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CutyauuoHHas 3apava 0002

O6pa3oBaHue: Bbicluee obpa3zoBaHue | CneunanbHOCTb: O6LWas rurueHa
1. YCIOBUE CUTYALLUOHHOW 3A0A4YU

1.1. Cutyauusna

Bbl - Bpa4y no obuwien rurneHe. Bam nopy4yeHo NoAroToBMTb MHMOPMALUIO A8 MPOBEAEHNS 3aHATUI
no NpoecCnMoHasbHOM TMrMeHNYeCcKon NOArOTOBKE N aTTeCTaunmn AO/HKHOCTHBIX N1, 1 paboTHNKOB
OopraHu3auuni, AesaTeNbHOCTb KOTOPbIX CBA3aHa C NPOM3BOACTBOM, XPaHEHNEM, TPAHCMOPTUPOBKOM U
peanu3sauven NULLEBbIX NPOAYKTOB N MMTbEBOW BOAbI, O TPEBOBaHUAX K NULLEBOWN NPOAYKLUN B
COOTBETCTBMU C nosioxxeHnamm TP TC 021/2011 «O 6e30nacHOCTU NULLEBOWN NPOAYKLN».

1. CaHmTapHble TpeboBaHun

Bonpoc 1.
MNoka3aTenn 6e30MacHOCTN NULLEBON MPOAYKLMN pernaMeHTUPOBaHbI

@ TP TC 021/2011 TexHNYeCKUM pernaMmeHToM TaMo)XxeHHoro cot3a «O 6e30nacHOCTU NULLEBOW
npoaYyKUMNN»

2. ®enepalibHbiM 3aKOHOM Ne52-P3 «O caHUTapPHO-3NMAEMMOSIOrMYeckoM 6aronosy4mm
HaceneHmsa»

3. ®epepasibHbIM 3aKOHOM Ne29-P3 «O KavecTBe 1 6€30NaCcHOCTM NMULLEBON NMPOAYKLINN»

4. TOCT P 51074-2003 «MpoaykTbl nuuiesble. MHdopMaunsa gna notpebutensa»

MpaBunbHbiK oTBeT: 1 — TP TC 021/2011 TexHU4YECKUM persiaMeHTOM TaMo>XXeHHOoro

colo3a «O 6e30MacHOCTM NULLLEBOW NPOAYKLUN>

Moka3aTenn 6e30MacHOCTY NULEBON NMPOAYKUUM pernaMmeHTupoBaHbl TP TC 021/2011 TexHuYecKui
pernamMeHT TaMOXXeHHOro cot3a «O 6e3omnacHOCTM NuLeBon npoaykumm» n.1.1

TEXHUYECKWI PETTAMEHT TAMO>XEHHOIO COKO3A TP TC 021/2011 O BE3OMACHOCTY NMULLEEBOW
MPOOYKLUUW (c nsmeHeHnamMmn Ha 25 Hosibps 2022 roga) (1)

Bonpoc 2.

Mon 6€30MacHOCTbIO NULLLEBOW NPOAYKLIUM MOHUMAIOT COCTOSIHME MULLLEBOW NPOaYyKLINK,
cBupeTenscTBytollee 0/0b

1. COOTBETCTBUM OCHOBHbIM NOTPEBMTENBCKMM CBONCTBAM

2. OTCYTCTBUM BUAUMBIX MPU3HAKOB MOPYM

3. roTtoBHOCTU ee ynoTpebneHnsa 6e3 gononHnTeNnbHOM 06paboTkun
OTCYTCTBMWN HEAOMNYCTUMOr0o pUCKa, CBA3aHHOro C BPeAHbIM BO3OENCTBNEM Ha Yesl0BEKa U
OynyLine nokoseHus

npaBMJ‘Ibelﬁ oTBeT: 4 — OTCYTCTBMM HEAONYCTUMOrIo pucka, CBA3aHHOro C BpeagHbIM

BO3AEeUCTBMEM Ha YeJsioBeKa U 6yp,yu.|,ue NnoKoJieHusAa

Be3onacHOCTb NULLLEBON NMPOAYKLUNN - COCTOSIHUE MULLEBON MPOAYKLNK, CBUAETENLCTBYOWEe 06
OTCYTCTBUM HELOMYCTUMOrO PUCKa, CBA3AHHOIO C BpeAHbIM BO3AENCTBMEM Ha YesoBeka 1 bynyuime
rnokoneHus (TP TC 021/2011 TexHU4YeCKnin pernaMmeHT TaMOXXeHHOro cot3a «0O 6e30macHOCTY NMULLLEBOI
npoaykuum», cT. 4)

