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OdenepanbHas ciayx0a Mo Haa3opy B cdepe 3paBOOXPAHEHUS U COLMAIBHOTO
pazButus  (manee  Poc3mpaBHan3op) — sBisieTcss  (GeaepalibHbIM  OPraHOM
WCIIOJTHUTEIBHON BJIACTH, OCYIIECTBIISIOMMUM (DYHKIIUU 11O KOHTPOJIIO U HAA30PY B
chepe 3apaBooxpaHeHuss u comuaibHoro pazputus (m.l Ilonoxkenuss o
denepanbHO ciyx)0e 1o HaA30py B cdepe 31paBOOXPAHEHUS U COIUATBHOTO
pa3BuUTHUsA, YTBEPKIAECHHOro noctaHoBieHueM [IpasurensctBa PO ot 30 nronsa 2004
r. N 323, nanee Ilonoxenue).

PocsapaBHaazop ocymiecTBasieT HAA30pP 3a papMalleBTHUECKON JIeSITEIbHOCTBIO;
COOJIFOICHUEM TOCYAapCTBEHHBIX CTaHIAPTOB, TEXHUYECKUX YCJIOBUH Ha
OPOAYKIHUIO MEAUIMHCKOro HaszHadeHus (1m.5.1 IMomosxenus). MHbIMEH cliOBaMu,
NOJIHAI30PHBIM OOBEKTOM SIBIIIETCS moeapuasa Oeamenvhocmsy. OOpainaer
BHUMaHHE, 4YTO MEIUIMHCKAs JeITeIbHOCTh (ACSITEILHOCTh 110 OKa3aHHIO
MEJUIIMHCKUX YCIyr) Kak OOBEKT Haja3opa He Yyka3zaHa. W Tonmpko ecnu
MEJUIIMHCKHAE YCIYTH paccMaTpuBaThb B COCTaBE TOHATHUSA  «IIPOJYKITUS
MEJUIIMHCKOTO Ha3HAYEHHUSI», MOKHO OTHECTH K YUCITY MOJHA30PHBIX OOBEKTOB U
MEJUIIMHCKYIO  AesATeNbHOCTh. OHAKO, BO-TIEPBBIX, TMOHATHE IIPOIYKIIUS
MEJUIIMHCKOTO Ha3HAYCHHUS» HE PACKPBITO; BO-BTOPBIX, K MEIUIMHCKON
NEATEIbHOCTH  HENPHUMEHUMBl  «TEXHUYECKHE YCIOBHUS», OTHOCSIIMECA K
MarepuagbHON Npoaykuuu. B ucxomHol pemakuuu IlonokeHuss mMeguuuHCKas
JEeSTENBHOCTD MOIHAI30PHOM HE SIBISIETCS, B TO BPeMs KaK COTJIaCHO T/T. «ay» 1.4
[TocranoBnenuss IlpaButensctBa P® Ne 155 or 06.04.2004 «Bompocsl
denepanbHOil cyXObI MO HaA30py B cdepe 3ApaBOOXpPaHEHUS U COLMAIBHOTO
Pa3BUTHS» OCHOBHBIMU (GyHKIMsIMU DenepalbHON CITyKOBI 10 HaaA30py B chepe
3IPAaBOOXPAHEHUSI M  COLUMAJIBHOIO PpAa3BUTHS  SABISETCA  OpraHu3alus U
OCYIIECTBJIICHHE KOHTPOJISI M HaJ30pa B chepe 3ApaBOOXPAHEHUS] U COIUATBHOM
3alUTBl HACENICHUS, 6 MOM Hucie 3ad MEOUUUHCKOU OeAmelbHOCHbIO,
JESITENBHOCTHIO B chepe oOpaIieHus JEKapCTBEHHBIX CPEJICTB, AESITEIbHOCTHIO 110
OKa3aHUIO MPOTE3HO-OPTONEANYECKON TOMOIIH.

Poc3npaBHaa3zop mnpu3BaH TakXke OCYHIECTBIATh KOHTPOJb 33 MOPSIKOM
MPOU3BOJICTBA MEIULIMHCKON IKCHepmu3pl; TOPSAIKOM YCTAaHOBJIEHUS CTENEHU
yTpaThl TMPOQPECCHOHATBHON TPYIOCIOCOOHOCTH B pe3yjbTaTe HECYaCTHBIX
CIly4aeB Ha  TPOM3BOACTBE H  MNPOPECCHOHAIBHBIX  3a00NeBaHUN |
ACCOLMUPOBAHHBIM C ATUM MOPSIAKOM OpPraHM3alMd M OCYIIECTBICHUS MEIUKO-
COIMAJIBHOM 9KChepmu3wl; OCYIIECTBICHUEM CYy/IeOHO-MEIUIIMHCKUX U Cyle0HO-
MICUXUATPUUYECKUX IKCHEPMU3, T.€. MEAUKO-IKCIIEPTHOU JEATEIbHOCTH B IIEJIOM.
[ToHsiITHE METUIIMHCKOM AKCTIEPTU3BI MpuBeaeHO B OCHOBaX 3aKOHOJATEIHCTBA 00
oXpaHe 370poBbi TrpaxaaH (mamee OCHOBBI) B TMOPSAJIKE TEPEUHCICHUS
COCTAaBJISIIOIIMX — DKCIEPTU3bl BPEMEHHOW HETPYAOCIOCOOHOCTH, MEIUKO-
COIlMAJbHOM,  BOEHHO-BpaueOHOM,  CylneOHO-MEIUIIMHCKOM ©  cyAeOHO-
MICUXUATPUYECKON, HE3aBUCUMOUN MEIHUIIMHCKOM SKCIIEPTHU3bl, HO HE B NOPSIKE
pacKpbITUsl OOILETO MOHATHS «MEIMIIMHCKAs KCIEepPTU3a». 3HAYUT JU 3TO, YTO
JIPYTUX BUJOB MEIUIMHCKUX AKCHEPTU3 BOSHUKHYTH HE MOXkeT? Paszymeercs, HeT



— HampuMep, B HACTOSIIIEE BPeMsi BOZHUKJIA CTpaxoBasi MEIUIIMHCKAs SKCIIEPTHU3a.
[lopnexxut n oHa Han30py, [lonoxkenue orBeTa He conepkuT. C IPyroM CTOPOHHI,
MEIUIIMHCKAsT JKCHepTh3a CIUIIKOM HeoaHopoaHa. CyneOHas »KcmepTusa
(MequuuMHCKasE W TCUXMATpUYECKas) TMOJUYUHSAETCS HE  BEJOMCTBEHHO-
aIMUHUCTPATUBHOMY PETJIAMEHTY HUCIOJIHUTEILHON BJIACTH, a MPOIECCYyalbHO-
MPaBOBOMY perjlaMeHTy cyaeOHoM Biacthu. BoeHHO-BpaueOHas »KcrepTHusa
MOAYMHSETCS pEerjaMeHTy BOEHHOr0, a He MEIMKO-COIIMAIbHOTO BEIOMCTBA.
Menuko-couuanbHasi JKCIEPTH3a HE HMEET PErjJaMEeHTHPOBAHHOTO CTaTyca
JKCTepTa, M €€ MOT'yT TMPOBOJUTH KOMHUCCHM JII0OOT0 Habopa Bpauew.
HesaBucumass skcriepTu3a HE TOJBKO HYXKJIAE€TCS B OINpeNeNieHUH OOBeKTa
HE3aBUCUMOCTH, HO TIpeXAe BCero — o0O0beKTa »JKchepTusbl. B  1enowm,
TrOCYJapCTBEHHBIA HAJ30p, YTOOBI OBITh BO3MOXKHBIM IO OTHOIIEHUIO K MEIUKO-
AKCTIEPTHOU AESATEIbHOCTH, HYXKJIAETCS B MPUBEJACHUU K €IMHCTBY TOrO OOIIETO,
YTO COJEPKHUTCA B Pa3HBIX €€ BHUJAX, JIMOO MCKIIOUUTH €€ U3 chepbl CBOETro
pacrpocTpaHeHUsI.

