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MockBa

O6 yTBepxaeHNH AJIMHHHCTPaTHBHOIO perjaMeHTa ucroiHeHus PenepanbHoi
ciryx60M 10 BeTepuHApHOMY H GPUTOCAaHHTApHOMY HaI30py rOCYAapCTBEHHOM
(GYHKLHH [0 OCYILIECTBICHHUIO (PeaepatbHOro rocy1apCTBEHHOTO Haa3opa B chepe
o6pamemu JICKApPCTBEHHBIX CPEACTB AJI1 BETEPHHAPHOIO IPUMEHEHHUs

B cootBercTBMM ¢ noctaHoBineHueM [IpaButensctBa Poccuiickoil @epepauum
or 16 masg 2011 r. Ne 373 «O pa3paboTke U yTBEpKAEHHH aIMUHUCTPATHBHBIX
periaMeHTOB HCIIOJHEHHS TOCYAapCTBEHHBIX (YHKUMH H agMHHHCTPaTHBHBIX
periiaMeHToOB  [peJoCTaBieHHs  rocylapcTBeHHbIX  ycayr»  (CoOpanue
3akoHoaarenscTBa Poccuiickoit ®enmepamuu, 2011, Ne 22, cr. 3169; Ne 35,
ct. 5092; 2012, Ne 28, ct1. 3908; Ne 36, ct. 4903; Ne 50, ct. 7070; Ne 52, ct. 7507)
NpHMKa3bB Baw:

VYTBepauTh mpriiaraeMbli  AIMUHHCTPAaTUBHBIA pErJIaMEHT HUCMOJHEHUs
DepepanbHOll cmyx6oif 1O BeTepUHApDHOMY U (UTOCAaHHTAPHOMY HaA30py
rocyaapcTBeHHOM byHKUMH o OCYLIECTBIIEHHUIO ¢enepanbHOrO
rocyapCcTBeHHOro Haa3opa B cdepe obpallneHHMs JI€KapCTBEHHBIX CPEACTB s
BETEPHUHAPHOI0 NpEMEHEHUS.
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Y TBepKI€eH NPUKA3OM
MuHcenbxo3a Poccuu
ot 26 mapta 2013 r. Ne 149

AJIMHHHCTPaTHBHbIH perjamMeHT
HcnoaHenusn PegepanbHoii cayx00i nNo BeTepHHAPHOMY
H pHTOCAHHTAPHOMY HaA30py rocyiapcTBeHHOH QyHKIHH N0
OCyLUeCTBJIEHHIO (peepabHOr0 rocyJapcTBeHHOro Haa3opa B cpepe
oOpalueHHs JieKkapCTBEHHbIX CPEACTB MJIfl BeTePHHAPHOr0 NPHMEHEHHs

I. O0mHe nonoxkeHHs

1. AnMuHHCTpaTUBHBIHA pernamMeHT ucnoaHeHus OenepanpHoii ciyx60i o
BEeTEpUHAaPHOMY H (PHTOCAHMTAPHOMY HaJ30py I'OCyAapCTBEHHOH (QYHKUHH IO
OCYIIECTBJIECHUIO (pelepaIbHOrO rocy1apcTBEHHOro Han3opa B cdepe obpalleHus
JIEKapCTBEHHBIX CpPEACTB JJIA  BETEpUHApHOrO IpUMeHeHus (manee —
AIMHMHHMCTPATHBHBIH perjaMeHT) yCTaHaBIMBAaeT CPOKH M MOCJeN0BaTebHOCTh
aZIMUHUCTPaTHUBHBIX mnpouenyp (meiictuii) PDenepansHoif cayxbsl 1O
BETEpUHapHOMY M (PUTOCAaHHTapHOMY Haa3opy (nasiee — Poccensxo3Hansop) U ee
TEPPUTOPHAIBHBIX  YNpaBleHWH  NpH  OCyLIeCTBIeHMH  (eaepaabHOro
rocyAapCTBEHHOT0 Haa30pa, NOPSI0K B3aUMOAEHCTBUS MEXAY MX CTPYKTYPHBIMU
nojpaszieIeHUs MU U JOJDKHOCTHBIMH JIMIIAMHU, B3aUMOJAEHCTBHUS C IOPHIANYECKHMU
JULAMH, MHBIMH OpraHaMH TrocCyJapCTBEHHOH BJIaCTH M OpraHaMH MECTHOTO
CaMOYMNpaBJE€HHs, YYPEeXIEHUAMH U OpraHu3alMsIMH IIpH  HMCNOJIHEHHH
rocyJ1apCTBEHHOH (QyHKLMH.

HanMeHOBaHHe rocyAapcTBeHHOH PYHKIHH
2. TocymapctBenHas  ¢yHkims  «OcylecTBrneHue  ¢enepanbHOTO
rocyaapcTBEHHOro Haasopa B cdepe obpailleHHs J1€KapCTBEHHBIX CPEACTB s

BeTepHUHAPHOTO NPUMEHEHH» (Aajlee — rocyJapCcTBEHHas QYHKIHUA).

HanMenoBaHHe (peaepaibHOro OpPraHa HCNOJHHTEILHOH BJIACTH,
HCNOJIHAIOIEro rocyiapcTBeHHY10 GyHKUHIO

3. TocymapctBeHHas ¢yHKUHMS HcnojHseTcs Poccenbxo3Han3opom,
TEpPUTOPHAILHBIMH yIIpaBieHUsIMH Poccenbxo3Haazopa.



IlepeyeHb HOPMATHBHBIX PAaBOBBIX AKTOB, PeryJHpPYIOLHX
HCIOJIHEeHHe roCcyAapCTBEeHHOH PYHKIMH

4. I'ocynapctBeHHast (yHKLHS HCIIOJHAETCS B COOTBETCTBHH C:

DenepanbHbIM 3akoHOM OT 12 ampens 2010 r. Ne 61-03 «O6 obpalueHuu
nekapcTBeHHbIx  cpeAcTB»  (CoOpanme  3akoHomartenbcTBa  Poccuiickoi
®enepanuu, 2010, Ne 16, cr. 1815; Ne 31, cr. 4161; Ne 42, c1. 5293; Ne 49, cT.
6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, cT. 3446);

DenepanbHBIM 3aKOHOM OT 26 nekabps 2008 r. Ne 294-@3 «O 3amure npas
IOPHAMYECKHX UL U UHIUBUAYAJIbHBIX MpeANpHHUMATENeH NPU OCYILECTBIEHHUH
rOCyapCTBEHHOr0 KOHTposis (Hag3opa) ¥ MYHULMIAIBHOTO KOHTPOJISA»
(Cobpanue 3akoHonarenscTBa Poccuiickoii ®enepauun, 2008, Ne 52, ct. 6249;
2009, Ne 18, ct. 2140; Ne 29, ct. 3601; Ne 48, ct. 5711; Ne 52, ct. 6441; 2010,
Ne 17, ct. 1988; Ne 18, cr. 2142; Ne 31, cT. 4160; Ne 31, cT. 4193, c1. 4196; Ne 32,
cT. 4298; 2011, Ne 1, ct. 20; Ne 17, ct. 2310; Ne 23, c1. 3263; Ne 27, ct1. 3880;
Ne 30, c1. 4590; Ne 48, cT.6728; 2012, Ne 19, cr. 2281; Ne 26, cT. 3446; Ne 31,
cT. 4320; cT.4322; Ne 47, c1.6402),

®enepanbHbiM 3aKOHOM oT 2 Masg 2006 r. Ne 59-®3 «O nopsake
paccMoTpeHust oOpameHuit rpaxaaH Poccuiickoit @enepanuu» (Cobpanue
3aKoHozaTenbscTBa, 2006, Ne 19, ct. 2060; 2010, Ne 27, ct. 3410; Ne 31, cT. 4196;
2012, Ne 31, ct. 4470);

nocraHoBneHueM IIpaBurenscrBa Poccuiickoit ®enepauuu ot 16 masg 2011 r.
Ne 373 «O pa3paboTrke U yTBepXIEHUM AAMHUHHUCTPATHUBHBIX PpErjaMEHTOB
HCIOJIHEHUS TOCYINapCTBEHHbIX (QYHKLUHH M aAMHUHUCTPAaTHUBHBIX PpEriIaMeHTOB
IpefoCcTaBleHHs rocyaapcTBeHHbIX ycayr» (CobpaHue 3aKkoHOJATeNbCTBA
Poccuiickoit @enepauun, 2011, Ne 22, cr. 3169; Ne 35, ct. 5092; 2012, Ne 28,
cT. 3908; Ne 36, c1. 4903; Ne 50, ct. 7070),

TIOCTaHOBJICHUEM IlpaBurenscTBa Poccuiickoit ®enepauun
ot 15 oxtabps 2012 r. Ne 1043 «O6 yrBepxaeHuu Ilonoxenus o ¢penepaabHOM
roCyAapCTBEHHOM Han3ope B cdepe oOpalleHHs JIeKapCTBEHHBIX CPEICTB»
(Cobpanne 3akoHonarensctBa Poccuiickoit ®enepauuy, 2012, Ne 43, ct. 5877);

nocraHoBneHueM IlpaBurensctBa Poccuiickoit ®epepammu or 30 HIOHA
2004 r. Ne 327 «O6 ytBepxnenuu Ilonoxenus o PenepanbHoil cimyxbe mo
BEeTePHHAapHOMY H ¢QuTocaHutapHoMy Han3opy» (Poccuiickas rasera, 2004,
Ne 150; Cobpanne 3akoHomatensctBa Poccuiickoit @enepaumu, 2005, Ne 33,
cT. 3421; 2006, Ne 22, cT. 2337; Ne 26, cT. 2846, Ne 48, ct. 5035; Ne 52, ct. 5587,
2007, Ne 46, ct. 5576; 2008, Ne 5, ct. 400, Ne 25, cT. 2980, Ne 46, ct. 5337; 2009,
Ne 6, ct. 738; 2010, Ne 5, ct. 538; Ne 16, ct. 1917; Ne 26, ct. 3350, Ne 40,
cT. 5068; 2011, Ne 14, ct. 1935, Ne 18, cT. 2649, Ne 22, ct. 3179, Ne 43, ct. 6079).



IIpeameT ¢eaepaibHOro rocyapcTBeHHOro Haasopa B chepe
oOpaleHHs JeKapCTBEHHbIX CPEACTB

5. TlpenMeToMm ¢emepalbHOrO TroOCYyJapCTBEHHOrO Han3opa B cdepe
ofpallleHHs JIeKapCTBEHHBIX CpEeACTB (lajlee — TOCYAapCTBEHHBIH Hal30p)
sBnseTcs cobmoeHne cybbekTaMi oOpallieHus IEKapCTBEHHBIX YCTaHOBJIEHHBIX
DepepanbHbM 3akoHOM oT 12 ampens 2010 r. Ne 61-03 «O6 obpaumenun
JIeKapCTBEHHBIX CPENCTB» M TMPUHATHIMM B COOTBETCTBUHM C HHMM HHBIMH
HOpPMAaTHUBHBIMH TNpaBoBbIMM akTtamu Poccuiickoii ®enepauuu TpeboBaHHH K
OOKIMHUYECKMM MCCIIEJOBaHMSM JIEKAPCTBEHHBIX CPEACTB, KIMHHYECKUM
HCCIIEIOBaHUAM JIeKapCTBEHHBIX NpenapaTroB, K IOCYAapCTBEHHON PETrHCTpalUH
NIeKapCTBEHHBIX CPEACTB, XpaHEHHIO, MEpPeBO3KEe, OTIYCKY, pealH3aliud H
YHUYTOXXEHHIO JIEKapCTBEHHBIX CPEJCTB, @ TAaKXKE€ COOTBETCTBHE JIEKaPCTBEHHBIX
CPENCTB, HaXOAALIMXCS B OOpallleHHH, YCTaHOBJIEHHBIM 00fA3aTeNbHBIM
TpeOOBaHMAM K MX KauecTBY (Hajiee — oOs3aTenbHble TpeOOBaHMS ).