TEXHUWYECKWUI PETTAMEHT TAMOXXEHHOIO COKO3A TP TC 021/2011 O BE3OMACHOCTU I'II/ILLI,EBOI7I
MPOAYKLMW (c nsmeHeHnamm Ha 25 Hosabps 2022 roga) (1)

MedikCase * O6wan rurneHa medikcase.ru - 2


https://library.mededtech.ru/rest/documents/tp_cshhh/
https://library.mededtech.ru/rest/documents/tp_cshhh/
https://library.mededtech.ru/rest/documents/tp_cshhh/#list_item_81hamj
https://library.mededtech.ru/rest/documents/tp_cshhh/
https://library.mededtech.ru/rest/documents/tp_cshhh/
https://library.mededtech.ru/rest/documents/tp_cshhh/#list_item_4gb4os

Bonpoc 3.

JexknapnpoBaHUiO COOTBETCTBUSA NOAJIEXUT BbilMyCKaeMas B 06pau.|.eH|/|e Ha TaMOXXeHHOM TepputTopun
TamMO>XeHHOro coto3a nuiiesas NPoayKLUns, 38 UCKIOYEHNEM

@ cneumann3npoBaHHON NULLEBON NPOaYKLUN

2. pacTUTENIbHOrO Cbipbs
3. ob6e3XKnpeHHON NULLEBON MPOAYKLN

4. nuwesBon NPOAYKUUN C HA3KMMU NOTPEONTENbCKMMIM CBONCTBaMU

MpaBuinbHbIA OTBET: 1 — cneuUasIM3MPoOBaHHOW NULLLEBOMA NPOAYKLUMU

[eknapupoBaHUo COOTBETCTBUSA NOANEXUT BbiNyCKaeMas B obpalleHne Ha TaMOXXEHHON TEPPUTOPUN
TaMO)XeHHOro cot3a nuieBas NPoayKUMs, 3a UCKI0YEHNEM CNeLnasn3npoBaHHON NULLEBO NPOAYKLMN
(TP TC 021/2011 TexHn4YeckKnin pernaMeHT TaMOXXeHHOro coto3a «O 6e30MacHOCTY NMULLEBON NPOAYKLN»
cT.23 n.1)

TEXHWYECKWI PETTAMEHT TAMO>XEHHOIO COKO3A TP TC 021/2011 O BE3OMACHOCTU I'II/ILLI,EBOI7I
MPOOYKLMW (c nsmeHeHnamm Ha 25 Hosabps 2022 roga) (1)

Bonpoc 4.

NHrpeoveHToOM, KOTOPbLIA He [OJ/KHa Cofep)XaTb NuULEBas NPoAyKLUUS, NpedHa3HaYeHHaa Os
[eTCKOro NnUTaHus, aBnaeTcs

@ Kohe HaTypasibHbIii

2. conb
3. MyKa
4. caxap

MpaBunbHbIN OTBeT: 1 — KOohpe HaTypasbHbIK

VHrpeoneHToM, KOTOPbIN He A0JKHa coep)aTb NuLLeBas NPoayKUus, NpefHa3HavyeHHas Os 4eTCKOro
NMUTaHWs, IBNAETCSA Kode HaTypasibHbIN.

