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L «Q2UMN2R-2021/16-2-6NLZ» Swdljugnm] quutipdwt hwpgdwh npny sunhwpwdhbiibph
Uwuny pipugulupgh juukgiut dwuhb

L1 Zudwdwjt u.p. dwpwnh 7-h hwdmdnnndh npnpdwl, phpwgulupgp Yuubgyt] tp
whnwlwl hpwjwunt dwpdhbiibphg Uwutwghinuljul - kqpuijugnipini utnnwibiunt
hundwp, dwubun]npuybu. N1-hi, N2-pnp bt N3-pp swhwpwdhibbpny uwhdwijwus
«tntingibp quindwb  ny winkphy thnpp swthh (S), (M) b (L) wypwpunbuwlukph
oquuugnpédwl ninpunh  Jkpwpkpyuy, hhdp' «LBIAL B4 LUUULU» UN nuljpnipyut
01.03.2021p. gpnipjnilip pipwgulupgh quuhuwwnnn hwbdtwdnnndhlt' hpwdtphphy 1,2
3  swhwpwdhuubph  Jdwuny UUZ ubpuyugnws  dwubwlhgiph  hwynbpp
hpujutnipyubp shunlwywinuhiwbing npul ke futnputipny:

1.2 Zudwdwylt 22 hwpljuyhtt opkiugpph 64-nny hnmpjwsh 2-py dwuh 12-py Ynh, UU2Z-hg
wquuynud £ dhuyl pdojuljut ipwhwlnipyub wjlt wypwipwnbuwlubph owwpnidp,
npnup  Jurwywupnpiub 05.10.2017p. N1317-U npnuwb hwkjué N3-h 3-pn Yhnhi
hudwywnwuwt guuynid ki 6SU USQ UU nwuhsh 3005, 3006, 3701 10, 3702 10, 3707 90,
4014, 5601 21, 5601 22 swdluqpbphtt Yud Ukpundws kb unyl Yhnh 2-py Lupwljtnny
uwhdwijws pdojuljub bywbwlnipjub wypuwlipwnbuwlutph gulynod wiljuju USG
UU. swsluqplphg, wyh £ «nwppbp ywhh phnhik whwnndhuljub b Yhpupniduljut
dbnlungubip»:

1.3 Zudwdwyli 11.10.2013p. 22 wpnnowwjwhnipjul bwpiwpuph phy 2718-U. hpudwiing
uwh'win]ws' «dbntingupp npubu pdoluluis Uhgwinnipniiibph wiunwignipjul
wywhnyuwl dhgng» ninkgnygh «dintingtibph nuuwlupgnidps pudih, dknlingutpp
nuuuljupgynud kh
puwn htnlywy tpwhwlmpjub b jhowpdub ninpuniikph

w/Jhpupnt duiljwh

pAlhwtifwg qubdwl

¢ wbhulahlurlt Y Ybgunugh

pun Aup

w/ whunnndhulub-nwppbpuldws we b dufu dknpph b
p/ nihybpuwy- dhwinfwit' kpYynt dknplph hwdwp




1.4 Zudwdwju 22, Eyntundhwlyjh twwpwpnipjul, «Unutnupunugdw b surthwghwnnipjul

wqugihtt dwpdhty: @EC-h, 05.04.2021p. phy U2UU-300 qpnipjwil, «ZUN2L-2021/16-2-
GNEL  dwdlugpny  quwtigdwh  hwpgdwt  hpwybph  whtthjulut pumpwqpbpny
uwhiwinfws dbkntngibph hundwp gopdmd £ 2US QOUS 0 52239-2017 wqquyhl
utnwbiupp nniubinkh (kqyny, hwdwduyl nph’
«Hacrosmuii cTaHAAPT yCTaHABIMBAET OKCITyaTALUOHHBIE XAPAKTEPHCTHKH YIAKOBAHHBIX
CTEPHJIBHBIX M HEYNOKOBAHHBIX HECTEDH/IBHBIX MEPYAaTOK M3 JaTeKca WM pPacTBopa,
TIpeZHASHAYEHHBIX [JI1 OJHOPA3OBOTO HCIIONB3AaBAHUA IPH IPOBEIEHHH MEeIUIMHCKAX
MCC/IEAOBAHUH, TUAarHOCTHYECKUX U TEPAIIeBTHYECKUX IIPOIEAYP C I[e/IbI0 3alIUTHl TalieHTa 1
uccrenosaTesis OT B3AaUMHOTO 3apaXKeHHs, a TAKKe IIepYaToK M3 KaydyKoBOTA JIATEKCa,
IIpETHASHAYEHHBIX JJI HCIIOJIB30BAHUA NPH paboTe ¢ 3apaXKeHHBIMH MeIUIHHCKUME
MaTepHaIaMu»,

