PELLIEHWE Ne 08-01-207
3 nioHs1 2016 roaa r. Hosocrbupck

Komucecunsa Ynpaesaerns OepaepaAbHOM AHTUMOHOMOABHOM CAY>KObl MO HoBOCKBMpCKom
0BAACTU MO KOHTPOAID B chepe 3akynok (Kommcecnga Hoeocrbupckoro YPAC Poccum) B
COCTOBE:!

LLisanos ALl - 30M. PYKOBOAUTEAS YNPABAEHUS, MPpeACeAdTeAb KoMmrccuum;

- TAQBHBI CMNEUMAAUCT-3KCNEPT OTAEAQ KOHTPOAST 3AKYTMOK,
yAaeH Kommncecmm;
- TAQBHBI CMNEUMAAUCT-3KCNEPT OTAEAQ KOHTPOAST 3AKYMOK,
yaeH Komuncecumun,

CryaeHVknH ALE.

Pacteopues C.H.

B MPUCYTCTBUM NOEACTOBUTEAEN:

3akasumka - [BY3 HCO 'Topoackast KAMHMYecKast 6oAbHuua Ne34' - «...»(no
AOBEPEHHOCTN), «...» (MO AOBEPEHHOCTIN);

YIOAHOMOYEHHOI O yupeXkAeHust - [KY HCO «YKCuc» - «...» (Mo AOBEPEHHOCTWN), «...» (NO
AOBEPEHHOCTN),

NPEACTABUTEAN MOAQTEAS KAAODOB - OOO «AXNOAOQC DKCMOMM», HA 3ACEAQHVE
kommccum Hoeocubupckoro YPAC Poccum He SBUAUCH, OBLLECTBO YBEAOMAEHO
HOAAEXALLMM OOPA30M,

paccMmoTpes XKAanoby OO0 «AXKOAAC DKCMOUM» HO AENCTBUS 3aKA34Mka - IBY3 HCO
‘TopoacKkas KAMHMYecKkas 6OAbHMLA Ne34" 11 YyIIOAHOMOYEHHOIO yupesxkaeHus - FKY HCO
«YKCurC» npv MNPOBEAEHUN SAEKTPOHHOro aykumoHa Ne (0851200000616001899 Ha
noctaeky AHTMOMOTMKOB (Ne514), HOYOABHAST (MAKCUMOABHAS) LEHA KOHTPAKTA 2189736

Pyo6.,
YCTAHOBUAA:

B Hosocmbupckoe YOAC Poccum obpatnaocbt OOO «AXKOAAQC DKCMOMM» C XKAAODHOMN
HO Aencteug 3akasdmka - TbBY3 HCO 'TopoacKast kKAMHMYeckast 6oAbHMLA Ne34" um
YMNOAHOMOYEHHOTO ydpexaeHus - TKY HCO «YKCuc» npu NpoBeAEHNM SAEKTPOHHOMO
ayKkumoHa Ne 08512000006 16001899 Ha nocTaeky AHTMOMOTUKOB (Ne514).

OO0 «AKopaaC IKCnomm»  OBXKAAYET MOAOXKEHUS  AYKLUMOHHOW  AOKYMEHTALMN,
MoadTEAb >KAOAODOBI CUYMTAET, YTO YCTOHOBAEHHbIE B AOKYMeEHTaUuM 06 AyKUMOHe
TPEebOBAHUS K TOBAPY OrPAHNYMBOKOT KOAMYECTBO YYOCTHMKOB 3AKY KU,

MNoadTEAb YKOAODBI MOAArAET, YTO COrAQCHO QYKUMOHHOWM AOKYMEHTAUMM OOBbEKTOM
30AKYMKU  SIBASIETCSI AEKAPCTBEHHbBIM MPENAPAT MEXAYHAPOAHOIO HEMATEHTOBAHHOIO
HaMMeHoBaOHMST (Aanee - MHH) -  «AmuneHem+UnMAQCTaTMH»  CO  CAEAYIOLLMMMU,
OrPAHNYMBAIOLLMMUMN  KOAAMYECTBO  YYACTHMKOB  3QKYMKW,  XAPOAKTEPUCTUKAMMU:
NPUMEHSIETCST B MOHOTEPAMMU Y OHKOAOIMYECKMX BOOAbHbIX C  OCAQBOAEHHBIM
NMMYHUTETOM B CAyYOE MOATBEPIKAEHHBIX NAU MPEANMOAArAeMbIX MHOEKLUMIA, HAMPUMEP
CENncucC; YKA3AHME HA KOHKPETHYIO AEKOPCTBEHHYIO QOPMY — TOPOLIOK  AAS
NPUFOTOBAEHMST PACTBOPA AASI MHODY3UN; AO3MPOBKA — 6e3 BO3MOXXHOCTM MOCTABUTb
QHAAOMMYHOIro MPENAPATA B KPATHOM A03MpoBke — 500 Mr+500 Mr; yKasaHME DOPMbI
BbIMYCKA — GAQKOHbI 20 MA. — 6€3 BO3MOYXHOCTM MOCTABUTb AHOAOMMYHBIM NPENAPAT B



