2613672
MWHUCTEPCTBO 34paBoOOXpaHeHNs
Poccuitickon degepauinm

OEANEPANBHAA CNYXBA MO HAA3OPY CY6'b€KTaM O6paLU'EHMﬂ

B COEPE 34PABOOXPAHEHWA MEANLMHCKUNX |/|3,C||ef||/||\/’|
(POC3OPABHAL30P)
PYKOBOAWNTED PykoBoauTENAM
CnassHcKas nn. 4, cTp. 1, Mocksa, 109012 TEPPUTOPUA/IbHBIX OPraHoB
TenedoH: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38
WWWroszdravnadzor.goVru Poc3apaBHaasopa
s, 'f'f. JiP NeOVT*  'fcAr's M
MUWHCKNM OpraHu nAam
HaNe or eanumnHC opraHusay,
raHam ynpaBJieHNA
r O tanbcupununpoBaHHOM n Op aHa y pa ne
MEMLIMHCKOM WM3aenim 3[lpaBOOXpPaHeHNEM CyObEKTOB

Poccuiickoin degepaumm

defepanbHas cnykba no Hagsopy B ciepe 34paBOOXpaHeHMsi Ha OCHOBaHWM
oTpuuatensHoro 3akntoueHns Prey «BHUPLLIMT» Poc3apaBHaa3opa coo6LLUaeT o
BbIB/IEHMN B 0b6palleHnn TepputopuasibHbIM - OpraHoM Poc3gpaBHagsopa o
ApxaHrefibCcKou 061acTu U HeHeLyKOMy aBTOHOMHOMY OKpYTY (PasibCUPUUMPOBAHHOIO
MeAMLMHCKOr0 n3aenus:

«BWHT KOpTMKanbHbIA C KOHUYecKoi pe3bboit D 3,5mMm L 36mMm. TY 32.50.50-
002-70872486-2021 REF 012.54.36», LOT OTOO- 1160/24, pata npou3BOACTBa
2024.02, conpoBoxpaaemoro ceefeHnamu o npoussogutene: OO0 «MHCTp Meny»,
Poccus, 1 pernctpaunoHHom yaoctosepeHmmn ot 30.12.2022 Ne P3H 2022/19307.

defiepanbHad cny>k6a no Hagzopy B Cdepe 34paBOOXpaHeHUs npednaraeT
CyObeKTam o00palleHns MeAUMUMHCKMX W3L4eNnA MPOBECTU MPOBEPKY HaMuns B
obpallleHn  YKa3aHHOrO0 MeAULUMHCKOro u3fenvs, B YCTaHOB/IEHHOM MOpsaKe
MPOBECTM  MEpPONpUATUA MO0 NPefOTBPALLEHMO  0bpalleHNss Ha  Tepputopum
Poccuiickoin ®Pepepaummn 1 0 pesynbratax MpPOMHOPMMPOBaTb COOTBETCTBYHOLLMIN
TeppuTOpPUabHBIN OpraH Poc3apaBHaa3opa.

TeppuTOopa/ibHbIM ~ OpraHam  Poc3fpaBHag3opa MPOBECTU  MeporpusaTp3d B
COOTBETCTBMM C AEMCTBYHOLLMM 3aKOHOAATENNbCTBOM Poccuiickon defepaumm.

3a HapylweHusa B cepe obpalleHnss MeAULMHCKUX W3AeNnii npegycMoTpeHa
aAMUHUCTPaTMBHAA OTBETCTBEHHOCTb COr/lacHO cTathaM 6.28 M 6.33 Kopgekca
Poccuiickoin ®defiepaumn 006 agMUHUCTPATUBHBLIX MPaBOHAPYLUEHUAX, a Takxke



yCTaHOBJ/IEHA YTrO/I0BHAA OTBETCTBEHHOCTb 3a obpalleHne (hasbCUULMPOBaHHBIX,
Hef00POKaYeCTBEHHbIX M He3aperncTpupoBaHHbIX MeAULUUHCKNX U3AeNniA COrnacHo
cTatbe 238.1 YronoBHOro kogekca Poccuiickon ®efepaumm.

[MpunoxeHune: Tabnuua conocTaBneHNs MapaMeTPoOB M XapaKTePUCTUK,
YKa3aHHbIX B KOMIMJIEKTE PEruCTPaLUMOHHON [OKYMeHTauMu, ¢ napameTpamu u
XapakKTepucTKaMmm 06pa3LoB BbISIBIEHHONO MeAMUWHCKOTO WU3OeNnns, a Takxke
(hoTOM306paKEHNE BbISIBNEHHOrO MeAULIMHCKOrO 13aenna Ha 3 1. B 1 3K3.