L5 «®2UM2L-2021/16-2-ENL2» swdluqpny quubsdwb hupgdwl hpwybph wknthjulub
punipugptpny uvwhdwbyws £ «2knlinglikp qhllwl junnkpupg ' ny uwnkppy, thnpp swhup
(S): Bnpdunn’ qnijg: Quiplpoi/npnidp wnnihnid 50 qnuyq dknbng jud hudwpdkp: Mkup F
1htp bnp, soqumugnpéyws: Jwbdbkm wwhhi wlup [ nibklnu wdpnne whunwblpngppub
dudjlinp wninfuql 1/2-pop»:

1.6 Unyyt wpdwbwgpnipjubt phd 1.2, 1.3, 1.4 b L.5-py Yhwnbpny  wpdwbwgpynud E, np
«F2UMNQR-2021/16-2-6NR2» Swdljuqpny quuiipdwt hwupgdwl hpudpny vwhdwbiyws
nkjutthjuljwb pinipwgpbp niikgnn dtnlngutipp Yupnn &b npulpdl) npytu dhwigwg
quinfwb, hiywyhu twl npybu hudwnby Jupulyting hwinhuwgnn dheng, niuwnp
hputiph phy 1, 2 U 3 swhwpwdhuubph Uuuny UUZ tkpluyugpué dwubwhgubph
hwyintipp sEb Jupnn npuilyyy ppujuiinipjuip shudwwyunwpuwbing:

Cugmin]by Enpnonud’ Ynnd 4 g 0 :

2, «FZUNQR-2021/16-2-ENL2» Swdljugpny qlinud Juwnwpbim pipugulupgh
punpus dwubwulhghtph dwuhi
Zuy s 2
o/h SQuhwpwdih wiwimu oM | Lwluwlp Clnapiui
dwubilhgubp

Lbningikp qunlwl ny winkphy thnpp swihh (S) qnuyq 90000 "Urrarnopm" une
Qtnungbp qhinfwl’ ny uinkpjy Uhohlt swthh (M) qnuyq 90000 "Urr arnpnt une
Qtnlinglbp quinfwil  ny uinkppy UkS suhh (L) qnuyq 80000 "Urr arnpmt une

Cunmin]t) Enpnonid’ Ynnu 4nkd 0

3. «Q2ZUNQL-2021/16-2-ENRZ» swdlugpny g Juuinwupbint pipugulupgh
wignpémpjul dudljtin uvwhdwibint dwupi
zhdp pugmibibng 22 «Qunudubph  dwuhly  20-21-U opkuph 10-pn  hnpjuédp’
hwtdtwdnnnyp npnpnud pigniikg wtgnpsnipjul dudllin uwhdwiky wuydwbwghp Yupljne
npnpUwl dwuhlt hwjinwpupnipyniiip hpuywpulkint opfwt hwgnpynn opduitihg uljuwd
uptyl 5-pn  opwgmguyhti opp  Ukpunyuy puws  dwdwbwlwhwnywsdp, nphg hbwnn
Uwulimyhgutpht Yubpyuyugyh wuydwbughp Jupk|nt wnwewpy:




C‘ur}mhL{th npngnid” Ynnu* 4, ntd* 0:
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ITPOTOKOJIN 5

O saceanuy KOMHUCCHHE II0 IPOLieAyPe 3aKyma mog KogoM «2UMQR-2021/16-2-GENL2»

r. EpeBan « 07 _»«_ 04 » 2021p.
spems 11:00
ITpu yyacrun

IIpencenarens xomuccun JI. Januensn
Uens! xoMmuccuu O.Muposan, K.Mxpruss, A.Capresan, A.Akomnsan
Cexperaps komuccun A. Apyrausn

