3 nonsa 2013 roaa

r. BAOAVBOCTOK

Komucecusa YnpaeaeHns GepepaAbHON OHTUMOHOMOABHOM CAYX<Obl Mo MNpUMOPCKOMY
KPQIO MO KOHTPOAIO B Cohepe pPas3MeLLeHMs 30KA30B AASI FTOCYAQPCTBEHHbIX U
MYHULUMMNAABHBIX HY>KA (Aanee - Komunceus Mpurmopckoro YPOAC Poccumn) B COCTOBE:

[MpeaceAQTEAD KOMUCCUU:. - 3AMECTUTEAb PYKOBOAUTEASI;

YAEHbl KOMUCCUN:

. — CMEUNAAUCT - AKCNEPT OTAEAA KOHTPOAS PA3MELLEHUST 3AKO30B;
—CMEeUMNAANCT 1 pA3pPSIAQ OTAEAD KOHTPOAS PA3MELLEHNS 30KA30B,
NPV Y4aCTUN:

OT 3QKQA34YMKQ:. — NPEACTABUTEAD MO AOBEPEHHOCTU;

OT 3QSIBUTE /ST MPDEACTABUTEAD HE SIBUACS], YBEAOMAEH,

YCTAHOBUAA:

B Mpumopckoe YOAC Poccum NOCTynMAG KAAODBA OT OBWEeCTBA C OrpaHUYEHHOMN
otBeTcTBeHHOCThbIO OOO «Kaeomep, - xupyprudeckme matepuanbl» (0) (aanee — OOO
«KXM», 3asIBUTEAD) HOA AEWCTBUST 3AKA3YMKA - KpaeBoro rocyAQpCTBEHHOIO
BIOAXETHOIO  YUYPENKAEHUST 3APABOOXPAHEHMST «CrnACCKAsT TOPOACKAST OOAbHMLOY
(AQAee — 3aKA34MK) MPK NPOBEAEHNN OTKPBITOrO AYKUMOHO B SAEKTPOHHOM GOpME HA
NPABO 3AKAIOUYUTb MPAMKAAQHCKO-MPABOBOM AOrOBOP HA MOCTABKY LLUOBHOMO MATEPUAAQ
ANS HYYKA, KPAEBOrO rOCYAQPCTBEHHOIO BIOAYKETHOIO YUYPENKAEHUST 3APABOOXPAHEHMS
«Cnacckag ropoackast 6oabHMuar» (M3eeweHne Ne 0320300057113000072) (aonee -
AYKUNOH).

Mo MHEHMIO 3asBUTEAST, 3AKA3YMK AOMYCTUA HOPYLIEHMST TpeboaHMn PeaAepaAbHOro
3aKoHa OT 21 moasa 2005 r. Ne 94-O3 «O pasMeLleHnM 3aKA30B HA MOCTOBRKM TOBOPOB,
BbINOAHEHME PABOT, OKA3AHUE YCAYT AASI TOCYAQPCTBEHHBIX M MYHULMMOABHBIX HY>KAY,
TAK KOK AOKYMeHTAUus 06 AyKUMOHE HE COOTBETCTBYET TPEOOBAHMSIM 3aKoHA Ne 94-D3.
3a9BUTEAD TMOAQraeT, 4Y4TO B  OOABLMHCTBE MO3ULMMA B TEXHUYECKOM  30ACQHUM
AOKYMEHTAUMM 06 AyKUMOHE YKA3OHbI AETOAbHbIE MAPAMETPbLI TOBAPA, MMEKLNE He
CYLECTBEHHBIE AASl MEAULMHCKMX LEAEN, HO YHUKOAbHBIE XOPAKTEPUCTUKM (MAU UX
COBOKYMHOCTb), YKA3bIBAIOLLME HO ACCOPTUMEHT KOHKPETHOIO NMPOMU3BOAMUTEAS], A TAIOKE
XAPAKTEPUCTUKM HECYLLLECTBYIOLLEN MPOAY KU,

Ornacme AOBOAbI  YKOAODbLI, 3ACAYLIAB OObBSICHEHMST CTOPOHbI, YYACTBYIOLLEN B
3acepaaHnn Kommcecum Mpumopckoro YPAC Poccumn, MICCAEAOBOB MATEPUAABI AGAQ U
AOKYMEHTbI, UCTPEOOBAHHBIE Y 3AKA3YMKA, U MPOBEASI BHEMAQHOBYIO MPOBEPKY,
Komumceumsa Mpumopckoro YPAC Poccrm yCTAHOBUAQ CAEAYIOLLIEE.