OcymiecTBisis Haozop 3a (papmaleBTHUYECKON JEesATEIbHOCTBIO; COOJIIOACHUEM
rOCYJapCTBEHHBIX  CTaHJAPTOB, TEXHMYECKHUX YCIOBUM Ha  MPOIYKIHIO
MEUIIMHCKOTO Ha3Ha4eHHus, Poc3apaBHAA30p OCYIIECTBISET KOHMPOIb 32
IIPOU3BOJICTBOM, M3TOTOBJICHHEM, KaueCTBOM, 3(DPEKTUBHOCTHIO, 0€30MaCHOCTHIO,
000pOTOM U MOPSIKOM UCITOTB30BAHUS JICKAPCTBEHHBIX CPEJICTB; MPOU3BOICTBOM,
000pOTOM U TOPSAJIKOM HCIIOJIb30BAHUSL W3JEIUNA MEAUIIMHCKOTO HAa3HAYEHUS |
OpraHu3yeT MPOBEJIEHNE SKCIEePTU3bl KayecTBa, 3P (HEKTUBHOCTH U OE30MaCHOCTH
JIEKapCTBEHHBIX CPEACTB. B ueM paznnuune Haa30pa U KOHTPOJIS 32 JEATEIbHOCTHIO
0 MOBOAY H3AEIUI MEAUIMHCKOTO HA3HAYEHHS, B TOM YHCIE JIEKAPCTBEHHBIX
CpelCTB, HU 3aKOH, HU [lonoxeHne oObICHEHUI HE COACPIKUT.

Kak gesTenbHOCTH 1O MOBOJY JIEKAPCTBEHHBIX CPEJICTB OKa3ajlach 00beIMHEHA
NOJAKOHTPOJBHOCThIO PocC3ipaBHAaA30py C MNPOBEIECHUEM HUX NOKIMHUYECKUX U
KIIMHUYECKUX MCCIEAOBaHUN, TaK M MEAUKO-COIMalbHasg »JKCIepTu3a — ¢
peabunuTaned WHBAIUIOB. Mexay TeM, Kak TpeaMeT oO0beauHseMOoun
NESTENbHOCTH, TaK W OOBEKT KOHTPOJS CO CTOpoHbl Poc3apaBHam3opa —
pa3nuuHbl. J{eSITeNbHOCTh IO NPOBEACHUIO JOKIMHUYECKUX M KIMHUYECKHUX
UCCIIEIOBAHUM MPUHIUIIMAIBHO OTIMYAETCA OT JEATEIbHOCTH MO MPOU3BOACTBY
JIEKapCTBEHHBIX CPENCTB, U YK HE MEHEEe — OT JIa0OpaTOpPHON M KIMHUYECKOU
MPaKTUKUA (XOTS 3TO CJIOBOCOYETAHHE HE packpbiTo HU B [lonoxkeHwun, HU B
3aKOHE), a paBHO peadWIMTAIMOHHAS JEATEIbHOCTh (OKa3aHUE YCIYr) — OT
AKCHEPTHOM OIEHKU COCTOSHHUS 30pOBbS HHBAIHUIOB. OOBEKT KOHTPOJS CO
cTopoHbl Poc3npaBHan30pa BO BCEX ATUX CIIydasix HYXKJIAETCS B OINpPEACICHUU U
paznuueHnn. EQUHCTBO Yero o0beInHsAET MOAKOHTPOIBHOCTRIO Poc3mpaBHan3zopy
ATUX BHJIOB JIEATEIHLHOCTH, TPEOYET JETaTbHOTO Pa3bsiCHEHUS.

AHanornunbiM  oOpazoMm, Poc3apaBHag30p OCyIIECTBISIET KOHTPOJIb 32
COOJIFOICHUEM CTaHJApPTOB KA4ECTBA MEIUIIMHCKON MOMOIIHU, a TAKXKE KOHTPOJIb U
HaJ30p 3a COOJIOJIEHHEM TOCYAapCTBEHHBIX CTAaHJApPTOB  COI[MAIBHOTO
oOcnyxuBanusi. Ilpu 3TOM ecnu cTaHIApPThl COLMAIBHOTO OOCIYKUBaHUS
MMOMMEHOBAHbBl TOCYJIApCTBEHHBIMH, TO CTaHJIApPThl KadyecTBa MEIULIMHCKON
MOMOIIM — HET, €CIM 3a COOJIIOJIEHHEeM CTaHJapTOB KayecTBa MEIUIIMHCKON



noMmom Poc3apaBHaA30p MOpu3BaH OCYHIECTBISTH TOJBKO KOHTPOJIb, TO 3a
COOJIFOICHUEM TOCYJAPCTBEHHBIX CTaHJIAPTOB COIMAIBLHOIO OOCHY>KUBAaHUA — U
KOHTPOJIb, U HAA30DP; €CIU MPUMEHUTEIBHO K MEIUIMHCKONW MOMOIIY TOHSTHE
CTaHJApPTOB acCCOIMUPOBAHO C MPO(PECCUOHAIBLHBIM COACPKAHUEM JEATCIIbHOCTH
(MEIUIIMHCKON TTOMOINBIO), TO MPUMEHHUTEIILHO K COLMAIbHOMY OOCTYKUBAHUIO —
C TOBapHbIM (OOCHTYy)XMBaHHME, OKa3aHUE YCIYT); €ClId NPUMEHUTEIbHO K
MEIUIMHCKOM TMOMOIIM TIOHATHE CTAHAAPTOB aCCOLIMUPOBAHO C TIOHATHEM
KauecTBa, TO MPUMEHUTENBHO K COI[MAIbHOMY OOCTYKMBAaHUIO — HET. TeM caMbIM
B OTHOILIEHHUM CXOAHBbIX Karteropuu IlojiokeHHE WCIHONB3yeT pa3IndarolInuecs
MOJXO/Ibl, & B OTHOLICHUH PA3IMYAIOIINXCS — OJJTUHAKOBBIE.

BriBoan!:

1. Hyxnaiorcs B (QopMalbHOW  OMNpENENeHHOCTH W B3aUMHOMU
Pa3rpaHUYEHHOCTH, BO-TEPBBIX, MOHATHS HAJA30pa M KOHTPOJSA, BO-BTOPBHIX,
npeaMET HaJa30pa M KOHTPOJISI; B-TPEThbUX, OOBEKTHI HAJA30pa U KOHTPOJS B
3/IpaBOOXPAHEHUU U COIMANIbLHOM cdepe.