IlpaBa 4 06%3aHHOCTH AOJKHOCTHDLIX JIHI| IPH OCYIIECTBJICHHH
rocyapcTBeHHOI0 HaJA30pa

6. JIomXHOCTHEIE JIMLIA NPH UCTIONHEHUH FOCYJapCTBEHHOM QYyHKINH HMMEIOT
npaBo:

a) MOJy4aTh Ha OCHOBaHHM MOTHBHPOBAHHBIX MHCbMEHHBIX 3allpOCOB OT
CyOBeKTOB OOpalleHHs JIeKapCTBEHHBIX CPEACTB, OPraHOB MCIIOJIHHTEILHOM
BnacTh cybobekTtoB Poccuiickoii ®emepalldd M OpPraHOB  MECTHOroO
CaMOyMpaBJieHHs] JOKyMEHTHI M HH(OpMaIMIO IO BONpOCaM OOpallleHHsI
JIeKapCTBEHHBIX CPEICTB;

6) OecmpensATCTBEHHO MO MpPEABSBICHHUH CIIy>)KeOHOTO YAOCTOBEPEHHS H
KOMMH TMpHKasa (pacrnopshkeHHs) OpraHa TroCyJapCTBEHHOr0 Hajaszopa o
Ha3HA4YeHUH TIPOBEPKH TNOCeLIaTh HMCNOoNb3yeMble IOPHAMYECKMMH JIHIIAMH,
HHIAMBUAYAIbHEIMH  NPEANPUHUMATENAMH,  SBIAIOMMMHCA  CyObeKTaMu
oOpalneHus J1eKapCTBEHHBIX CPEACTB, NPH OCYLIECTBJIEHHH CBOEH AEATENLHOCTH
TEPPUTOPHH, 3JaHHf, IIOMELIEHHS H COOPY)XKEHHs B LENsAX IPOBENEHHs
MEPONpPHUATHIA 110 HaI30pY;

B) NpPOBOAUTH OTOOp 06pa3sIOB JIEKapCTBEHHBIX CPEACTB, NMpeAHa3HaYEeHHBIX
Ul peanu3alMHd U pealu3yeMblx CyObekTamMH oOOpalleHHsl JeKapCTBEHHBIX
CpelCTB, U1 MPOBEPKH UX KauyecTBa, IPOBENEHUS MCCIENO0BaHMil, UCIbITAHHH B
COOTBETCTBMM ¢  MpaBunaMH  orbopa  o6pasloB,  yCTaHOBJIEHHBIMH
YIOJIHOMOYEHHBIM (eliepalIbHbIM OPraHOM HCIIOJTHUTEILHOM BIIACTH;

r) BelAaBaTh CyObeKkTaM obpalileHHs JeKapCTBEHHBIX CPEJICTB MPEANMHCaHHA 0
npekpalleHHH HapylueHuil o0s3aTenbHbIX TpeboBaHuii M 00 yCTpaHeHuM
BBISIBJICHHBIX HapylIeHHH 0bs3aTeNbHBIX TpeOOBaHHH;

I) HampaBlATh B YINOJIHOMOYEHHbIE OpraHbl MaTepualibl, CBA3aHHBIE C
HapyHmieHHAMH o0s3aTenbHbIX TpeOoBaHMM, [ pelleHHs BONpPOCOB 0
BO30YXIE€HHH YTOJIOBHBIX A€ N0 NPU3HaKaM NPECTYILICHHH.



7. JIOMKHOCTHbIE JIMLIA TIPH UCIIONIHEHUH TOCYAapCTBEHHOM QYHKIMH 00s3aHb!]
co0oAaTh NonoxeHUss AJIMUHHCTPATHBHOIO PErJIaMEHTA.

IlpaBa n 0683aHHOCTH JIHL, B OTHOIIEHHH KOTOPBIX OCYIIECTBJISAIOTCS
MEpONPHATHA N0 KOHTPOJI0 (HaA3opy)

8. 'ocynapcTBeHHas GpyHKIIUSA HCITONHAETCS B OTHOIIEHUH HHAMBUAYAIBHBIX
NpeANpUHHUMATENEeH, IOPUINYECKUX JIHL HE3aBUCHUMO OT MX OpraHM3alMOHHO-
NpaBOBBIX  (QOpPM, OCYILIECTBISIOIIMX  JEATENbHOCTb TMpH  OOpalleHHH
JIEKapCTBEHHBIX CPEICTB.

Or wuMeHM  IOpUIMYECKMX JIML, a Takke  MHIMBHAYaJIbHBIX
npeanpyHUMaTesei, MOTryT JefCTBOBAaTh UX YIIOJIHOMOYEHHEIE NPEeICTaBUTENH.

B npexycMoTpeHHbIX 3aKOHOM Clly4asiX OT HMMEHHM IOPHIMYECKOro JIHLIA
MOTYT AeHCTBOBaTh €0 YYaCTHHKH.

9. Jluua, B OTHOUIEHHM KOTOPBIX OCYILIECTBIAIOTCA MEPONPHATHS IO
roCyapCTBEHHOMY KOHTpPOIO (Haasopy) (manee — mpoBepsieMble JIMLA), UMEIOT
IIpaBo:

a) Ha NHUCbMEHHOe JaocyaeOHOoe oOxaloBaHHe JAeicTBHii (Oe3meiicTBHs)
W  pelLIeHHH, OCyIeCTBI€HHbIX (IPHHATHIX) JOJDKHOCTHBIMH  JIMLAMH
Poccenpxo3Han3opa, TEppHTOpPHAIBLHBIX YIpaBleHHi Poccenbxo3Hanszopa npu
HCTIOJTHEHUH rOCYy1apCTBEHHOH (PYHKIIUH;

6) obpamarscs B Poccenbxo3Haa30p JHYHO MJIM HanNpaBisTh ITHCHMEHHbIE
obpaleHus, nory4aTh HHGOPMALIHIO O X0Jle UX PaCCMOTPEHH, a TaKXKe CBeIeHUS
¥ JOKYMEHTbI, HeoOXxoauMble 1)1 000CHOBaHUA OOpalleHHit;

B) HEMOCPEeACTBEHHO NPUCYTCTBOBATh NPH IPOBEACHHH NPOBEPKH, NaBaTh
00BSCHEHH 110 BONPOCAaM, OTHOCSILIMMCS K IIPEIMETY IIPOBEPKH;

r) obxanoBaTth neicTBUA (be3neiicTBuUE) JONKHOCTHBIX JIHLL
Poccenpxo3nag3opa (TeppHTOpHanbHBIX yrmpaBieHuél Poccensxo3Hanzopa),
IOBJIEKIIME 32 coOol HapylleHHs INpaB NPOBEPAEMOro JHLAa NpH NPOBEICHUH
TIPOBEPKH, B COOTBETCTBHMH C 3aKOHOJATENbCTBOM Poccuiickoit denepariun.

10. IIpoBepsieMbie nua 0653aHbI:

a) mpeAcTaBlATb COOTBETCTBEHHO B Poccesnbxo3Han30p, TEpPHTOPHAIIBHOE
ynpaBieHde Poccenbxo3Hag3opa (ero JAODKHOCTHBIM  JIML@M) T1I0  €rO
MOTHBHPOBaHHOMY TpeOOBaHHIO B  YCTaHOBJIEHHBIH CpOK  JOKyMEHTHI
¥ MaTepHaJibl, HeoOXOAUMBIE IS POBEIECHHS IPOBEPKH;

6) wucnonHATs nNpexmucaHus Poccenbxo3Han3opa, TEPPUTOPHATIBHOIO
ynpasneHus Poccenbxo3Han3opa 00 yCTpaHEHMH BBISIBJICHHBIX B XOZ€ NMPOBEPKH
HapyIeHHii o6A3aTenbHbIX TpeOOBaHHI.

Onucanue pe3yJbTaTa HCNOJAHEHHS FOCYAapCTBeHHOH PyHKIHH

11. Pe3ynbTaTOM  HCHOJIHEHHS  TOCYAApCTBEHHON  (QyHKUMH B
YCTaHOBJIEHHOI1 cpepe NesTebHOCTH SIBJSETCS NPUHATHE PELIeHUS:
o Oe3onacHoCTH, KauecTBe U 3((PEKTUBHOCTH JIEKAPCTBEHHOI'O CPEICTBA



IUls BETEPHHApHOIO MpPHMEHEHHS W BO3MOXHOCTH €ro oOpalleHHs Ha
TeppuTopuu Poccuiickoit @enepauuy;

O HEBO3MOXHOCTH oOpallleHusi JIeKapCTBEHHOro Iipemapara  Jjis
BETEPUHApHOro MNpHMeHeHuss Ha Tepputopuu Poccuiickoit ®enepauuu u
OTMEHE €ro rocyJAapCTBEHHOH PETMCTpalMd B CBA3H C HalIM4YMEM PHCKa MM
yrpo3sl  370pOBBIO, XXH3HM >XMBOTHOIO IpH NPHUMEHEHHUHU JIEKapCTBEHHOIO
mpenapara Ul BETEpUHAapHOTO IpUMEHEHHs Jub0 INpHOCTaHOBJIEHHUH
OpPUMEHEHHs, M3BbATMM U3 oOpaileHusi, BO30OHOBJIEHHH INpUMEHEHHS,
NIPUOCTAHOBIIEHHH  HJIM  [PEKPalleHHH  KIMHHYECKOro  HCCle0OBaHHUS
JIEKapCTBEHHOI O Mpenapara AJis BeTepUHApHOro NPHUMEHEHHS.

I1. TpeGoBaHHS K NOPAAKY HCIIOTHEHHS TOCYAAPCTBEHHOH QYHKIHH

Ilopsaaok unpopmMHupoBaHUA
00 HCNOJTHEHHH rocy1apcTBeHHOH PYHKIHH

12. Ceenenus o Poccenbxo3Hanzope:
MecToHaxoxaeHue: 107139, r. Mocksa, OpnukoB nep., x. 1/11.
I'paduk pabotel Poccenbxo3Han3opa 1 ero TeppUTOPHAJIBHBIX YIIPaBJIEHHUIA :

JHu Henenn Yack! pabGoTsl
IlonenensHHUK - YeTBEPT 09.00 - 18.00
Iarauna 09.00 - 16.45
Cy660Ta, BoCKpeceHbe BexonHoi aeHb

HUndopmans o mouyToBBIX ajpecax, TeledoHax (¢akcax), agpecax
3NEKTPOHHOM MNOYTHl M  OQHIMAIbHBIX calHTOB B  HH(POPMALHOHHO-
TEJICKOMMYHHMKALIMOHHON ceTu «VIHTEepHET» TEeppPUTOPHAIBHBIX YIpaBieHHIH
Poccenpxo3nansopa ykazana B Ilpunoxenun Ne 1 k AJAMHHHUCTPaTHBHOMY
perjiaMeHTy.