MpunoxeHre K NicbMy Poc3apaBHaa3opa

oT

Tabnmua conocTaB/eHys MapaMeTPOB U XapaKTEPUCTMK, YKa3aHHbIX B KOMM/IEKTe
PerncTpaUnoHHON JOKYMeHTaLIMK, C NapaMeTpamMmn 1 XapaKTepucTMkamm o6pasLoB
BbISIBNIEHHOr0 MEAMULHCKOrO M3aenms
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HanmeHoBaHue usgenus
«Cuctema ing ocTeocMHTE3a Mo
TY 32.50.50-002-70872486-2021»

N3genus  JOMKHbI  COOTBETCTBOBATb
Tpe60BaHNAM HACTOAWMX TEXHUYECKUX
YCNOBUIA

MOCT PNCO 15223 - 1

M C yyeTOM TpeGOBaHWUI HACTOALLEro
nogpasgena.

Ha noTpebuTenbCcKOn ynakoBke WaAW Ha
NPUKPENIAeMO K  HeA  3TUKeTKe
LOMKHO 6bITh YKa3aHO: [AF1 OMBEY I
- HaMMEHOBAHWE WAN TOBapHbIli 3HaK
npeanpuaTUA-N3roTOBUTENS;

cTpaHa W agpec MNpPeAnpusTUs-
N3rOTOBUTENS;
0603HaueHne HacTOALLUX
TEXHUYECKUX YC/IOBUIA;
- HAMMEHOBaHWE U3AENWA;
HoMep 7 farta BbIfauN

permcTpaLoHHOro yoCTOBEPeHMS;
- ONEY KCEIRAVEOIOS 8193
- CUMBOJT «HE CTepUIbHO»;

s L Iy a+Hao
NEOLMHOOOVEET VA

OTCcyTCTBYET HauMeHOBaHUe
«Cuctema pna ocrteocuHTesa no TY
32.50.50-002-70872486-2021»

L . OO0 MHcTpMen;
ut 42084, BragmvptiGminmaalod« t
.a

(Y TETHb (mx

KenuuwTtioTK an

Tpeb6oBaHWe He BbIMOHEHO.

n3penue He COOTBETCTBYET
TEXHWYECKUM YC/IOBUAM B YacTu:

- n. 1.3.1 TpeboBaHune noapasnena;

- n. 1.3.3 MakeT MapKnpoBKM.

Psgom ¢ wuHdopmaumeli o0  pgaTe
N3roTOB/IEHNA npuBeeH CUMBON
nsrotosutena (n.5.1.1 rocT P MNCO

15223-1-2023). T W

TpeboBaHWe He BbIMOHEHO B YaCTu:

- n. 1.3.3 Maketr mapkupoBku. Maket
He COOTBETCTBYeT MNpefCTaBlieHHOMY B
TY

MapkupoBka He COOTBETCTBYET
TpeboBaHNAM TEXHWUYECKUX YCNOBWIA W
FOCT P WNCO 15223-1 B y4actu

cnmMmBO/a 20402

CornacHo CBEJEHNAM B
PerncTpaLvoHHOM A0Chbe, AO/MKEH ObITb

yKasaH CUMBO * CO CBET/bIM
(hOHOM BHYTPU CUMBONA;
CnMBON C TEMHbIM (DOHOM OTHOCMTCA K

cBefeHNAM O MpoOn3BOANTESNE!:



CpaBHuBaemMble
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- cumBon «OcTopoxHO! O6paTtuTech K
WHCTPYKLMK MO NMPUMEHEHUNIO»;

- cumBON «3anpetr Ha MOBTOPHOE
npuMeHeHune»;

- HOMep napTuu;

- KOIMYEeTBO M3AeNniA, WT.;

- wramn OTK.
- MakeT MapkKuMpoBKM NOKa3aH Ha
pucyHke 1
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PucyHok 1 MakeT MapKuMpOBKU
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O6pasLbl BbIABEHHOIO
MeULMHCKOro n3genus
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OT/IMYaeTCca OT yKasaHHoW B KP/;:
pacnonoxeHne Ha  MapKMpOBKe

CBefieHN, B TOM 4MC/le eMMBOJIOB;