2. TpeOyeT olMHAKOBBIX MOAXOJ0B OOIIHOCTh MpEJAMETa U 00BEKTa HaA30pa U
KOHTPOJISI U HEOJUHAKOBBIX — UX Pa3jInyuue.

3. Ilpeamer Ham3opa WM KOHTPOJIA JOJKEH, BO-TIEPBBIX, COOTBETCTBOBATH
XapaKkTepy JACSATEIbHOCTH, SBISIOMICHCS UX OOBEKTOM; BO-BTOPBIX, OBITh
OTPpAaHUYEHHBIM  TIpPEJeJIaMHd  TaKOTO  COOTBETCTBUA,  B-TPEThbHUX,  OBITh
OTPaHUYEHHBIM MpeieaMU COOTBETCTBUS CBOEMY HA3HAUYCHUIO.

Poc3npaBHagzop B liensX peanu3alidyd TMOJJHOMOYHN B YCTAHOBJICHHOM cdepe
NeATeNbHOCTH uMeeT npaBo (m.6 IlomoxkeHus)): cmpoumsv 6HYMPEHHIOO
op2anu3ayuio — OCYIIECTBIISITh KOHTPOJIb 32 JIEATEIbHOCTHIO TEPPUTOPHUATIBHBIX
opranoB Ciy>kObI U MTOJBEIOMCTBEHHBIX OpTaHU3AIUN; HOJIb306AMbCA Pecypcamu
U36He — TIPHUBJICKATh B YCTAHOBJICHHOM IOPSAKE I MPOPaOOTKH BOIPOCOB,
OTHECEHHBIX K YCTaHOBJEHHOW cdepe AeATEIbHOCTH, HAy4YHbIE W HHBIC
OpraHu3aiuy, YyYE€HbIX M  CHEHUAINUCTOB; OPraHU30BbIBaTH  IPOBEJICHUE
HEOOXOAUMBIX HCCIICIOBAHUM, HCIBITAHWHM, SKCIEPTH3, aHAJIU30B W OIICHOK, a
TaK)K€ HAay4YHbIX HCCIIEIOBAaHUM TI0 BOIPOCAM OCYIIECTBICHUS HaI30pa B
YCTaHOBIIGHHON cdepe MesaTeIbHOCTH, CO3/1aBaTh COBEHIATEIbHBIC U DKCIIEPTHHIC
opraHbl (COBEThI, KOMHCCHH, TPYIIbI, KOJUJISTHH) B YCTAHOBIECHHOW cdepe
NEATENBHOCTHU; OCYULeCmeaamsb npoyedypy — 3anpaliniBarh U NOJIy4aTb CBEACHUS,
HEOOXOMUMBIEC [IJI1 MPUHATHS pEHICHWH 110 BOIpPOcaM, OTHECEHHBIM K
komriereHuu  CiyxObl; OECHpEensSTCTBEHHO TOJy4aTh JOCTYN Ha Jroboe
MPEANPUITUS-TIPOU3BOIUTENIb  JICKAPCTBEHHBIX CPEACTB, H3BIMATh 00pa3Ilbl
MPOU3BOIUMBIX JIEKAPCTBEHHBIX CPEJCTB B YCTAHOBICHHOM 3aKOHOJIATEIBCTBOM
Poccuiickoit denepanyu mopsiike; CHUMATh KOMMUU C IOKYMEHTOB, HEOOXOIUMBIX
JJI TIPOBEJACHUSI KOHTPOJISI TPOU3BOJICTBA M KA4€CTBA JICKAPCTBEHHBIX CPEJICTB B
YCTAaHOBJICHHOM  3aKOHOAATeIbCTBOM  Poccuiickont ~ ®enepauviu  MOPSAKE;
Hanazamp CAHKYUU — 3aANPEIIaTh MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB H
NPOJIAXKY YK€ IMPOU3BEICHHBIX JIEKAPCTBCHHBIX CPEACTB B CiydYasX, MEPEYEHb
KOTOPBIX COACPKUTCA B TMpaBWIIaX OPTraHU3AlMU IPOM3BOJCTBA M KOHTPOJIS
KayecTBa JICKAPCTBEHHBIX CPEJCTB, B YCTAHOBJICHHOM 3aKOHOJIATEIbCTBOM
Poccuiickoit @enepanuy nopsake; 3anpeniatb pekiamy JICKAPCTBEHHBIX CPEJICTB U



MpeAyNnpexaaTh pekaaMoaaTesisi O HEOOXOJUMOCTH U3MEHEHHUS PEKIaMbl
JIEKapCTBEHHOI'O0 CPEJICTBA B ClIy4dasX, NPEIYCMOTPEHHBIX 3aKOHOJATEIbCTBOM
Poccuiickot @enepaunu, B YCTAaHOBJICHHOM 3aKOHOIATENbCTBOM Poccuiickon
Qenepalii MOPSAKE; MOPUMEHITH NPEIYCMOTPEHHBIE  3aKOHOAATEIBCTBOM
Poccuiickonn ®epepaunu Mepbl OIPAHUYUTENIBHOTO, IIPEAYIPEAUTEIBHOIO U
NpopUIAKTUUYECKOTO XapakTepa, HalpaBJEHHbIE Ha HEAOMylleHue | (W)
JMKBUJIAIMIO TIOCIEICTBUIA HAPYIIEHUW IOPUANYECKUMHU JIMIAMHU W TpakJIaHaMU
o0s13aTeNbHBIX TpeOOBaHUN B YCTAHOBIICHHOW cdepe AeATETbHOCTU, C IEIbIO
npecedyeHus (pakToB HaApyLIEHUs 3aKOHO1aTeabcTBa Poccuiickoit denepanuu.

OnHako TO, YTO TMOJHOMOYHME J1aBaTh HOPUAUYECKUM U (PUIHMYECKUM JIHUIAM
pa3bsICHEHUS TIO BOINPOCaM, OTHECEHHBIM K KommeTeHInu Ciy»Obl, MPUBEIACHO
kak mpaBo Poc3apaBuanzopa, (m. 6.3 TlomokeHus), MO3BOJIIET UM MOIMPOCTY HE
MOJIb30BAaThCSl WJIM TIOJI30BAThCA HW30HMpATENIbHO, TIOCKOJBKY HE SIBIISIETCS
o0si3aHHOCThIO. Q6sazannocmu Poczopasnaozopa ¢ Ilonoxcenuu 60ooue
onyuienvl. Mexay TeM He CB00OOJa YCMOTpeHHUs (pa3pemieHo Bce, YTO HE
3ampelieHo), a npeAnucanusi (pa3pemeHo TOJIbKO TO, YTO MPEANHUCAHO)
ONpPEACsIOT  JIESITEIbHOCTh  TOCYJAPCTBEHHBIX  OpraHoB.  KoMmmnereHius
HIDKECTOSIIIIUX ~ TOCYJapCTBEHHBIX OPraHOB  OMNPEACNSETCS  MpearnucaHusIMu
BBIIIECTOAIIMX B COOTBETCTBYIOIIUX TOJOXKEHUAX. ODTO HE paMoOyHble, a
BCECTOPOHHUE,  TMOJHbIC,  3aKOHUYEHHbIE  JOKyYMeHThl.  [lomoxkeHue o
Poc3npaBHaazope kK TaKOBBIM HE OTHOCHUTCSI.

