOHTPOAST 3AKYTMOK, YAEH
Komumnccum;
- BEAYLLUMA CNEUMAAUCT-IKCNEPT OTAEAQ KOHTPOAS 3AKYMOK, YAEH
Komucecum,

C Y4YOCTMEM MPEACTABUTEAENYNOAHOMOYEHHOTO YupeXkaeHust —[KY HCO «YKCuc»-(no
AOBEPEHHOCTN),

B OTCYTCTBME MPEACTABUTEAEN NOoAATEAST MKAAOOB-OOO «[IKL «3Snmabuomeay,
3akaszumka -[BY3 HCO «[UKB Nel», nopaaTeAb >XAAOBbLI M 3AKA3YMK YBEAOMAEHDI
HOAAEXKALLMIA OBPA30M,

POCCMOTPEB B AUCTOHUMOHHOM peXxxunme >ANobyOOO «MKL «3nnabriomea» Ha
AENCTBUSI KOMUCCUMN MO OCyLLeCTBASHMIO 3aKkyrnoKk [KY HCO «YKCuc»npu nposepAeHNN

SAEKTPOHHOIO AYKLUMOHA NeQ851200000620004456 HQ MOCTOBKY
AVArHOCTVKYMOBCOABMOHEAAESHbIX, HOYAAbHAS (MOKCMMQOABHOS) LeHa
KOHTPOKTA998334,68py6.,

YCTAHOBUAA:

B Hosocmbupckoe YPAC Poccrnm o6patmaocbOOO «MKL «3Snmabromeanc >Kanobom Ha
AENCTBUSI KOMUCCUM MO OCYyLLECTBAEHMIO 3aKyrnoKk [KY HCO «YKCuc»npu nposeAeHNM
SAEKTPOHHOIO AYKLUMOHA NeQ851200000620004456 HQ MOCTOBKY
AVQArHOCTVIKYMOBCOAbMOHEAAE3HbIX.

CyT1b >kanobbl OOO «[1KL| «2nmabnomMea»CBOANTCS K CAEAYIOLLEMY.

OO0 «MKU «2nmabrnomea»ob>KaAyeT OTKA3 B AOMYCKE K YYOCTUIO B AYKUMOHE MO
OCHOBQOHUSIM, YKA3QAHHBIM B MPOTOKOAE PACCMOTPEHMS 30SIBOK HA Yy4yaACTME B
SAEKTPOHHOM ayKumoHe ot 01.09.2020 Ne0851200000620004456-0.

B nepeon 4actn 3aseki No nosvumm Nel «MHOMKECTBEHHbIE BMAbBI Salmonella obwme
QHTUTEAQ NBAOOO «[KL, «Annabriomepy YKQA3AAO
ANATHOCTUKY MOPUTPOUNTAPHBIMCOABMOHEAANOSHBIM,  KOAUYECTBO  BbINOAHSIEMbIX
TECTOB 8 LUTYK, KOAMYeCTBO HaBopoe 60 WT. (Tpeboranock 30 wr.).



YUYACTHUK 3AKYTKM MOAQIrAET, YTO UM MPEAAOMEH K NMOCTABKE TOBAP C KOAUYECTBOM
TECTOB B ABO PA3A MeHblUe, YeM TPebOBAAOCH B OMMCAHUM OOBEKTA 3AKYMKM, HO B
ABO pa3a OOAbLUEM KOAMYECTBE, YTO B UTOre TMOAHOCTbIO COOTBETCTBYET
TPEHOOBAHMSIM OMMCAHMSI OO BEKTA 3AKY KU,

OO0 «KL «3rmmabriomeas» HAMNPOABUAO B OAPEC AHTUMOHOMOABHOMO OPraHA
xopaatamcTeo oT 14.09.2020r. (6/H) © NPUOBLLEHNN K MATEPUAAAM XKAAODBI MMCbMA
AO «HAy4YHO-MPOMIBOACTBEHHOIO o6 beAVHEHNS no MEANLNHCKNM
MMMYHOBUMoAOrMYecknm npenapatam «Mukporen» Ne00/04-02/06/4908 ot 03.09.2020r.
COrAQCHO AQHHOMY MUCbMY  AMArHOCTUKY M3PUTPOLUTARHBIMCAOABMOHEAAMO3HBIN-O
QHTUIEHHbIV KOMNAEKCHbIN (1,2,3,4,6,7,8,9,10,12) pacCYMTaH HO NpuMeHeHne 16 TeCTOB.