18.06.2013 3aKA34YMKOM HA OPUUMAABHOM CaAnTE B CceTU «NHTepHeT» pa3MeLlleHOo



N3BELLEeHNE O MPOBEAEHUN AYKLMOHA U AOKYMEHTALIMS 06 AyKLMOHE.

B cootBeTCcTBUM C YyacTbto 1 cTtaTtbu 41.6 3akoHa Ne 94-O3 AoKkyMeHTaumst 06 AyKUMOHE
AONKHO COOTBETCTBOBATLH TPEOOBAHUSM, MPEAYCMOTPEHHBIM YacTamun 1 -3.2, 4.1 -6
cTaTbkt 34 3akoHa Ne 94-DO3.

YacTtbto 3.1 ctatbm 34 3akoHa Ne 94-O3 yCTAHOBAEHO, YTO AOKYMEHTALMS 06 AyKLUMOHE
HE MOXXET COAEPYKATb YKA3AHUE HA 3HAKM OBCAYXKMBAHMS, DUPMEHHBIE HOMMEHOBAHMSI,
NOTEHTbI, MOAE3HbIE MOAEAU, MPOMbILAEHHbIE OOPA3UbI, HAVMMEHOBAHWME MECTA
MNPONCXOMAEHMST TOBAPA VAU HOVMMEHOBAHME MPOU3BOAUTEAS, O TAKXKE TPEOOBAHUS K
TOBAPY, MHOOPMALMK, PABOTAM, YCAYraM, ECAN TAKME TPEBOBAHUS BAEKYT 30 COBOM
OrPAHNYEHNE KOAMYECTBA YYOCTHMKOB PA3MELLEHNS 3AKA3A.

1. 3asIBUTEAD CUMTAET, YTO MATEPUAA C XAPAKTEPUCTUKAMKM MO nosuumsm 1,2,3
COOTBETCTBYET MATEPUAAY KOMMAHUN DTUKOH BUKPUA Panma, OAHOKO MATEPUAA STOM
KOMMAOHVW B KATYLWKOX HEe MPOM3BOAUTCSI, CAEAOBATEAbHO TAKOrO MATEPMAAA He
CYyLLEeCTBYET.

MNMpeACToBUTEAb 3AKA3YMKA C ACHHBIM AOBOAOM 3ASIBUTEAST HE COFAQCUACS U MOSICHUIA,
4YTO YYOCTHUKOM POA3MELLEHMST 30KA3a OblAd MOACQHA 3ASIBKA C  MPEAAOXKEHNEM
MOCTOBUTb MO YKOA3AHHBIM MO3ULMSIM TOBAP WHOrO MPOU3BOAUTEAST BUKpoA Parma,
BeAapycb. Takyke NMPEACTABUTEAb 3AKA3YMKA MOSICHUA, YTO TPeOOBAHME O MOCTABKE
MATEPUOAQ B KATYLLUKAX OOYCAOBAEHO MOTPEOHOCTbIO 3AKA3YMKA, TAK KAK SIBASIETCS
Hanbonee yAODOHBIM B MCMOAb3OBAHNM.

2. 3A5BUTEAb CHUMTAET, YTO MO NO3NUMSIM 21-26 3ANPALLUMBAETCS YHUKAAbHBIM MOTEPUAA
KOMMaHMM KosoameH V-Loc ¢ UrAnom 1 AAVIHOM HATU 22,5 CM.,

MNpeACTaBUTEAb 3AKA3YMKA MOSICHUA, YTO paHee 3AsIBUTEAb OBOPALLIAACS C 3ANPOCOM O
PA3BbSICHEHMN ACQHHOTO BOMPOCA. Kak yKA30A, 3AKA34YMK B CBOUX PA3bSICHEHUSIX
TEXHMYECKME XAPAKTEPUCTUKMN LLIOBHOMO MATEPMAAO OBOYCAOBAEHbI MOTPEOHOCTHIO
30aKA34YMKQ, B CBSI3M C YEM MO PSIAY NO3UNLUIN 3AKA3YNK YCTAHOBUA NMOKA3ATEAU, 3HAYEHUS
KOTOPbIX HE MOTrYT MU3MEHSTbCS. OAHOKO YKA3OA HO BO3MOMHOCTb MOCTOBUTb LLIOBHbIM
MATEPUAA C BOAbLLEN MO AAMHE HUTK (HO 0,5 CMm).

