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OO0mue cBeeHus.

C 29.12.2006 roma BCTyImwI B cwily Iprka3 MuH3npascolpa3Butusi Poccun
or 30.10.2006 Ne 735 «O06 yrBepXIeHUM AJIMUHUCTPATUBHOTO perjaMeHTa
®enepaabHO CIyXObl IO Ham3opy B cdepe 3ApaBOOXpaHEHUS U COLUAIBHOIO
pPa3BUTUS IO KUCIIOJHEHUIO TOCYIApCTBEHHOM (DYHKILIMU MO PErUCTpaluy U3ACIUi
MEIUIIMHCKOTO Ha3HaueHus» (peructpanuss Muniocra Poccun ot 30.11.2006 No
8542).

B cootBercTBUM ¢ AIMMHMCTPATUBHBIM pErJIaMEHTOM, pPerucTpalus
U3ACIUI MEOUIMHCKOTO Ha3HAUYeHUsSI TMPEACTaBIsSIeT CO0OH ToCydapCTBEHHYIO
KOHTPOJbHO-HAN30PHYIO (YHKLMIO, ucnonHsgeMylo DenepanbHoi CIIy:KO00il I10
Haa30py B cdepe 3ApaBOOXpPAaHEHMSI M COLMAIBHOIO Pa3BUTHS C LEIbIO JOITyCKa
U3IeMii MEOUIMHCKOTO Ha3HAYeHMsI K IPOU3BOACTBY, HMIIOPTY, IIpoJaxke U
NpUMeHeHMIo Ha Tepputopun Poccuiickoit denepauumn.

Hacrosmpymu MeToguyecKuMu PEKOMEHIALSIMU MOTYT
PYKOBOJIICTBOBAThCSI KaK CTPYKTYpHbIe moapaszaeneHusi MenepalbHON CIyxKObI I10
Ham30py B cdepe 3ApaBOOXpPAaHEHMS U COLMAJIBHOIO pPa3BUTHSI, HAyYHO-
HCCEA0BATEIbCKUE, OIBITHO - KOHCTPYKTOPCKHWE OpraHu3alyu, JIeYeOHO -
NpoPUIAKTUYECKUE  YYPEKIACHUS, npodeccuoHaabHbIE accouuauuu U
00beAUHEHUS PEIIIPUITUN -ITPOU3BOIUTEIIEIA U3IEIUIA MEIULIMHCKOTO
Ha3HAYE€HMSs, SKCIIEPTHbIE OpPraHM3alluK, OCYILECCTBIISIONINE SKCIEPTU3Y KauecTBa,
3(P@EKTUBHOCTU M OE30IaCHOCTU MEAULIMHCKUX W3JEJINA, TaK W Apyrue
IOPUANYECKHUE JIMLIA, OCYILUECTBISIONIME PErMCTPALMIO M3ACAMM MEIULMHCKOIO
Ha3HA4YeHMUsI.

Perucrpauuyu nomiexar Bce U3AEAMS  MEAMIIMHCKOTO  Ha3HA4YeHMS,
npeanojaraéMbie K MEIMIIMHCKOMY IIPMMEHEHMIO Ha Tepputopuu Poccuiickoit
®engepaud 1M BKJIOUYamIIMe B cebs1 IpUOOpHI, ammapaTbl, WHCTPYMEHTHI,
YCTPOMCTBA, KOMIUIEKTbI, KOMILJIEKChI, CUCTEMbl C MPOrPaMMHBIMM CpPEICTBAMMU,
0o0opydoBaHME, MPUCIIOCOOJEHMSI, TEPEeBA30YHbIE W  IIOBHbIE  CpEACTBA,
CTOMATOJIOTMYECKME MaTepuaibl, HAOOPhl PEareHTOB, KOHTPOJbHbIE MaTepuaiabl U
CTaHAapTHBIE 00pa3libl, KAIMOpPAaTOpbl, pacXOAHbIe MaTepHUaJibl IS aHAIU3aTOPOB,
U30eaus W3 TIOJMMEPHBIX, PE3MHOBBIX M MHBIX MaTepUaAIOB, IPOrPaMMHOE
obecrneyeHrue KOTOpbIE MPUMEHSIOT B MEAUIIMHCKUX LIEJISIX 110 OTAEAbHOCTU WU B
COYETaHUM MEXIy CO00I 1 KOTOpbIE MpeaHA3HAYECHbI JJIs:

npoguiakTuku, AUArHocTUkKU (in  vitro), Je4yeHus 3a0o0JIeBaHMIA,
peaduInTaluu, MNpOBEACHUS  MEAULUMHCKMX  HOpOoLEeayp, HCCIeJOBaHUI
MEAULMHCKOTO XapakTepa, 3aMeHbl M Moau(UKaALUMM 4YacTeil TKaHel, OpraHoB
YyeJIOBEKa, BOCCTAHOBJICHMSI WJIM KOMIIGHCALIMU HapYyLIEHUA WIM YTpauyeHHBIX
pusunosiornyeckux (pyHKIMI, KOHTPOJSI HaJ 3a4aTueM;

BO3JCKMCTBUS HAa OpraHM3M 4ejJoBeKa TakKuMM o0pa3oM, UTO MX
(byHKLIMOHAJIbHOE  Ha3HAuYeHME  He  peajM3yeTrcss  MyTeM  XMMUYECKOro,
(hapmMakoJIOrnYecKoro, WMMYHOJIOTHUYECKOTO WIN MeTab0JIMYECKOTO
B3aMMOJEHCTBUSI C OPraHU3MOM YeJIOBeKa, OJHAKO, CIIOCO0 IeNCTBUSI KOTOPBIX
MOXET MOIAePKUBAThCS TaAKUMU CPEACTBAMU.
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[lepeyeHb JOKyMEHTOB, mpeacTaBiisieMbIx B DenepalbHyO CIyKO0Y IO Ham30py B
cdepe 3a0paBOOXpaHEHMS M COLIMAIbHOTO Pa3BUTUS IJIS1 peTUCTPALMU U3ACTUN
MEIULIMHCKOIO Ha3HAYEHUSI

1. ommch mpeacTaBiIsieMbIX JOKYMEHTOB B 2 3K3.;

3asgBJIEHME O PETUCTPALMU U3IEJINS MEIULIMHCKOTO Ha3HAYEHMS B 2 9K3.';

3. TOKYMEHT, CBUAETEIbCTBYIOIIUI 00 OIlJlaTe roCyIapCTBEHHOM MOILIMHBI (8
cayuasnx, npedycmompenHnuix Poccuiickum 3akonooamenvbcmeom);

4. cmpaBka 00 U3IeIUM MEAULIMHCKOIO Ha3HAUYEHUST

5. DIOKYMEHTBI, TTOATBEPXKAAIONIE PETUCTPALIAIO0 OPraHU3allMU-U3TOTOBUTEIIS B

Ka4yeCcTBe IOPUANYECKOTO JIMLA: 6bIMUCKA U3 e0UH020 20CY0apCmEeHH020

peecmpa wpuduueckux auy (EIPIOJI), ewvinucka u3 peecmpa KOMNAHUIL,

gvl0aeaemass  YNOJAHOMOYEHHbIM  OP2AHOM 8  CMpaHe  pecucmpauyuu
npouzeooumens *;

0.I0BEpEHHOCTb WJIM 3aBEPECHHYI0 KOMWIO OOroBOpa B TOM Ciy4yae, eCiu

3asiBUTEJIEM HE SIBJISIETCS M3TOTOBUTEJb M3ICINS MEIUIIMHCKOTO Ha3HAYCHUS C

NPONUCAHHBIMU ~ NOAHOMOHUSAMU  3A16UMeNs (6kawuas  ogopmaeHue

pecucmpayuoHH020 YO0CMOo8epeHust Ha UM 3a58Umens) *;

