PELLIEHVE Ne 08-01-140

03 mas1 2017 roaa r.
Hoeocubunpck

Komucecusa YnpaesaeHns OeaepaAbHOM AHTUMOHOMOABHOM CAYXKObl MO HoBOCKBMpPCKOM
0BAACTM MO KOHTPOAID B chepe 3akynok (Kommcecrnga Hoeocrnbupckoro YPAC Poccum) B
COCTOBE:

30M. PYKOBOAUTEAST  YMPOABAEHUS, MPEACEAATEAD
Komunccumm;
- N.0. 30M. HOYOAbHMKO OTAEAQd KOHTPOAST 3AKYMOK, YAEH
Komunccumm;
- BEAYLLMM CNELUMAANCT-IKCNEPT OTAEAQ KOHTPOASI 3AKYTOK,
yAaeH Kommncecmm,;

KamHesa H.I1.
3aprapos A.M.

Conoebén A.O.

B MNPUCYTCTBMM npeacTauTenst PEAEPAABHONO TOCYAQPCTBEHHOIO  BIOAYKETHOrO
yuypexxaeHus «PepAepaAbHbIM  LEHTP  Henpoxmpyprm»  MuHsapaesa  Poccun (T,
Hoeocnbupck): <....> (MO AOBEPEHHOCTUN),

B OTCYTCTBME NpeACTaABUTEAEN MOAATENS YKANODB — OO0 «OK CATUKOM», yBEAOMAEHO
HOAAEXALLMM OBPA30M,

paccMmoTpes KAA0By OO0 «OK CATUKOM» Ha AencTBms 3aKA34MKA — PepepAAbHOrO
FOCY ACQPCTBEHHOIO BIOAMKETHOrO YUYPEXKAEHMST «PeAESPAAbHBIN LEHTP HEVNPOXUPY P Y
MuHsapasa Poccunm (r. HoBocnOnpCK) npuv NPOBEAEHNN SAEKTPOHHOIO AYKLMOHA HA
MOCTAOBKY AEKAPCTBEHHbIX CpeACTB (M3BelleHre Ne 0351100033217000056), HAYAABHAS
(MOKCUMOABHAOS) LeHa KoHTpakTa 1 398 435.00 pybaen,

YCTAHOBUAA:

B Hoeocunbupckoe YOAC Poccumn obpatnaoct OOO «PK CATUKOM» ¢ >kanobom Ha
AENCTBMST 3AKA3YMKA — DepAEepPAAbHOrO rOCY AQPCTBEHHOIO BIOAXKETHOTO YUYPENKAEHMS
«PepAepanbHbI LEeHTP Henpoxmpyprm» MunHaapaesa Poccun (r. Hoeocubupck) npu
NPOBEAEHNN SAEKTPOHHOIO AYKUMOHA HO MOCTABKY AEKAPCTBEHHBIX CPEACTB.

CyTb >KOA0OObI 3akAodaeTcst B caepyowem,. OO0 «PK CATUKOM» obxkanyeT He
COOTBETCTBME AYKLMOHHON AOKYMEHTaUMM TpebobaHmsm 3 Ned4-P3.

OO0 «PK CATUKOM» cuynTaET, 4YTO QYKUMOHHAS AOKYMEHTAUMS PA3MELLEHA Ha
OPULUMOAABHOM CaWTe C HapyLlleHrnem TpeboBaHM 4.1 cT.33 O3 Ned4-P3, B YACTHOCTU,
NOAQTEAb YXOAODBI CYMTAET, YTO BCEW COBOKYMHOCTV XAPAKTEPUCTUK 3AKYNAEMOro
TOBAPA, YKA3AHHBIX B OMMCAHUM OBBbEKTA 3AKYMKM, B YOCTHOCTU, TPEDOBAHMSIM O TOM,
4YTO Y AEKAPCTBEHHOMO CPEACTBA OTCYTCTBYET OrPAHNYEHME MO NMPUMEHEHMIO AAS FPYMM
NOUMEHTOB C  OAAKOFOAM3BMOM U HAPKOMAOHWMEN, COOTBETCTBYET TOAbKO OAHO
AEKAPCTBEHHOE CPEACTBO KOHKPETHOIO MPOUM3BOAUTEASI, O MMEHHO, AEKAPCTBEHHOE
CPEACTBO «YAbTPABUCT» MPOUN3BOACTBA KOMMAHWKM «bavep LWepuHr Al» [epmMaHus.
TakM 0BPA30OM, MO MHEHNIO MOAQTEAS YXAOAODLI, ONMNCAHME OBBEKTA 3AKYMNKN HE HOCUT
OB bEKTUBHOrO XAPAKTEPA, YTO BAEYET 3a COBOMN OrpaHNYEHNE KOAMYECTBA YYOCTHMKOB
3AKYTKN.