CornacHo cT. 8 TP TC 021/2011 TexHn4Yecknm pernaMmeHT TaMo)XeHHOro coto3a «0O 6e30nacHOCTU NULLEBON
NPOAYKLNN»

TEXHWYECKWI PETTAMEHT TAMOXXEHHOIO COKO3A TP TC 021/2011 O BE3OMACHOCTU I'II/ILLI,EBOI7I
MPOOYKLMW (c nsmeHeHnamm Ha 25 Hosabps 2022 roga) (1)

Bonpoc 5.

dopMmnpoBaHNE TEXHNYECKON AOKYMEHTALMN Ha MULEBYIO NPOAYKLUNUIO 1 NpoBeeHNe ee aHanmsa
nposoauT

1. ynpaBneHue PocnoTpebHapsopa B cybbekTe
2. ®BY3 «UI'ma» B cybbekTe

@ 3aaBuUTENb

4. akKpeauToBaHHasa nabopaTtopus

MpaBunbHbIK OTBET: 3 — 3aABUTENb

dopMUpoBaHME TEXHNYECKON OOKYMEHTALUMM Ha NULLLEBYIO MPOAYKLMIO U MPOoBeAeHNE ee aHa M3a
nposoanT 3aaBuTens (TP TC 021/2011 TexHuYeckui pernamMeHT TaMoXXeHHOro coto3a «O 6e3onacHoCTuU
MALWEBON NPOAYyKLUMUN» CT.23 N.2.2.)

TEXHWUYECKUI PETTAMEHT TAMO>XEHHOIO COKO3A TP TC 021/2011 O BE3OMACHOCTW MULLEEBOW
MPOOYKLMW (c nameHeHnamm Ha 25 Hosi6psa 2022 roga) (1) (2)
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Bonpoc 6.

B cocTaB TOHM3MpYOLWMX Be3anKorosibHbIX HANMUTKOB A0OMYyCKaeTCcs BBOAUTbL He bonee
TOHU3MpPYOWMX (ero) sewecTs (a)

1. 5
2. 3
3.1

Ok
MpaBunbHbIK OTBET: 4 — 2

B cocTaB ToHM3MpyoLwmx 6e3anKorosibHbIX HaNMTKOB AOMYCKAaeTCsa BBOAUTbL He 6osiee 2 TOHU3UPYIOLWNX
BewecTB. CornacHo cT. 9 TP TC 021/2011 TexHuyeckui pernamMmeHT TaMOXXeHHOro cotosa «0O 6e3onacHoCTuU
MALLLEBON NPOAYKLMN»

TEXHUYECKUW PEFJIAMEHT TAMOXEHHOIO COMO3A TP TC 021/2011 O BE3OMACHOCTW MULLEBON
NMPOOYKLMW (c nsmeHeHnamm Ha 25 Hosbps 2022 roga) (1)

Bonpoc 7.

CaH|/|TapHo-anmp,emmonormquKme S3KCNEeEpPTU3bl, pacciiegoBaHuA, obcnepoBaHus, nccnenoBaHms,
NCNbITaHNA N UHblEe BUAblI OLLEHOK OJ14 NoJlyHYeHNUAa CaHNTapHO-3NMMaAeMmnosiorn4eCcKoro 3akJitoHeHuns
OCYyLLeCTBNAKOTCA 3a CHeT CpencTs

1. 6opxeTa cybbekTa PO
2. 6pxeTa MyHMUUNanbHbIX 06pa3oBaHui

@ 3aaBuUTENS

4. cdepnepanbHoro bogxxeTa

MpaBunbHbLIK OTBET: 3 — 3aABUTENSA

yC)'IyFI/I, KOTOpble ABNAOTCA HeO6XOJJ,VIMbIMVI 1 ob6a3aTeNbHbIMA Ona npenoctaBneHns FOCyﬂ,apCTBEHHOVI
YyCnyrun, oka3blBalOTCa 3a CHET CpeacTB 3adaBUTENA.