OrcyrcrBoBanu M.Kedosan

1. O npuocraHOBI€HHH IIPOLEAYPHL 3aKyTia o 1 KomoM «2UMNQL-2021/16-2-ENL2» o
HEKOTOPBIM JIOTaM IT0 KOTHPOBKAM IIeH

1.1 cornacno pemenuio xomuccun or 7 mapra, mporemsypa Gbita IPUOCTaHOBIEHA JJIA IOIY4EeHUS
NPO(ECCHOHAIBHOTO 3aKIIOYEHHA OT KOMIIETEHTHBIX IOCYIapCTBEHHDIX OpraHoB, B YaCTHOCTH: IIO
moram N1, N2 u N3 «mmepyarku HecTepuibHBIe MaJble pasmepst (S), (M) u (L) B oTHOWeHNH cdheps
UCIIOIb30BAHUSL NPOAYKTOB, HA OCHOBaHHUHM IIMChMA, HANPAaBIEHHOTO OIIGHOYHON KOMHUCCHH
mponeaypsr co croporst OO0 «Jlesor u Jlamapa» or 01.03.2021 r. ¢ mpocsGoit KBamHbHILPOBATE
saiBKM yuactHukoB ¢ H/IC, mpencrasmemmsix mo moram 1, 2 w 3 mpuriameHus, xak — He
COOTBETCTBYIOIIUM JeHCTBUTETLHOCTH:

1.2 cornacuo mynxry 12 wacru 2 crarsn 64 Hanmorosoro kozekca PA, or HIIC ocBoGoy maeTcs TombKo
OTHYXAEHHE TeX BUIIOB TOBAPOB MEIUINHCKOrO HaSHAYEHHUS, KOTOPbIe B COOTBETCTBHHU C ITyHKTOM 3
npunoxenus N3 x pemenwuto mpaButensctBa PA  Nel1317-H or 05.10.2017r.  oTHeceHsI K
xnaccupukaropy TH B3I EADC 3005, 3006, 3701 10, 3702 10, 3707 90, 4014, 5601 21, 5601 22, wm
BIUIIOUCHEDI B IepeY€Hb U3AESMUH MEAHIMHCKOTO Ha3HAYEHHU, YCTAHOBIEHHBIX IOJITYHKTOM 2 TOTO JKe
IIyHKTa, HesaBucumo or xoxoB TH BO/JI, a umenHo: "pesuHoBbIe anaToMuueckue u XUpyprudeckue
IIePYaTKU PasHOTO pasMepan.

1.3 Cornacno mpuxasy mumucrpa sgpasooxpamenms PA Ne 2718-a or 11.10.2013 r., B OTZene
«KJIACCHUKALMS IIEPYATOK» «PYKOBOZCTBA» IIEPYATKY KAK CPEJCTBO OBECIIedeH s Ge30macHOCTH
MEeIUINHCKUX BMENIATe IbCTB", IePYAaTKU KIaCCHHUIAPYIOTCS,

10 chepaM IpUMEHEHUS W HasHAYSHS

a / XUpyprudeckuit

6 / cMOTpOBBIE OHOPA30BHIe

I. TEXHUYECKHE UIU GBITOBBIE

TIO THITY

a/ anarommryecku nuddepeHIUpOBaHHbIe I IPaBOi U JIEBOH PyKH
6/ yHuBepcaIbHbIe ONHOTHIIHBIE — 1Ist 0GErX PyK

1.4 Cornacro mnucemy «Hanumomamsroro opraHa mo CTaHZapTusanuu u Merposorum» 3A0
Munncrepcrsa dxonomuku PA or Ne U2U.U-300 or 05.04.2021r., B COOTBETCTBUH C TEXHHYECKUMH
XApaKTEPUCTUKAMH ~ TIPUTTAIICHUA  OLEHOYHOH KOMMCCHM IO KOTHPOBKAM II€H IIOZ KOIOM



npouenypsr «XZUMQRL-2021/16-2-ENL2»
HALMOHATBHBIH CTAHJAPT Ha PYCCKOM A3bIKE COTIIACHO KOTOpOMY:

JEUCTBYET CTaHJapT

ZUS QOUS [+ 52239-2017

«HaCTOf{IILI/Iﬂ CTaHIApPT YCTaHABINBAET SKCITyaTallHOHHbIE XapaKTEPUCTUKHU YHaKOBaHHbBIX

CTEpHUJIBHBIX U HEYIIOKOBAaHHBIX HECTEPUJIbHBIX IIEPpYATOK M3 JaTeKca WJIH PpacTBOpa,
IIpegHaSHAYE€HHBbIX JJid OAHOPA30BOTO HCIIOJIBb3aBAHUA IIp  IIPOBEAEHUHN MEITUIIMHCKUX

HCCIeTOBaHUH, AUATHOCTHYECKUX U TE€palleBTUYEeCKUX IIponenyp C IeJbI0 3alUTHI ITAl[MEeHTa U

HCCIemoBaTe/Jasd OT B3aMMHOTO 3dpaXXeHusd, a TaKXe IIEpYaTOK H3 KayvIyKOBOI'a JIaTeKca,

IIpeoHaSHAYEHHBIX [OJd HCIOJb30BAHUA IIpu pa60Te C 3dpaXeHHbIMHM MEIUIIMHCKUMU

MaT€pHaIaMmu».