- B afipece nNpou3BoAMTeNsa OTCYTCTBYeT

yKasaHue CTpaHbl npon3BoAunTens

«Poccua», nmeetca «PT»;

- UMEETCH KaTaNIoXKHbIA HoMep «REF»;

- VMeeTcA YCNOBHOe Wu306paxeHue

matepuana W3roToBleHUA WU3fenua Ha

ynakoBke oTtobpaHHOro o6pasua (Mat.:

Ti.);

- MpepocTaB/ieHMe CBeAeHWn o pjare

npon3BoACTBa B 4acTuW cuMMBOfa «JflaTa

N3rOTOBNEHNAY;

- Ha MapKupoBKYy o6pa3ua pgobaBneH

cumson |
- OT/IMYaeTCA pacnosiokeHne OTMETKU
OTK;

- obwee HaumeHoBaHue «CucTtema Ans
0CTeoCuHTE3a" OTCYTCTBYeT Ha
MapKUpPOBKE.




doTorpaduyeckme n3obpaxkeHns HanbCUPULNPOBAHHOI0 MeANLIMHCKOIO
n3aenus
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yCTaHOB/IEHa Yro/ioBHas OTBETCTBEHHOCTb 3a ObpalleHne (abCUPUUMPOBAHHBIX,
Hef06pOKaYeCTBEHHbIX U HE3aPErMCTPMPOBAHHBIX MEAULMHCKNX U3LENNIA COrNTacHO
ctatbe 238.1 Yro/0BHOro Kogekca Poccuitickoin degepaumm.

MpunoxeHve: Tabnuua COMOCTAaBMEHMS MapaMeTPOB W XapaKTePUCTUK,
YKa3aHHbIX B KOMM/EKTE PErucTpaLMOHHON [AOKYMeHTauuu, C napameTpamu WU
XapaKTepuCTUKamy 00pas3LOB BbISB/IEHHOr0 MEAMLUMHCKOrO W3Aenus, a Takxke
(hoTON306paKEHNE BbISBNIEHHOrO MEAULMHCKOrO M34ennst Ha 3 1. B 1 3Kk3.

A.B. Camoinnosa



MpunoyxeHne K nucbMy Poc3apaBHaa3opa

oT is.

Jid/

Tabnuua conocTaBneHms NnapamMeTpoB 1 XapaKTePUCTUMK, YKa3aHHbIX B KOMM/EKTe
PErncTPaLMoHHON JOKYMEHTaLIMK, C NapamMeTpammn 1 XapaKTepUCTMKaM1 00pasLioB
BbISIBIEHHOr0 MEVLIMHCKOIO M3aenns
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MEeANLMHCKOrO
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MapkupoBska
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HanmeHoBaHue nsgenus
«Cucrtema gnd ocTeocuHTE3a MO
TY 32.50.50-002-70872486-2021»

W3genna  JOMKHbI  COOTBETCTBOBATb
TPe60BaHUAM HACTOAWMX TEXHUYECKUX
YyCNOBUIA

FTOCTPNCO 15223 - 1

W Cc ydyeToM Tpe6GOBaHMIA HACTOALLErO
noapasaena.

Ha noTpebuTenbCcKoi ynakoBke WAU Ha
NPUKPENIAEMOA K  HEA  3TUKEeTKe
LOMKHO BbITh YKa3aHo: [AF1 OMBY bl
- HaMMEHOBAHWE WAN TOBapHbIli 3HakK
npeanpuaATUA-U3roTOBUTENS;
cTpaHa W agpec npeanpuaTUS-
N3roTOBUTENS;
00603Ha4YeHne
TEXHUYECKUX YC/IOBMIA;
- HAMMEHOBaHWE U3JENNIA;
HOMep 7 fata BblJauu
PerucTpaLuoHHOro yA0CTOBEPEHUS;
- OMEY 1<<ZIZEVHOO €5
- CUMBOJT «HE CTEPWU/bHOY;
- cumBon «OcTopoxHo! ObpatuTech K

HacToAWMNX

Qe LIy a-Hao
NEONA VO OOV VA

OTCyTCTBYeT HaMMEHOBaHUe
«Cucrtema fng ocTteocuHtesa no TY
32.50.50-002-70872486-2021»
OO0 MHcTp MBA”
41,0401

BuurkopTukanbHbM |

CKOHVUECKOVpe3bboil |
0 5.0MMm. LASMM.