Hao OCHOBOHUM  MBAOXEHHOIO, MNOAQTEAb MAAODOBI CUYMTAET, YTO  QAYKUMOHHAS
AOKYMEHTAUMST pa3MelleHa HA  OPUUMAAbHOM CAWTE C  HAPYLUEHMEM  HOPM



30KOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B Cchepe 3AKYMNOK.,
Ha )I(O/\O6y OT 3AKA3HNKA NOCTYTNAN BO3PLA>KEHUSI, B KOTOPbLIX YKA3AHO CACAYIOLLEEe.

30KA34YMK YCTAHOBUA TPEBOBAHMS K ASKAPCTBEHHBIM MpenapaTtam ¢ MHH «Monpomua» B
COOTBETCTBMM CO CBOUMU MOTPEOHOCTSIMU, YKOA3OB CASAYIOLIME TepAnNeBTUYECKU
3HOYMMbIE XOPAKTEPUCTUKU: «OTCYTCTBUE MPEAOCTOPONKHOCTEN U OrPAHUYEHUN AAS
NMPUMEHEHNST Y MOUMEHTOB C OAYTOMMMYHHBIMU 30OOASBAHUSIMW U AAKOrOAU3MOMY,
MOCKOAbKY TMPOBOAUMbBIE 3AKA3YMKOM MEAULMHCKUE MOHUMYASILUMU B YOCTHOCTW,
PEHTTEHOHAOBACKYASIOHBIE BMELLOTEAbCTBA YOACTO OCYLLECTBASIOTCSI B SKCTPEHHbIX
YCAOBUSIX B OTHOLLEHU MALNEHTOB C OCTPbIM KOPOHAPHBIM CUHAPOMOM UAM MALMEHTOB
C HOPYLUEHMEM MO3rOBOro KPOBOOOPALLEHMS, MPU KOTOPbIX AOCTOBEPHO OLEHUTb
OHOMHE3 TMAUMEHTA, BKAKYAIOWUIA  AYTOMMMYHHbIE 30OO0ASBAHMS, 3AOOAEBAHUS
OAKOTOAV3MOM He MPEACTABASIETCS BO3MOMKHbBIM.

3AKA34YMK YKA3bIBAET, 4YTO B COOTBETCTBMM C MpuKAsoM MuH3papaBa Poccun OT
07.07.2015 Ne 422aH «O6 yTBEPXKAEHUN KPUTEPUEB OLEHKN KAYECTBA MEAVLMHCKOW
NOMOLLUM» HA3HAYEHVE ASKAPCTBEHHbIX MPENAPATOBR AAST MEAMLMHCKOrO MpUMEHEHWSs
OCYLLECTBASIETCS] C YYETOM MHCTRYKUMIM MO MPUMEHEHUNIO AEKAPCTBEHHBIX MPENAPATOB,
BO3PACTA MAUMEHTA, MOAQ MNAUMEHTA, TSHKECTU 3ADOAEBAHNS, HOANYMST OCAOYKHEHUIN
OCHOBHOIO 3060AEBAHMUS (cocTOosIHMST) % COMYyTCTBYOLLMNX 3060AEBAHUN,
COOTBETCTBEHHO, €CAM B MHCTRYKUMM MO MPOUMEHEHNIO AEKAPCTBEHHOrO MpenapaTa B
MNYHKTE «C OCTOPOYKHOCTbIO» HEe MPEeAYCMOTPEHO AQHHOM MATOAOIMU, STO OMNpPEeAEAsieT
BbICOKYIO CTeMneHb MPOBEPEHHOM 6e30MacHOCTM MPENnAPATA U AQET BO3MOXXHOCTb
NPUMEHSTb ero 6e3 OrpaHNYEHM HO AQHHBIE BUABI MOTOAOMMYECKUNX COCTOSIHUN,

3aKa34YMK OBPAWAET BHAMAOHUE HA TO, YTO HOAUYME Y ASKAPCTBEHHOro MpenapaTa
NPEAOCTOPOXHOCTEN MOXET MPUBECTV K BO3HUKHOBEHUS TSDKEAbIX BOCKYAUTOBR WAM
CUHAPOMA CTUBEHCA-AYKOHCOHA Y MNAUMEHTOB C HOAUYMEM B OHOMHE3E AYTOUMMYHHbIX
3000AEBAHUIM, OCTPAST VAWM XPOHUYECKAST GOPMA OAKOTOAM3MA MOMKET YBEAUYUTb
MPOHULIAEMOCTb FreMaTO-3HLedAAMYecKoro 6apbepa.