7. DOKYMEHTBI, MNOATBEPXOAIOIINE COOTBETCTBUE YCJIOBUMA MOPOMU3BOACTBA
U3OeINg  MEIWIIMHCKOIO Ha3HadyeHusl TpeOOBaHMUSAM 3aKOHOIATEJIbCTBA
Poccuiickoit  ®epepanny,  MeXIyHApOOHBIM  TpeOoBaHUSIM™:  axkm
K8aAUupUKAUUOHHbIX UCNLIMAHULL U/UAU  AUUEH3US HA NPOU3B0OICMEO
MeOUUUHCKOU MexHUKU, cepmucghukam/oekrapayus’* coomeemcmaeus
YCA08ULL npou3800cmea u Kavecmea npooykyuu mpebosanusm Eeponeiickoli
dupexmuevr CE 93/42 (0aa peacenmoe u anaauzamopoe CE 98/79),
cepmugukam®  coomeemcmaeuss  YCAOBUU  npouzeodcmea  uzoeaus
mpebosarnusm cmandapma 1SO 9001:2000 u/uau 1SO 13485:2003;

8. IMpOeKT  HOPMATUBHOTO  JOKYMEHTa BMeECTe C  JTOKyYMEHTaMH,
MOATBEPKIAIOMIMMA COOTBETCTBUE W3S MEAUIIMHCKOTO Ha3HAYCHUS €TO
TpeOOBaHUSIM, TUOO TPEOOBAHUSIM TEXHUUYECKUX YCIOBUM, TUOO CTaHIAPTOB
(NpomoKoabl UCNbIMAHULL, HeoOX00UMbIX 045 O0AHHO020 6U0a NPOOYKUUU:
NPUEMHBIX MEXHUUYEeCKUX UCHbIMAaHUll (045 31eKmponpubopoe Heooxooumo
npomokoa IMC), mokcukosoeuueckux UCNbIMAHULL,  MEeOUUUHCKUX
ucnolmanuil (He MmeHee 2X NPOMOKOAO8 U3 PA3IUYHBIX MEOUUUHCKUX
yupecoeHuii);

9. PYKOBOICTBO MO 3KCIUTyaTalluu U3IEJINS MEIUIIMHCKOTO Ha3HAYCHUS

10. TIpPOEKT MHCTPYKLMMU IO MEIUIMHCKOMY IPUMEHEHUIO TIPU PETUCTpALlAUN
(pu3moTepaneBTUYECKUX  almapaToB M  peareHToB  (HAOOpoB)  1Jisd
IUArTHOCTUKM (in  Vvitro), CaMOCTOSTEIbHO MCIIOJIb3YEeMbIX KOHEUYHBIM
moTpeduTeeMm', corylacoBaHHasI PYKOBOIUTEIEM YUpEXKICHMUS,
IMPOBOJMBIIETO MEIUIIMHCKNE VCTTBITAHUS.

N

JaHHbIE JTOKYMEHTBI MOJKHBI MPEACTaBISAITbCSI B ABYX 9K3eMILIIpax - Ha
3JIEKTpOHHOM (B (popmaTte Word) 1 OymMakHOM HOCHUTEJISIX
* MOKyMeHThI 1181 peructpaiuu MMH 3apyGexkHOro mpou3BoACTBa
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TpeOoBaHus, NpeabsBiIsieMble K JOKYMEHTAM:

L. Bce nokyMeHTBI (32 MCKIIOYEHMEM HOTApUAIbHO 3aBEPEHHBIX
JOKYMEHTOB) MJISI PETMCTpaldM M3ACAMS MEAMIIMHCKOIO Ha3HAUeHUsS IODKHBI
ObITb 3aBepeHbl IIOAMUCHI0 M TIEYATbIO YIMOJIHOMOYEHHOTO JMIA 3asiBUTENIS
(BKJTIOYAsI TIPOTOKOJIbI UCTTBITAHUIA).

2. Bce mOKyMeHTBI sl perucTpauuy M3AeausT  MEOULIMHCKOIO
Ha3HAYeHWs! JODKHBI TIPEACTARISITCS HAa PYCCKOM  S3bIKe, JIMOO UMETh
HOTApUAILHO 3aBEPEHHBIN MIEPEBOI HA PYCCKUI S3BIK.

3. [MpencTaBasoTcsl  JIeTATM30BaHHBIMU' (c  amoctwieM — WM
KOHCY/IBCKUM 3aBepeHMEM) JOKYMEHTbI MHOCTPaHHBIX TOCYIapCTB:

- 3adBJIcHKUE (B TOM ClIy4yae, €CJIM 3asiBUTEJIEM SIBJISIETCSI IOPUIAYECKOE

JIMLIO, 3aperMCTpUpPOBaHHOE BHE TeppuTtopun Poccuiickoit Denepariyin)

- JOBEPEHHOCTh WJIM KOIMUS TOroBopa (B TOM cjydae, €Civ 3asiBUTESIEM

HE SIBJISIETCS] UBTOTOBUTEIb U3AEINS MEIULIMHCKOTO Ha3HAYCHMS]);

- JOKYMEHTbI,  ITOATBEPXKAAIOIIME  PETMCTPALiMI0  OpraHu3aLMu-

M3TOTOBUTENSI B KAYECTBE IOPUINYECKOTO JIULIA;

- JOKYMEHTHI, TTOATBEPKIAIOILINE COOTBETCTBUE yCIIOBUI
MPOM3BOACTBA M3ICIMS MEOUIIMHCKOIO Ha3HAYeHWSI M COOTBETCTBUE
MU3IEIUS MEIUIIMHCKOIO  MEXIyHApOAHbIM TpeOOBaHUSM (TpeOOBaHUSIM
3akoHomarenbeTBa Poccuiickoit Menepanin).

4. Ko g0KyMEHTOB HOJDKHBI ObITh YETKMMM, YMTAEMbIMHU, BKIIIOYAST
MMEIOIIMECs Ha HUX T1eYaTu 1 TTOAIICH.

3. JIOKYMEHTBHI TPEACTABISIIOTCS B Marke (CKopoclluBarene), Wid B
(paiine-BkanpIe TMa «bantex».

6. OdopmiieHHBIE  perMCTpalMOHHBIE  YIOCTOBEPEHMSI  BbIIAIOTCS
YIOJTHOMOYEHHOMY MPEACTABUTEIIO 3asiBUTEINSI CTPOIO IO JOBEPEHHOCTH.

TemedoHb! s 3amch Ha npreM: 698-22-90, 698-30-97, 698-42-83, 698-
30-98 - nns 3asgBUTENICH HA PETMCTPALIMIO U3NCIWMIA MEAULIMHCKOIO Ha3HAYCHUS
OTEUECTBEHHOro mnpowm3BoAcTBa; 698-43-01, 698-42-96, 698-27-18 - g
3asBUTEJIC Ha PErMCTPaLVIO M3IEIWI MEIULIMHCKOTO Ha3HAYeHMsl 3apyOeskKHOro
MPOM3BOICTBA;

[Tpyem TOKYMEHTOB ISl PeruCTpalyy U30SIiA MEAULIMHCKOTO Ha3HAUCHUSI
npousBoautcs no aapecy: 109074, Mocksa, CnaBsiHcKas Tuiowianp, a. 4, cp. 1, 5-
i1 mombe3n, kaouHeT No 107. Bpemst padotsl: exxenHeBHo, ¢ 10.00 mo 16.00. TTpn
cebe MMETh MacIiopT.