12.1. Undopmauus o mnopsaKe HCIOJHEHHUS TOCYyAapCTBEHHOW OQYHKUMH
TIpeIOCTaBIsAETCA:

a) HoCpeacTBOM TeNedOHHOH CBS3M IO HOMepy TeledoHa I CIpPaBOK:
+7(495) 607-51-43;

6) nocpeacTBoM pa3MelleHHs Ha opHIMaIbHOM caiite Poccennxo3Han3opa B
HHGOPMaLUOHHO-TEeJIEKOMMYHHKaMOHHOH ceTd «VHTepHe™: www.fsvps.ru;

B) 110 NMCbMEHHBIM OOpalleHHAM:

IloutoBelii anpec ans HampaBneHus obpawenuii: 107139, r. Mocksa,
Opnukos nep., a. 1/11, Poccenbxo3Hansop.

Agnpec oanekTpoHHOH mnouthl Poccenbxo3Hagzopa [uis  HanpaBl€HUsI
obpamenwii: farmnadzor@fsvps.ru.

13. Tlopsimox nmnonydyeHus HHPOpPMALMH IO BOMpPOCaM MCMOJHEHHS
rocyaapcTBEHHON (QYHKIIMH, B TOM YHCIIE O XOJi€¢ UCNIOJHEHHUS IOCyAapCTBEHHOM

GyHKIUH:




npu MHGOPMHUPOBAHUH 10 MHUCbMEHHBIM OOpallleHHsIM OTBET Ha obpalleHne
HanpaBisieTcs MO Inoyte B agpec 3asBuTenss B 30-IHEBHBIA CpPOK CO OHS
pEerucTpaly MUCbMEHHOT0 00palIeHHs.

npu MHGOPMHUPOBAHHMH IO NIEKTPOHHOM II0YTE OTBET Ha obpaleHue B GopMe
3JIEKTPOHHOTO AOKYMEHTa MOXET HalpaBJIAThCA KaK B MMCbMEHHOH (opme, Tak 1 B
¢opMe 3JIeKTpOHHOro AoKyMeHTa B 30-IHEBHbIHi CPOK CO JAHS PErHCTpalHH
AaHHOTO ODOpalleHus.

13.1. I'lpy uHPOpMHPOBaAHUH NOCPEACTBOM TeNeOHHOMN CBSI3H JONKHOCTHbIE
nmuua Poccenpxo3Hag3opa (TeppuTOpHalbHBIX ynpasineHuii Poccenbxo3nansopa)
06s13aHbI PEeOCTaBUTh CAEAYIOLLYI0 HHGOPMAIHIO:

a) CBeIeHH O HOPMATUBHBIX MPABOBbIX aKTaX, PeriaMeHTUPYIOILUX BOMpPOChI
HCTIONIHEHHUS rOCyAapCTBEHHOHN QYHKLNY;

6) cBeZieHHs O TIOPSIKE UCIIOJIHEHUS FOCYAapCTBEHHOM QyHKLNHY;

B) CBEJIEHUA O CPOKaX UCIOJHEHHUS roCcyJapCTBEHHOHN QyHKIHY,

I) CBeleHHs O MECTOHaXxOXJeHHH noMelleHus Poccenpxo3Haasopa
(TeppuTopHaBHBIX  ympaBieHuH Poccenbxo3Ham3opa), npelHa3HauY€HHOro MIsi
npueMa oOpalleHui;

I) cBeneHus 00 anpecax caifta W 3NeKTPOHHOH modtel Poccenbxo3Hanazopa
(TeppuTopHaNBHBIX ynpaBieHuit Poccensxo3Haazopa);

€) CBeIeHHs O XOJ/ie UCTIOJIHEHHS FOCYJapCTBEHHOM (QYHKLIMH.

13.2. Ilo uHBIM BompocaM HH¢pOpMaIMs IHPEAOCTaBISETCA TOJNBKO Ha
OCHOBaHHMH COOTBETCTBYIOILEIO THCHMEHHOTO OOpalleHHUs.

Undopmauus o Mecre HaxoxaeHus, Trpaduke paboThl, anpecax
opHLMANBHEIX CalTOB, ajapecax 3JIEKTPOHHON IIOYTBI, HOMEpAaX CHOPaBOYHBIX
tenepoHoB Poccenbxo3Hagzopa M €ro  TEPPUTOPHANBHBIX  YIpaBIEHHH,
pa3MeiaeTcs:

Ha o¢uuuansHOM caiite Poccenpxo3Hagzopa B HHPOPMALMOHHO-
TeJIeKOMMYHHKALHOHHOI ceTH «VIHTepHeT» 1o aapecy: http://www.fsvps.ru;

Ha MHPOPMALMOHHBIX CTEHAaX B noMelleHHsx Poccenpxo3Hamsopa U ero
TEePPUTOPHAIBHBIX YIIPaBICHUH;

B QenepalbHOii rocyaapcTBeHHOH WHGOpPMaUHOHHON cHcTeMe «EnuHbIA
noprag  TOCYJApCTBEHHBIX M MYHHUMOATBHBIX  ycayr  (yHKuui)»
(www.gosuslugi.ru).

14. Ha o¢uumansHoM caiite Poccenbxo3Hansopa H OQHUIMaNbHBIX CanTax
TepPUTOPHAIBHBIX ynpaBneHuil Poccenbxo3Haa3opa pa3MellaeTcs Cleayroas
HHpOpMAaIHA:

eXeroJHbli MIaH MpPOBEJEHUS IUIAHOBBIX NMPOBEPOK IOPHAMYECKUX JHIL (X
uIManos, NpeacTaBUTENLCTB, 060COOIEHHBIX CTPYKTYPHBIX IOAPa3JeNeH i) H
WHAMBUAYAIBHBIX TpeJnpHHHUMaTteneil, NpoBoAMMBIX Poccenbxo3Han3opoM
(TeppuTOpHMANbHBIM  ympaBieHHeM Poccenbxo3Haasopa), ¢opMHpyeMbiii Ha
COOTBETCTBYIOILMI KaJleHAapHbIi Troi M YTBEPKIAeMbl pPYKOBOAHUTEJEM
Poccenpxo3nanzopa (TeppHUTOpHaILHOrO  ympaBieHHs Poccenbxo3Hanzopa)
(pa3MelnaeTcs Ha oduuMansHOM caiite Poccenbxo3Han3opa, opHLHAIbHOM canTe




COOTBETCTBYIOLIETO TEpPUTOPHANILHOTO ympaBiieHHs Poccenbxo3Ham3opa B
TeueHHue 5 paboyux AHel Co JHA ero yTBepxAeHU ),

HH(hOpMalLHUs O pe3ylbTaTax NPOBEPOK, NPOBEAEHHBIX Poccenbxo3Haa3opoM
(TeppHTOpHaNbHBIM  ympaBieHHeM Poccenbxo3Hanzopa) (pasMelnaercs Ha
ouLHaTbHOM caiite Poccenbxo3Hanzopa (cooTBeTCTBYIOWIETO
TEPPHTOPHAILHOIO ynpasieHus Poccenbxo3Han3opa) B TedeHue 5 paboyux aHei
CO JHS COCTaBJIEHUSA aKTa IPOBEPKH );

TEKCT AZIMUHUCTPAaTUBHOIO pPerjlaMeHTa ¢ IPHIOXKEHHIMM;

nepeYeHb 3aKOHOAATENbHBIX W MHBIX HOPMaTHBHBIX INPaBOBBIX aKTOB,
COJiepXallluX  HOPMBI,  HETNOCPEIACTBEHHO  peryJHpyIOllHe  HCIOJHEHHE
rocy1apCTBEHHOI (QyHKIHUH;

rpaguk pabotsl Poccenbxo3Haa3opa U ero TeppUTOPUAIbHBIX YIIPaBleHHI;

azpeca 3JIEKTpOHHOM mnoyThl Poccenbxo3Haa3opa M €ro TeppHTOPUANBHBIX
yIIpaBJICHHH;

HOMepa Telne(oHOB, MO KOTOPHIM OCYLIECTBISETCS HH(POpPMHpOBaHHE MO
BOIIPOCAaM HCHOJHEHUS I'OCYapCTBEHHOM QYHKIUH.

HUHbopmManus 1o BompocaM HMCIOJHEHHS TIOCYJApCTBEHHOW (GYHKUMH
pasMelusieTcss Takke B DenepanbHOM TrocyaapCcTBEHHOH HHGOPMaIHOHHOM
cucreMe «EnuHBIi MnopTan rocyAapcTBEHHBIX M MYHHLMNAIbHBIX YyCIyTr
(pynkumit)» (www.gosuslugi.ru) (masmee — mnopTan rocyAapCTBEHHBIX M
MYHHULMNAIBHBIX YCIyr (QyHKUuiA)).

15. HanpaBneHue uHOGOpMaiMu O BceX Ciydasx HOOOYHBIX JAeHCTBHAX,
CEpbE3HBbIX HEXENaTeNIbHBIX peaKUUaX, HeMpeABUAEHHBIX HeXXeNaTebHBIX PeaKLmsX
IIpY NPUMEHEHHU JIEKAPCTBEHHBIX IpenapaToB, 06 0COOEHHOCTSAX B3aUMOIEHCTBUSI
JIeKapCTBEHHBIX INpenapaToB ¢ APYTHMH JIEKApCTBEHHBIMH IperapaTamMH, KOTOpbIEe
ObUIM BBIABIEHBl NIPH MPOBEJEHHWH KIMHMYECKUX HCCIENOBAHHI U INPUMEHEHHH
JIEKapCTBEHHBIX IIpENapaToB, 3aperdCTpUpOBaHHbIX B Poccuiickoit ®enepauuu
cybbexTaMu o0OpallleHus JIEKAPCTBEHHBIX CpPEACTB, IPOM3BOAMTCS:

Ha OymaxHbIX HOCHTEeNlsIX MO agpecy: Poccempxo3Hamsop, OTAeN,
YTIOJTHOMOYEHHBIH OCYLIECTRIATh HaI30p B cdepe obpalieHUs JieKapCTBEHHBIX
CpeICTB IUI BeTepuHapHoro npumeneHus: 107139, Mocksa, Opiukos niep., A. 1/11.
Tenedon nns cnpasok: +7(495) 607-51-43;

TI0 3JIeKTPOHHOH no4te 1o aapecy farmnadzor@fsvps.ru;

B 3JIEKTPOHHOH ¢opMe uepe3 HHGPOPMALMOHHO-aHANUTHYECKYIO CHCTEMY
Poccenpxo3nanzopa.

16. Undopmans 0 Mecte npHeMa, a Take 00 YCTaHOBIEHHBIX U1l BbLAAYH
JOKyMEHTOB JHSAX M vacax pa3sMmeniaercs Ha HH(OPMAIMOHHBIX CTEHMIAaX
Poccenbxo3namsopa.




CaeneHusi 0 pazmMepe niaThl 3a yCJyrd OpraHu3aunu (OpraHu3aunmii),
yyacTByiouei (y4acTByIOIIHX) B HCIIOTHEHHH rocy1apcTBeHHO# GyHKIMH,
B3HMaeMOH ¢ JIHLA, B OTHOIIEHHH KOTOPOro MpoBOASITCH MEPONPHSITHA 11O

KOHTpOJI0 (Haa3opy)

17. HcnonHenue rocynapcTBeHHOH (YHKLUMH OCYLIECTBISETCS  Ha
6e3Bo3Me3IHON OCHOBE.

Cpok HcnioTHeHHSl rOcyAapCTBeHHOMH (PyHKIHH

18. Obumii cpok mnpoBexeHHs NpoBepku (C AaThl Hayajga MPOBEPKH H N0
JlaThl COCTaBJICHUS aKTa IO pe3ysibTaTaM MPOBEPKH) He MOXeT IpeBblaTh 20
pabodux qHeid.