Taloke NPeACTOBUTEAb 3AKA3YMKA MOSICHUA, YTO YHACTHUKAMKM PA3MELLEHMST 3aKA3A
6bIAM MOAQHDBI 3QSIBKM C MPEAAOKEHVNEM MOCTABUTb MO YKA3AHHLIM MO3MLMSM TOBAP
MHOro Npomn3poanTens Tyco Healthcare CLUA.

3. 3a9BUTEAD CUYUTAET, 4YTO 3AKA3YMKOM 3AMNPALUMBAETCS UFAQ C  YHUKAAbHBIMM
XAPAKTEPUCTUKAOMU, YTO SIBASIETCS YHUKAABHOW pa3paboTkon KomnaHum Johnson&
Johnson CLLA, Kkpome Toro 3aka34ymkomM YCTOHOBAEHO TPEBOBAHME O HOAUYMM HOCEYEK
HO MOBEPXHOCTU UTA.

MpeACTaBUTEAb 3AKA3YMKA MOSICHUA, YTO YCTAHOBAEHHOE TPebOBAHME OOYCAOBAEHO
NOTPEOHOCTBIO 3AKA3UYMKA, TAK KAK SIBASIETCS1 HOMBOAeEe YAODHBIM B MCMOAb3OBAHUN, B
CBOVX PA3BICHEHNSIX HO MOAYYEHHbBIM 3aMPOC 3AKAIYMKOM BbIAC MPSIMO YKA3AHHO, YTO
TPEOOBAHNSM  SKBMBOAEHTHOCTV OYAET OTBEYATb CAM  PAKT HAAWYMS  HOCEYEK,
NPEAHA3HAYEHHBIX AAS AYHLLIEN GUKCALMU UTABI B UTAOAEPIKATEAE.

4. 305BUTEAb CYMTAET, YTO YCTOHOBAEHHOE TPEOOBAHME O TOM, 4TO YMNAKOBKA
MOCTABASIEMOrO  MOTEPUOAD  AOAKHA  OblTb  MAPKUMPOBOHA MATPUYHBIM - KOAOM,
OrPAHMYMBAET YUCAO MPOU3BOANTEAEN LLOBHOIO MATEPWVAAQ.
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MNpeACTOBUTEAD  3AKA34YMKA  MOSICHUA, 4YTO  AQHHAS MNOTPEeBbHOCTb  3aKA34MKa
OBOYCAOBAEHA TEM, YTO B YUYPESKAEHMU CYLLECTBYET CUCTEMA Y4YeTd TOBAPA U AAS
BHECEHMS TOBAPA B 6A3Y AQHHBIX V1 €r0 KOMIMbIOTEPHOrO y4eTd HEOOXOAVM MATPUYHbIM
KOA,, KOTOPbIV MOXET OblTb HOHECEH HE TOABKO MPOU3BOAUTEAEM, HO 1 MOCTABLLMKOM.

B pasbsiCHeHVSIX 3asBUTEAID OBIAO MPEAAOKEHO MOAATb 3ASIBKY C CYLLECTBYIOLWEN Y
HEero MOPKUPOBKM TOBAPA AASl  PELEeHUs BO3MOXHOCTU  UAU  HEBO3MOYKHOCTU
MCMNOAb3OBAHUS ACOHHOM CUCTEMbl KOAMPOBAHMS C YYETOM MMEIOLLErocst y 3aKa34mKa
NPOrPAMMHOIrO 060PY AOBAHMSI.

5. 3a9BUTEAb CHUTAET, YTO MO NO3NLMSIM 19-26 3ASIBAEHHAS TEMNEPATYPA XPAHEHUS HE
MOXKET CYUTATbLCSI OOOCHOBAOHHBIM TpeboraHMeM. Kpome Toro, AaHHoe TpeboBaHme
YKQ3bIBAET HO EAMHCTBEHHOIO MPOU3BOANTEASI KOMNAHMKM Coviden.