'~ He JeraM3yIoTCs TOKYMEHTBI OT TOCYIApCTB, ¢ KOTOPbIMU Y Poccun mmerorcs
patudULPOBaHHBIE TOTOBOPHI O MPABOBOI MTOMOILIN.
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Onmuch 1OKyMEHTOB

Hacrosiym ynoctoBepsieTcsl, UTo ,
(DUO)

3a4BUTC]Ib

(HaMEHOBAHYE TIPEITIPYSTHSI-3asIBUTEIIST)

MpeacTaBwiI, a mOpeacraButesib Poc3opaBHam3opa MNPUHSUT  HUDKECISMYIOLINe
JOKYMEHTBI  JUIS  pEeTUCTpaldy  M3AeAS  MEOWLIMHCKOTO  Ha3HAYCHUS:

(HaVIMEHOBAHYIE VI3IEINST)

No HaumeHoBaHue nokymMeHTa KomuuectBo | KomyectBo | OtmeTka o
T 9K3. JIUCTOB HaIM4uun

Iommick 1 eyath 3agaBUTENI

JIOKyMEHTBI caat: JIOKYMEHTBI TIPUHSLT:

110 JOBECPCHHOCTH

(®PUO, monmmicyk) (PUO, mommick)

« » 200 TI.




7

®opma 3asdBICHUS Ha PErUCTpalvIo (BHECEHHUE
M3MEHEHMII B PETMCTPALIMOHHYIO JOKYMEHTALIUIO)
MMH 3apybexXHoro npousBoaCTBa

B ®denepanbHyto cityxk0y Mo HanA30py

B cdepe 31paBOOXpaHEHUS 1

COLIMAJIbHOTO Pa3BUTUSI

3AABJIEHUE (Ha GiaHke 3asiBUTEA)
O PerUCTPALIUU U3MIEIMS METULIMHCKOTO HA3HAYEHUS /BHECEHUU U3MEHEHU ' B
perucTpaluoHHy0 fokKyMeHTauo PY No  (HeHyxkHOe yOpaTh).
Hacrogaimum

(HanmenoBanue 3asButensi, cTpaHa, IOPUANYECKUN aipec, TIOYTOBBIN anpec, TenedoH, dakc, e-mail)

CcOOOIIIAeT O CBOEM XKeJaHWM 3aperucTpUpoBaTh U3AEAME MEIMLMHCKOrO Ha3HAaYeHUsI
(u3nenve MEOWIIMHCKOM TEXHUKM) /BHECEHUM W3MEHEHUMM B  PErMCTpPalUOHHYIO
nokymeHTaluuo PY No B cBsi3u ¢ — (HeHyXHOe yOpaTh):

(HaMMEeHOBaHUE M3METUS C YKa3aHWeM KOMITIeKTaimm)2[2]

MIPOM3BOICTBA:

13}
(HaumeHoBaHue ¢hupMbI-U3roTOBUTENS, CTPaHa, IOpUINUECKUil aapec, TenedoH, dake, e-mail)

PerucrpamonHoe ymoctoBepeHre opOpMUTh Ha

(HHI/IMCHOBHHI/IC IOpUINYECKOTO JINIIA,

WHIWBUAYaTbHOTO TPENITPUHUMATENS, CTpaHa, IopuandecKuii anpec, TenedoH, dakc, e-mail)

YkazaHHoe N3ACINE OTHOCUTCA K KIIacCy MNOTCHLMAJIbHOIO pUCKa U MOXET
IIPUMCHATBHCA B

(Yka3biBaeTcs

chepa mpuMeHEHWS U3AETHS)

Kon, B cOOTBETCTBMY ¢ HOMEHKJIATypHbIM KJIacCU(DUKATOPOM

(npuka3 PocanpaBHanzopa ot (09.11.2007 Ne 3731-I1p/07)

Sl moaTBEepXKIAal0 BCIO TMOJHOTY OTBETCTBEHHOCTH 3a BO3MOXHBIC HEraTUBHBIC MOCJICACTBUS
MPaBWILHOTO TIPUMEHEHUSI W3AENUsT MEOUIIMHCKOrO Ha3HaueHWs M HapylleHue IIpaB
WHBIX JIULL TIPY UMIIOPTE U MpoJaXkKe M3Aeus MEIUIIMHCKOro Ha3HAavYeHUs Ha TepPUTOPUU
Poccuniickoit @enepanmn.

B Poccuiickoit Denepauun 3aperuCTPUPOBAHEI aHajgoru "

Z[OJDKHOCTb, IMOoAIMUCH U TI€eYaTh 3asiBUTEJIA.
Hata

"' TIpu BHECeHNMM U3MEHEHMIA B PErVCTPALIMOHHYIO JTOKYMEHTALIMIO YKA3bIBaTh MPUUMHY.

*121 KomIuteKTaLmsl yKa3bIBaeTcs B MPWIOXKEHUH K 3asIBIEHIIO Ha OyMakHOM U 37IEKTPOHHOM HOCHTEISIX.

* TlepeueHb 3aBOIOB-M3TOTOBUTENEH YKA3bIBAETCS B MPUIOKEHUM K 3asBICHMIO HAa OyMakHOM M 3JIEKTPOHHOM

HOCHTEJISIX.

‘' Tlpy HamMuMM 3aperMCTPUPOBAHHOTO AHATIONA YKA3bIBAETCS €r0  HasBaHMe, N  PpernCcTpaLOHHOIO
VIOCTOBEpeHUs M TpPUK/IAILIBAETCS CPABHUTENbHAS TAOMMLA XApaKTePUCTMK DPervicTPUPYEMOro M3Ienus U
aHaIora.



®opma 3asiBieHus Ha pervcrpauuio UMH
OTEUECTBEHHOI'O TTPOM3BOJICTBA
3asBieHue
(Ha OnaHKe 3asiBUTEJIsS)
PykoBogutenio ®denepaibHoit
CIyXOBI IO HaA30py B cdepe
31paBOOXPAaHEHUS U COLIMAJIbHOIO
pa3BUTUS
Mcex. No oT

109074, MockBa, CnaBsHcKas

mi., 1. 4, ctp. 1
[poriry npounsBecTy perucTpalnio U3Aeans MeTMIIMHCKOro HazHaueHus (nanee - MMH)

(HaMeHOBaHMe M3IEUS MEIUIIMHCKOTO Ha3HaYeHUs ¢ yKa3aHMeM HOMepa TeXHUYECKUX YCIOBUN U
KOMITJICKTAIII)

SAABUTEIIb

(HaMeHOBaHMe 3asiBUTENIS, CTpaHa, IOPUINYECKUi anpec, pakTmdeckuii aapec, TeinedoH, dakc, E-mail, MTHH)

OUPMA-ITPOU3BOJUTEIIb UMH

(HamMeHOBaHUe, CTpaHa, PUINIECKUIA anpec, IMOYTOBEIM aapec, TeaedoH, pakc, E-mail, UHH)

ITPEATIOJIATAEMAS COEPA ITPUMEHEHMA UMH

MPEJINTOJATAEMbBIN KJIACC IMTOTEHLIMATTBHOTO PUCKA MTPUMEHEHUA
(mo TOCT P 51609-2000)
KO, B COOTBETCTB1H C HOMEHKJIATYPHBIM KJITACCUD®UKATOPOM

(mpuka3 PocznpaBHanzopa ot 09.11.2007 Ne 3731-T1p/07)

[TonTBepxaaw OTBETCTBEHHOCTh 3a BO3MOXHBIE HETATUBHBIE ITOCJIEACTBUS
MPaBUJIIbHOTO IMTPUMEHEHUS U3IEJIUSA MEAULIMHCKOTO Ha3HAYECHMUS.