Mpukas PocnoTpebHan3opa ot 05 HoAbpsa 2020 r. Ne 747. O6 yTBepXAeHUM AODMUHUCTPATUBHOIO
pernameHTa ®enepasibHOM cNy>bbl MO HaA30py B cepe 3alnThbl MpaB noTpebutenen n bnarononyyums
YyesioBeKa Mo npefocTaB/IEHNIO FOCY4apCTBEHHOM YCAYrX MO BblAa4Ye CaHUTAPHO-3MUAEMUOSIOT NYECKUX
3aKJII0YEHUI Ha OCHOBaHUN Pe3yibTaTOB CaHUTapHO-3NUAEMNOJIONNYECKUX SKCNEepTU3, paccsiefoBaHui,
obcnenoBaHU, UCCNeAOBaHUNA, NCMbITAHUIA, TOKCUKOIOMNYECKUX, TUTUEHNYECKUX U UHbIX BUAOB OLLEHOK
cobnofeHnsa CaHNTapHO-3MNAEMUNOSIONNYECKNX U TUrneHnYyecknx TpebosaHui.MNopanok, pasmep u
OCHOBaHMWS B3MMaHWUA NMaaTbl 3a NpefocTaB/ieHre yCayr, KOTopble ABAAITCA HE0OX0AUMbIMU 1
obsA3aTenbHbIMY AN NPefoCTaB/eHUS FrOCy4apCTBEHHON YCYyru, BKOYasa MHpoOpMaumio 0 MeToanke
pacyeTa pa3Mepa Takow naaTbl. N. 28. YCAyru, KoTopble ABAAIOTCA HeobXoanMbIMUK N 06A3aTeNbHbIMK 415
npenocTaBieHns rocyfapCTBEHHOM YCAYrn,0Ka3biBalOTCA 3a CHET CPeacTB 3aaBuTens; n. 26. Ycayramu,
HeobxoanMbIMU 1 06s3aTeNbHBIMU A1 NPeAoCTaBleHNs FOCYAapCTBEHHON YCyri, ABASIOTCA
CaHMTapHO-3NNAEMNONOr N4ecKmne 3KCNepTn3bl, paccienoBaHns, obcnenoBaHns, NCCIe0BaHNS,
NCMAbITAaHNA N NHbIE BUAbI OLLEHOK COBM0AEHNS CAHUTAPHO-3NNAEMNONOT NHECKNX U TUTUEHNYECKIMX
TpeboBaHW, MPOBOANUMbIE B COOTBETCTBUN CO CTaTben 42 3akoHa 52-P3.

MPUKA3 ®ELEPASIbHOW CNY>KBbl MO HAL30PY B COEPE 3ALLUUTHI MPAB MOTPEBUTENEN U
BJIACOMOJTIYHNA YHENTOBEKA OT 5 HOABPA 2020 TOOA N 747 O6 yTBEep>XAEHUN aAMUHUCTPaTUBHOIO
pernaMmeHTa enepanbHON Cy>Kbbl M0 HaA30py B chepe 3alnThbl Mpas noTpebutenen n 6naronony4ms
YyesioBeKa Mo NMpefocTaB/IEHNIO FOCYAAPCTBEHHOM YCAYrM MO BblAAa4Y€ CAaHUTAPHO-3MUAEMUOSIOT NYECKUX
3aKJII0YEHUI Ha OCHOBAHUM Pe3y/IbTaTOB CAHUTAPHO-3MUAEMUNOJIONNYECKUX IKCNEPTU3, pacCriefoBaHNN,
obcnenoBaHU, NCCNenOBaHWNA, NCMbITAHUIA, TOKCUKOIOMNYECKUX, TUTNEHNYECKUX U UHBIX BUAOB OLLEHOK
cobnoaeHns CaHNTapHO-3MUAEMNOSIONMYECKMX U TUrneHnydecknx tpebosanumm (1) (2)

Bonpoc 8.

[leknaprpoBaHNio COOTBETCTBUS MOAJIEXUT BblMyCKaeMasl B obpalleHne Ha TaMOXXEHHON TeppUTOpUM
TaMO)XeHHOro coto3a rpynna nueBor NpoayKLum
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1. ykcyc
2. HenepepaboTaHHas XXNBOTHOMO NPOUCXOXKLAEHUS
@ nepepaboTaHHas PacTUTESILHOrO NMPONUCXOXKAEHNS

4. cneunanminpoBaHHasd

MpaBunbHbLIK OTBET: 3 — NnepepaboTaHHaA pacTUTEsSIbHOro MPOMUCXOXKAEeHUS

[leknapnpoBaHnto COOTBETCTBUSA NOAJIEXUT BbllMyCcKaemasi B obpalleHne Ha TaMOXKEHHON TeppuTopumn
TaMOXXeHHOro Coo3a rpynna NuLeBon NpPoayKLUn - nepepaboTaHHas PacTUTENBHOIO NPOUCXOXOEHUS.