Ha OCHOBOHWM BbILLEM3AOMKEHHOIO, MOAQTEAL YKAAODBI MPOCUT BHIACTE MPEANMMCAHNE
006 YCTPOHEHUN HOPYLLUEHUA 3AKOHOAOTEABCTBA O KOHTPAKTHOW CUCTEME B coepe
3AKYTMOK.

Ha AQHHYI0O >XAAOBYy OT YNOAHOMOYEHHOIO YYpPEeXAEHUs MOCTYMUAU BO3PAKEHUs
CAeAYIoL,Eero CoAEPXAHYS.

YNOAHOMOYEHHOE YUYPEKAEHNE B MOAHOM OBbEME NMOAAEPIKANO OCHOBAHMST OTKA3A B
AOMyCKe K y4yactmo B aykumoHe 3asekm OOO «[IKL «3Snmabromea», yKA3aHHbIE B
NPOTOKOAE PACCMOTPEHUST 3ASIBOK HA YYACTUME B SAEKTPOHHOM QYKUMOHE OT
01.09.2020 Ne0851200000620004456-0.

Ha OCHOBQHWU BbILIEUN3AONKEHHOTO, YITOAHOMOYEHHOE YUYPEKAEHNEMPOCUT NPU3HATD
AQHHYO YKAAODY HEOOOCHOBAHHOWM.

N3yune npeacTraBAeHHble MaTtepuaAbl U AOBOAbI CTOPOH, Komuccua Hosocubupckoro
YDAC Poccum NnpULLAQ K CAEAYIOLLLVM B biBOACM.

COrAQCHO OMMCAHMIO OOBEKTA 3AKYMKK AYKLMOHHOM AOKYMEHTALMMN 3AKA3YMKOM ObiAA
YCTOHOBAEHbI TPEOOBAHMS K 3AKYNAeMOMy TOBAPY, O UMEHHO:

1 [MHOYeCTBEeHHble BUADI ANArHOCTUKY M3PUTPOUNTAPHBINCAAbMOHEAAE3HDIV-
Salmonella obuwme aHtuTena  [O AHTUMEHHBIM KOMMIAEKCHbIM (1,2,3,4,6,7,.8,9,10,12) -
MBA, HOBop, peakums DAAKOH HE MeHee 6 MA™,

ArrAOTUHAL MM

KoAn4yecTBO BbIMOAHSIEMbIX TECTOB HE MeHee 16
WTYK

OnMmMcanneobbeKkTa 3aKynku No nos3mumm Nel «MHOXKECTBEHHbIE BUABI Salmonella obwmne
aHTUTena WBA, Habop, peakuust ArrAloTUHALMU»  MOATOTOBAEHO 30AKA34YMKOM  HA
OCHOBQHMM NO3ULMM KOTAAOra TOBAPOB, PABOT, ycAyr Ne21.20.23.110-00007251.

B EVIC paamelLleHO CAEAYOLLEE ONMMCAHME XAPAKTEPUCTUK:

B cooteetrcteumM € N4 MPABUA MCNOAB3OBAHMST KOTAAOrA TOBAPOB, PABOT, YCAYT AAS
obecneyeHnst  rOCYAQPCTBEHHBIX M MYHULUMMOABHBIX — HYXKA,  YTBEPMKAEHHbBIX
[NOCTAHOBAEHMEM [MpaBUTEALCTBA PO or 08.022017 Nel45 (aonee -
MNPOBUAQ),30KA3YUKN OOBSA3CHBI MPUMEHSTb UHPOPMALMIO, BKAIOYEHHYIO B MNO3ULLMUIO

KATAAOrAa B COOTBETCTBMK C M.MN. B) N. 10 AQHHbIX [MPaBUA. 3AKA3YMKM OBSI3AHBI MPKU



OCYLLECTBASHNN 3AKY KN MCMNOAb3OBATb MHOOPMALMIO, BKAKOYEHHYO B
COOTBETCTBYIOLYIO TMO3NUMIO, B TOM YUCAE YKA3bIBATb COMAQCHO TAKOW MO3MLMN
CAEAYIOLLYIO MHPOPMALMIO:A) HOMMEHOBAHME TOBAPA, PABOTH, YCAYrM; 6) eAMHULbI
M3MEepPEHN KOAUYECTBA TOBAPA, OOBHEMA BbINOAHSIEMOMN PABOTHI, OKA3BIBOAEMOW YCAYTMA
(MPY HOAMYM); B)ONUCAHUE TOBAPA, PABOTHI, YCAYrK (MPU HOAMYUKM TAKOrO OMUCOHUS B
no3mummn).