I[TonTBEepXmarw OTBETCTBEHHOCTb 3a HAPYyLIEHWE TNpaB MHBIX JUI TIpU
MPOU3BOJACTBE, MMIIOPTE M TMPOJAXE U3AEIUSI MEIMLIMHCKOrO Ha3HA4YeHUs Ha
Tepputopuun Poccuiickoii Menepauuu.

CBEAEHUA OB AHAJIOTAX WMMH, 3APETMCTPMPOBAHHBLIX B POCCUMCKON
OENEPALINU

(Mpy HATMYKMK B BUIIE TaOJIUIIbI)
PykoBoaurtenb

(IOTXHOCTBH) (moanuch U nevyaTh 3asaBUTENS) (N.0.®amunus)




dopmMma 3agBiIeHNs] Ha BHECEHNE M3MEHEHUI

B PETUCTPALIMOHHYIO JOKYMEHTALIMIO Ha
MMH oteyecTBeHHOrO IIPOM3BOACTBA
3agBieHue
(Ha 61aHKe 3asiBUTEJIS)

PykoBonutenio ®denepanbHoii
CJIyXObl MO Haa30py B cdepe
3IpaBOOXpaHEHUS U COLMAIbHOTIO

pa3BUTUSA
Mcx. No OT

109074, MockBa, CnaBssHcKas
nn., a.4,crp. 1
I[Ipolily BHECTH M3MEHEHUS B PETMCTPALIMOHHYIO JOKYMEHTALMIO Ha U3IEINe MEIULIMHCKOIO
Ha3HaYeHUs

(HaMlVICHOBaHI/IC N3ACIA MEIULIMHCKOIO HAa3HAYCHMSA € YKa3aHUEM HOMEPA TEXHMYCCKNX yCJ'lOBl/Il‘;l n
KOMIUIEKTALIVN)

B CBSI3U:

- C OKOHYaHMEM CpOKa JCHCTBUSI PETUCTPALIMOHHOIO YIOCTOBEPEHNS;

- C U3MeHeHreM (POpPMBbI COOCTBEHHOCTH OPraHU3aLMKM M3TOTOBUTEIISI WM 3asIBUTEIS;
- C I3MEHEHNEM HaMEHOBAHMSI U3AEINS MEIULIMHCKOIO Ha3HAYCHMS,

- C UIBMEHEHUEM HaVIMEHOBAaHWS OPraHU3aLMY 3asBUTENS WIA U3TOTOBUTEIIA U T.JI.
SAABUTEIIb

(HauMeHOBaHWE 3asIBUTENISI, CTPaHA, IOPUINUIECKU anpec, hakThieckuid afapec, teiedoH, dakc, E-mail, UHH)

OUPMA-ITPON3BOIUTEIb UMH

(HaMeHOBaHWE, CTpaHa, IOPUIMYECKUIA aipec, TIOUTOBBIA aapec, TenedoH, dakc, E-mail, UTHH)

[MTPEATIOJIATAEMASA COEPA TPUMEHEHMA UMH

MIPE/INIOJIATAEMbIN KJTACC TIOTEHLIMATTBHOI'O PUCKA TTPMUMEHEHUA
(mo TOCT P 51609-2000)
KO, B COOTBETCTBMU C HOMEHKJIATYPHBIM KITACCU®UKATOPOM

(npuka3 PocanpaBHanzopa ot 09.11.2007 Ne 3731-I1p/07)

[TonTBepkaa OTBETCTBEHHOCTh 3a BO3MOXKHBIE HETaTUBHBIC MOCICACTBUSI MPABUILHOIO
MPUMEHEHUS U3IEINSI MEIULIMHCKOTO Ha3HAUCHMSL.

[TonTBepka0 OTBETCTBEHHOCTh 3a HApYILUEHWE IMpaB WMHBIX JIMI[ MPU IIPOM3BOICTBE,
UMITOpTe U TIpofaXe M3AeAMs MEOUIIMHCKOIO Ha3HayeHMsT Ha Tepputopun Poccuiickoit
Denepaliyu.

CBEJEHHS OB AHAJIOTAX WMH, 3APETMCTPUPOBAHHBLIX B POCCUNCKON
OEIEPALIMA

(Mpy HAMYKMK B BUIE TaOIMIIbI)
PykoBoanutenb
(IOKHOCTB) (moamuch U nevarb 3asiBUTEIS) (N.0.®Pammmms)
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®opma PUIoKEHNST K 3asIB/ICHHIO

ITpunoxeHue K 3asIBJICHUIO Ha PErUCTpaliMio (BHECEHUE U3MEHEHUI B
perucTpaluMoHHYI0 n1oKymeHTauuwo Ha UMH)

B npunoxcenuu K 3as161eHUl0 yKaszvléaemcs cocmae u3oeauss MeouyuHcKoz2o
HAa3HaYeHUsl (uzoenus MeOUUUHCKOLL MEexXHUKU): NPUHAONEHCHOCMU,
KOMNAeKmyuue, pacxooHvle Mamepuanvl, npousgooument u m.o.

PyxoBoauTenb
(IOKHOCTB) (moamuch 1 nedyath 3asBUATEIS) (N.0.Damvmmast)
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®dopMma cipaBKH

CIIPABKA

00 N34€/IMA MECAUMIINHCKOIo HA3HAYCHU A

. HaumeHnoBauue nsnenus.

OmnvcaHue u3aeius.

2.1.ACCOPTUMEHT C yKa3aHUEM KaTaJOXHOIO0 HOMepa.
2.2. HazHaueHue.

2.3. OCHOBHBIE TEXHUYECKUE XapaKTEPUCTUKM.

2.4. Onucanue U QyHKIIUU.

Omnmcanne TpPUHINANA ACHCTBUS W3ACAUs JMOO CChUIKa Ha HayYHO-
000CHOBaHHBIN MEXaHM3M €ro NeiCTBUST (MOXHO CChUIAThCS Ha MEIMIMHCKYIO
TEXHOJIOTVIO WIA METONMKY, YIBSPKICHHYIO B YCTAHORICHHOM TIOpSIIKE, HaydHO-
HICCIIEIOBATEITECKYIO padorty, TIPOBEIICHHYIO JieueOHO- VUTAKTYCCKIM
YUIpEXKACHUEM).

CaeneHust 000 BceX MMEIOIIMX OTHOIICHHWE K MPWHIMITY ACHCTBUS (MM
MEXaHM3MYy JeiCTBUs) (DYHKIIMOHAIBHBIX XapaKTePUCTUKAX W3NS, TaKUX
KaK ero Iu3aifH, MCITOJb3yeMble MaTeprualbl M (PU3MUYECKHIE CBOMCTBA.

Nudopmanusa o chepax npuMeHeHUsT U3IeIUsI, BKIIoYasi KpaTKoe OIMcaHue
3a00JieBaHUII WIU COCTOSIHUI YCJIIOBCKA, IIpM KOTOPbLIX OJAHHOC MUN3OCINUC
MOXKET HUCITOJBb30BATbCA IOJAd AMArHOCTUKU, JICUCHUA, HpO(bI/IJIaKTI/IKI/I NN
ViIyqymueHHuA COCTOAHMA, BKIIO4YaAA, 110 BO3MOXKHOCTHU, OIIPCACIICHUC YaCTOThI
BCTPECHACMOCTU  TaKUX 3a00JieBaHUl WM COCTOSTHUU (C YKazaHNEM
BO3MOXHOCTHM UCITOJIb30BAaHUSI B PA3IMUHBIX YCJIOBUSX: CTAllMOHAPHOE, TEPEIBIKHOE,
MepeHOCHOE, MCIIOJIb30BaHWE B MEAMIIMHCKMX TPAHCIIOPTHBIX CPEACTBAX, B ITOJIEBBIX
YCIOBUSIX M T.J.).