MHOW BPOPME BbiMyCKA; BO3MOXXHO OAHOBPEMEHHOE NMPUMEHEHNE C AOMUHOIAMKO3UAOMU;
NPOTUBOMNOKA3AHUS: 6Ee3 MPOTUBOMNOKA3AHUM B Nepurop OEepeMEHHOCTV U AQKTALMM;
YCAOBUST XPOHEHNS: XPOHEHME MPKW TEMNepAaType He Bbile 25°C, 6e3 OorpaHUYeHUs
CBETOBOro peXkmma. lNpn pacTBOpEHUN N3OTOHNYECKMM PACTBOPOM XAOPUAQ HATPUS
cTabuAeH B TeyeHne 24 yacos (Mpu XxpaHeHu npu TemnepaTtype 4° C).

NMoaaTeAb  >AAODbBI  MOAQraeT, 4YTO WCXOASl W3  TOCYAQPCTBEHHOrO peecTpd
AEKAPCTBEHHbIX CPEACTB, B Poccumncrkon Pepepaumm OTCYTCTBYET
3APEMMCTPUPOBAHHBIM Mpenapata ¢ MHH VMunmHem +  LIMAQCTATVH, KOTOpPbLIV
COOTBETCTBOBAA Obl BCEM XAPAKTEPUCTUKAM, Y CTAOHOBAEHHBIM 3AKA3YNKOM.

HO OCHOBOHWMM M3AOYKEHHOIO, MOAATEAb YKOAODBI MPOCUT BHIAOTL MPeAnMcaHne ob
YCTPOHEHUMN HOPYLLUEHNA 3AKOHOAATEABCTBA O KOHTPOKTHOW CUCTEME,

Ha AQHHYIO )I(G/\O6y OT 3AaKA34YMKaA " YMNOAHOMOYEHHOIo Y4peXKAeHUs MOCTYIMNAN
BO3POKEHNSI CACAYIOLLETO COAELIKAHNSI,

3AKA34YMK 1 YMTOAHOMOYEHHOE YUYPEXKAEHNE HE COrAQCHbI C >Kanobom OO0 «AXKOAAC
DKCNom» HO OCHOBAHWMM CAEAYHOLLIETO.

XAPAKTEPUCTVKAM, YCTAHOBAEHHBIM 3AKA34YMKOM K AEKAPCTBEHHOMY npenapaTty ¢ MHH
NMunneHem+LUMAQCTOTVH, COOTBETCTBYET KAK MUWHUMYM OAWVH 3APErnCTpPUPOBAHHDIN
AEKAPCTBEHHbBIN MPEnApAT C TOProBblM HAMMEHOBAHMEM TMeHaMm (PernctpaumoHHOE
yaocToeepeHme |l N 14066).

B AoKymMeHTaumo 06 SAEKTPOHHOM AQYKUMNOHE BKAKOYEHDI Tpe6OBCIHI/I9I K MOCTABASIEMOMY
NAEKAPCTBEHHOMY CPEACTBY B COOTBETCTBUN C I'IOTpe6HOCT9IMl/1 3AKA34YMKA, C y4eToOM
cneumPunKkm AesITeAbHOCTM 3AKA34YMKA.

N3yumB NPEACTOBAEHHBIE MATEPUAABI U AOBOABI CTOPOH, Komumnccmga Hoeocnbupckoro
YOAC Poccum NPULLIAG K CAEAYIOLLIVIM BbIBOACM.