TaknMm 0BpPA30OM, KOAMYECTBO BLIMNOAHSIEMbBIX TECTOB SIBASIETCSI OOS3ATEABHON  ANS
MPUMEHEHNST XAPAKTEPUCTUKON U UBMEHEHMIO B MEHbLLYIO CTOPOHY HE MOAAENUT HU
3AKA3YNKOM, HM YHOCTHUKOM 3CIKY K.

Takm 0BPA30OM, 3AKA3YMKOM MO NO3nLMKM NeT«MHOYKECTBEHHbIE BUAbBI Salmonella obuimne
aHTUTEAD WBA, HabBop, peakuust ArrATUHAUMMY  OMMCOHUST OObEeKTA  3AKYMKM
NPABOMEPHO YKA3AHO, YTO KOAUYECTBO BbINOAHSIEMbBIX TECTOB AOAKHO ObiTb HE MeHee 16

LUTYK.

OO0 «[IKL «3Snmabuomea» NPEAAOKUAO K MOCTABKE MO NO3numMm Nel «MHOMKECTBEHHbIE
BUADI Salmonella obLwme AQHTUTEAQ NBA, Habop, pPEeaKLMS
ArrATUHALNU» AMATHOCTUKYMIOPUTPOLUTAPHBIMCAABMOHEAANO3HBINC KOAUYECTBOM
BbIMNOAHSEMbIX TECTOB 8 WTYK.

B cooteeTtcTBUM C .M. 6) M. 2 4. 3 cT. 66 O3 Ned4-O3 neprast YOCTb 3ASIBKM HO y4ACTVE B
SAEKTPOHHOM  QYKLUMOHE AOAKHA COAEPXATb KOHKPETHBIE MOKA3ATEAM TOBAPA,
COOTBETCTBYIOLME 3HAYEHUSIM, YCTAHOBAEHHBIM B AOKYMEHTAUUM OB SAEKTPOHHOM
AYKLUMOHE, 1 YKA3AHWE HAO TOBAPHbBIV 3HAK (MW HOAUYUA).

B cooteetctBUM C 4.1 cT.67 O3 Nedd-O3 QYKUMOHHAST KOMUCCUST MPOBEPSIET MEPBbIE
YACTM 3QSIBOK HA YYOCTME B SAEKTPOHHOM QYKUMOHE, COAEPMKALUME MHPOPMALMIO,
NPeAyCMOTPEHHYto 4.3 c1.66 D3 Nedd-O3, Ha cooTeeTcTBMe TPebOOBAHUSIM,
YCTOHOBAEHHBIM AOKYMEHTAUMEN O TAKOM AYKLMOHE B OTHOLLUEHUM 3AKYNAEMbIX TOBAPOB,
PABOT, YCAYT.

B cuay 4.3 cT.67 O3 Ned4-P3 No pe3yAbTATAM PACCMOTPEHMUS MEPBbLIX YOACTEN 3ASIBOK HA
YYOCTNE B DAEKTPOHHOM QYKLMOHE, COAEPIKALLMNX MHPOPMALMIO, MPEAYCMOTPEHHYHIO 4.3
CT.66P3 Ned4-O3, AYKUMOHHAST KOMUCCUS MPUHUMOET peLleHne O AOMyCKe YYACTHMKA
3AKYMKM, MOAOBLUEro 3AsIBKY HA Y4ACTME B TAKOM QYKUMOHE, K YYACTUIO B HEM U
NPU3HAHUM 3TOFO YYACTHMKA 3AKYMKN YYOCTHUKOM TAKOrO AYKLMOHO MAM OB OTKO3€e B
AOMYyCKE K YYACTUIO B TAKOM QYKUMOHE B MOPSAKE M MO OCHOBOHUSIM, KOTOPbIE
NPEeAYCMOTPEHbBI YACTbIO 4 YKA3AHHOW CTATbW.

YYACTHUK SAEKTPOHHOIO AYKUMOHA HE AOMYCKAETCSI K YYOCTUMIO B HEM B CAYYOSIX,
YCTAQHOBAEHHbIX 4.4 CT.67 O3Ned4-O3, 0 MMEHHO, HEMPEACTABAEHUST MHPOPMALMN,
NPEeAYCMOTPEHHOM 4YacTbto 3  cTatb  66P3  Ned4d-O3, umAM  NPEAOCTABAEHMUS
HEAOCTOBEPHOW WMHOOPMALMUN, HECOOTBETCTBUS MHOOPMAUUNM, NMPEAYCMOTPEHHOM 4.3
CT.6603 Ned4-P3, TPebOBAHMIM AOKYMEHTALMM O TAKOM AYKLIMOHE.,