R

Mat:U O TKNal?

Tpeb6oBaHMe He BbIMONHEHO.

3genue He COOTBETCTBYeT
TEXHWYECKUM YCNOBUAM B HacTu:

- n. 1.3.1 Tpeb6oBaHue nofpasgena;

- n. 1.3.3 MakeT MapKnpoBKH.

MapkupoBka npefoCcTaB/IeHHbIX
o6pa3uos He COOTBETCTBYET
Tpe6oBaHmam FOCT P MCO 15223-1 B
yactm n. 5.1.3 «J[aTta M3rotoBneHUs»
(cumBon).
Tpe6oBaHMe He BbIMOJIHEHO B YacTy;

- n. 1.3.3 MakeT mapKkupoBku. Maket
He COOTBETCTBYeT MpefCTaBfieHHOMY B
TY

MapknpoBKa He COOTBETCTBYET
Tpeb0oBaHMAM TEXHUYECKUX YCMOBUIA U

FOCT P WNCO 15223-1 B y4acTu
cumBoOa -:
CornacHo CBefleHMAM B

perncTpaynmoHHOM AoCbe, NO0J1KEH 6bITb

yKasaH CuMBON

(hOHOM BHYTpU CMMBONA;
CUMBON C TEMHbIM (DOHOM OTHOCUTCS K
CBEJEHUSM O NMPOM3BOAUTENE:

CO CBET/IbIM




CpaBHunBaemble
ceefeHus/
napameTpsl

KoMy EXT e CIEaLyO-HOA O6pa3sybl BbISAB/IEHHOTO

PautV V=S WY MeMLUHCKOro n3aenus
Wﬁo—
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MHCTPYKLUWN MO NMPUMEHEHNIO»; MapKMpOBKa YNaKkoBKW;
- eumBONn  «3an per Ha NOBTOPHOE
anMEHeHme»’ «ee| 42«®4, PT, r.Ka»ub ¥1{ rrmmi_{M\

- HOMEp nmapTuw;
- KO/IMYECTBO WM3AENWA, WT.;

BuHMcopTVOMNEVEM
- wtamn OTK. C KOHUYECKON (Mvb6omn ~ lloLioTumita24
- Maketr MapKuMpoBKM TMOKa3aH Ha OS.OMM.L46EMM.

pucyHke 1
PY (O P3H 2iir»19307 o
TYa2.50.50-002-7087248&-211
r Kwwua. J»- HIst m ™ Al
y 202403 4

Mat:Tl. OTK Nel

; OT/INYaeTCs OT yKasaHHoW B KP/[;:
WL n Kuaiows M
. ' pacrnofioXXeHue Ha  MapKupoBKe
Buwr 0 2mMm A pab Ll DK o
CBefleHWiA, B TOM Yucre CUMBOJIOB;
A - B agpece Npou3BoANTENA OTCYTCTBYET
oT yKasaHue CTpaHbl npoussoanTens
Cd] LoT «Poccusa», nmeetcs «PT»;
Ql»ﬁ Kot - UMEETCH KaTaNoXHblii Homep «REF»;
M.
- MMeeTCA YCNOBHOe un306paxkeHme
PucyHok 1 - Maker MapKuMpoBKU y P

mMaTepuana M3roTOBAEHUA W3Lenns Ha
ynakoBke oTo6paHHoro o6pasua (Mat.:
Ti);

- MpefocTaBneHWe cBefeHWii 0 pate
nNpou3BOACTBa B YacTu cumBona «J[ata
N3rOTOB/IEHUAY;

- Ha MapkupoBKy o6pasua pgobasneH

(npumep)

enMBOon
- O0T/INYaeTCsA PacnosioXEeHNE OTMETKMU
OTK;

- obuiee HavmeHOBaHue «CucTtema Ans
ocTeocmHTesa" OTCYTCTBYET Ha
MapK1pOBKe.




doTorpaduyeckme n3obpaxeHns GhanbcuULMPOBAHHOIO MeANLIMHCKOIO
n3genns

-'41 000 *wmpLui?

LW 420054. PT.riICUWD.
- “~poia.(ue
BMKTK«p-MKarnbHb«
WorlamlMimoe*

. XK
Mat:U OTKNal A ®

BHeLIHWIA BUA MHAVBMAYaNbHOM YMaKoBKN 1 MapKUPOBKa U3ae/ns

Un,

BHeLLHWiA BUA 06pa3ua n3nenunst