18.1. B oTHOmIEHMH OJHOrO CyOBEKTa MaJIOro NpeanpHHAMATEBCTBA OOLIMH
CPOK NpOBEJEHHs IIAHOBBIX BbIE3AHBIX NPOBEPOK HEe MOXeET IpeBbiaTh 50 4acoB
B I'OJ JUIs MaJIOro NpEANPHUATHA U 15 4acoB B roa 11t MUKpONIpE AIPUSATHUSL.

18.2. Cpok mnpoBefeHHs KaAOH IOKYMEHTapHOH W BBIE3NHOM MPOBEpKH
B OTHOLIEHHMM IOPUAMYECKOIO JIMILA, KOTOPOE OCYIIECTBISET CBOK JEATENIbHOCTb
Ha  TEeppUTOpPHAX  HeCcKonbKUX  cybpekToB  Poccwuiickoit  @enepaumy,
YCTaHaBIMBAaETCs OTAEJBHO MO KaxaoMy ¢uiuany, IpeACTaBUTEILCTBY,
060c06/1€HHOMY CTPYKTYpHOMY NOApa3AeNeHUI0 IOPUAUYECKOTO JIMLA, IPH 3TOM
obumit cpok NpoBeeHUs POBEPKH HE MOXeET MpeBhIIIaTh 60 paGounx AHEH.

18.3. B HCKIIOYHTENBHBIX CHIy4YasiX, CBA3aHHBIX C HEOOXOAMMOCTHLIO
NPOBEJEHHUS! CIOXHBIX M (MJIM) JOJUTENBHBIX MCCIEeOBaHUH, HCIBITAaHUH,
CIELUHANBbHBIX 3KCNEPTH3 M pacclielOBaHWi, Ha OCHOBaHUUM MOTHBHUPOBaHHBIX
IPEeAJIOXKEHUI JOKHOCTHBIX JIML Poccenbxo3Haa30opa ¥ €ro TeppPUTOPUAIIBHBIX
yNpaBjieHUi, MPOBOAALUMX BBIE3OHYIO IUIAHOBYIO IPOBEPKY, CPOK IPOBEIECHHMS
BBIE3AHON IJIAHOBOW IpPOBEpPKM MOXET ObIThb IPOAJEH COOTBETCTBYIOLIUM
PYKOBOIHUTENEM Poccenpxo3nansopa (TeppHUTOpHAIBLHOIO ynpaBJieHU sl
Poccenbxo3nanzopa), Ho He Oonee yem Ha 20 pabouux AHeH, a B OTHOIIEHHUH
MaJblX NpeANpUATHH, MUKPOIIpEANpUATUH — He 6onee yeM Ha 15 yacos.

IIpoBepsemoe nmuuo UHGOPMHUpPYETCS COOTBETCTBEHHO Poccenbxo3Haa3opoM,
TEPPUTOPHAILHLIM  yIpaBieHHeM Poccensxo3Haa3opa O IIpOAJIEHHH CpoKa
IPOBEPKH TMOCPEACTBOM (PAKCHMMIBHOH CBSI3H, TelnepoHHOH CBA3HM MWIU
37NIeKTPOHHOM NOYTHI HE MO3JHEe JHs, CIEeAYIOIIero 3a JHEM NOAIMCaHUs NpHKasa
O NPOAJICHUH CPOKa Bble3AHOH NMPOBEPKH, C NOCIEAYIOIIMM BpyYE€HHEM €ro KOMHH
npoBepseMoMy JHMLYy JUOO HampaBleHHEM ero KOIMHM IpOBEPAEMOMY JIHLY
3aKa3HbIM II0YTOBBIM OTIIPABJICHUEM C YBEAOMIIEHHEM O BPYYEHHUH.

18.4. AKXT nmpoBepKH COCTaBIAETCS HEMOCPEICTBEHHO B I€Hb 3aBEPLUEHHS
IIPOBEPKH.

19. C6op, obpaborka, perucrpauusi ¥ aHaiu3 HHGOpPMaLUH O MODOYHBIX
NEACTBUSIX, CEpbEe3HbIX  HEXENaTeNbHbIX peakUUsX M  HeNpeaBHICHHbIX
HeXeJaTeNbHbIX peakUUsX INpPH NPHMEHEHWH JIeKapCTBEHHBIX IIpenapaTtoB, 00



OCOOEHHOCTAX  B3aUMOAEHCTBMS  JIEKAapPCTBEHHBIX IpernapaTtoB ¢  JAPYTHMH
JIEKApCTBEHHBIMH  [IpenapaTaMH, KOTOpble OBbUIM BbIBIEHB NpH INPHUMEHEHHH
JIEKapCTBEHHBIX IIpenaparoB, 3aperdcTpupoBaHHbIX B Poccuiickoit Penepaiumy,
OCyIECTBIIIIOTCS B TeyeHHe 20 paboumx [JHelt ¢ jgaTel  NOCTYIUIEHMSA
COOTBETCTBYIOLIEH HHOpMaLH B Poccenbxo3Haa3op.

20. Cbop, obpaborka, perucTpauus W aHanu3 HHGOpPMAUHMM O MOOOYHBIX
AEACTBUSX, CEPbE3HbIX  HEXeNaTeNbHbIX peakUMiX U  HelpeIBUACHHBIX
HeXeNaTelbHbIX peakUMsAX IpH MPUMEHEHHH JIeKapCTBEHHBIX IIpernapaTroB, 06
OCOOCHHOCTSIX  B3aUMOJEHCTBMS  JIEKAPCTBEHHBIX IIPENapaTtoB C  JIPYTHMH
JIEKapCTBEHHBIMM IIpernapaTaMH, colepxalieiics B INEepHOAMYECKHX OT4eTax IO
0e30MmacHOCTH JieKapCTBEHHBIX IIPENaparoB, 3aperiCTpPHpOBaHHBIX B Poccuiickoii
Qenepaunn, ocylecTBsIOTCS B TedeHHe 30 pabouux AHeH C OaThl MOCTYIUIEHHSA
NEPHOIMYECKOrO oOTYeTa MO Oe30macHOCTH JIEKApCTBEHHOIO Ipenapara B
Poccenbxo3Hanzop.

21. Ilybnukaums Ha oduumansHOM caiite Poccenbxo3Hag3opa pemieHHi
O NPHOCTAHOBJIEHUH NIPUMEHEHHA JIEKapCTBEHHOIO Npenapara, BHECEHHH H3MEHEHUH
B MHCTPYKUMIO IO IPUMEHEHHIO JIEKapCTBEHHOIrO TMperapara, H3bATHH M3
obpallieHHs, BO300HOBNEHWM TNPUMEHEHMs WIH OTMEHe TIOCYAapCTBEHHO#M
perucTpauuy JiekapCTBEHHOIO Mpernapara, IPUHATHIX MO pe3yJibTaTaM MOHHTOPUHT A
0e30macHOCTH  JIEKapCTBEHHBIX IIpernaparoB, OCYLIECTBISETCS B CPOK, HE
npepbimatonmit 10 pabounx nHel ¢ JaThl MPHHATUS COOTBETCTBYIOLIETO pELIEHHS
Poccenpxo3HanzopoM.

I1I1. CocTaB, nocjieA0BaTEILHOCTD H CPOKH BbINIOJIHEHHS
aJIMHHHCTPaTHBHbLIX Npoueayp (aeicTrBuii), TpeGOBaAHHA K NOPAIKY HX
BbINOJTHEHHS, B TOM 4YHcJje 0COGeHHOCTH BbINOJHEHHS aAMHHHCTPATHBHBIX
npoueayp (aeiicrBuii) B 3JIeKTPpOHHO# (popme

22. UcnonHeHue rocyaapcTBeHHOH (QyHKUHH BKIIIOYaeT B cebs clemyromue
aIMHUHHUCTPATHBHBIE NMPOLEXYPHI:

OopraHu3alus U NpoBeieHHe NPOBEPOK cobmoaeHns cyObexTaMu obpallerust
NeKapCTBEHHBIX CpeACTB TpeGoBaHMH K JOKIMHHYECKHMM HCCIEeJOBaHHAM
NeKapCTBEHHBIX CPEJACTB, KIMHHYECKMM HCCIEJOBAaHMSAM  JIeKapCTBEHHBIX
NpenapaToB, TrOCYJapCTBEHHOHW  pEerucTpalidd  JIEKapCTBEHHBIX  CPEJCTB,
XpaHEHHIO, MepeBO3Ke, OTIYCKY, peald3allil U YHUYTOXKEHHIO JIeKapCTBEHHbBIX
CPEXCTB;

OpraHu3alMs M TNpOBeJeHHE MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX
CPEACTB, HaxoaslMxcsi B oOpallleHHH, YCTaHOBIEHHBIM O00s3aTeNbHbBIM
TpeOOBaHUAM K HX Ka4eCTBY,

OpraHu3alMs M MpoBeJeHHe MOHHTOpHHra 6e30I1aCHOCTH JIEKapCTBEHHbIX
npenapaTos.

23. Brnok-cxeMa MCIOJHEHHS TOCYNapcTBEHHOH (YHKUMM NpHBeEHa
B [Ipunoxxennn Ne 2 k AAIMUHHUCTPaTHBHOMY perjlaMeHTy.
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Opranusauus ¥ npoBeeHne NPOBePOK cobi0AeHus CyObeKTaMu
obpalneHus JieKapcTBeHHBIX CpeAcTB Tpe6oBaHMi K JOKITHHHYECKHM
HCCJ1eJOBAHHSAM J1eKapCTBEHHbIX CPeICTB, KJIHHHYECKHM HCCJIe0BAHHAM
JIEKapCTBeHHbIX NpeNnapaToB, FOCyAapCTBeHHON perucTpauHy
JieKapcTBeHHDIX CPeACTB, XpaHEHUIO0, lepeBO3Ke, OTIYCKY, PeajH3alHd H
YHHUTOXEHHIO JIEKAPCTBEHHbIX CPeACTB

24. I1lpoBepku MOryT OBbITh IUIAHOBHIMH M BHEIUIAHOBBIMH , OCYILIECTBIATLCS B
¢dopMe IOKyMeHTapHbIX M BbI€3AHBIX POBEPOK.