Pesynpratel gomymenHoit B Ilomokenun cBoOoapl PocsnmpaBHam3opa B
OTIPEJICTICHUH COJIEP>KaHMsI U TPAaHUIl COOCTBEHHOW KOMIIETEHIIMM OTPaXKeHbI Ha
BeJIOMCTBEHHOM caiftel. Poc3apaBHAn30p OCYLIECTBISET, B TOM 4YHUCIE, (PYHKIHUH
IO KOHTPOJK M HAA30py 3a peajau3aluedl TroCylapCTBEHHBIX TapaHTHI
obecrnieueHus: TpaxknaH Poccmiickoit dDenepanuu  OeCIIaTHONM MEIUITMHCKOM
NIOMOIIBI0; JMCIIAHCepU3aIlieil HaceNeHHs, AUCHAaHCEPHBIM HaOMIOACHUEM U
MEIUIIMHCKON  peabmnuTanuel  OONBbHBIX,  CTPAAAIONIMX  XPOHUYECKUMH
3a00eBaHUsIMA, B TOM 4YHCJE€ COLMAJIbHO-3HAYUMBIMHU;  COOJIOJICHUEM
rOCYJapCTBEHHBIX CTAaH/IAPTOB HA COIMAJbHBIE YCIYI'M, TEXHUYECKHE CpPEICTBA
peadbmIUTanum, CpeCcTBa CBA3M U MH(OOPMATUKH, YCTAHOBICHHBIX HOPM U MPABUII,
00ecreunBamuX JOCTYITHOCTh JUIsi WHBAJUIAOB CPEIbl KU3HEICATEIHHOCTH,
METPOJIOTUYECKUM M HOPMATHUBHO-TEXHHUYECKUM OOECIICUCHHEM B OPTaHH3AIUsAX
CUCTEMBI 3[IPAaBOOXPAHCHHS U COIMATBLHOTO Pa3BUTHSI; KOHTPOJIb 32 COOIOICHHEM
CTaHJApTOB KaudecTBa (IPOTOKOJOB) MEIMIIMHCKOW H MEAUKO-COLUAIbHOU
MOMOIIM; BEAET TOCYJAapCTBEHHBIN peecTp KypopTHoro ¢ouma PO u T.1. — B
OOJIBIITMHCTBE CITyYaeB CO CCBIIKOM Ha KoMIeTeHIuo Poccuiickoit denepannu B
00JacTH OXpaHbl 3I0pOBbs Tpakaan (cT.15 OcHoB), HO He Poc3apaBHaa3opa.

Ha xaxom ocHoBanmm PoczmpaBHan3zop mpucBowi (YHKIHIO «paTU(UKAAH
cepTU(PUKATOB  COOTBETCTBUS  PETHOHAJIbHBIX  CHUCTEM  JOOPOBOJILHOM
cepTHUKALMU MEIULUHCKUX YCIYr?», HEU3BECTHO. PocC3ipaBHAA30p HajeluI
ce0ss W psSgoM JIpYyrUX HECBOMCTBEHHBIX emy (yHKuud, wu3zo0peTas
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JNOTMOJIHUTEIIbHBIE K HUM BO3MOXXHOCTH PAaCIIMPEHUS CBOUX NOJIHOMOYUU U
000CHOBaHUA pa3pacTaHus OIOPOKPATUUYECKOTO amnmapara.

BriBojibI:

1. Komnerenuusa Poc3apaBHan3opa He SBISIETCS MCUEPIIBIBAIOILE ONPEAEICHHON
1 3akpbiToil [lonokeHMEM, 4TO JOMYCKAET BOJIOHTAPU3M M HE NPEAYNPEKIACT
KOPPYIILUIO B €T0 AEATEIbHOCTH.

2. lTlomoxkeHwe COAEPKUT HE MepeyeHb OOIIEU3BECTHBIX M €IUHOOOpa3HO
IIOHUMAEMbIX KaTEropui B SCHOM JIOTMYECKOW CTPYKTYPUPOBAHHOCTH UX
B3aUMOCBSI3EH, a HEO0(OPMIICHHYIO, HEJETATU3UPOBAHHYIO 151
HeA(p(hepeHIMPOBAHHYIO COBOKYITHOCTh CJIOBOCOYETAHMM, COACPKAHUE KOTOPBIX
JOCTYIIHO MPOU3BOJIBHOMY TOJIKOBAHUIO.

3. BMmecTo OrpaHMYMTENLHOIO COCPENOTOYEHHS Ha OOS3aHHOCTSIX B pamMKax
nyonuuHoi cepsl Poc3apaBHaa30p MPOBOJUT OTPAHUUUTEIBHY 0 HHTEPBEHIIUIO B
chepy TpakIaHCKUX IMPaB, PACHIMPUTEIILHO UHTEPIPETUPYS MPETOCTaBICHHbBIE U
0€30CHOBATENIbHO MPUCBAUBAasi JIONOJHUTEIbHBIE MPABOMOUHMS, HECMOTPS Ha TO,
YTO TPAXKJAHCKHUE MpaBa MOTYT OBITh OTPAHUYEHBI TOJBKO (heliepaqbHBIM 3aKOHOM
(.3 c1.55 Koncrurynuu P®D).

B uenom ompezaeneno, 4ro ¢eaepanbHas ciyk0a He BIpaBe OCYIIECTBISATH B
YCTaHOBJICHHON cdepe ACSATENbHOCTU OKazanue naamuwix yciaye (n/m. «B» mn.4
Vkaza Ilpesuaenta Poccuiickoit @enepanu ot 9 mapra 2004 r. N 314 «O
CUCTEME M CTPYKType (eaepalibHbIX OPraHOB HCIIOJHUTEIbHOW BIACTU» B
UCXOJTHON peaKIiHn).

Poc3nmpaBHangzop He BOpaBe OCYIIECTBISATH B  YCTaHOBIGHHOW cdepe
NEATEIbHOCTH ~ HOPpMAMUBHO-NPABOGOEe  pezyiupoéanue, KpPOME  CIIy4aes,
ycTaHaBiIuBaeMbiXx  ykazamu  [Ipesumenta  Poccuiickont  ®epepauuu U
nocranoBiieHUsIMH [IpaButenbcTBa Poccuiickonn denepanuu, a TaKKe yIIpaBIeHUE
rOCYJapCTBEHHBIM MMYUIECTBOM U OKazanue niaamuvix ycaye (.7 Ilomoxenus).
OTH OrpaHHYEHUs] HE PACHPOCTPAHAIOTCS HA YIPABICHHE 3aKPEIUICHHBIM 32
Poc3npaBHag30poM HMYIIECTBOM, PEIIEHUE KaJIpOBBIX BOIPOCOB U BOMPOCOB
OpraHu3aluu JeATEIbHOCTH.

Mexny Ttem Poc3npaBHan30p IUIAHOMEPHO MHOMKHUT —IOJABEIOMCTBEHHBIE
VUpEXKACHUS 3APaBOOXPAHEHUS «OCOOOTO THUIA» IO OKA3AHUI0 JNHUICH3UATaM
(couckarensiM JUUEH3UU) MJAAMHBLIX KOHCYJIbTAaTUBHBIX ycaye. llpu xaxaom
TEPPUTOPUATIBHOM TnoApasnaesieHun Poc3apaBHan3opa coO34aHbl BCEBO3MOXKHBIE
KOHCYJIbTATUBHO-METOJIUYECKHE  LEHTPbl  JIMLEH3UPOBAHUS  MEIULHUHCKOU
nearensbHocTd — Hanpumep, ®I'Y KMIJI Pocsapasnanzopa B Cankr-IletepOypre?,
Tynsckoii obnactu®, CTaBpononasckoM Kpae® M T.J., a Ha caiite Poc3apaBHansopa
YKa3aHOo LIEHTPAJIbHOE ory «KOHCYIBTaTUBHO-METOIUYECKU I LEHTP
nuLeH3upoBanus PocsapaBHanzopar®.