CornacHo cT. 23 TP TC 021/2011 TexHUYeckKnin pernaMmeHT TaMo)XeHHOro cot3a «O 6e3onacHoCTH
MULLLEBON MPOAYKLNN»

TEXHWYECKWI PETTAMEHT TAMO>XEHHOIO COKO3A TP TC 021/2011 O BE3OMACHOCTV MULLEEBOW
MPOOYKLMW (c nsmeHeHnamm Ha 25 Hos6ps 2022 roga) (1)

Bonpoc 9.

B cootBeTcTBUM C TpeboBaHusamu TP TC 021/2011 «O 6e30naCcHOCTY NMULWEBON NMPOAYKLMUN» BblAENEHO
+ + CXeMbl/CXeM OEeKNapupoBaHNSA NMULLLEBO NPOAYKLMK, NO BbIbOpy 3asiBUTENA

1. 2

2. 5

3. 10

@3

MpaBunbHbIX OTBET: 4 — 3

B cooTBeTCcTBUM C TpeboBaHuammn TP TC 021/2011 «O 6e30macHOCTM NULLEBON NPOAYKLUN» BblaesieHo 3
CXeMbl OeKIAapUPOBaHUS NULLEBON NMPoayKLUUK, rno Bbibopy 3asasutens. CornacHo cT. 23 TP TC 021/2011
TexHn4Yeckni pernaMmeHT Tamo)XeHHOro coto3a «O 6e30nacHOCTY NULLLEBON MPOAYKLNN>»

TEXHUYECKUW PEFTAMEHT TAMOXXEHHOIO COMO3A TP TC 021/2011 O BE3OMACHOCTW MULLEBON
MPOOYKLUUW (c nsmeHeHnamMmn Ha 25 Hosibps 2022 roga) (1)

Bonpoc 10.
ﬂposeueHme npon3BoaCTBEHHOI0O KOHTPOJ1A Ha obbekTax I'II/ILLI,eBOI7I MPOMBbILLINEHHOCTN obecneymBaeT

1. PocnoTpebHan3op
2. OBY3 «LeHTp rurneHbl 1 anngemMmonorum»

3. npokypaTypa
@ 3asBuUTENb

MpaBunbHbIK OTBET: 4 — 3aABUTEJb

MpoBeneHne NPoN3BOACTBEHHOINO KOHTPOJIA Ha 06beKkTax NULLEBON NPOMBbILLIEHHOCTU obecneynBaeT
3agBuTenb. CornacHo cT. 23 TP TC 021/2011 TexHU4Yeckui pernaMmeHT TaMO)XeHHOro cot3a «O
6e30MacHOCTY MULLEBON NPOOYKLIN»

TEXHWYECKUW PEFJTAMEHT TAMOXEHHOIO COMO3A TP TC 021/2011 O BE3OMACHOCTW MULLEBON
NPOAYKLWW (c nsameHeHnamm Ha 25 Hoabps 2022 roga) (1)

Bonpoc 11.

Mpw ocyLiecTBAEHUN NPOLLECCOB NMPOMU3BOACTBA (M3roTOBAEHNA) NULLLEBON NPOOYKLNN, CBA3AHHbIX C
TpeboBaHMsMUM 6e30MacHOCTU TaKoW NPOAYKLMN, N3roTOBUTESb [OJIXKEH pa3paboTaTb, BHEAPUTL U
nognep)XmesaTb npouenypbl, OCHOBaHHble Ha npuHumnax XACCI1, B COOTBETCTBUN C

MedikCase * O6wias rurueHa medikcase.ru - 5


https://library.mededtech.ru/rest/documents/tp_cshhh/
https://library.mededtech.ru/rest/documents/tp_cshhh/
https://library.mededtech.ru/rest/documents/tp_cshhh/#list_item_27mp0j
https://library.mededtech.ru/rest/documents/tp_cshhh/
https://library.mededtech.ru/rest/documents/tp_cshhh/
https://library.mededtech.ru/rest/documents/tp_cshhh/#СТАТЬЯ_23_ДЕКЛАРИРОВАНИЕ_СООТВЕТСТВИЯ
https://library.mededtech.ru/rest/documents/tp_cshhh/
https://library.mededtech.ru/rest/documents/tp_cshhh/
https://library.mededtech.ru/rest/documents/tp_cshhh/#СТАТЬЯ_23_ДЕКЛАРИРОВАНИЕ_СООТВЕТСТВИЯ