J1o/KHOCTh, MOAMNMUCH U TeYaTh 3asiBUTEIIS

Jlata

[TpumeuaHue: K cnpaBke Mpuiaraercs ororpadpust U3Aeaus Win

WUTIOCTPUPOBAHHBI MaTepral
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JIOKyMeHTbI, IOATBEPKIAIOIIME PETUCTPALMIO OPraHU3AIMA-U3TOTOBUATEIS
M OPraHM3alMM-3asBUTE/ISI B KAYeCTBE I0PUINYECKOro JIMIA

JIOKYMEHTBI BBIIAIOTCS TOCYHAPCTBEHHBIM OPraHOM, OCYILECTBIISIOLLMM
PETUCTpaLIUIO TIPEANPUSITUI, KoMIaHuid U ¢pupM. K HMM OTHOCSTCSI TOproBble U
MPOMBIIUIEHHBIE — TTAJaTbl, JIOMa PETUCTpAllM  KOMIIAHW,  YIIPABJICHU
TOCYIapCTBEHHOIO PEECTPa COOCTBEHHOCTH, 3€MEJIbHBIE CYNIbI U TIP.

JIOKYMEHTBI O PETrMCTpalM OPraHU3alM-U3rOTOBUTEIS M OpraHM3aliM-
3asBUTEJII  JODKHBI  COIEPXKAThb CACAYIOIIyI0 WHGOpPMALMIO: HaMMEHOBaHUE,
PETYCTPALIMOHHBIA HOMEp, BWI JOEATEJIbHOCTU, IOPUAMYECKUIA aapec, dopma
COOCTBEHHOCTHM, COCTaB PYKOBOICTBA WIM BJIAIENICL] OpraHM3ali-U3TOTOBUTEIIS,
nepeyeHb NOoApPa3ICICHNI U JOYEPHUX KOMITAHUIA.

Eciu 3asiButenieM BBICTYHAeT POCCUIACKAsE KOMMAHWS, JODKHBI OBITh
MPEICTABIICHBl KOMUS CBUIETENLCTBA O PETHUCTPALIMUA, KOIMA CBUICTEJIHLCTBA
MOCTAHOBKM Ha ydeT B HajoroBoM opraHe, Bbinmucka u3 EI'PIOJI wm apyroit
JOKYMEHT, TOATBEPXKIAIOIINIA ITOJTHOMOYMSI PYKOBOOWTENISI OpraHvM3aluvu (KOMusl
MpyriKa3a 0 Ha3HAYEHMU, KOITHSI IIPOTOKOJIA 3aceIaHusl aKLIMOHEPOB, U T.I1.)

IIpumeyanue: K 1OKYMEHTY NMPUMEHSIIOTCSI YCTAHOBJICHHbBIE HOPMbI 3aBEPEHMUSI.
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dopma T10BepeHHOCTH

JloBEepEeHHOCTh

(Ha IOPUANYECKOE JIULIO)
« » 200 .

(MecTO MOIIMMCAHMST IOBEPEHHOCTH)

(HaMMeHOBaHWE OPraHU3allMM, MECTO €€ HAXOXIECHMWs, PErMCTPAIlMOHHBIE
naHHble), B uie ['eHepanbHoro aupekTopa (P.M1.0. moaHOoCThIO), IeCTBYOIIAS HAa
OCHOBAaHUM. ... . ... .......... , HacTosIleil JOBepeHHOCTHIO YIOJHOMOYMBAET

(YKa3bIBa€TCSd OpraHu3allMOHHO-IIpaBoBasg ¢GopMa, Ha3BaHME W aJpec
opraHusauun), B Jmue IeHepanbHoro gupekropa (®.M.0O. TOJHOCTHIO),
JIEUCTBYIONIYI0 Ha OCHOBAaHUM YcCTaBa:

- MpPEACTaBISITh MHTEPECHl Hallleli opraHu3alyu Ieped rocyaapCTBEHHbIMU
opraHamMy, OCYILIECTBJISIIOIIMMU PETUCTPALIAI0 MEAUIIMHCKONW TEXHUKU W W3OS
MEIULIMHCKOTO  Ha3HaYeHus] UM OpUAWYECKMMU  JMLIAMU  Pa3IddyHOM
OpraHMU3allMOHHO-TIPAaBOBOM (opMml, OCYILLIECTBIISTIOIIUMU SKCIIEPTHYIO
JIeSITeJIbHOCTb, CBSI3aHHYIO C BOMIpOCaMM  perucTpalyy/IepeperucTpalmn
MEIULIMHCKON TEXHUKU Y U3IEINI MEAUIIMHCKOTO Ha3HAUEHUS;

MPOBOAUTh MEPETOBOPDI;

- TI0JaBaTh JOKYMEHThI (MaTepUabl);

- TMOIMUCHIBAaTh COOTBETCTBYIOIIME JOTOBOPBI, 3asBKHU, JIIOObIE Jpyrue
JTOKYMEHTBI, B TOM YMCJIe U (PUHAHCOBHIE;

- JaBaTh IOSICHEHWUS, IPEAOCTABIISATh TOMOJIHUTEIbHBIE TOKYMEHTHI,

- OIUIaYMBaTh YCJYIH;

- IIOJy4aTb HEOOXOAUMbIE TOKYMEHTHI;

- PpEerucTpallMOHHOE yIOCTOBEPEHNE o(popMUTH Ha

,HOBGpCHHOCTI) JaHa CPOKOM Ha roaa.

,HOBCpGHHOCTI) BblJaHa C IIpaBOM IICPCOOBCPUA 0e3 cornacus JOBCPUTCJIIA.

I'eHepanbHbBI AUPEKTOP
(YITOJTHOMOYEHHOE JIMLIO JOBEPUTEIIS)

IIOAITNCH, (l)aMI/UII/ISI 1 MHHUITAJIbI
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1151 UMH 3apy0exxHoro nmpou3BoACTBa

JIOKyMeHTbl (HALIMOHAJIbHbIE WM MEXIYHAPOIHbIE),
NOATBEPKIAAIINE COOTBETCTBME YCJIOBHMIA MPOU3BOACTBA M3€JIUA

MeIMIMHCKOr0 Ha3HAYeHUus1 TPeOOBaHMAM 3aKoHoAaTeIbcTBa Poccuiickoii

(I)ezlepam/m 1 COOTBETCTBHUC N31€IUA MCIUIIUHCKOIO HA3HAYCHUA €TI0

TpeOOBAHUSAM, JTHOO TPEOOBAHUAM TEXHNYECKUX YCJIOBHIi, TMOO CTAHIAPTOB.