3 http://www.kmclspb.ru/uslugi.php

4 http://alltula2.ru/tulacatalog/tulacompany/426/

5 http://www.26rosfirm.ru/catalog/card/26.10643

& http://www.roszdravnadzor.ru/about/structure/podorg/8031



[Ipu stom Poc3npaBHan3op «uzoaem unougudyanvuvle npaeosvie AKmvl nO
80npocam, 6xo00auum 6 Komnemenuyuio DedepanvHoil cayxucovl no HAO30pPY 6
chepe 30pasooxpanenus u couuanbHozo pazeumusa’.

BoiBonibl: ecniu Poc3npaBHaa3op sBIs€TCS TOCYAapPCTBEHHBIM OPTaHOM:

I. emy JdomxHO OBITH  3alpelieHO  CO3/aBaTh  HE  SIBJSIOIIUECS
rOCYJapCTBEHHBIMH OpraHaMU MOJIBEIOMCTBEHHBIE YUPEKICHNUS,

2. OH MOXET B3UMATh TOJIbKO MyOJIMYHbIE IJIATEKHU (HAJIOTH, MONUIUHBI, COOPHI),
HO HE TIaTy 3a TOBAapHBIE MpeaoCTaBiIeHUs (YCIyTH).

3. OH HE BHpaBe NPEOJI0JCBATh MPSIMON 3ampeT B ONPENCAIONIEM €ro
koMmreteHiuio [lojokeHuu, B YAaCTHOCTH, Ha OCYIIECTBICHUE HOPMATHBHO-
IPaBOBOTO PETYJIMPOBAHUS B YCTAHOBJICHHOU cdepe NesITeNbHOCTH, Hake B
MOPSI/IKE W3JaHUsl WHIUBUAYaJIbHBIX MTPABOBBIX aKTOB MO BOMPOCAM, BXOJSIIUM B
€ro KOMIETEHIIUIO.

l'ocynapcTBeHHBIN HaI30p CYIIECTBYET, OYEBHUIHO, Kak HaOMOJeHUE 3a
coOJIr0IcHuEM OOIIECTBOM U TOCYJapCTBOM TpeOOBaHUM, BHIPAXKCHHBIX B 3aKOHE:
UCIIOJTHEHUSI 00SI3aHHOCTEH, COBEPIIIEHUs 0053aTeJIbHBIX JIEUCTBUN, IPOU3BOJICTBA
o0s3aTeNbHBIX TIJIAaTeXed u T.J. IT0 — oaHa u3 (GopM JeITeNbHOCTH
TOCYJapCTBEHHBIX OPTraHOB I10 OOECIEUYEHHUIO 3aKOHHOCTU. TakuM SBIISETCS,
HaIpuMep, MPOKYPOPCKUM, CAHUTAPHO-IUIEMHUOJIOTHIECKUM, aHTUMOHOIIOIbHBIN
W T.aI. Ham3op. locynmapcTBeHHBIM Ham30p B cdepe 3ApaBOOXpAHCHHUS U
COLIMAJILHOTO Pa3BUTHUSl TPEJCTaBIseT cO00Ml HAOIIOJEHUE 3a HCIOJHEHUEM B
couManbHOM cdepe TpeOOBaHUN 3aKOHOJATENHbCTBA, PETYIUPYIOIIETO €€
COCTOSIHHE.

l'ocynapcTBEHHBIH KOHTPOJIb — 3TO TMPOBEpKAa, NPOBEPKA COCTOSIHUS
KOHTPOJIUPYEMOI CUCTEMBI, Cpe/ibl 00IIeCTBa U rocyaapcTBa. Booobiie KOHTpoIb —
3TO TIPOILIECC, COCTOSIIUMKA M3 TPEX OCHOBHBIX DJJIEMEHTOB: YCTAaHOBJIECHUE
MOKa3aTeleil  COCTOSIHUSL  CUCTEMBbI, MOJUIeKAIlNX MPOBEPKE; CpaBHEHUE
NOJIYYEHHBIX pE3yJIbTATOB C OXHUIAEMBIMU PE3YJIbTaTaMH; KOPPEKTUPOBKA
NPOUCXOJAIIUX B CHCTEME MPOIECCOB. [ OCylapCTBEHHBIN KOHTPOJIb B cdepe
3PAaBOOXPAHEHUS] W COLMAIBLHOTO Pa3BUTHS TMPEACTABISIET COOOH MPOBEPKY
COCTOSIHHS COIMAIbHOW cdepbl IS 1elNel ero KOPPEKTUPOBKH MEpaMH
rOCYJapCTBEHHOTO PETYyIUPOBAHUA.

N wHag3zop, W KOHTPOJIb TOCYJApCTBAa OCYUIECTBISAETCS B OTHOIIECHUU
COOTBETCTBYIOIIHNX OOBEKTOB.

Enunas mepa Ham3opa WM KOHTPOJIS NMPUMEHUMAa K OOBEKTY, 00JIalarimeMy
eauHooOpa3ueM XapakTepuCTUK. HeBO3MOXKHO MPUMEHSITh OJHY U Ty K€ MEpy
HaJ30pa WM KOHTPOJS K OOBEKTY, JUIIEHHOMY MPU3HAKOB €AMHOOOpa3us, Kak
HEBO3MOXXHO U K OJJHOPOJHOMY OOBEKTY IPUMEHSTh pPa3Hble MEPhl OAHOTO U TOTO
K€ HaJ30pa WU KOHTPOJIS.

EnnrooOpa3Hplii Hag30p W KOHTPOJIb MOXET OCYIIECTBIATHCS TOJIBKO B
eaquHooOpazHoit cpene. CoumanbHast cdepa (chepa 3apaBooxpaHeHUS U
COIIMAJIBHOTO pa3BUTUSI) 3a OTCYTCTBHEM €AMHOOOpa3usi TakKoW cpenod He
apisieTcs. M3-3a OTCYTCTBUSI HOJIKHON nuBepcudUKalUM B colUalbHOU chepe B

7 http://www.roszdravnadzor.ru/about/jus/jus.html



Hell 0e3 pa3iauyeHHs] XapaKTepUCTUK CMEIIaHbl TOCYyJapCcTBO U  OOIIECTBO,
SKOHOMHUKA M BJIACTh, MNpPOU3BOAUTENM U mnorpedurenu. Ortcoaa Gokyc
rOCy/IapCTBEHHOTO BHHMMAaHHs, T.€. YTO TMOJIEKUT HAA30pY M KOHTPOJIIO,
OKa3bIBACTCSl PA3MBITHIM, HESICHBIM, HEOTIPEICTICHHBIM.

[lopnexuT 1M TrocyJapCTBEHHOMY HaA30py M KOHTPOJIIO MEAUIMHCKas
(papmarieBTHUECKas U T.1.) AeATeNbHOCTH? HeT, MOCKOJIbKY OHA OCYIECTBIsAETCS
HE 1O MpaBuUjaM TOCyAapcTBa, a MO MpaBWwiaM Mpodeccuu, OyAydyd B HTOM
€AMHO00pa3HON BO BcexX cTpaHax Mupa. ['ocyaapcTBEHHOMY HaJ30py M KOHTPOJIIO
MOJICKUT He npodeccuoHaibHasi, a YdKOHOMHUYECKas AESITeNIbHOCTh ¢ 00bEKTaMH,
HE OTPaHWYEHHBIMU W OTPAHUUYCHHBIMH B 000pOTE (IEATEIBHOCTh C OOBEKTAMH,
U3BATBIMU U3 000pOTa, KOHTPOJIUPYETCS U MpeceKaeTcs He ciayxOamu Haa3o0pa, a
PAaBOOXPAHUTEIbHBIMU oOpraHamu). COOTBETCTBEHHO, HAA30p M KOHTPOJIb B
COLIMAJILHOM cdepe BO3MOXKEH JIMIIb 3a MPOUCXOMSIIMM B HEH TpakJIaHCKUM
(3KOHOMUYECKHM) O00OpOTOM, 3a TOBAPOOOMEHOM B OTHOIICHHUSX MEXIY
TOBAPONPOU3BOIUTEISIMU U MIOTPEOUTEIIIMU, TTOKYTATEISIMU U MPOaBIIAMH.