1.5 Corniacso TeHMYeCKUM XapaKTepHCTUKAM IIPHTIALIEHHS OUEHOIHON KOMICCHH IO KOTHPOBKaM
IeH 1oz xKoxom mpogenenypsr «F2ZUMQR-2021/16-2-ENL2» onpegeneno «[lepyatku us marexca
CMOTpOBbIe, He CTepU/IbHEIe pasMep (S) manenbkue. Popmar - napa. B ynakoske mo 50 map Iep4aToK
WM aHajsormdHble. JloDKHBI GBITH HOBBIE, He WMCHONB3OBaHHBIE, Ha MOMEHT mOCTaBKH TOBapa

HaJlm4IHe 10 KpaiftHe mepe 1/2 cpoka rogaOCTH OT O61IETO»
1.6 B coorsercerum ¢ mynkramu 1.2, 1.3, 1.4 u 1.5 macrosmero [Iporoxona bukcupyercs, uro-

TIIEpYaTKHU C TEXHUYECKUMHU XapaKTEPUCTUKAMH, YCTaHOBJICHHBIMU IIpUIJIalliEeHUEM KOTHPOBKH IIO[,

xomom» «GZUMQRA-2021/16-2-GNL2», MoryT GhiTs KBa/TM(QUINPOBAHBI KaK CPEJCTBO OJHOPA30BOTO

OCMOTpa, a TaKXe Kak CPE€ICTBO, 3alllMIIAIOIIee OT COBMECTHOI'O 3apaXeHud, IIOSTOMY 3aABKH

y4actaukos ¢ HJIC mo wacram 1, 2 u 3 mpuriamenus me MOTYT OBITh KBAaIH(UIMPOBAHBI KaK

HeCOOTBeTCTByIOHLI/Ie ,Zl;efICTBHTeJII:HOCTHI

IIpunaro pemrenne sa 4 mporus 0 :

2. 06 OTOGpaHHEX YYaCTHHKAX MPOLE/YPHI 3aKyIIKH IO komy «32UMNQRL-2021/16-2-GNLRZ»

IIpunoxenune 2

H/JI Hanmenosanwue nora En nsmep | Kommuecrso Orob6paHHBIN yYaCTHUK
Ilepuatku cmoTpoBhIe, He cTepHIBHbIE

1. pasmep (S) maseHbkue ITapa 90000 OO0 "CA I'PYIIII"
Ilepuatku cMoTpOBSIE, HE cTepuIbHbIE

2. pasmep(M) cpenuue ITapa 90000 OO0 "Ca I'PVYIII"
Ilepuarku cMoTpOBBIE, He cTepuIbHBIE

3. pasmep (L) Gonpinme ITapa 80000 OO0 "CAL I'PYIIIT" O

IIpunsro pemrenue 3a 4 mporus 0

3. O ycTaHOB/IEHMY TIepHOJa OXKUNAHUS TIO nponezype saKkyma rnog kogom «32UMQRL-2021/16-2-ENL»

Ilpunumas sa ocuoBy 10-yio crarsio sakora PA» O 3aKyIIKaX', KOMMCCHS IIPHHAIA PellleHIe

YCTaHOBHUTH CpPOK 6eB,Z{efICTBHH, Ha4YWHAA CO OHA, CJIenyIouiero 3a tHeM HY6HHKHHI/II/I O6’B$IBJI€HI/I5I (6]

3aKJIIOYEeHN U AOTO0BOpa, Io 5-ro KaJIEHZAapHOT'O OHS BKJIIOYUTEJBHO, IIOCJIEe Yero YYIaCTHUKaM 6y,u;eT

IIpencraBiieHO IIpenjioXXeHue O 3aKJII0YEeHU N AJOToBOpa:

lpunsTo pemrenne 3a 4 mporus 0 .
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