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Ha Ne oT

B oreer Ha 3ampoc Ne 90644 ot 21.09.2021r. Ha Pa3bsCHEHUE NOJNOKeHUH M3Bemenus o mposeneHun
3aKylIKH Ha TIOCTaBKY NEPYaTOK MEJMIIMHCKHX OJHOPA30BBIX IIyTEM 3ampoca KOTHPOBOK B 3JIEKTPOHHOI
dopme,  yyacTHHKaMH  KOTOpPOro MOTYT  SBIATBCA  TOJIBKO CyOBEKTHI MaJOr0 M  CpEIHero
npeanpuhuMarenbersa Ne 229-211 (nanee — Ussemenne) coobmaeM HHDKeCTIeIyIonlee:

Ne | ComepixaHue 3ampoca Ha pa3bsCHEHHE Conepikanue oTBeTa Ha 3ampoc:

n/n | monoxenuit 3seuenus

1 VBaxaeMslil 3aka3umk! H3Belllenns 0 MPOBENEHHH 3aKyTIKH Ha MOCTaBKy
B 1.3 Texnuueckoro 3ananus Bbl 3asBaseTe K NOCTABKe Nep4YaToK MEAHIMHCKHX OAHOPAa30BEIX ITyTeM 3anmpoca
«ITep4atkn anarHocruueckne (SFM ~HIBRID) KOTHPOBOK B 3JIEKTPOHHOH (hOpMe, y4acTHHKaMH
HECTEPH/IbHBIE HEOIY APEHHBIE TEKCTYPHPOBaHHbIE (HIIH KOTOPOTO MOTYT ABJIATBCA TOJIBKO CYGBEKTHI MATOr0
IKBMBAJIEHT)» C BHELLIHHM CJIOH M3 J1aTekca, CpeaHero npeanpuHuMaresbeTsa Ne 229-21H 6yayr
MIPOMEXYTOUHBIF CITOH - CMECh JIaTeKca ¢ HUTPHIIOM, ¢ BHECEHbI COOTBETCTBYIOLIME H3IMEHEHHS.

BHYTPEHHHM CHHTETHYECKHM CJIOEM M3 HUTPHIIA.
HloBonnM 110 Bawero cBeJeHHs, YTO MEPUATKH U3
THOPHIHOrO MaTepHana (CMech laTeKca C HUTPHIOM) He
3apErMcTPHPOBAHbI B PEECTPE MEIHLMHCKUX H3EHil
DenepanbHol cyxGbl Mo Haa3opy B cdepe
3apasooxpaneHus (nanee PocsapasHanzop). Do
YCT2HOBI/IEHO B pe3y/ibTaTe MOHHTOPHHTA pa3fiena
«HOMEHKJIATYPHA I KITIACCHOUKALIMSA
MEJIMIIMHCKUX U3JEJTUA 11O BUJIAM» Ha caiite
PocanpaBHansopa.

Cymectsyromue nepuatku Toprosoit Mmapku SFM (SFM-
HYBRID) (puc.2) c ykasanuem Ha kopoGke
perucTpauHoHHOro ynocrosepeHus Ne ®C3 2010/07368 ue
ABJAIOTCA MEAWLIMHCKHM H3/JIEITHEM H HE MOTYT
MCMNOMb30BaTLCA B MENHLIMHCKUX yupexkaeHuax. Tak Kak mo
uH(popMaUuK Ha caiite Pocsapasnanzopa B naHHOM
YAOCTOBEPEHHH 3aABJIEHBI [IEPUATKH TOJIBKO U3
MaTepHaoB: JIATEKC, HUTPUII, HEOTIPEH.

Ha ocHOBaHMM BBILIEN3OKEHHOrO, CHHTAEM, YTO 3aKA34HK
BBOJMT B 3a0ys/1eHHe J0GPOCOBECTHBIX YHACTHHKOB,
TpeDys K MoCTaBKe He3aperHCTPUPOBAHHbIE B
YCTaHOBJIEHHOM MOPsAAKE MEIHLMHCKHE H31eNnus U Tpebyem
MCKJTIOYHTB 1.3 TeXHHYeCKOro 3afaHns WM NPUBECTH
OMHCaHHE MaTepHaa fep4yaTk B COOTBETCTBMM C HOPMaMH
3aKOHOAaTeNbCTBa. Takike MPOCHM YKa3aThk B TEXHHYECKOM
3aJaHUH KOJI MEIHLMHCKOTO W3MeNIUs U3 peecTpa
«HOMEHKJIATYPHA 51 KIIACCUDUKALIMSA
MEJULIMHCKHX U3JIEJIM 110 BUIAM»
PocsnpaBHanzopa.