CoraacHo nmcbmy OAC Poccum oT 9 uoHg 2015 1. N AK/28644/15 HeponyCTMbIM
SBASIETCSI HEOBOCHOBAHHOE TPEOOBOHME K TEMMNEPATYPHOMY PEXMMY  XPOHEHMUS
npenapaTtos. CorAaacHo mn.1) 4.1 c1.33 O3 Ned4-O3 onmcaHre obbeKkTa 3aKYMKM AOAXKHO
HOCUTb OBBEKTUBHBIN XAPAKTEP. B onncaHmne obbekTa 3aKynkm HE AOAXKHbBI BKAKOYOTbCS
TPebOBAHUSI K TOBAPAM MPU YCAOBUM, 4YTO TakMe TpebOoBAHMS BAEKYT 30 CODOOWM
OrPAHNYEHNE KOAMYECTBA YYACTHUKOB 3aKYMNkK. B HapyLweHme n.1) 4.1 c1.33 O3 Ned4-03
KAk ykadaHo B nncbMe QAC Poccum ot 9 mioHg 2015 r. N AK/28644/15, 3aKQ34Y1KOM B
OMUCAHUM  OBDBEKTA  3AKYMKM YKA3OHO, 4YTO MPEnapaT AOAXKEH XPOHUTbCS MpuU
Temneparype He Boile 25 °C.

COrAQCHO OMUCOHUKD OBBEKTA 3AKYMKMU AYKUMOHHON AOKYMEHTALMM YYOCTHUK 3AKYMKM
MOXET MPEAANOXKUTb K MOCTABKE MPENAPAT C KOAMYECTBOM B MOTREOUTEABCKOMN
YNOKOBKE OTAMYHOW OT 3ASBAEHHOW. KOAMYECTBO MPENAPATA B MNOTPEBUTEABCKOW
YNOKOBKE MOYXET OblTb MeHblUe (BOAbLLE) 3ASIBAEHHOrO, MY 3TOM obLliee KOAMYECTBO
NpenapaTa He MOXKeT OblTb MeHblle 3asgBAeHHOro. PacoBka MOXKET ObiTb BoAblUe
3ASBAEHHOW, MPW 3TOM KOAMYECTBO YMAKOBOK AOAXNHO OblTb PABHO YKO3QHHOMY B
AOKYMEHTALMN 06 AyKUMOHE, AO3NPOBKA U3MEHEHMIO HE MOAAENT. B CAyYae, ecAn B
OMUCAHUM OBBEKTA 3AKYMKM YKA3AHA (GOPMA BbIMyCKA «MOPOLLIOK», «KOHLUEHTPAT»,
«AMODUAMNBAT», «PACTBOP», «CYCMEH3USs» YYACTHUK MOXKET MPEAAOKUTb K MOCTABKE
AOBYIO B3AMMO3AMEHSIEMYO GOPMY BbiMyCKA NPENAPATA 3 NEPEYNCAEHHDBIX, COXPAHSIS



AO3VPOBKY QKTVMBHOrO BELIECTBA W Crnocob ero npumeHeHust. C  yyeTowm
BbILLEU3AOYMKEHHOrO, Komuccums Hoeocrbupckoro YPAC Poccum cUMTAET, YTO ONMUCAHME
OObEeKTA  3AKYMKW, 30  UCKAKOYEHMEM  TEMMEPATYPHOrO  PEXMMA  XPAHEHUS
AEKOPCTBEHHOIO MPENnApPATd, HOCUT OBBEKTUBHBLIM XAPAKTEP, HEe MNPOTVBOPEYNT
TpeboraHMsgM m.1) 4.1 c1.33 O3 Ned4-O3. Takmm OBPA3OM, AQHHBLIN AOBOA >KAAODHI
4ACTUYHO OBOCHOBAH.

XAPAKTEPUCTUKAM, YCTAHOBAEHHBIM 3AKA3YMKOM K AEKAPCTBEHHOMY npenapaty ¢ MHH
NmmneHem+LUMAQCTATVH,  COOTBETCTBYET  3APEMMCTPUPOBAHHBIM  AEKAPCTBEHHDIV
npenapaTr C TOProBblM HAMMEHOBAOHMEM TueHaM. OB6BEKTOM AQHHOTO  QAYKLMOHA
SBASIETCS  UCKAKOYUTEABHO  3AKYMKA  AEKAPCTBEHHOro  npenapata ¢ MHH
NMmmneHemM+LnMAQCTATVH, 3AKYNKA MHbIX AEKAPCTBEHHbBIX MPENAPATOR B PAMKAX AQHHOIO
AYKLUMOHA HE OCYLLECTBASIETCS, YTO HEe MPOoTUBOPEYnT TpeboBaHMIM D3 Nedd-O3 1 y.2
MNocTtaHoBAeHUs TMpaBuTeAbcTBA PO Ne929 ot 17.10.2013 r. AGHHbII AOBOA >AAODDI
HEOHBOCHOBAH.