Otcrona cienyeT psji BHIBOJOB.

Bo-miepBbiX, mnpuBsS3Ka HAA30PHBIX M KOHTPOJBHBIX TpeOOBaHUU K
HKOHOMHYECKON JEeATEIBbHOCTH B COIMAIBHON cdepe HMEeT Ieib 0OecreueHUs
yIIOBJIETBOPEHUSI TOTPEOHOCTEH rpaskaanckoro obopora. He /st ynosneTBopenus
NOTPEeOHOCTe TrocyaapcTBa (HampuMep, MOJMTUYCCKUX) WIH OHpOKpaTHH
(aIMMHHCTPAaTUBHBIX), a JJIA YyIOBIETBOPEHHS MOTpeOHOCTEH  o0OIiecTsa.
[ToTpeGHOCTH OOIIECTBA COCTOSIT B TOM, YTOOBI TOCYAApCTBO CIEAMIO 3a
COOJI0/IEHHUEM TTPaBUIT HAXOXKACHHS XO3IMCTBYIOMINX CYOBEKTOB M MTPOU3BOAUMBIX
UMHU OOBEKTOB B I'PAKJAHCKOM 000pOTE B COIMAIbHOU cepe Mepamu AOIycKa
(JIMIIEH3UPOBAaHUA ) U OT3bIBA JAOIMYCKa (JIMIICHUS JIULICH3HUH).

Bo-BTOphIX, mpuBS3Ka HAA30PHBIX U KOHTPOJBHBIX  TpeOOBaHMA K
HPKOHOMHYECKON JESATEIHPHOCTH B COLMAIBHON cepe orpaHHMYMBAETCs paMKaMU
noTpeOHOCTEH TpakJaHCKOro 000poTa, TOBApOOOMEHA B OTHOIIEHUSX MEXIY
TOBApOIPOU3BOAUTENSAMU U OTpeduTensiMu. HbIMU cl10BaMu, Apyrue, KpoMe Kak
K JOIMYCKY XO3SIHCTBYIOIUIUX CYOBEKTOB W TNPOU3BOJUMBIX HMH OOBEKTOB B
rpaXKaaHCKUN 000poT, TPeOOBAaHUS HE SABISIOTCS OCHOBATEIBHBIMU.

B-TpeTpux, TmpuBA3Ka HAA30pPHBIX W  KOHTPOJIBHBIX  TpeOOBaHUU K
po¢eCCHOHATILHON JEATeIBHOCTH HE SBIIACTCS OCHOBATEIBLHOM (M JEHCTBUTEIBHO
— BO BCEM MHpe 3TO (PYyHKIUSA MpodheCCUOHATBHBIX, B TOM YHUCJIE MEIUIIUHCKHX,
COOOIIECTB).

OnHako OTCIO/Ia BBITEKAaeT BaXXHOE CIEACTBHUE. DBrO/KETHbIE yupexAeHUs
3IpaBOOXPAHEHUSI KaK HAXOJSIIHECS B AIMUHUCTPATUBHOM MOJYUHEHUH OpraHam
VOpPaBICHUS 37PABOOXPAHCHHEM HE SBJISIOTCS CBOOOJHBIMU  YYaCTHHKAMU
IPaXIAHCKOTO 000poTa, HE Oyaydn XO3SHUCTBYIOMUMHU cyObektamu (CT.4
®enepanbHoro 3akoHa «O 3amure KOHKypeHuum» Ne 135-®3 ot 26 urons 2006
roja), cBoei Bosiei u B cBoeM mHTepece (1.2 ¢t.1 'K P®d), Ha cBoit puck (.1 c1.2
'K P®) ocymiecTBASIOMKUME TOBAPHYIO AESTEIBHOCTb, MPUHOCSIIYI0 UM JOXOJ.
OHu sBISIIOTCS yyacTHHKaMu OrojkeTHoro npouecca (ct.161 BK P®) B kauectse
nosnyyatesnen OromkeTHbiX cpeacts (cT.162 BK P®) ot pacnopsiaurens (ct.159 bK
P®) unu rnaBuoro pacnopsautens (ct.158 BK P®) OroKeTHBIX CpencTB —



OpraHOB  YIpaBJE€HUS  3ApaBOOXpPAHEHHMEM M  (QOHIOB  00s3aTEIBHOIO
MEIUIMHCKOTIO CTPAXOBAHUS.

JInbo OromKeTHbIE YUpEXKACHUS 3APaBOOXPAHEHUS HAXOIATCA B cdepe
JOeHCcTBUSL  OIOJIPKETHOTO  3aKOHOJATENhCTBA M SIBISAIOTCS — MOJIy4aTeNs MU
OIOKETHBIX CPEACTB, JUOO OHM SIBIISAIOTCS XO3SAMCTBYIOIIMMH CYObEKTaMH, U
TOrJa — HaxoAsTcs B cdepe NEeUCTBUS TpaXJAaHCKOTO 3aKOHOJATENbCTBA M HE
BIIpaBE Ha TMOJIydyeHUE OIOJDKETHBIX CPEACTB HHAye, YeM BCE OCTAJIbHbIE
X03siicTByIOUME CyOBeKThl. IlmaTHble yciayru SBISIIOTCS MPOTHUBOIPABHOM
WHTEPBEHIMEH U3 OI0/KETHOU cephl B IpakAaHCKU 000pOT — roCyJapcTBOM C
oOlIecTBa HE B3UMAIOTCS MHBIE IJIATEXKH, KPOME OMNPEEICHHBIX KaK HaJOTH
(cOopBI, MOIILITHHA).

K rocymapcTBeHHOMY Haa30py 53TO HMMEET MpPSMOE OTHOIIEHHWE: €Cln
OIO/DKETHBIE YUPEXKACHHUS 3/IPAaBOOXPAHEHUS HE SIBISIIOTCA XO3AWCTBYIOIIMMHU
CyOBEKTaMM, HE MOJJICKUT JTULUEH3UPOBAHUIO OCYLIECTBIsIEMAasi UMH JI€SITEIbHOCTh
KaK He SBJIAIONIASICS JEATEIbHOCThIO B TPaKIaHCKOM obopore. JluieHzupoBanue
JESATENBHOCTU OIOJIKETHBIX YUPEKIECHUN 3ApaBOOXpAaHEHUs — ITO MycCTas TpaTa
JE€HEr Ha TO, 4YTO JOCTHIAaeTCs HE C I[OMOUIIBI0 HAA30pa M KOHTPOJsS B
rpaKJaHCKOM 000poTe, a C MOMOIIBIO TPAJULIHUOHHOTO AIMUHUCTPATUBHOTO
yIpaBlieHUs 10 CyOOpAMHAIIMM OpraHaM yMpaBleHUS 3paBOOXPaHEHUEM
(aHAIOTUYHO — aKKPEIUTAIUS U CePTUDUKALINS).