I[OKYMCHTaMI/I , IIOATBCpXAAaIoMMMMU  YCJIOBUA  IIPOM3BOACTBA 7131 (0 001

MCIUIIMHCKOIO Ha3HA4YCHUA MOI'YT OBITh:

cepTu(duUKaTt/nexjiapanus COOTBETCTBUSI YCIOBMIA MPOM3BOJACTBA M KayecTBa
npoaykuuu TpeboBaHussM EBponerickoii aupektuBbl CE 93/42  (maga
peareHToB 1 aHanuzaTtopoB CE 98/79), ceptudukar cooTBETCTBUS YCIOBUIA

MPOM3BOACTBA M3aeausl TpedboBaHusaM craHgapta 1ISO 9001:2000 u/mwm ISO
13485:2003;

HallMOHaJIbHbIE  cepTU(dUKATBI Ha  CUCTEMy  KOHTPOJSI  KadyecTBa
MPOU3BOJCTBA (MEHEIXKMEHTA) U3ACANIA MEIUILIMHCKOTO Ha3HAUYCHMUSI;
JIIoOble  Apyrue  JOKYMEHTBI,  BBIJAHHbIE  «TPETbell  CTOPOHOW»,
MOATBEPXKAAIOIINE CUCTEMY KOHTpPOJISI KauyecTBa MPOM3BOACTBA
(MeHemKMeHTa), JMOO BMA JESITEJIbHOCTU, CBSI3aHHBIM C MPOU3BOICTBOM
JIAHHOI'O TUIIA U3ICIUN.

I[OKYMGHTaMI/I, IIOATBCPXKAAIOINMMU COOTBCTCTBUC MU3ACINA MCOIUITMHCKOIO

Ha3HAYE€HMSI €ro TpeOOBaHUSM, JMOO TpeOOBAaHUSIM TEXHUYECKUX YCJIOBUM, JTUOO
CTaHIApTOB MOTYT OBITh:

JIeKJIapalus COOTBETCTBUSL (HAa PErucCTpUPYEMbIC M3AEIUS MEIULIMHCKOIO
Ha3HA4YEHMS ¢ KJaccaMM IOTEHILIMAJIbHOTO pyucka NpuMeHeHus 1 u 2a);
cepTu(dUKaT COOTBETCTBUS (HAa PETUCTPUPYEMOE U3ACIAME MEIULIMHCKOTO
Ha3HaYeHUs ¢ KjaccaMu pucka 1, 2a, 26, 3);

cepTuduUKaT CBOOOJHON MPOIaXu;

JIpyT¥e JOKYMEHTHI, BbIIAHHbIE OpPraHOM, KOHTPOJMPYIOIIMM OOpalleHue
U3IEIU  MEIUIMHCKOIO Ha3HAuYeHMsI Ha pbIHKE (pPerMcTpaliMoOHHOE
YIOCTOBEPEHUE).

IIpumeuanue:

K noxymeHTaM NMpUMEHSIOTCS MEXIYHApPOAHbIE TIPAaBOBbIE HOPMBbI
3aBepEeHUSI.
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O0paszel] TUTYJIbHOTO JICTa
HOPMAaTUBHOI'O IOKYMEHTA ISt

MMH 3apybexxHoro
IIPOM3BOJICTBA
«YTBepXKIaw»
J1OJKHOCTh ¥ MOAIUCH YIIOJHOMOYEHHOIO
LA
maTta
kox OKII
HOPMATUBHBIN JOKYMEHT
N3 EJINA MEAULINMHCKOI'O HASHAYEHUA
« »
HAaUMCHOBAHUC U3ICTINI MCAUILIMHCKOIO HAa3HAYCHU A
CooTBeTCTBYET TpeOOBAaHUSIM HAllMOHAJIbHBIX CTaHHapTOB5[5]

CoracoBaHO

R)/KO@O@lee/lb opeaHa mexHu4ecKux UCnbvlMaHull

ITonnuchb

Hara

200

[pyn Hamm vHGopMaiu o coorsercTBUM I'OCT, yKas3bIBaroTCs MX HOMepa
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®dopMa TUTYIBHOTO JIMCTA TEXHUYECKHNX
YCJIOBUI 1 HOPMATUBHOTO JTOKYMEHTA JJIsl
MMH oTeuecTBEeHHOTO MPOU3BOJCTBA

OKII

«COI'JTACOBAHO» «YTBEPXIIAIO»
PykoBoautenb opraHu3anuu, PykoBoauTens opraHu3anuu-
yIoJTHoMOYeHHOU Poc3npaBHag3opoM pa3paboTuymnka

Ha IMpOBCACHUC ITPUCMOYHBIX
TEXHUYECKUX UCTTBITAHUIA

D.1.0. O.1N.0.

« » 200 r. « » 200 T

HOPMATHWUBHBIN JOKYMEHT

(HanmeHOBaHVE TEXHUYECKUX YCIOBUI)

TexHnnueckue yCcioBus

TY

(o603HaueHue TY)

BBeneHbl BriepBbIe (B3aMEH)

Cpok aericTBust

a0

200 .
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HopmaTuBHBIII HOKYMEHT Ha WU3AeAMe MEIULMHCKOIO Ha3HAYCHUS -
(3amoJiHsIeTCSl 3asiBUTEJIEM M He HMMeeT o0s3aTe/bHbIX TpeOoBaHMU IO (opme
U3JIOXKEHUSI) TIpeACTaBisieT CO0O0 TOKYMEHT, CBMACTEJLCTBYIOIIUIA 00 OCOOBIX
CBOMCTBax u3Aeausl, HamboJjiee IOJHO M CHelU(PUUECKH XapaKTepU3YIOLIUX €ro
Ha3HauYeHUEe U MpUMEeHeHUe (MPUHLIMI WM MeXaHU3M IeMCTBUS, (PYHKIIMOHAIbHOE
Ha3HaYeHUE, XapaKTepUCTUKMU 3(PEPEKTUBHOCTU, ITOCTOBEPHOCTh I1apaMETpPOB,
(pu3MYECKUX UM XMMUYECKUX CBOMCTB HUCIIOJb3YyEeMbIX MAaTEPUATIOB U T.1.).

JaHHBIA JOKYMEHT MpU3BaH CcHeuudrUUecKd OxapaKTepu30BaTb M3IeI1e
MEIUIMHCKOIO Ha3HAYEHMS, €0 HOBU3HY WJIM MOATBEPAUTH S9KBUBAJIEHTHOCTb WIN
TOXIECTBEHHOCTh YX€ 3aperuCTPUPOBAHHOMY aHAJIOTy.

PexomeHmauyuy aj1st COCTaBICHUS HOPMAaTHMBHOI'O JOKYMCHTA

OcCHOBOJIi 111 COCTaBJEHUS SIBJISIIOTCS: MEXIYHApPOAHOE PEerucTpalimioOHHOE
nocke, nacrmoptr UMH, Tex.mokymeHTanus.

a. HasznaueHwue uznenus.

b. OcoOble cBolicTBa uU3AeAWS, CHeUUMPUIECKUE  XapaKTEPUCTUKMU,
MPUCYLIKE TOJbKO 3TOMY U3IEIUIO.

c. TexHuueckas cnenuduKalus: ONMCAHUE HU3IAEAUS, COCTaB (KOMILIEKT
MOCTaBKW, MPUHAMJIEXKHOCTHA, pPacXodHble MaTepuajbl, C YKa3aHUEM MUX
Ha3HA4YeHWUs1), IIPUMEHSIEMbIE MaTepuajbl, MepeueHb XUMMUUYECKHX BEIIECTB,
TpeOOBaHUSI OTHOCUTEJIbHO KadecTBa ((pM3MKO-MEXaHMYECKME ITOKa3aTesn),
YUCTOTa OTHOCUTEJIbHO MHUKPOOOB, METOAbl MCCIENOBAaHMIA, OIMCAHUE
TPAHCIIOPTHOM M MOTPEOUTENBCKON MAPKUPOBKU M YIAKOBKM, YCJIOBUSI XpaHEHUS
U rapaHTuiiHble cpoku. B ciydyae mpucyrctBust B coctaBe UMH nekapctBeHHOTO
cpeAacTBa (HampuMep, aHECTETMKa B COCTaBe CMa3KM), MPOU3BOAMTEIb HOJLKEH
MpeACcTaBUTh MHQMOPMALIMIO O TIPOLEHTHOM COOTHOIIEHUHU JIEKAPCTBEHHOIO
CpeICTBa B COCTaBe M3AE/MS, a TAKXKE KOIMUIO PErUCTPALIMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO CpeACTBa BblIaHHOTO Poc3apaBHag3opoM

d. TpaHcropTupoBKa.