MK NPOBEAEHVN BHEMAOHOBOW MPOBEPKM HA OCHOBAHMM M.1 4.15 cT1.99 O3 Ned4-P3
ACQHHOW 3AKYMKU MHbIX HOPYLUEHUA 3AOKOHOAOTEABCTBA PO O KOHTPAKTHOW CUCTEME He
BbISIBAEHO.

MNPEUHXMAST BO BHUMAHME TO, YTO AOMYLEHHOE HOPYLUEHWE HE MOBAEKAO YLLEMAEHWS
NPAOB M 3AKOHHBIX MHTEPECOB YYOCTHMKOB 3AKYMKM, T.K. YYACTHUKAM 3AKYMKN HE BbIAO
OTKA3AHO B AOMYyCKE K YYACTUIO B QAYKUMOHE WCKAIOYUTEABHO MO TEMMNEPATYPHOMY
PEXMMY  XPAHEHWSI AEKAPCTBEHHOrO nMpenapata, B PAMKAX  ACGHHOM  3QKYMKA
OCYLLECTBASIETCSl  3AKYMKA  UCKAKOYUTEABHO AEKAQPCTBEHHOro npenapata ¢ MHH
NMurneHeM+LIMAQCTATUH, 3AKYMNKA MHBbIX AEKAPCTBEHHbBIX NPENAPATOB B PAMKAX AQHHOIO
AYKUMOHO HE OCYLLECTBASIETCS, PYKOBOACTBYSICh [Tpunkasom PAC Poccum ot 19.11.2014
N 727/14 '"O6 yTBEPXKAEHN AAMUHUCTPATMBHOIO peranameHta  PeaepanbHOM
OHTUMOHOMOABHOM  CAYXKObl MO UCTMOAHEHMIO  TOCYAQPCTBEHHOW  MYHKUMM MO
PACCMOTPEHNIO YKAOAOD Ha aAencteust (6e3pencTBme) 3aKA34MKA, YNOAHOMOYEHHOIrO
OPraHA, YMNOAHOMOYEHHOrO  YYPEeMAEHUs,  CNeunaAn3vMpPOBAHHOM  OPraHM3AuMKn,
KOMWUCCUM MO OCYLLECTBAEHUIO 3AKYMOK, €& YAEHOB, AOANKHOCTHOIO AMLA KOHTPAKTHOM
CAYXKObl, KOHTPOKTHOO YMPABASIOLWLEro, OnepaTopa  3AEKTPOHHOW MNAOLLAAKA MpuU
OMNPEAEAEHN  MOCTOBLIMKOB  (MOAPSIAYMKOB, UCMOAHUTEAEN) AAST  OBecneveHus
FOCYAQPCTBEHHBIX M MYHULUMMNAABHBIX HYYKA", Komumccunst Hosocmnbupckoro Y PAC Poccum
PELMAC HE BbIAOBOTH mMpeanmmcanHmne TbY3 HCO "TopOACKAST KAMHMYECKAST BOAbHMLC
Ne34" 1 TKY HCO «YKCucen.

PykoBoacTBysicb 4.8 cT.106, n.1 4.15 c1.99 O3 Ned4-O3, Komumccums HorocrbUpcKoro
YOAC Poccum

PELLNAA:

1. Mpu3HaTb »anodby OOO «AXKOAAC DKCMOMM» HO AENCTBUS 3aKA34MKa - [BY3 HCO
'"TopoACKAs KAMHMYECKASsT BOAbHMLA Ne34" 1 YIMTOAHOMOYEHHOTO yypexaeHus -KY HCO
«YKCUC» npu MPOBEAEHUN SAEKTPOHHOro aykumoHa Ne 0851200000616001899 Ha
NOoCTABKY AHTMOMOTMKOB (Ne514), 4acTUYHO OB OCHOBAHHOM,

2. MpwusHaTb 3akasumka - BY3 HCO 'TopoacKkast KAMHMYECKAs O6oAbHMUO Ne34"
HapyLwasweMm n.1) 4.1 c1.33 O3 Ned4-O3.

PelleHne MOXKET OblTb OOXOAAOBAHO B APOUTPANKHBIM CYyA B TEYEHME TPEX MECSLEB CO
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