1. ®epepanbHbIiM 3aKOHOM Ne 52-03 «O caHUTapPHO-3NMAEMNOSIOrNYecKoM 6arononyymm
HaceneHusa»

2. T'OCT P 51074-2003 «MponykTbl nuuiesble. MHpopmauvs onsa notpebutena»
@ TP TC 021/2011 «O 6€30NacHOCTM NULLEBOW NPOAYKLIMN»

4. lMpukasoM PocrioTpebHansopa oT 19 utonsg 2007 Ne 224 «O caHUTAPHO-3INUAEMNOIOTNYECKNX
aKcrepTumsax, obcnenoBaHUAX, NCCNeAoBaHNAX, UCMbITAHUAX U TOKCUKOJIOFNYECKUX,
rMrMeHNYeCckKux N NHbIX BUAax OLEeHOK»

MpaBunbHbIK oTBeT: 3 — TP TC 021/2011 «O 6e30NacHOCTU NULLEBOW NPOAYKL UK

B cootBeTcTBMM ¢ TP TC 021/2011 «O 6€30MaCcHOCTM NULLEBON MPOAYKLNN» NPU OCYLLECTBEHUN
MpoLIeccoB NMPon3BOACTBa (M3roTOBJIEHUS) MULLEBON NPOAYKLWN, CBA3AHHbIX C TpeboBaHUSMM
6e30MacHOCTU Takon NPOAYKLMK, N3FrOTOBUTESb A0/KEH pa3paboTaTb, BHEAPUTb N MOALEPKMBATb
npouenypsbl, OCHOBaHHble Ha npuHumnax XACCIM (c1.10.n.2)

TEXHUYECKUW PEFTAMEHT TAMOXEHHOIO COMO3A TP TC 021/2011 O BE3OMACHOCTW MULLEBON
MPOAYKUWMWU (c nameHeHmnamm Ha 25 Hos6ps 2022 roga) (1)

Bonpoc 12.

OcHoBoW onsa hopMMpPOBaAHUA HAaLMOHAIbHON CUCTEMbl YNpaB/eHUS Ka4eCTBOM MULLLEBON NMPOAYKLIUN

ABNSETCA

@ CTpaTeruvs nosbllEeHUs KayecTBa nuLLesor npoaykuum B Poccunckon ®epepavmm go 2030
roga

2. OepepasnbHbI 3aKOH Ne29-P3 «O KavecTBe 1 6€30NaCcHOCTY NMULLEBON NPOAYKLNN»

3. ®epepanbHbi 3aKOH Ne 52-®3 «O caHMTapHO-3INNAEMMONIOrNMYeckom bnarononyymm
HaceneHusa»

4. TP TC 021/2011 «O 6e30naCcHOCTY NMULLEBON NMPOAYKL N>

MpaBunbHbIK oTBeT: 1 — CTpaTerusa NoBbiLLEeHUA Ka4YecTBa NULLEBOW NPOAYKLUUM B

Poccumckon depepauuu ao 2030 roga

«CTpaTerunsa nosbIlWEeHNa KavyecTBa NuLLeBon npoaykumm B Poccnnckon ®epepauunn o 2030 roga»
ABNAETCA OCHOBOM A1 (DOPMUPOBAHNSA HAaLLMOHaIbHON CUCTEMbI yrpaB/ieHNss Ka4eCTBOM NULLEBOM
npoaykumm asnsetcs (cT.1)

PACIMOPSAXXEHUE OT 29 NOHA 2016 TOOA N 1364-P [Ob YTBEPXXIOEHWW CTPATEI A MOBbLILLIEHNSA
KAYECTBA MULLEBOIW MPOOYKLMN B POCCUNCKON ®EOEPALAN 0O 2030 FOOA (1)
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