MNepBasi 4YACTb 3ASBKM  YYACTHUKA  30KYMNKM C  UMAEHTUOUKAUMOHHBIM  HOMEPOM
Ne108149626 (OOO «[IKL «3Snmabuomes») COAEPXKAAA KOHKPETHbIE MOKA3ATEAM
NPEeAAAraemMoro K NoCTaBke TOBAPA, HE COOTBETCTBYIOLME 3HAYEHWSIM, Y CTAHOBAEHHbBIM
B OMMCOHMN OBBEKTA 3AKYMKNA AOKYMEHTALMU OB SAEKTPOHHOM AYKUMOHE, O MMEHHO, B
N.1 «MHOXeECTBEHHble BUAbl Salmonella obwne aHtuTena WBA, HOBOp, peakums
ArrAIOTUHALMY OMMCAHMST OBBEKTA 3AKYMKMN YKA3AHO KOAMYECTBO BbINOAHSIEMbIX TECTOB



He MeHee 16 WTYK, B 305BKE YYACTHMKA 3AKYMKN YKA3AHO KOAMYECTBO BbINMOAHSIEMBbIX
TECTOB 8 WTYK.

Takmm obpaszom, 3ageka OOO «[IKL «3rmabromea» He AOMyLEHA K Y4ACTUIO B
QAYKLMOHE NP ABOMEPHO.

MNprHMMas BO BHUMAHME xopaTamcTeo OOO «[KL «3rmabuomea» ot 14.09.2020r.
(6/H) O npPUOBLEHUM K MATEPUAAAM  >KOAOBB mmcbMa  AO  «Hay4yHo-
NPOON3BOACTBEHHOIO ODBEAVHEHNSI MO  MEAUUMHCKUM  UMMYHOOMOAOrNYECKNM
npenapatam «Mwukporen» Ne00/04-02/06/4908 ot 03.09.2020r., COrAQCHO KOTOPOMY
AVNArHOCTUKY M3PUTPOLUTAPHBINCAOABMOHEAANO3HBIN-O  QHTUMEHHBIN  KOMMAEKCHbIN
(1234,6,789,10,12) pacCU4MtaoH HA npumMmeHenne 16 TectoB, Komumccus
Hoeocubupckoro YPAC Poccum NpULLIAQ K BbIBOAY, YTO B MepBOr YacTu 3asiski OOO
«[KL «2nmabriomea» COAEPXKUTCSI HEAOCTOBEPHAS WMHPOPMALMST O KOAMYECTBE
TECTOB (YKO3AHO — 8 TECTOBR, AMArHOCTUKYM PACCYUTAH HAO 16 TECTOR), YTO SIBASIETCS
OCHOBQOHMEM AAST OTKA3A B AOMYCKE K YY4ACTUIO B AYKLUMOHE HO OCHOBOHUM .1 4.4 CT.67
O3 Ned4-O3 (3a NpeACTABAEHNE HEAOCTOBEPHOW MHOOPMALMN).,

AOBOA YKOAODOBI HE OOOCHOBOH.

Mpu nposeaeHn Ha ocHoBaHmn n.1 4.15 cr.99 Q3 Ne44-D3 BHENAQHOBOW MPOBEePKU
AQHHOWA 3QKYrnKu, B TOM 4YUCAEe BCe UHPopMaLun, pPAa3MELLEHHOW B eAUHON
WHPOPMALLUOHHOW CcUCTEME B PAMKAX AQHHOIO 3AEKTPOHHOro AyKLMOHA, a TakKXxe
AeACTBuA AyKLLMOHHOW KOMUCCUU TMPU PACCMOTPEHUN repBbiX U BTOPbIX 4YacTed
QYKL UNOHHBIX 3QSIBOK, HOPYLUEHUA 30KOHOAQTEALCTBA O KOHTPAKTHOW CUCTEME B cpepe
3AKYyrnoK He BbISIBAE€HO.

PykosoacTteysicb 4.8 cT.106, n.1 4.15CcT.99 O3 Ned4-03, Kommccusa HoocnbBUpCKoro
Y®PAC Poccun

PELLNAA:

MounsHaTb  YKAAoBbyOOO «[IKL «3Srmabuomea» HA  AENCTBUS  KOMUCCUKM MO
ocyuectBAeHMO 3aKkyrnok [KY HCO «YKCue»npu NpoBeAEHNN SAEKTPOHHOIO AYKLMOHA
NeQ851200000620004456 HO MOCTOBKY
ANATHOCTVIKY MOBCOAbMOHEAAE3HBIXHEOD OCHOBOHHOW.

PeLueHme moxet 6biTb 06XXAA0BAHO B 0,06VlTpO)KHbIlZ CYA B TedeHne Tpex MecsiLeB CO AHSI ero BbIHe CeHyisl.