B Toit mepe, B kako# coumanbHas cdepa mpeAcTaBisieT co00i MPOCTPAHCTBO
IpaXKJaHCKOrO 000poTa, IUIOMAAKY ToBapooOMeHa (OKa3aHUs MEIUIIMHCKUX
yCIIyT, MPOU3BOJACTBA U peaju3alliu JIEKAPCTBEHHBIX CPEACTB U APYTrUX TOBapOB
MEIULIHUHCKOTO HAa3HAYEHHUS U T.l.), FOCYJAPCTBEHHOMY KOHTPOJIIO MOIJIEKHUT
paBHO COCTOSIHUE cpeabl norpeduTenei u COCTOSIHUE cpenabl
TOBApPONPOU3BOUTECH B comuaibHON cdepe. B IeHCTBUTEILHOCTH KOHTPOIIIO
MIOJIBEPTraeTCsl COCTOSIHUE Cpe/bl MoTpeduTeneit (Mo conuanbHO-MEIUIIMHCKUM U
nemorpadUyecKUM MOKa3aTeNsiM), HO HE Cpelbl ToBaporpousBoauteneid. To, 4To
TOBApPOIPOU3BOAUTENH OCYILECTBIIAIOT SKOHOMHUYECKYIO NEeSATENbHOCTb,
IPEIMETOM KOTOPOH SIBISIETCS MEIUITMHCKAs TIOMOIIb, @ HE CYT'y0O MEIUIIMHCKYIO,
FOCY/IApCTBEHHBIM KOHTPOJIEM HE YYHWTBIBAETCA. B NPOTUBHOM ciy4ae
CYIIIECTBOBAJIU ObI, BO-TIEPBBIX, TOHUMAHUE CTPYKTYPHI TPAKJAHCKOTO 000pOoTa B
colMaibHON cdepe Kak CTPYKTYpUpOBAaHHAas CHCTeMa KOOPAHMHAT, BO-BTOPBIX,
CUCTEMa KpUTEpUEB M  TMOKazaTeled (MHAMKATOPOB) COCTOSIHUA — MyJa
TOBApPOIPOU3BOJUTEIIEN; B-TPETbUX, MEXAHU3M HSKOHOMHUYECKOTO MOHUTOPHHIA.
OTcyTCcTBHE 3TOrO CO CTOPOHBI OpraHa rocyJlIapCTBEHHOI'O HaA30pa U KOHTPOJIA B
chepe 3ApaBOOXPAHEHUS U COIMAIBHOTO PAa3BUTHUS CBUICTEIBCTBYET O €ro
0e3pa3nuunu K COCTOSHUIO CPeabl TOBapompousBoauTeneid. Bmecto BHUMaHUS K
COCTOSIHUIO  DKOHOMHYECKOTO  3B€Ha  3APaBOOXPAHEHMs,  XO3AMCTBYIOLIUX
CYyOBEKTOB, Poc3apaBHagzop  cocpemoToumiicss — Ha  TpeOOBaHUSAX K
npoeCCUOHANBbHON KBAIU(PUKAIIUKM HX PAOOTHHKOB, a padoToAaTe siM BMECTO
MMOMOIIH JTIOCTAXOTCSI MHOTOYUCIICHHBIE aIMAHUCTPATUBHBIE PETIAMEHTBI.

[Tox agMUHUCTPATUBHBIM PErIAMEHTOM IOHHUMAETCs HOPMATHUBHBIM MPABOBOU
aKT, yCTAHABIUBAIOUIMN CTaHAAPTHI UCIIOJTHEHUS TOCYJAPCTBEHHBIX (PYHKIIH, T.€.
oOsi3atenbHbIe TPeOOBaHUS K MOKA3aTeNsIM, COJIEPKAHUIO, MOPSAKY COBEPILICHUS,



KaueCTBY YMPABICHUYECKUX NEUCTBUM, MPOUEAYP U MPOLIECCOB, 00ECTICUNBAIOIINE
3hPeKTUBHYI0 peanu3aluio TOCYJAPCTBEHHBIX (YHKIUN HCIOJIHUTEIHHBIM
OpraHoM TOCYAapCTBEHHOM BJACTH B MpEJAeiax €ro KOMIIETEHIMH B HHTEpEcax
roCy/1apCTBa, TPa)KJaH U IOPUIUYECCKUAX JIUII.

AJMUHUCTPATUBHBIM periaMeHT JOMKEH HCYepIbIBAOIUM o0pa3zoMm (c
OINMCAaHUEM IIOCIIEIOBATEIBLHO BBINOJHAEMBIX JIEHUCTBUM, IPOLEAYP U UX CTaIUM,
CPOKOB  HCIIOJIHEHHUS, BApUATUBHOCTHIO BO3MOXHBIX pelIeHU#, Gdopmoii
pe3yibTara, JOJMKHOCTHBIM TOJOKEHUEM UCIOJIHUTENSI U T.J.) PEryJIupoBaTh
HCIIOJTHEHNE COOTBETCTBYIOIIUX TOCYAapPCTBEHHBIX () YHKIIUH.

[IpumenutensHo k QyHkuusm Poc3npaBHaazopa — ¢enepaibHble OpraHbl
UCIIOJTHUTEJIbHOM BJIACTM HE BIIPABE YCTAHABIMBATH B aAJMUHUCTPATUBHBIX
periaMeHTax  HCIOJHEHMUs]  TOCYJapCTBEHHBIX  (DYHKIUNA  TOJTHOMOYHUS
dbenepanbHbIX OpPraHOB  HUCIIOJHUTEIBLHOW BJIACTH, HE TMPEAYCMOTPEHHbBIC
dbenepaabHBIMU  KOHCTUTYIIMOHHBIMU  3akoHamu, ¢eepalbHbIMU  3aKOHAMH,
aktamu IlIpesunenta Poccuiickon ®enepamuu u IlpaBurensctBa Poccuiickon
Qenepanuu, a TaKKE OPAHUYEHUA 6 HACMU pealu3ayuu npag u ce0d00
2pasicoan, npag u 3aKOHHbLIX UHMEPECO8 KOMMEPUECKUX U HEeKOMMEPUYECKUX
opeanu3zayuil, 3a WCKIIOYEHHWEM CIIy4yaeB, KOrjJa BO3MOXKHOCTb M YCIIOBHS
BBEJICHUSI TAKWX OTPAaHUYCHUN aKTaMM YIOJTHOMOYCHHBIX (pefepasibHbIX OpPraHOB
UCIIOJIHUTEIIbHOM BJIACTH IpsAMO npenycmorpeHbl Koncrurynuein Pocculickon
Oenepanuu, (QenepanbHbIMU KOHCTUTYIMOHHBIMH 3aKOHaMH, (eaepaabHbIMU
3aKOHAMU M M3[1aBacMbIMM Ha OCHOBAaHMM W BO HucnosHeHne KoHcTuTyuuu
Poccuiickoit  ®enepannu, ¢denepaabHBIX  KOHCTHUTYIIMOHHBIX 3aKOHOB U
dbenepanbHbIX 3akoHOB akTtamMu lIpe3ummenta Poccuiickoit denepanuu U
[IpaButennsctBa Poccmiickoit ®enepanuu  (1m.10 Tlopsinka pa3paboTku U
YTBEPKJICHUS AJMUHHUCTPATUBHBIX PErJIaMEHTOB MCIIOJIHEHUS TOCYIapCTBEHHBIX
GYHKIIUN ¥ aAMUHUCTPATUBHBIX PETJIAMEHTOB MPEIOCTABICHUS TOCYIapCTBEHHBIX
ycayr,  yrtBepxkiaeHHoro  IlocranoBinennem  IlpaButensctBa  Poccuiickon
deneparuu ot 11 HOs6pst 2005 1. Ne 679).