25. InanoBrIe MPOBEPKH NMPOBOASATCA He Yallle OOHOTO pa3a B TpH roja.

26. OcHoBaHMeM U1 Hayala aIMHHUCTPaTHBHOM MPOLEXYphl SIBJISETCA:

26.1. npy npoBeIeHHUH TUIAaHOBBIX IIPOBEPOK:

HacTyIUIEHHE CPOKa NPOBEPKH, YKa3aHHOTO B €XETrOAHOM IUIaHE IPOBEACHHS
IUTAaHOBBIX NPOBEPOK IOPUINYECKUX UL U MHAUBUIYabHBIX NpeANpHHUMaTENeH,
YTBEpXACHHOM  pykoBoaureneM Poccenbxo3Hangszopa  (TeppHTOPHAIBHOIO
ynpasieHus Poccenbxo3Han3opa) B COOTBETCTBUH C €0 NOJTHOMOYHUSIMY;

26.2. py NNpoBeIeHNH BHEIJIAHOBBIX IIPOBEPOK:

26.2.1. wucTeyeHHe CpOKa HCIIOTHEHHUS MPOBEPSEMBIM JIMLIOM paHee
BBIJAaHHOTO  mnpeanucaHuss o0  ycTpaHeHHMH  BBIABIEHHOI0  HapyLICHHs
o0s13aTeNnbHBIX TpeOOBaHHIA;

26.2.2. noctynnende B Poccenpxo3Haa3op HIM TeppUTOpHANIbHBIE
ynpaeieHuss Poccenbxo3Hanzopa ofpamieHuii W 3aABICHMH  IpaxiaH,
IOPHAMYECKUX JIML, HHAMBHAYAIbHBIX IpeInpHHHMaTtelei, MHGOpPMaUUH OT
OpraHOB TIOCYAApCTBEHHOH BJIaCTH, OpPraHOB MECTHOIO CaMOYIpPAaBIECHHUS, U3
CPEeICTB MaccoBOH HHGOPMALIMHK O CIeIYIOMMX (aKTax:

a) BOSHUKHOBEHHE Yrpo3bl MPUYHHEHHUS Bpela 'KHU3HH, 340POBBIO IpaXkKiaH,
Bpella XXHBOTHBIM, PaCTeHHSAM, OKpYyXaiollel cpene, 6€30macHOCTH rocyaapcraa,
a TaKkKe Yrposbl 4Ype3BBIYaWHBIX CHUTyalM{ IPUPOJHOIO M TEXHOIEHHOrO
Xapaxrepa;

6) mpuuMHEHHe Bpela JKU3HM, 3JOPOBBIO Ipa)kAaH, Bpela XHBOTHLIM,
pacTeHHsIM, OKpYyXaiomeii cpene, 0e30macHOCTH TocyAapcTBa, a TakKKe
BO3HHKHOBEHHE 4pe3BbIYalHBIX CHTyallMid IMPHUPOJHOTO H TEXHOTEHHOrO
Xapakrepa;

B) HapylieHHe NpaB notpebuteneil (B caydae obpalieHus IpaxniaH, Ipasa
KOTOpBIX HapyIleHbl);

26.2.3. Ilpuka3 (pacnopspkeHHe) pykoBoauTens Poccenpxo3Haazopa HIM
TeppUTOpHaNBbHOro ynpasineHus Poccenpxo3Han3opa, M3laHHbI B COOTBETCTBHH
¢ rmopydenusamu Ilpesumentra Poccuiickoii ®enepauuu, Ilpasutenscrsa
Poccuiickoit @enepauMd WIH Ha OCHOBaHMM TpeboBaHMA MPOKYypopa
O TNpOBeAE€HHWH BHEIUIAHOBOH IPOBEPKM B paMKaX HaJ3opa 3a HCNOJHEHHEM
3aKOHOB 110 NOCTYIIHUBLIMM B OpPraHbl IPOKypaTyphbl MaTepHanaM 1 obpaiieHusM.
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Ob6pawends ¥ 3adBi€HMS, He TMO3BOJIAIOLIME YCTAaHOBHTh JIHLIO,
obpatuBiieecs B Poccenbxo3Hag3op WIM TEppUTOPHUAILHOE  YIpaBlieHHE
Poccenbxo3nansopa, a Takxe obpallieHHs H 3asBlICHHs, HE COlepXaliye CBEACHH M
0 ¢akrax, yka3aHHbIX B IyHKTe 26.2.2. AIMHHUCTpaTHMBHOIO DEINIaMEHTa, HE
MOTYT CJIy)KMTb OCHOBaHHEM IJIs IPOBEACHUS BHEIIJIAHOBOH IPOBEPKH.

27. BHennaHoBas Bbie3[Has NPOBEPKA INPOBEPAEMBIX JHI MOXeT ObITh
NpoBeJeHa 110 OCHOBAHHSAM, YKa3aHHBIM B IOAMYHKTax «a» M «6» myHkra 26.2.2.
AJIMMHHCTPaTHBHOTIO perjiaMeHTa, N0Cie COrNacoBaHUs C OPraHOM IPOKYpPAaTyphbl
110 MECTY OCYILIECTBIEHHUS AEATENbHOCTH TaKUX NMPOBEPAEMBIX JIHLI.

28. AgmuHucCTpaTMBHasi  Ipoueaypa  COCTOMT M3 CleAyloUHX
aAMHAHUCTPATHUBHbIX IEHCTBHIL:

a) MOArOTOBKA K NPOBEPKeE;

6) npoBeneHKe NPOBEPKH;

B) COCTaBJI€HHE aKTa IPOBEPKH M O3HAKOMJIEHHE C €ro COoJAepKaHMeM
pykoBozuTens (YINOJIHOMOYEHHOIO IPEACTaBUTENs) HOPUINYECKOro JHLA HIIH
UHAMBUIYaJIBHOTO NIpEATIpUHUMATENS.

JIOIKHOCTHBIM JIMIIOM, OTBETCTBEHHBIM 3a BBHINOJHEHHE aJMHHHUCTPAaTHBHOM
NpoLeayphl U BXONJAIIMX B €€ COCTaB aAMHHHCTPATHBHBIX IEWCTBHH, ABJIAETCS
3aMeCTHTeNIb  pyKoBoAMTeNls Poccenbxo3Han3opa MM TEPPHUTOPHANBHOIO
ynpaBieHus Poccenbxo3Hamsopa, B COOTBETCTBMM C  pacnpefieieHHEM
o0s3aHHOCTEH.

29. Ilpu NOArOTOBKE K NPOBEAEHHIO IUIAHOBBIX M BHEIJIAHOBBIX NPOBEPOK
COTPYAHHUK Poccenpxo3Hanzopa (TeppuTOpHATBEHOTO YIIpaBJICHHST
Poccensxo3Haa3opa), OCYILECTBISIOMIMN KOHTPONb 33 OpraHMsanued H
NpOBEeHHEM JNOKIMHMYECKHX HCCleNOBaHMN M KIMHMYECKHX HCClIeJOBaHUM,
B TeuyeHHe TpeX pabouux AHed (MpH OpraHM3alMH IUIaHOBOH NPOBEPKH) WA
onHoro pabouero nHs (pH OpraHM3alMd BHEIUIAHOBOH INPOBEPKH) TOTOBHT
NPOEKT NpHKa3a O MPOBEJECHUH NPOBEPKHU IOPUAMYECKHX JIMLL 1 HHIUBUAYATBHBIX
npeAnpHHUMATeNel 1 MaTepHalibsl K HEMY, B KOTOpPbIE€ BKIIFOYAIOTCA:

HaMMEHOBaHME OpPraHa rocyJapcTBEHHOr0 KOHTpPOJIA (Haa3opa);

damMWwIMK, HMEHa, OTYECTBa, JOJDKHOCTH JOJ/DKHOCTHOTO JHIa HIA
JOJDKHOCTHBIX JIML, YNOJXHOMOYEHHbIX Ha IPOBEACHHE IMPOBEPKH, a TaKke
NpUBJEKaeMBIX K IMPOBEJEHUIO TPOBEPKM JKCNEPTOB, IPEACTaBUTENECH
9KCIEPTHBIX OpraHU3alHi;

HAMMEHOBAaHME MOPHAMYECKOr0 JMLA MIM GaMuius, HMs, OTYEeCTBO
MHIUBHIYAILHOrO NpeanpHHUMATeNs, NMPOBEPKa KOTOPBIX IPOBOJUTCS, MECTa
HaXOXIEHMsl  IOpHAMYEeCKHX JMU (MX  QuiIManoB, MNpPeNCTaBUTENbCTB,
0060COONEHHBIX CTPYKTYpPHBIX TOApa3felieHHH) MM MecTa IKUTEIbCTBa
HHIMBUAYAIbHBIX NpeAnpUHUMaTeneii  Mecta (aKTHYECKOrO OCYLIECTBICHHUSA
VMU JAeSTENbHOCTH;

LIENTH, 3a]a4H, [TpeAMET IPOBEPKU M CPOK €€ NMPOBEACHU;

NpaBOBble OCHOBAHUS IPOBEJEHUS NPOBEPKH, B TOM 4HCIE MNOAJEKAIIHe
NpoBepke 00sA3aTeNIbHble TpeOOBaHMS;



12

CPOKH INpPOBEJCHUS M NEepeYEHb MEPONPUATHIH MO0 KOHTPOIIO, HEOOXOAMMBIX
JJ1s IOCTHXKEHHS LieNed U 3a7ay NpoBeleHUs IPOBEPKH;

nepe4yeHb  aAMMHHCTPAaTUBHBIX  PErJIaMEHTOB MO  OCYLIECTBIEHHIO
roCyAapCTBEHHOrO KOHTpOJIs (Haa3opa);

nepeyeHb JOKYMEHTOB, IIPEJCTaBIE€HHUE KOTOPBIX IPOBEPAEMBIM JIHLIOM
HeoOXOaMMO 111 IOCTHXKEHHUS LieNell U 3ajjay MpoBeJeHUsl IPOBEPKH;

JaTbl Hayasla ¥ OKOHYaHUs NIPOBEJAEHHS MTPOBEPKH.

30. O npoBeaeHuH NJIAHOBOH NMPOBEPKH NPOBEPAEMOE JIMLO YBEIOMISETCSH
COOTBETCTBEHHO PoccenbXx03HaA30pOM HIH TEPPUTOPUAIBHBIM YIIpaBIE€HHUEM
Poccenbxo3naa3opa He mo3gHee 4eM B TeyeHHe 3 pabouux AHeH 10 Hayana ee
IIPOBEACHUS NOCPEACTBOM HanpapieHHs: KOMMH NpUKa3a O NPOBeJeHHH ITaHOBOM
IIPOBEPKHU IOPHAMYECKHX JIML M MHAUBHAYANbHbIX MpeANpUHUMATeNel 3aKa3HbIM
IIOYTOBLIM OTHPABJIICHUEM C YBEIOMJICHHEM O BPYYEHHM WIM HHBIM JOCTYIHBIM
crnocobom.

O npoBeneHMH BHEIUIAaHOBOW BBI€3THOM NPOBEPKH, 3a HCKIIIOYEHHEM
BHEIIAHOBOM BBIE3HON IIPOBEPKH, OCHOBAaHMS KOTOpOH yKa3aHbl B IIyHKTE
26.2.2. AIMMHMCTPaTHBHOIO perjlaMeHTa, NpPOBEpSEMOE JIMLIO YBEIOMISETCS
MoOBIM JOCTYNHBIM CLIOCOOOM He MeHee 4eM 3a ABalaTh YeThlpe Yaca o Hayasia
ee pPOBEeAEHHUS.

B cimyuyae, ecnu B pesynbTare HAEATENBHOCTH HOPHAUYECKOro Julua,
MHJUBHyaJIbHOTO MpeANpUHUMATENs NPUYNHEH WX NMPHYMHSAETCS Bpel JKU3HH,
30pPOBBIO TIpaxkAaH, Bpel JKUBOTHBIM, pacTeHHSM, OKpyXXaiolleii cpexe,
0OBEKTOM KyJIbTYpHOTrO Hacienus (IaMATHHKaM HCTOPUH M KyJbTypbl) HapOJOB
Poccuiickoii ®exnepanuu, 6e30macHOCTH rocyapcTBa, a Takke BO3HHUKIM HIH
MOTyT BO3HMKHYTb 4Ype3BbluaiiHble CHTyallMd MNPHPOAHOTO M TEXHOT€HHOroO
Xapakxrepa, NpeABapHUTEIbHOE yBeIOMJIEHHE IOPUAMYECKHX JIHLL,
MHIUBHAYAJIbHBIX IpeANpHHHMaTeNieli O Havyaje MNpOBeJeHHs BHEIUIaHOBOM
BBI€3/IHOM NPOBEPKH He TpebyeTcs.