€. YIakoBka.

f. TapanTuiiHble 00s13aTeJLCTBA MPOU3BOAUTENS (C yKa3zaHMEM aapecoB
CEPBUCHBIX LIECHTPOB M PEMOHTHBIX MACTEPCKHUX, MPU MX HaJIU4YMK Ha
tepputopun Poccuiickoit Peaepanun).

g. XpaHEHHE U CPOK TOJHOCTHU.

[Tonnuchk OTBETCTBEHHOTO JM1Ia

JlaTta

[Tpumevanue:
1. K mOKyMeHTY NpUMMEHSIIOTCS YCTAHOBJIEHHBIE HOPMBI 3aBEPEHMUSI.
2. Bropoii 3K3eMILISIp Ha 3JIEKTPOHHOM HOCUTEJIE.



®opma MHCTPYKIIMK T10 IMPUMEHEHIO M3

«YTBEPXKIAIO»

PYKOBOI[I/ITGJIB opraHmsalmnm-
3adABUTCJIA

®.N.0.
« » 200 T.
M.q.

NMHCTPYKLHUA

10 IPUMCHCHMIO

(HaMMeHOBaHME M3IEVSI MEIULIMHCKOIO Ha3HAYEHMST)

HA3HAYEHUE

OCHOBHBIE TEXHUYECKHE XAPAKTEPUCTUKHU
[TPOTUBOITIOKA3AHWA K 'TPUMEHEHHNIO
I[TOAT'OTOBKA K PABOTE U3JEJIINA

IOPAIOK PABOTbHI U3AEINA

ITPABUJIA XPAHEHUA 1 UCITOJIb3OBAHUA

A

HomxHocth pykoBoauteass JIITY, bamunus u
VHUIIAAJIBI

MPOBOAMBILIEIO0 MEIUIIMHCKHAE WCITBITAHUS (ToITCh)

nara, meJyaThb
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®opma MHCTPYKLIMK 110 IPUMEHEHHIO HabOPOB PeareHToB
«YTBEPXJIAIO»
PykoBomutens opraHuzaumnn-3assBUTEIIS

O.1N.0.

« » 200 T.
M.1.

NMHCTPYKLIHMA

110 IPUMECHCHUIO

(HauMeHOBaHMe U3AEIUSI MEAULIMHCKOTO Ha3HAUEHMST)
1.HASHAYEHUE

2. XAPAKTEPUCTUKA HABOPA

2.1. I[IpuHUMO nefACcTBUS
2.2. CocrtaB Habopa

3. AHAJIMTUYECKHE U IJUATHOCTUYECKHNE XAPAKTEPUCTUKHU
4. MEPBI ITPEJOCTOPOXHOCTH

5. ObBOPYJOBAHHUE 1 MATEPUAJIbBI

6. AHAJIMUBNPYEMDBIE OBPA3LLbI

7. MTPOBEAEHUE AHAJIM3A

8. PETUCTPALIMA PE3YJIbTATOB

9.VUYET PE3VJIbTATOB PEAKLINU

10. YCJIIOBUA XPAHEHUA N SKCIUIYATALIUN HABOPA

HomxHocTth pykoBogutes JIITY, ®.1N.0
MPOBOJUBIIETO MEIULIMHCKIE (rMomrmchp)
WUCIIBITAHUS
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PyKOBO,IlCTBO Mo JIKCIIyaTalum IJOJCKHO CoAf€pXKaTb CBCICHUA B o0beMe
JO0CTATOYHOM JJIA SCDQ)GKTHBHOFO n 0e30I1acHOro M CITI0JIb30BaHUA
PECITUCTPUPYCMOTO n3acanAa CHJIaMU mTaTHOIO IICpCoHaia MCIMLMHCKUX
y‘{pe}KI[GHI/Iﬁ JJId OCHAIICHUA KOTOPBLIX JaHHOC M3ACINC ITPCIHA3HAYCHO.

PyxoBoacTBO Mo 3KCIUIyaTallMu, KaK MpPaBUIO, COCTOUT W3 CJEAYIOIINX
qacTeu:

- BBEICHME;

- TpeOOBAaHUS K MEPCOHANY, SKCILIyaTUPYIOIIEMY HaHHOE WU3IEINCE;

- OIIMCaHME U paboTa;

- IOPSAOK (QJITOPUTM) MCHOJb30BAaHUSI MO Ha3HAYEHUIO (IIPUMEHEHNS);

- TEXHUYECKOE OOCIYy>KMBaHHWE M TEKYLIMIA PEMOHT (MOPSAOK IEWCTBUMM HpU
BO3HMKHOBEHUN HEUCIIPABHOCTEM IJISI U3AEAUNA MEAULIMHCKONM TEXHUKU);

- YCJIOBUSI XpaHEHMUS;

- YCJIOBUSI TPAaHCHOOPTUPOBAHUS;

- TIOPSIIOK YTUJIM3ALIMU;

PekBU3UTHI U1 MIepeYrCIeHHsA TOCYIAPCTBEHHO MONLIMHBI 32 PErMCTPAIMIO
HU3JeJMid MeJIMIMHCKOro0 HA3HAYEHMS:

CueT-40101810800000010041
bank - Otnenenue 1 Mockosckoro I'TY banka Poccun, r. Mocksa, 705
BU K- 044583001

ITonyuarens - YOK 1o r. Mockse (®PenepaibHasi ciyxkOa mo Haa3opy B cdepe
3IpaBOOXPAaHEHMUSI U COLMATBLHOIO Pa3BUTHS)

NHH-7710537160
KIIIT-771001001
KBK 06010807200011000110

OKATO 45286585000
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IIpumeuanue

Mupopmaniiss 1o  3KCOEPTHBIM  OpraHM3alusIM,  YIIOJHOMOYEHHBIM

Poc3opaBHam3opoM Ha TIpoBeneHUWE OKCIEPTU3bl JOKYMEHTOB C  LIEJIbIO
perucTpaluu U3aeanii MeauIMHCKOro Ha3HAYeHUS:

. Iy «BHUUMUMT PocsnpaBHagzopa» (agpec: 123182, MockBa, yiI.

[IlykuHckas, n. 6, ka6. 516; KoHTakTHbIe TeJeoHbI: (495) 234-61-04, n00.
3234, 3262, 3241; morosop ot 04.09.2006 r. Ne 16-C/06);

. OIY  «HHUDBCMII PocsgpaBHag3opa»  (amgpec: 127051, Mockaa,

[MeTpoBckuii OynbBap, A.8; KOHTaKTHBIe TejedoHbl: (495) 200-16-08, 209-
68-58; morosop ot 01.09.2006 Ne 15-C/06);

Ory «<-HUHUT u NO PocmenrexHosoruit» (ampec: 123182, Mocksa, yiI.
[lykuHckast, a. 1; KoHTakTHble TejqedoHsbl: (495) 190-58-01; moroBop oOT
01.03.2007 Ne8-C/07);

I'Y HUUN BakuuH u cbiBopoTok uMmeHu M.M.MeununkoBa PAMH (aapec:
105064, MockBa, M.Ka3eHHblii Tiep., 1.5a; KOHTaKTHBIE TenedoHBI: (495)
917-56-30, 917-49-00; moroBop ot 24.09.2007 Ne 12-C/07);

. HekxomMmepueckoe mapTHEpCTBO coaeiicTBusl 3ApaBooxpaHeHUo «HayuyHbIit

LICHTPp KOHTpoJs KadecTBa» (ampec: 109028, MockBa, XOXJIOBCKMIA Mep.,
n.16, ctp.l; KoHTakTHBIe TenedoHbl: (495) 917-57-18, 8-903-728-24-59;
noroBop: oT 21.04.2008 Ne 1C/08).