OnHako ¥ B 4yacTU aJIMUHUCTPATUBHBIX pErjiaMeHTOB K Poc3apaBHan3opy ecThb
BOIIPOCHI.

B cootBeTcTBUMU C AJIMUHUCTPATHBHBIM periiameHToM DenepanbHON CIyKOBI
0 HAJ30py B cepe 3paBOOXPAHCHUS U COIMAIBHOTO Pa3BUTHUS IO UCTIOTHEHUIO
rOCy/IapCTBEHHON (DYHKIIMU TI0 BbIJa4€ pa3pelIieHuid Ha MPUMEHEHHE HOBBIX
MEIULIMHCKAX  TEXHOJIOTHM,  YTBEPKIEHHOrO  MpUKa3oM  MwuHHCTEPCTBA
31paBOOXPAaHEHUs U colManbHOro paszsutus Poccuiickoit @enepannu ot 20 urosnd
2007 r. Ne 488 (11.1.3) K HOBBIM MEIMIIMHCKUM TEXHOJOTHUSIM OTHECEHBI BIICPBBIC
MpearaeMble K MCIOJIb30BaHUIO Ha Tepputopun Poccuiickon Penepannu Win
YCOBEPIIIEHCTBOBAHHBIE COBOKYITHOCTH METOAOB (MPHUEMOB, CIIOCOOOB) JICUCHUS,
JTUATHOCTUKH, TPOMUIAKTHKH, peadwimranuu (ajee — METOH), CPEeACTB, C
MMOMOIIBIO KOTOPBIX JaHHBIE METOJIBI OCYIIECTBIIAKOTCS, & B HEKOTOPBIX CIIydasiX U
croco0 MOIy4YeHHUsI CPe/ICTBa, MPUMEHSIEMOr0 B JJAHHOW TEXHOJIOTMU. MeToabl U
CpEACTBa, MPUMEHSEMBbIE B HOBBIX MEAUIMHCKUX TEXHOJIOTHSIX, MOTYT BKJIIOUATh B
ce0si UCIOJIb30BaHWE JIEKAPCTBEHHBIX CPEICTB MU M3ACIHUN MEAUIUHCKOTO
Ha3HAYCHUS MPH YCIIOBUU, YTO OHU 3aPETUCTPUPOBAHBI B YCTAHOBJIEHHOM MOPSIKE



B Poccuiickoini @enepanud U HUCHOJB3YIOTCA B CTPOIOM COOTBETCTBUMU C
YTBEPKACHHBIMH  TIPU  PETUCTPAUMU  HHCTPYKUUSIMHA O  MEIULMHCKOMY
npuMeHeHnto.  Mcmosib30BaHME B HOBBIX — MEIMIIMHCKHMX — TEXHOJOTHIX
3aperucTpupoBaHHbIX B Poccuiickoit denepannn JeKapCTBEHHBIX CPEACTB U (WIIH)
M3AEIUNA MEOUWUMHCKOTO HA3HAYEHUA C OTKIOHEHUSAMHU OT HMHCTPYKUUWA 1O
MEIUIMHCKOMY NMPUMEHECHUIO HE JOMYCKACTCH.

Ha xakoM mnpaBOBOM OCHOBAaHMM OpPraH WCHOJHUTEILHOW BJIACTU BBEN
NeUHUIMI0O HOBBIX MEAUIIMHCKUX TEXHOJOTHMM W  COMYTCTBYIOIIME e
OTrpaHUYEHUsA?

BenomctBO 3TOrO nAenarh, mo odmiemy npaBuiy, He BrpaBe (.10 Iopsaka),
JaXKe €eCIM COOTBETCTBYIOIIMN perjiiaMeHT s Poc3npaBHazgzopa yTBEpXkKAEH
MUHUCTEPCTBOM 3APAaBOOXPAHEHHS U COLIMATBHOTO PA3BUTHS.

AJIMUHUCTPATUBHBIM pErJaMEHT — O3TO PYKOBOACTBO K JIEUCTBUIO JJIs
Poc3npaBHaazopa, HO He M Te€X, KTO HAXOAUTCS B TPaxIaHCKOM 000OpOTE B
chepe ero IOPUCTUKITUY.

[Tonoxenuss AAMUHUCTPATUBHOIO pErIaMEHTa PETYJUPYIOT MCIIOJTHEHUE
COOTBETCTBYIOIIUX TOCYJAPCTBEHHBIX (YHKIMH, a HE CO3Jal0T, U3MEHSIOT WU
JOTIOJTHSFOT CHUCTEMY ITyOJIMYHO-TIPABOBBIX TpeOOBaHUI K CyOBEKTaM YacTHOTO
npaBa.

B coorBerctBuu ¢ Koncturymueir PO (1.3 c1.55) u I'paxkaaHCKUM KOJEKCOM
P® (n.2 ct.1) rpaskgaHckue mpaBa MOTYT ObITh OTPaHUYEHBI TOJIBKO (eiepaabHbIM
3aKOHOM U TOJBKO B TOW Mepe, B KaKOW 3TO HEOOXOJUMO B ILIEJSAX 3aIUTHl OCHOB
KOHCTUTYLMOHHOT'O CTpPOsl, HPAaBCTBEHHOCTH, 3/I0POBbs, IIpaB U 3aKOHHBIX
UHTEPECOB JAPYruX JHI, obOecredeHus OOOpPOHBI CTpaHbl MU OE30MaCHOCTH
rocynapcrBa. Hukakol opraH MCIOJHUTEIBHOM BJIACTH HE BIPABE IPOU3BOJIBHO
OTpaHUYMBATh TPAXKTAHCKUE IpaBa, B TOM YHUCIE XO3SAMCTBYIOIIMX CYOBEKTOB,
co3/aBaTh MO0 CBOEMY YCMOTPEHHIO 00s3aTeIbHbIC JUIsl HUX MpaBUiIa U TpeOOBaTh
OT HUX COOJIIOJICHUS TOTO, YTO HE HAXOJUT MPABOBBIX OCHOBAHUH.

Takum 00pa3oM, rocymapCTBEHHBIM Ham30p B cdepe 3IpaBOOXpaHEHUS U
COLMAJIBHOTO PAa3BUTHUS B HACTOSILIEE BPEMs HOCHUT PENPECCHUBHBIA XapakTep,
KOTOPOMY MMOJYMHEHA MTOJIUTHKA PaCIIMPUTEITBHOU VMHTEpHpETALUU
Poc3npaBHag30pOoM HEOCTATOYHO OIMPEACICHHBIX M MPOOEIBbHBIX OCHOBAHHUMA €T0
nesTenbHOCTH. B pamkax ¢opmanbHOW — J03BoJieHHOCTH  Poc3mpaBHamzop
CaMOJIESITEIbHO CO3/1a€T HOBYIO PEAJbHOCTh CBOEW KOMIIETEHUIMM HAa OCHOBE
COOCTBEHHOTO YCMOTPEHHUS.