31. B JgeHr noanucaHMs MpHKa3sa pPYKOBOOUTENS, 3aMECTHTENs
pykoBoautenss  Poccenbxo3Haazopa  WIM  pPYKOBOAUTENS,  3aMECTHUTENS
PYKOBOAMTENS TEPPUTOPHATIBHOTO ynpaBlieHUs Poccenbxo3nanzopa
O MNpOBEJCHHWH BHEIUIAHOBON BbIE3AHON MPOBEPKH HOPUAUYECKOro JIMIA,
WHIUBUIYaJIbHOTO INpeANpUHUMATENs B LENAX COrNacoBaHHUs €€ MpOBEACHHs
Poccenpxo3Ham3op HIM TeppuUTOpHaNbHOE YyIpaBieHHe Poccenbxo3Haa3opa
NPEeACTaBIAIOT JHOO HampaBIAIOT 3aKa3HbIM IOYTOBBIM  OTIpPaBICHHEM
C yBeAOMIEHMEM O BpYYeHHHM MIH B (¢opMe D3EeKTPOHHOIO JOKYMEHTa,
NOAMKUCAHHOIO 3JIEKTPOHHOH LM(POBOH NOANHMCHIO, B OpraH HpOKYypaTyphbl IO
MECTY OCYILIECTBJICHHS HAEATEIBHOCTH IOPUAMYECKOro JHIa, WHAMBHIYalbHOro
npeanpHHUMaTeNsl  3asBJIEHHE O COIJIaCOBaHMM IPOBEAEHUS BHEILIAHOBOM
Bbie3fHON mnpoBepkd. K 3TOoMy 3asBneHMiO npunaraloTcs KOIIMS INpHKasa o
NPOBEIEHUH BHEIUIAHOBOH BBbIE3NHOH TMPOBEPKH M JOKYMEHTbl, KOTOpbIe
coepxkar CBEICHUS, NIOCTYKHUBLIKE OCHOBAHUEM €€ [TPOBEACHHS.

32. B mnpouecce npoBeAeHHS AOKYMEHTapHOH MpPOBEPKH NOJXHOCTHBIMH
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JMLaMH Poccenbxo3Haaszopa WUIH TEePPUTOPUAIBHOIO yIpaBl€HHUs
Poccenbxo3Haf3opa paccMaTpUBalOTCA  JOKYMEHTbl NPOBEPSIEMOro  JIMIA,
HMelolllMecs B pacnopsbkeHuM Poccenbxo3naasopa WM TEPPHUTOPHATIBHOTO
ynpaBineHuss Poccenbxo3Haa3opa, B TOM YKCJE aKThl NpeAbIAYLIMX INPOBEPOK,
nmpeanucaHus o0  yCTpaHEHUWHM  BBIABIEHHBIX  HapylIeHW#, MaTepHaibl
paccMOTpeHus Jen 06 aAMUHUCTPAaTUBHBIX IPaBOHAPYILIEHHUSX.

33. B ciy4ae, eciii IOCTOBEPHOCTh CBEICHUH, COAEpXKAILMXCS B JOKYMEHTAX,
UMEIOLIMXCA B pacnopshkeHMM Poccenbxo3Han3opa MM TEPPUTOPHAIILHOIO
ynpasieHus Poccensxo3Han3opa, BeI3biBaeT 000CHOBaHHbIE COMHEHHs THOO 3TH
CBeJleHHS He TI03BOJIAIOT OLIEHMTh HCMOJHEHHE TIPOBEPAEMBIM JIHLIOM
obs3arenbHbIX — TpeGoBaHMil, Poccenpxo3Haa3op HWIM  TEPPUTOPHAIBHOE
ynpaBieHde PoccenbXo3Haa30pa HamnpaBiflOT B aApec Takoro IpOBEPAEMOIO
NHLa MOTHBHPOBaHHLIH 3arpoc ¢ TpeGOBaHHEM IPENCTaBHTh MHbIE JOKYMEHTHI,
HEOOXOaMMbI€E [l paCCMOTPEHHS B XOZ€E NPOBeeHHUs JOKYMEHTapHO! NPOBEPKH.
K 3anpocy npunaraercs 3aBepeHHas INEYaTbl0 KOIHUsS IIpHKa3a pPYKOBOIHUTENIS,
3aMecTHTeNs pyKkoBoauTens Poccenbxo3Haa3opa MM pyKOBOAMTENSA, 3aMECTUTETIA
PYKOBOIMTENIS TeppUTOpHaibHOro opraHa Poccenbxo3Haa3opa O NpOBEACHHH
IIPOBEPKHU.

34. B Teuenue 10 paboumx nHel co AHA NONYy4YEHHA MOTHBHPOBAHHOIO
3ampoca IpoBepsieMoe JMLO 00s3aHO HampaBUTh B Poccenbxo3Haa3op HIH
TEppPUTOpHANbHOE YympaBieHHe Poccenpxo3Hag3opa yKa3aHHble B 3ampoce
JOKYMEHTBI.

VxazaHHele B 3ampoce JAOKYMEHTHl IpEACTaBIAIOTCS B BHIAE KOIHM,
3aBEpPeHHBIX TMedaThio (IPU ee HaJIW4uMM) M TMOJNHCHIO HHAHBUIYaIBHOIO
HNpeanpUHAMATENs, ero YIOJHOMOYEHHOr0O NpeCTaBUTeNs, PyKOBOAUTENS, HHOTO
JNO/DKHOCTHOrO  JiMla  lopuamdeckoro  juua.  lOpuaudyeckoe — Jmio,
HHIMBUAYaJIbHBIH NpeanpuHUMATENb BIPaBe NPEACTaBHTh YKa3aHHBIE B 3aMpoce
JOKYMeHTbl B ()OopMe 3JIEKTPOHHBIX JOKYMEHTOB B MOpAZKe, ONpeleiseMoM
IIpaButenscTBoM Poccuiickon ®enepany.

He pomyckaercs TpeGOBaTh HOTapHANbHOIO YJOCTOBEPEHHS  KOINHiA
IOKYMEHTOB, TNpeAcTaBNsieMbIX B PoccenbXo3Haa3op HJIM TeppUTOpHATIbHOE
ynpaBieHne  Poccenbxo3Hagzopa, €clIlM  HMHOE  HE  NPeayCMOTPEHO
3aK0HOaTeNbCcTBOM Poccutickoil denepauui.

35. B ciyuae, eciu B Xol€e AOKyMEHTAapHOH NMpOBEPKM BBIABIEHBI OLIKMOKH
¥ (WIM) MPOTHBOPEYHUS B NPEACTABICHHBIX MNPOBEPSEMBIM JIUIOM JOKYMEHTaxX
1160 HECOOTBETCTBHE CBEACHMI, COAECPKALUUXCS B ITHX JIOKYMEHTaX, CBEACHHIAM,
comepxamMMmcsl B HMeromuxcs 'y PoccenpxosHansopa HIH TEppHUTOPHATIBHOIO
ynpasneHus Poccenbxo3Han3opa JOKyMeHTax W (WIM) IOJNyYeHHbIM B Xoje
MCTIOJIHEHMS] TOCYJapcTBeHHOU (GYHKLUMHM, HHPOpMalus o0 3TOM HampaBisieTcs
NpOBEpPAEMOMY JIMLy C TpeGoBaHHEeM NpEACTaBUThL B TeueHHe 10 pabouux nHei
HeoOX0[MMBle NOSCHEHUS B TUCbMEHHOH (opMe.

I1poBepsiemoe AL, npejacTaBismoLlee, COOTBETCTBEHHO,
B Poccenpxo3Haa3op HIM TeppUTOpHalibHOE YympabjieHue Poccenbxo3Haa3opa
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MOSICHEHHSI OTHOCHTENbHO BBIABIEHHbIX OLIMOOK M (MIM) INpPOTHBOpEYHH B
NpeACTaBIEHHBIX JOKYMEHTaX JHO0 OTHOCHUTENTBHO HECOOTBETCTBMS CBEIEHHH,
BIIpaBE NMPEACTaBUThL JONONHUTENBHO B Poccenbxo3Han30p WM TEPPUTOPHANIBHOE
ynpasjeHHe Poccenbxo3Haa3opa JOKYMEHTHI, IOATBEPXKAalONIMe NOCTOBEPHOCTD
paHee NpeJCTaBIEHHbIX JOKYMEHTOB.

Ilpn npoBeneHun nokymeHTapHOH mpoBepku Poccenbxo3Han3op HIH
TEppUTOpHalIbHOE YyIpaBieHHe Poccenbxo3Hag3opa He BopaBe TpeboBaTh y
IPOBEPSEMOro JIMLA CBEACHHUS M JOKYMEHThl, HE OTHOCAIIMECH K INpeaMeTY
JOKYMEHTapHO! IIPOBEPKH.

36. Jlo/MKHOCTHOE NHLO, KOTOpOE€ NPOBOAMT NOKYMEHTapHYIO IPOBEpKY,
0053aHO paccCMOTpeTh INPEACTAaBIIEHHBIE IPOBEPSAEMBIM JIUIOM IOSACHEHUS
M JOKYMEHTBI, MOATBEp)KJAIOlIMe JOCTOBEPHOCTb paHee IpelCTaBIEHHBIX
JOKyMeHTOB. B ciryyae, eciu nocine paccMOTpeHHs NpeACTaBlI€HHBIX MOSCHEHHA
U JAOKyYMEHTOB, 1M00 npu OTCYTCTBHM NOsicHeHHH, Poccenbxo3Haa3op HIH
TEPPUTOPHANIBHOE  yIpaBieHHe Poccenbxo3Hag3opa YCTaHOBAT  MNpPHU3HAKHA
HapylleHHus o0s3aTeNbHbIX TpeOOBaHNH, AOKHOCTHBIE NHLa Poccenbxo3Hansopa,
TEPPUTOPHANILHOTO yrpaBieHus Poccenpxo3Haa3opa BripaBe MPOBECTH BLIE3JHYIO
IIPOBEPKY.

37. IlpeaMeroM  BBIE3OHOH IIPOBEPKH  SBISIOTCS  COJEpIKallHeECs
B JOKyYMEHTax IIpOBEpAEMOro JMlla CBEIEHHS, a TaKXe COOTBETCTBHE
pabOTHHKOB, COCTOSHHE HCIONB3YEMBIX YKa3aHHBIM JIMLOM IPH OCYIIECTB/IEHHH
NEeSTEeNbHOCTH TEPPUTOPHid, 3JaHHi, CTPOCHMI, COOpYXKECHHMH, IOMEIIEHHH,
obopynoBaHus, NOJOOHBIX OOBEKTOB, TPAHCIOPTHBIX CPEACTB, NPOM3BOJAMMEIE H
peanusyeMble TNpPOBEpSEMBIM  JIMIIOM TOBaphl  (BbIMONHseMas  pabora,
NpedoCTaBiseMble YCIYyTH) M IpPHHHMaeMble HM MeEpbl 10 HCMOJHEHHIO
obs3aTeNnbHBIX TpeOOBaHMIA.

BeiesgHas mpoBepka NpPOBOAUTCS NO MECTY HaXOXIAEHHS IOPUAHYECKOTO
avua, MecCTy OCyLIEeCTBJICHUS AeSTeIbHOCTH HHAUBUIYATBHOTO
npeanpuHUMareNns ¥ (WIM) 10 MecTy (aKTHYECKOro OCYLUECTBICHHS HX
AesITeNbHOCTH.

38. Beie3gHasi npoBepka NMPOBOIMTCSA B Cly4dae, €CiM IPH JOKYMEHTapHOH
IIpOBEpKE He MPEACTABIIETCS BO3MOXHBIM:

a) YIOCTOBEPUTHLCS B MOJHOTE U JOCTOBEPHOCTH CBEIEHMH, COlEpKaLUXCA B
HMEIOLIMXCA B pacnopshkeHuHM Poccenbxo3Haa3opa HIM TE€PPHTOPHANBHOIrO
ynpaBneHus Poccenbxo3Hanzopa JOKyMeHTaX IIPOBEPSIEMOro JIKLA,

0) OLIEHHTb COOTBETCTBHE AEATEIHHOCTH NPOBEPAEMOTO JHLA 00A3aTENbLHBIM
TpeOoBaHuAM 6€e3 NpoBeeH!s COOTBETCTBYIOLIErO MEPOIIPUSTHS 110 KOHTPOJIIO.