Nupopmammio o0  opraHuszamusax,  YNOJIHOMOYEHHBIX  IPOBOAWTH

TeXHUYECKME WCOBITAHUS W3IEJIUMM MEIULIMHCKOIO Ha3HAYeHMs, BbI MOXKETe
MOJIy4uTh Ha odulMaibHOM caiite Poc3apaBHan3opa www.roszdravnadzor.ru.

I[OKYMeHTbI, CBUACTCILCTBYIOIIINEC O PE3YyJabTaTaX TCXHUYCCKUX HCHbITaHMﬁ,

OLIECHKM 0€e30MacHOCTM W MEIULIMHCKMX MCHObITaHUK  3(P@eKTUBHOCTU U
0€30MacHOCTU M3IEJIMA MEIMIMHCKOIO Ha3HAauYeHWsl JOJKHBI colaepxXaThb B cebe
CJCAYIOIIE CBEICHUS:

onpeaejeHMe BUAAa M O0bEKTa MCCAEAOBAHUMM (IO IIPUMEHMMOCTH)
(TEXHUYECKME MCObITAaHUSI (PU3NMYECKUX CBOMCTB W3IEIMUsI, TEXHUYECKHUE
WCIIBITAHUS C LIEJIbIO ONpPEACACHUS TUMA CPEACTB UBMEPEHUS MEIULIMHCKOTO
MPUMEHEHUSI; MMKPOOUOJIOTUYECKHUE WCCAEA0BAHUS, TOKCUKOJOTMYECKUe
KUCCIEeIOBaHUSI; MMMYHOOUOJIOTUYECKHME MCCICAOBAHUS;, WCCIEIOBaHUS
OMO3KBUBAJIEHTHOCTU; MccleaoBaHue 3(PPEeKTUBHOCTU; HWCCIEIOBAHUS
CcTaOMJILHOCTH (OoMpeaeeHue Cpoka TOJHOCTH) U Mp.);

3aKJII0YEHUE MCCIEA0BATENS MO pe3yabTaTaM MPOBEICHHbBIX UCCIEI0BAHUIA;
JOMOJTHUTEIbHO,  JOKYMEHTBI, CBUIETEJIbCTBYIOIIME O  pe3yJbTaTax
MEIULUHCKUX MWCIBITAHUU SPOEKTUBHOCTY U 0€30MaCHOCTU U3AEIUS
MEIUIMHCKOIO Ha3HAYe€HWsI JOJDKHBI BKIOYaTh B Ce0S  MPOTOKOJ
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KCClIeNOBaHUi; 00001IeHHYI0 HH@opMaluio 00 3POEKTUBHOCTU U
0€30MMaCHOCTU M3IEeIMsl; MOOOYHBIX PEaKLMSIX U OCIOXHEHMUSIX; MOJOMKAX
U30e/ Mg MEIULMHCKOrO Ha3HAYeHMsI B XOJ€ MEIUIIMHCKUX MUCIbITAHWUM,
MPUBEALINX K PEMOHTY WM 3aMEHE; CBEICHMS O MallMeHTaX, NPUHUMABILINX
ydyacTMe B MCHBITaHUSX (KOJMYECTBO, IIOJ, BO3pacT, AMArHo3) BKIKOYas
MOATBEPKACHWE HAJUYMs MUCbMEHHOIO COIVIACHS MAallMeHTOB Ha ydyacTue B
KUCCeIOBaHUSX; XKajd00bl TMAalMEHTOB; KOJMYECTBEHHBIE CBEICHUS IS
KaXJI0ro MmalueHTa, U3JI0XEHHbIe B TaOAMYHOU dopMe; pe3yJbTaThbl
CTaTUCTUYECKOU 0OpabOTKU MOJYYEHHBIX B XOJ€ MCCAECI0BAHUN TaHHbBIX

*  MenunuHckue uznenus knaccupuuupyrorcst B coorserctsuu ¢ 'OCT P
51609 «Mzmenmusa memuumHckue. Knaccudukaumsa B 3aBUCMMOCTH OT
MOTEHLIMAJILHOTO pUcKa npruMeHeHus. OO1ue TpedoBaHUSI» MO YEThIpeM
KJ1accaM:

- KJacc 3 - u3Oeaus MEOUIIMHCKOTO Ha3HAYeHUsI ¢ BHICOKOHM CTENEHbBIO
pHUCKa;
- xmacc 26 - wm3genaus MEOUIIMHCKOTO Ha3HAYeHUS C TIOBBILIEHHOMN
CTEIICHbIO
pHUCKa;
- KJ1acc 2a - u3neaus MeIUIIMHCKOTO Ha3HAYEHMS CO CPEIHEN CTEIeHbIO
pHUCKa;
- ximacc 1 - m3genus MEIMLMHCKOTO Ha3HAYeHMsS C HU3KON CTEIEHBIO
pHUCKa.

* B coorBerctBUM ¢ moctaHoBiIeHUEM [IpaButenbcTtBa Poccuiickoit
Oepepaunun - ot 10.11.2003 Ne 677 «0O0  0oO0ILIEPOCCUMCKUX
KJ1accuukKaTopax TEXHUKO-3KOHOMUYECKOMN u COLIMAJIbHOM
rH(POpPMALIMA B COLMAIbHO-3KOHOMUYECKON 00JIACTU» OIpeaesieHUe I10
o0lLIepoCcCCUiicCKoMy KiaaccudukaTopy Koaa oO0beKTa KiaccuduKaluu,
OTHOCSIILIETOCS K  JEATeJIbHOCTU  XO3SMCTBYIOIEro  CyOBbEKTa,
OCYLIECTBJISIETCS XO3SIMCTBYIOIIMM CYOBEKTOM CaMOCTOSITEJIbHO ITyTEM
OTHECEHMSI ATOTO 00bEKTa K COOTBETCTBYIOILIEMY KOAY M HAaMMEHOBAHMIO
MO3ULIMU O0ILIEPOCCUICKOro Kaaccudukaropa.

+ Ha xaxngoe u3nenue MeAUUMHCKOrO Ha3HauyeHUs (B TOM 4YHUCIe Ha
MOIM(PUKALIMU U3AEAUSI MEIULMHCKOTO Ha3HAYeHUs) opopMIsIeTCs
OTIEJbHOE PETUCTPALIMOHHOE YIOCTOBEPEHMUE.

Mertonuueckre peKOMEHIALUMU COCTaBlieHbl coTpynHuMKamu PocampaBHamzopa (B.A.KoBasnes,
T.I' KpbiioBa; O.A.MacnoBa; M.M.CyxaHoBa), a Takke Ipyd YydacTUM IIpeacTaBUTEsIEH
Accolalyy MexXIyHapOIHbIX MPOM3BOAMTENE MEIMUMHCKIX u3neauii; Corosza Accolatuii
MPOM3BOAMTENIC M TIOCTABUIMKOB MEOWIIMHCKOM TexHMKM; HarmoHanbHoM ~Accoimarym
MEIMILIMHCKOM ONTUKM; ACCOLMALIUM TTPOU3BOAUTENIEN CPEICTB KIIMHUYECKOM TUArHOCTHKH.