MNpeaCTaBUTEAD 3AKA3YMKA MOSICHUA, YTO BO3MOMKHOCTb XPAHEHMSI MATEPUMAAQ B
YCAOBUSIX KOAEDAHUST TemnepaTtypbl A0 50°C aBASIETCS HEOBXOAMMBIM YCAOBMEM. B
AQHHBIN MOMEHT B AE4EOHOM YHPENKAEHNN 3AKAZYMKA MPONIBOANTCSI PEMOHT, B CBSI3MN C
4yeM MEAMUMHCKME MATEPUAAbBI HE MOTYT XPAHUTbCSI B MECTOX, CreumanbHO
NPEAHA3HAYEHHBIX AASI 3TOFO, O BPEMEHHO PACMPEAEASIIOTCST MO  CBOOOAHBIM
NOMELLEHNSIM.  YUMTBIBAST TEMMEPATYPY BO3AYXA B 3AKPbLITbIX MOMELLEHUSIX AETOM,
3aKA34YMK HE CMOXKET OBEeCnednTb TEMNEPATYPHbBIN PEXKMM HE NPEBbILLAtOLLMM 25°C.

BO3MOYKHOCTb MOCTABKM TOBAPA C ACHHBIM TEMMNEPATYPHBIM PEKUMOM XPAHEHMS BbIAC
MOATBEPAEHA METbIO PA3ANYHBIMU MOCTOBLUMKAMU - TPOE YKA3OAWM HA 3TO MNpw
MPOOBEAEHNN 3AMPOCOB KOMMEPYECKNX MPEAAONKEHUI, O ELLIe ABOE MPW NOACYE 3ASIBOK
HQ y4acTue B ayKLMOHE.

3akoHoM Ne 94-P3 He MPeAYCMOTPEHbI OrPAHUYEHUST MO BKAKOYEHUIO B AOKYMEHTALMIO
06 OTKPHLITOM QAYKLUMOHE B SAEKTPOHHOM PopMe KAK TPebOBAHUM K TOBAPY, KOTOPbLIE
SIBASIKOTCSl  3HOYMMBIMU  AAST  3AKA3YMKA, A TAK e TpebOBAHMM K 3AKA3YMKY
0B6OCHOBBIBATb CBOW MOTPEOBHOCTU MPU YCTAHOBAEHUN TPEOOBAHUN K MOCTABASIEMOMY
ToBAPY. M 3TOM 3AKA3YUK HE KMMEET BO3MOXKHOCTM YCTOHOBUTH TPEOOBAHUS K
XOPAKTEPUCTUKAM TOBAPA, KOTOpble Obl YAOBAETBOPSAM Obl BCEX BO3MOMKHbBIX
YYOCTHMKOB PA3MELLLEHMS 3AKA3A.

B AQHHOM CAy4YyOe OrpaHMYEHME KOAMYECTBA YYACTHMKOB PA3MELLEHMST 3AKA3A
Komucecusa Mpumopckoro YDOAC Poccum He yCMATPUBAET.

Tem cambim, Komuceuns Mpumopckoro YDOAC Poccum cUMTaeT, 4To 3aKA34YMK, YCTAHOBUB
B AOKYMeHTauuMn o6 AyKUuMOHe TPpeboBAHUST K TEXHUYECKUM  (DYHKUMOHAAbHBLIM)
XAPAKTEPUCTUKAM TOBAPA, HE AOMYCTUA HapYLLeHMe 3akoHa Ne 94-P3,

Ha OCHOBAOHUM M3AOXKEHHOIO, PYKOBOACTBYSICb CTATbEW 17 1 cTatben 60 3akoHa Ne 94-
3, Komumcecus Mpumopckoro YPAC Poccum

PELLUAA:

MNpwr3HATb >XKAA0BY OOO «KXM» HO AENCTBUSI 3AKA3YMKA — KpaeBOro rocy AQpCTBEHHORO
BIOAYKETHOIO YYPENKAEHNS 3APABOOXPAHEHMST «CNACCKAST FOPOACKAST BOAbHMLO» MPKU



NPOBEAEHUN OTKPBITOrO AyKUMOHO B SAEKTPOHHOWM GOPME HA MPOABO  3AKAKYUTD
FOAYKACHCKO-MPOBOBON  AOFOBOP HA MOCTABKY LLUOBHOFO MOTEPUAAO  AAST  HYKA
KPOEBOro rocy AQPCTBEHHOrO BIOAMKETHOIO YUPENKAEHUS 3APABOOXPAHEHMS «CNACCKAs
ropoackast 6oAbHMLO» (M3BeLeHme Ne 0320300057 113000072) Heob6OCHOBAHHON,