YUnTbIBAST U3AOXKEHHOE, YKQA3AHHbIE B QAYKUMOHHOM AOKYMEHTAUMM TPpebOoBAHUS K
30KYNOEMOMY AEKAPCTBEHHOMY npenapaty ¢ MHH «/onpomua» He  sBASIHOTCS
OrPAHUYEHNEM KOHKYPEHLMM, MOCKOABKY MPOAVKTOBAHbBI MOTPEOHOCTSIMK 3AKA3YMKA, HE
MMEIoLWEro aApyroro cnocoba, obecnedmparollero 6oAaee TOYHOE U YETKOE OMMCAHME
XAPAKTEPUCTUK OO BEKTA 3AKY KU,

3yumB NpeACTABAEHHbIE MAOTEPUAABI M AOBOAbI CTOPOH, Kommnccusi HoBocmbunpckoro
YDAC Poccuy MPULLAG K CAEAYIOLLVM BBIBOACM.

B cooteetctBuM ¢ .1 4.1 cT.33 O3 Ne 44-O3 onmcaHme o6bekTa 3aKy Nkt AOAYKHO HOCUTb
OB BbEKTUBHBIV XAPAKTEP. B onncaHM oB6bekTa 3AKYMKM YKA3bIBAKOTCS OYHKUMOHAAbHbIE,
TEXHNYECKME U KAYECTBEHHbIE XAPOAKTEPUCTUKN, SKCMAYATALMOHHBIE XAPAKTEPUCTVKN
obbeKkTa 3aKkyrnkmn (Mpy HEOBXOAMMOCTM). B onmcaHmne obbekTa 3AKYMKU HE AOAMKHbI
BKAIOYATLCST TPEOOBAHUST UAM YKO3AHWST B OTHOLUEHUM TOBAPHBIX 3HOKOB, 3HAKOB
ODBCAYKMBAHNS,  OUPMEHHBIX  HAMMEHOBAHUM, MOTEHTOB, MOAE3HbIX  MOAEAEWN,
MNPOMBILLAEHHBIX OBPA3LOB, HAVMEHOBAOHME MECTA MPOUCXOXKAEHMS TOBAPA  UAMU
HOMMEHOBAOHME MPOUIBOAUTEAS, A TAKXKE TPEOOBAHMUSI K TOBAPAM, WMHOOPMALMM,
PABOTAM, YCAYTrAM MPU YCAOBUM, YTO TAKME TPEDOBAHMS BAEKYT 30 COBOIN OrpaHnYEHMNE
KOAMYECTBA YYACTHUKOB 3AKYMKM, 3A UCKAKOYEHNEM CAYYOAEB, ECAU HE UMEETCS APYroro
cnocoba, obecneuvsatowlero bonee TOYHOE U YETKOE OMUCAHME XAPOAKTEPUCTUK
OOBbEKTA 3AKYMKU.

Komuccumen Horocunbumpckoro YOAC Poccum npyt AHOAM3E AYKLUMOHHOM AOKYMEHTALMMN
BbIAO YCTAOHOBAEHO, 4YTO 3AKA3YMKOM YCTOHOBAEHO TPEBOBAHME K AEKAPCTBEHHbLIM



cpeAcTBaM ¢ MHH «onpomuna» 06 OTCYTCTBUM MPEAOCTOPOXHOCTEN M OFPOHNYEHUM K
NPVMEHEHNIO Y MALUMEHTOB C AYTOVMMMYHHbIMW 3Q0O0AEBAHNSIMM 1 QAKOrOAU3MOM, B
COOTBETCTBUM C TpeboraHMamMM .1 4.1 cT.33 @3 Ne 44-0O3, ncxoas 13 GAKTUYECKUX
NOTPEOHOCTEN MEAULIMHCKOIO YYPENAEHMS, MOCKOABKY HE MMEETCST ARPYroro cnocoba,
obecneumBatoLLEro HoAee TOYHOE 1 YETKOE ONMMCAHME OBBbEKTA 3AKYMKM.