2 Kpome storo, B .1,2 Texuuueckoro 3ananus, Hnuna o6ycnosnena CrieuHHKON HCMoNB30BaHNs

HEODOCHOBAHHO 3aBhIMEHHOE TpeGoBaHHe Kk mIHHe AaHHBIX NIEPYATOK B MeAydYpekaeHHH. Takas JUIHHa
[I€pYaTKH He MeHee 240-245 mw. TNIO3BOJIAET HEe NepeaaBUTE Ieyo, a HaoGopoT

Cornacso I'OCT P 52239-2004 paszmen 6 Tabnuma 2 obecneynBaer KOMQOPTHOCTS B };omemm NEPYaTKH He
«Pasmepbl 1 1omycTHMbIE OTKIOHEHHSY- CKaTBIBAKOTCSA, NNEPEXOAAT 32 JIOKOTh. ,

JUIMHa riepyaTku pasMepa S — e meree 220 MM; pazmepa M Takas mHa nepyarok HY>KHa U1 TOrO, 9T00BI

— 230 mM; pasmepa L — 230 mu. obecrieynTs 3alMTy Bpaya v MaUMeHTa NpH TTyGOKHX
Tpebyem ykasatb wmmbr NEpYaTOK B COOTBETCTBHH C MONOCTHBIX onepaluaX. 3aka3yHKOM Mo [UTHHe Nep4aTok
I'OCT, H€ NpoTHBOpeuuT TpeGosanmam I'OCT P 52239-2004,

TexHuueckue xapakTepucTHKH Mo MaHHO TIO3HLHH,
COOTBETCTBYET TOBapy He MEHee ABYX NPOM3BOAMTENEH H
CBUICTEILCTBYET 00 OTCYTCTBHH OrPaHHYMBAIOINX
dakTopos npu opranuszaimm 3aKyTIKH.

Kpome Toro, nononuurensho x H3JIOKEHHOMY CllelyeT
OTMETHTD, YTO MCXOIA U3 CMbICTA 4. 6.] ¢T. 3
DenepanbHOro 3akona Ne 223-3® 1 11, 12.2. ITonoxenus o
3aKyIKe TOBAapoB, paboT, ycayr Iuis Hyx1 061acTHOro
FOCYNapCTBEHHOIO aBTOHOMHOI'O Y4pek IeHHS
3ApaBooxpaHenus «HpkyTckas roposickas KIuHHYecKas
GonbHuLa Ne 8% (nanee — «TTonoxenwue o 3aKyIKax»),
BO3MOKHOCTB yCTaHABJIMBATh [TAPAMETPEI, HEOOXOIHMbIE
JUTA TIOCTABKH TOBApa, HCXO/IA H3 CBOHX NOTpeGHOCTEI,
ABJIACTCA 3aKOHO/IATEeIBHO 3aKPEIUIEHHBIM PAaBOM
3aka3umka, a noTpe6HOCTH 3aKa3umka ABIAOTCS
ONpeaeNAIOmAIM (aKTOPOM NPH YCTAHOBICHMH HM
COOTBETCTBYIOMMX TpeGoBaHuil. [Ipu 3ToM 3aka3zunk
HMEeT NpaBo B HEOOXOAMMOI CTeNneH! IeTanu3HpoBaTh
OOBEKT 3aKYIIKH, ONpeeNss Takue XapaKkTepUCTHKH
3aKYIaeMOT0 TOBapa, KOTOPHIE MOTYT HMETh
CYLUECTBEHHOE 3HAYeHHeE IJIsl MOCIEIYIOIIEro
HCTONb30BaHUA ToBapa. Fonee Toro, ykasanue B
H3Bewennn o 3akynke TpeGoBanuii k (byHKLIHOHAIBHBIM,
TEXHHYECKHM W Ka4eCTBEHHBIM XapaKTepHUCTHKAM,
SKCIUTyaTalHOHHBIM XapaKTEPUCTHKAM 0OBEKThI 3aKyIIKH
TpAMO NMPENYCMOTPEHO NooXeHUAMH PeepanbHOro
3axoHa Ne 223-@3 u [TonoxkeHneM o 3aKynKax.

Takum obpasom, Denepansubim 3akoHoM Ne 223-D3 1
[TonoxenneM o 3akynkax He MpemLyCMOTPEHb
OrpaHUYEHHA 110 BKIIOYeHHIO B M3Bemenue o 3akymnke
TpeGoBaHHit K TOBapy, KOTOPHIE ABIAIOTCA 3HATHMBIMH
1A 3aKa34uMKa, OTBEYAIOT ero NOTPeGHOCTAM U
He00XO0IHMBI ISl BEITIOJTHEHHS HM COOTBETCTBYIOLIHX
rOCYAapCTBEHHbIX (hyHKLHMI — 0XpaHA XKH3HH H
300POBbLS HACEJIEHHS.

Ilepyatku ¢ Takoii LTHHOI Takke MHUPOKO
PacnpocTpaHeHsl Ha POCCHIICKOM PBHIHKE U IIPe/ICTABJICHEI
TaKUMM MpoH3BOaMTENAMH kak OO0 "PycMenVnak",
"Ocno-Menukan" Poccus, "TopMAX" /

"ExtraMAX" Poccus / Manaiisus, SFM I* epMaHus,
Cardinal Health CILIA, MERCATOR MEDICAL
[Monbwa, Ansell AscTpus u T.11.

Hcxons u3 4ero MOKHO cienath BbIBOL, 4TO
YCTaHOBJIEHHE TIOAO0HBIX TpeOOBAHMII HE OrPaHMYHBAET
KOJIMYECTBO XO3ANCTBYIOMIHNX CYOBEKTOB, KOTOPbIE MOTJIH
OBI PHHATH yYacTHE B 3aIPOCE KOTMPOBOK Ha TOCTABKY
JaHHBIX TOBApOB, U HE HAPYIIAET YCIOBHMIi 1A
CYIIECTB
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