39. Bele3gHas 1npoBepka HauyMHaeTCs C TpeIbABICHHA CIyX)eOHOro
yZAOCTOBEpEHHS JOTDKHOCTHBIMU JIMLamH Poccenbxo3Haasopa WK
TEPPUTOPHAIEHOTO ynpaBlieHHs Poccenbxo3nansopa, 00s3aTeNnbHOr0
O3HAKOMJIEHHS PYKOBOJAUTENS MM HMHOIO JODKHOCTHOIO JIHLA IOPHAHYECKOro
nMlla,  WHAMBUAYaAJbHOTO  MNpeANpHHHMATENsl, €ro  YINOJHOMOYEHHOro
NpPEeACTaBUTENsSl ¢ TMPHKa30M pYKOBOIUTENsS, 3aMECTHUTENsl PYKOBOAHUTENS
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Poccenbxo3Haa3opa WM TeppUTOpPHAIBHOrO ynpasieHHs Poccenbxo3Hagsopa
O Ha3Ha4YeHHUH BBIC3JHON NPOBEPKH U C MOJHOMOYHUAMH NPOBOJSALIMX BbIE3JHYIO
NpOBEPKY JHMLl, a TaKxXe C LelsMH, 3ajadyaMHM, OCHOBaHUSMH IpOBEIECHMS
BbI€3/IHOM NPOBEPKU, BHaMU U 00BEMOM MEpONPHUATHIA 10 KOHTPOJIIO, COCTaBOM
9KCIEPTOB, IPEACTABUTENSIMM OKCIEPTHBIX OpraHuU3alii, IPUBJIEKaeMbIX
K BBIE3HOM MPOBEpKe, CO CPOKAMHU U C YCIIOBUSAMH ee IPOBEJEHHS.

40. Poccenbxo3nanzop WY TEPPUTOpHANIbHBIE ynpaBJieHUs
Poccenbxo3Han3opa MOryT mnpuBieYb K NPOBEJEHHIO BbIE3THOW IPOBEPKHU
CYOBEKTOB, OCYLIECTBISIOUIMX OpPraHH3aLUI0 IpPOBeIeHHEe NOKIHHUYECKHX
HCCIEOBaHUM M  KJIMHUYECKUX  MCCJIEIOBaHWM, aKKpeOUTOBaHHBLIX B
YCTaHOBJIEHHOM  3aKkoHozatenbcTBOM  Poccmiickoit  ®epepaumy  nopsnke
3KCNEPTOB M (MNIH) DKCIEpTHbIE OpraHU3allii, He COCTOSALIME B TPaxKJaHCKO-
NIPaBOBBIX U TPYAOBBIX OTHOILIEHHUSX C CYOBEKTOM, B OTHOLUEHUU
KOTOpOIo NpOBOAMTCS NpOBEpKa, U He sABistolrecs adhUIHPOBaHHBIMY JTHLAMH
NPOBEPSEMOTO JIHLIA.

4]. PykoBogutenb, HHOE JOJDKHOCTHOE JIMII0 MJIH YINOJIHOMOYEHHBIM
IIpeICTaBUTeNb INPOBEPSAEMOro JiMia, 00s3aHbl NPENOCTaBUTh JOJKHOCTHBIM
IUIaM Poccensxo3Haazopa HIH TEPPUTOPHAILHOTO yTipaBleHUS
Poccenpxo3Han3opa, IpPOBOASAILUMM  BBIE3OHYIO INPOBEPKY, BO3MOXXHOCTH
O3HAaKOMHUTHCH C JOKyMEHTaMH, CBA3aHHBIMH C LIEJIAMH, 3aJjadaMH ¥ NpPeIMETOM
BBIE3/IHOI NpPOBEPKH, B CIy4ae, €CIM BbIE3HON NpPOBEpPKEe HE IPEIIIEeCTBOBAIO
NpOBEiCHUE JOKYMEHTapHOH IpOBepkH, a Takxke obecneyuTb JOCTyIT
INPOBOJSAIINX BBIE3JHYI0O INPOBEPKY HAODKHOCTHBIX JIMLI M YYacTBYIOIIHMX B
BBIE3HOM NpOBEpKe 3KCIIEPTOB, NMpeACTaBUTENEH 3KCNEPTHBIX OpraHM3alMi Ha
TEPPUTOPUIO, B HCIOJB3yeMble IPOBEPAEMBIM JIMLIOM IPH OCYILECTBIEHHH
NeATeIbHOCTH 3[aHHUs, CTPOEHMS, COOPY>XEHHS, NMOMEIIECHHS, K HCIONb3yEMBIM
IpoBepseMbIMH JTHLIaMH 000pYIOBaHUIO U TPAHCIIOPTHBIM CPEJCTBAM.

42. Tlo pesynbTaTaM MpPOBEPKH HOOKHOCTHBIM JIMLOM (OMKHOCTHBIMH
JMLIaMH) Poccenbxo3Haasopa WK TEPPUTOPHANbHBIX  YINpaBJIECHHHA
Poccenbxo3Han3opa, MpOBOASLIMMH MPOBEPKY, COCTaBIAETCA AKT IIPOBEPKH IO
YCTaHOBJIEHHOH popMe” B ABYX 3K3eMILIApax (nanee - AKT).

42.1. B AxTe yKa3pIBalOTCS:

a) aTa, BpeMs U MECTO COCTaBlI€HUS AKTa;

6) HaMMeHOBaHHE OpraHa rocCyJapCTBEHHOIO HaA30pa, IIPOBOJAHBLIETO
IIPOBEPKY;

B) JaTa W HOMep IIpHKa3a pPYKOBOAMTEJS, 3aMECTUTEJNSI DPYKOBOIHMTENS
Poccenbxo3Han3opa, TeppHTOPHATIBHOIO yIipaBieHus Poccenbxo3Hansopa;

r) ¢amuiuy, MMeHa, OTYECTBA M JODKHOCTH JOJDKHOCTHOTO JIMLA HIM
JOJDKHOCTHBIX JIMLI, TPOBOAMBILUX ITPOBEPKY;

" Tunosas ¢opMa AKTa MPOBEPKH OPTAHOM rOCYJAPCTBEHHONO KOHTPOA (Kaa3opa), OpraHoM MYHHUMNAILHONO KOHTPONA IOPHAHYECKOrO
NMUA, HHAMBHIYANLHOTO NPEANPUHHMATENS YTBEpPIKICHA MpHKasoM MundkoHompassutus Poccuu ot 30 04 2009 Ne 141 «O peamusaunu
nonoxenuit deaepanbHoro 3akoHa «O 3aWMTE NPaB IOPUAHYECKHX JHL W HHAMBHIYATbHLIX MpeANpUHUMATEneR NP OCYMIECTBACHHH
TOCYJapCTBEHHOTO KOHTPOMA (HAa30pa) M MyHHUMNAILHOrO KOHTpOnA» (3aperHcTpupoBaH Mumntoctom Pocckm 13 052009 Ne 13915) ¢
MIMCHEHHAMH, BHECEHHBIMK NpuKasamu MumskoHoMmpassutus Poccun ot 24 052010 Ne 199 (3apeructpupoBad Munioctom Poccun
06 07 2010, Ne 17702) u ot 30 09 2011 Ne 532 (3aperucTpupobas Mutoctom Poccuu 10 11 2011 Ne 22264)
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1) HaNMEHOBaHHE MPOBEPSEMOT0 IOPUANYECKOTO JIMLA WK GaMUIus, HMs U
OTYECTBO HMHAMBHIAYaIbHOro IpeANpHUHUMATENS, a Takke GaMuuus, HM4,
OTYECTBO H JOJDKHOCTb PYKOBOAMTENS, HHOTO MAOJDKHOCTHOTO JMLa MJIU
YINOJHOMOYEHHOIO TPEACTaBHTENS IOPHUAMYECKOrO JIMLA, YMOJHOMOYEHHOTIO
NpeACTaBUTeNs HHIWBHIYAIBHOTO IpEANpHHUMATENS, NPUCYTCTBOBABIINX IIPH
IPOBEJEHHH NPOBEPKH;

€) Jata, BpeMs, NPOJOKHUTEIBHOCTh U MECTO NPOBeIEHUS TIPOBEPKH;

X) CBeleHHs O pe3ylbTaTax MPOBEPKH, B TOM YHCJIE O BbIABIEHHBIX
HapylieHusaX obs3aTenbHbIX TpeboBaHMil, 06 HMX XapakTepe M O JHLAX,
JOIYCTHUBIIKX yKa3aHHbIe HApYIIEHHUS;

3) cBelileHUS 00 O3HAKOMIEHMM MJIH OTKa3e B O3HAKOMJIEHHH C AKTOM
PYKOBOAMTENS, MHOrO  JOMKHOCTHOTO JIMIA@ HIM  YNOJHOMOYEHHOI'O
NpEeICTaBUTENsl MPOBEPAEMOro JHLA, MPHUCYTCTBOBaBLUMX IPH IpPOBEAEHUM
NIPOBEPKH, O HAJIHYMM HX MOANHUCEH WiIK 00 OTKa3e OT COBEpILUCHUS MOINHCH, a
TaK)Ke CBEJICHHSA O BHECEHHH B )XXypHaJl y4yeTa NMPOBEpPOK 3allMCH O NPOBEAECHHOM
npoBepKke JHOO O HEBO3MOXHOCTH BHECEHHUS TakOHW 3allMiCH B CBA3H C
OTCYTCTBHEM Y IIPOBEPSIEMOTO JIMIIa YKa3aHHOI'O XXypHaJa,

M) MOAMUCH JOJKHOCTHOTO JIMLa WJIM AOJDKHOCTHBIX JIML, NMPOBOAMBLIMX
IIPOBEPKY.

42.2. K Axty npunaralorcs npoTokoisl otbopa o6pa3lioB NpoxyKIHH, Npo6
obcnenoBanus OObEKTOB OKpYXkalolled cpelb! U O0BEKTOB IPOM3BOACTBEHHOM
Cpelibl, MPOTOKOJIbI MK 3aKIIOYEHUS NPOBEJAEHHBIX HCCIeN0BaHUH, UCTILITAHUH U
dKCNEepTU3, OOBACHEHHA pabOTHUKOB NPOBEPAEMOro JIMla, Ha KOTOpPBIX
BO3JlaraeTcsi OTBETCTBEHHOCTh 3a HapylleHHe o0s3aTenbHbIXx TpeboBaHuid,
npeanyucaHus o6 ycTpaHeHHHM BBIIBJIEHHBIX HapyIIEHUH M HHBIE CBS3aHHBIE C
pe3yJIbTaTaMU POBEPKH JOKYMEHTBI HJIIM UX KOIMH.