Takm 0BpA30M, AOBOAbBI MOAATEAS YKOAODBI OTHOCUTEABHO YCTAHOBAEHMST 3AKA3YMKOM
B QAYKUMOHHOM AOKYMEHTAUMM TPEOOBOHUM K AEKAPCTBEHHOMY npenaparty ¢ MHH
«/lonpoMma», KOTOPBIM COOTBETCTBYET ESAMHCTBEHHBI ASKAPCTBEHHBIN MPEnapaT C
TOProBbiM HAVMMEHOBAHVEM «YAbTRABUCT», OO OTCYTCTBUM MNPEAOCTOPOMHOCTEN W
OrPAHUNYEHUN K MPUMEHEHNIO Y MNAUMEHTOB C AYTOMMMYHHbIMY 3Q00AEBAHUSIMMN 1
OAKOTOAMBMOM, YTO OFPAHUNYMBAET KOAMYECTBO YYOACTHMKOB 3AKYMKM, HE HALUAWM CBOEro
NOATBEPXKAEHMSI, MOCKOAbKY HEAb3SI OAHO3HAYHO YTBEPXKAQTb, YTO YCTAHOBAEHHbIE
TPEOOBAHUS K AEKAPCTBEHHBIM MPENAPATAM SIBASIKOTCSI TEPANEBTUYECKM HE 3HAYMMbBIMMU,
3AKA3YMKOM OO OCHOBAHA HEOOXOAMMOCTb Y CTAOHOBAEHMS] BblLLIEYKA3AHHbBIX TREOOBAHNI.
AOBOA MOAQTEAST YKAAODbBI OTHOCUTEABHO no3numn PAC Poccum, coaepykallencs B
nmcbme Ne AA/6345/16 ot 03.02.2016r., OTHOCUTEABHO TOrO, YTO YKA3aHMe MHH mAn npwu
€ero OTCYTCTBUN XMMUYECKOro AMBO rpynninpPOBOYHOrO HOMMEHOBAHUST AEKAPCTBEHHOIO
npenapaTa, AeKAPCTBEHHOM GOPMbl N AO3MPOBKM (C  YKA3AHUMEM BO3MOMHOCTU
NMOCTOBKN  SKBMBOAEHTA) SIBASETCSI HEOOXOAMMBIM U AOCTATOYHBIM  YCAOBUEM
NAEHTUONKALMM AEKAPCTBEHHOrO MPENnaPATA, HE MOXXET ObiTb MPUHST BO BHMAHME,
MOCKOAbKY AQHHOE mncbMo oTpadkaeT nosmumio PAC Poccun  MCKAKOYUTEABHO
OTHOCUTEABHO BOMPOCA B3AMMO3AMEHSIEMOCTU AEKAPCTBEHHBIX MPENAPATOBR, MMEIOLLIMX
MEXAYHAPOAHOE  HEMATEHTOBAHHOE  HAMMEHOBAHME  «[AQTUMEPA  AUETAT», B
AEKAPCTBEHHOM (QOPME «PACTBOP AASI  MOAKOMHOIO BBEAEHUS» C  PA3HBIMU
Ao3npoBkamm 20 Mr/MA, 40 Mr/MA, B oTBeT Ha obpaLleHne SAO «BUNOKAA».

Ha ocHoBaHMKM U3AOMKeHHOro, Komuccug Hoeocubupckoro YOAC Poccum pelumaa
MNPW3HATL YKOAODY HEOOOCHOBAHHOWM.

My NPOBEAEHUM HA OCHOBAHWM M.1 4.15 cT.99 O3 Ned4-O3 BHENACQHOBOM MPOBEPKM
AQHHOM 3AKYMNKM HAPYLIEHMST 3AKOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B Cchepe
3AKYMOK HE BbISIBAEHDI.

PykoBoacCTBysICb 4.8 CT.106, n.1 4.15 cT1.99 O3 Ned4-03, Komumccus Horocnbupckoro
YOAC Poccum

PELLNAA:

1. NMpwsHaTb >xanoby OO0 «PK CATUKOM» HO AeNCTBUS 3aKA34YMKA — DepepAAbHOro
rOCY AQPCTBEHHOIO BIOAXKETHOIO  YYPENKAEHUS «PepepaNbHbIV LEHTP
Hempoxmpyprim»  MuHsapaea Poccun (r. HoeBocmMBUpCK) nNpuv NPOBEAEHUM
SAEKTPOHHOIrO AQYKUMOHA HA MOCTABKY AEKAPCTBEHHBbIX CPEACTB (M3BelleHMe Ne
0351100033217000056) HeOBOCHOBAHHOM.