42.3. AKT odpopmiseTcs HEeOCPEeACTBEHHO IMOCJIe 3aBeplIEHHs NPOBEPKH B
IABYX 3K3eMIUIApax, OAMH U3 KOTOPBIX C KOIHUSAMH MPUIIOKEHUH He NO3JHee, YeM
Ha cnegyromuii pabouuii JAeHb mocne JAHA €ro MOANHMCAHHA BpYy4aeTcs
PYKOBOAMTENIO, HHOMY JOJDKHOCTHOMY JIMIy WIH  YIOJIHOMOYEHHOMY
IpeACTaBUTENI0 MPOBEPAEMOro JIMLa MOJ paclmucKy ob o3HakomieHuHu Jubdo ob
OTKa3e B O3HaKOMJIEeHHMH ¢ AKTOM. B ciyyae OTCYTCTBHsS pYKOBOAMTEINS, MHOIO
JOJKHOCTHOTO JIMLA I YIIOTHOMOYEHHOrO NpeACTaBUTesl IPOBEPIEMOrO JIHIIa,
a TaKKe B Clyyae OTKa3a IMpOBEPSEeMOro JMUa AaTh pacnucKy 006 03HaKOMJIEHHH
1160 06 oTKa3e B O3HAKOMJIEHUH C AKTOM AKT He MO3JHee YeM Ha ClleyIoLIui
pabouuii AeHb C JaThl €ro NOANMCAaHHS HAampaBlseTCs 3aKa3sHbIM IIOYTOBLIM
OTIpaBJICHHEM C YBEJOMJIEHHEM O Bpy4YeHHMH, KOTOpoe IpuoOILaercs K
3K3eMIUIIpY AKrta, XxpaHimemycs B gaene  Poccenpxo3Hagzopa MM
TEppUTOpHANIbHOrO ynpaBineHusi Poccenbxo3Hanzopa.

42.4. B cinyyae, ecnd IS COCTaBieHHS AKTa HeoOXOAMMO MOJIYYHTh
3aKJIOYEHHUS MO pe3ynbTaTaM IPOBEAEHHBIX HCCJIEIOBAaHMM, MCIBITAHHH,
CHeLMaNIbHBIX pacclieOBaHuii, B3KCIepTu3, AKT COCTaBisieTcsl B CpOK, He
npeBbIIAIOIKIA Tpex pabouux IHeH Iocne 3aBepLICHHs MEPONPHUATHH 1o
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KOHTPOJIO, M BpYy4aeTrcss PYKOBOAMUTENIO, HHOMY IOJDKHOCTHOMY JIMLY HIIH
YTNIOJTHOMOYEHHOMY IIPEACTABUTENIO IPOBEPAEMOro JMLAa II0A paclucKy aubo
HanpasJigeTcs 3aKa3HbIM MOYTOBBIM OTIIPABIEHHEM C YBEIOMJIEHHEM O BpYHEHHH,
KOTOpoe mnpuobiaeTcs K 3k3eMIUIApy AKTa, XpaHsillemMycs B Jele
Poccenbxo3Han3opa UM TeppUTOpHalIbHOIO yipasieHus Poccenbxo3Hanzopa.

42.5. B cmyuae, ecid Ans MPOBEAEHHUS BHEIUIAHOBOW BBIE3JHOH INPOBEPKHU
TpebyeTcs corjlacoBaHHe ee NPOBEAECHUS C OPraHOM IMpPOKYpaTypbl, Komus AKTa
HampaBlseTcss B OpraH NpPOKYpaTyphl, KOTOpPbIM IPHHATO  pelleHHe
O COIVIaCOBaHMM IPOBEJEHHA NpPOBEPKH, B TeueHHe 5 pabouyux AHedt co IOHSA
cocTaBleHUA AKTa.

43. PesynbraThl NpOBEpKH, COZAepKallde HHGOPMAaUHIO, COCTABIAIOLILYIO
rocyaapCcTBeHHYI0, KOMMEpYECKYlo, CIyXeOHy10, MHYIO TaitHy, 0QOpMISIOTCS C
cobmoneHueM TpeboBaHHUI, NPeJyCMOTPEHHBIX 3aKOHOAATeNbCTBOM Poccuiickoii
Qenepaummu.

44. TlposepsieMble JHIa, IpOBepka KOTOpBIX IPOBOAMIAch, B Cclydae
Hecornacus ¢ (pakTaMu, BBIBOAAMH, NPEIUIOKEHUSIMH, H3JIOXKEHHBIMH B AKTe,
aubo ¢ BBIaHHBIM NpeAnHcaHHeM 00 YCTpaHEeHHH BBISBIEHHbIX HapyLIEHHI
B Te4YeHHWe IMATHAOUATH IHed ¢ JAaThl Mody4eHHss AKTa BIpaBe MNpeACTaBUTh
B Poccensxo3Han3op, TeppuTopHaibHOoe ynpaBineHue Poccenpxo3Hanmsopa
B ITHCbMEHHOH (opMe BO3paKeHUs B OTHOIIEHHH AKTa M (MIM) BBLIAHHOTO
npeanucaHus o6 yCTpaHEeHMM BBISBICHHBIX HapyIIeHHH B LEIOM HIH €ro
OTAENBHBIX IoJIokeHHH. Ilpu 3TOM mpoBepsieMoe NHIO BIpaBe MNPHIOXKHUTH
K TaKMM BO3Pa)KEHHSM JOKyMEHThI, MOATBEpKIaloIe 0O0CHOBAHHOCTh TaKMX
BO3paXKCHUM, WM UX 3aBepeHHble KONUHU JUOO B COrnacoBaHHBIN CPOK INepenaThb
ux B Poccenbxo3Haas3op, TeppuTopHaibHOE ynpaBineHue Poccensxo3nansopa.

45. B cimydae BBIABIEHHS IIPH HPOBEJEHHWH IPOBEPKH HapylIECHUi
IOpUANYECKUMH JIULaMH, WHAWBUYyalbHBIMH npeanpHHUMATEISIMA
obsi3aTenpHBIX ~ TpeOoBaHMiT  JOJDKHOCTHBle  JMua  Poccenbxo3Hansopa
(TeppuTOpHaNbHOTO yripaBieHus Poccenbxo3Han3opa), MPOBOIHUBIIKE NPOBEPKY,
B Mpejenax INOJHOMOYMH, NMpeaycCMOTPEHHBIX 3aKOHOAATelbCTBOM Poccuiickoi
®enepauny, 06A3aHbI:

1) BbAAaTh TpeaNHCaHHe IOPUAMYECKOMY JIMLY, HHAMBUAYaJIbHOMY
IpeanpUHUMATENIO 00 YCTpaHEHHMH BBISBJICHHBIX HapyIIEHMH C YyKa3aHHeM
CPOKOB MX YCTPaHEHHSI;

2) NpUHATH Meph! N0 KOHTPOJIIO 32 YCTPaHEHHEM BbIABIICHHBIX HapyLIEHHH,
HX TpeaynpexaeHHUIO, PeA0TBPALIEHHIO BO3MOXKXHOIO IIPHYHHEHHS BpEa XKU3HH,
3/I0POBbIO TpaXJaH, Bpela KHBOTHBIM, DPacTeHHAM, OKpYyXalolleH cpere,
obecrieyeHHI0 6€30MaCHOCTH TOCYNapcTBa, IMpPEeLyNpeXIACHUIO BO3HHMKHOBEHHS
ype3BbIYAMHBIX CUTYalUii IPHPOAHOTO ¥ TEXHOICHHOIO XapaKTepa, a Tak)kKe Meph
No  NPHUBJIEYEHHUIO  JML,  JONYCTHBIUMX  BBbIABIEHHBIE  HapylIEHHS,
K OTBETCTBEHHOCTH.

46. CeeleHHs O pe3yibTaTaX NPOBEIEHHBIX NPOBEPOK H MOJIYYEHHBIE B
pe3ynbTaTe MPOBEPOK CBEAEHHS O COONIOAEHUH IOPHINYECKUMM JIMIAMH,
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HHAMBUIY allbHBIMH NIpeANpHHAMATENAMHU obs3aTenpHbIX ~ TpeboBaHUM
NpEeACTaBIAIOTCS TEPPUTOPHANbHBIMU YyNpaBieHHAMH PoccenbxosHaaszopa B
Poccenpxo3Haa3op oauH pa3 B MNOJNyrogue, HO 3JIEKTPOHHOH IoYTe W Ha
Oyma)KHOM HOCHTee.

47. CBox W aHanu3 CBeleHMH O pe3ysibTaTax IUIAaHOBBIX M BHEILIAHOBBIX
NpOBEPOK  IOpUAMYECKHUX  JIML, HHAMBUAYalbHbIX  IpeanpHHUMATesIel
NPOHM3BOAMTCS OAMH pa3 B NOJyroaue.

48. OcHOBaHMHi )11 TNPHOCTAHOBJIEHMS MCIOJHEHHUS TIOCYIAapCTBEHHOM
GYHKLHMH HE UMEeTCS.

49. KputepHsiMU NpUHATHUS pellieHHs MO pe3yJsibTaTaM NpOBeAeHHS NIPOBEPKH
siBIeTCA HayMyue HHGOpMalluH, No3Bosstolle# opopMUTH AKT.

50. PesynpraraMH agMHHHCTpaTHBHOH mnpouexypsl  «Opranusanus
¥ NpoBeJleHHe NpOoBepoK cobmopeHusi cybbekTamMu obpalleHUs JeKapCTBEHHBIX
CpeAcTB TpeOOBaHHUii K JOKIMHUYECKUM HCCIIEJOBaHHAM JIEKapCTBEHHBIX CPENCTB,
KJIMHUYECKUM MCCIIEOBAHUAM JIEKAPCTBEHHBIX IIPENapaToB, IocyAapCTBEHHOM
PETUCTpalliM  JIEKapCTBEHHBIX CPEJCTB, XPaHEHHIO, IIEPEBO3KE, OTIYCKY,
peaH3aldy U YHUYTOXXEHHIO JIEKApCTBEHHBIX CPEIACTB» SBJIAIOTCS: COCTABICHUE
IOODKHOCTHBIM  JMLOM (JOJDKHOCTHBIMH JNHLaMHu) Poccenbxo3Haasopa MM
TEPPUTOpPHATIBHBIX  ynpaBineHuid  Poccenbxo3Haa3opa,  OCYLIECTBISIOIIMM
IpoBepKy, AKTa 110 YCTaHOBIIEHHOH (opMe B IBYX 3K3eMILIspax; NpeaCcTaBlIeHHE
ONMH pa3 B NOJYrofue TeppUTOPHAIBHBIMU yIpaBieHHsAMH Poccenbpxo3Hansopa
B Poccenbxo3Hamszop  cBeaeHHEl O pe3ynbTarax INpPOBEICHHBIX IPOBEPOK
M IIOJTyYeHHBIX B pe3ysbTaTe IIPOBEPOK CBEAEHHI 0 COOMI0NEHUH IOPHANYECKUMH
JMLAMH, MHAWBUAYAIbHBIMH NPEINPHHHUMATENAMH 00s3aTeNbHBIX TpeOOBaHHIA;
CBOJ M aHAJIU3 NOJTy4EHHBIX CBEACHHUH.

Opraml:;amm H IpOBeA€HHE MPOBEPOK COOTBETCTBHA JICKADCTBCHHbIX
CpeacTB, HAXOAAILHXCH B oﬁpamemm, YCTAaHOBJICHHBIM 00s3aTeIbHbIM
Tpeﬁonanmm K HX Ka34€¢CTBY

51. OcHoBaHHEM I Havaja afMHHUCTPATHBHOHN npouenypb! «OpraHusanus 1
IIPOBEACHHE TIIPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEACTB, HaXOMALIMXCH
B OOpallleHHH, YCTaHOBJEHHBIM O00f3aTeNbHbIM TPeOOBaHMAM K MX Ka4eCTBY»
ABJISETCA:

51.1. HacTyIUIeHHe CpOKa MPOBEPKH, YKa3aHHOIO B IJIaHE KOHTPOJISl KayecTBa
JieKapcTBeHHBIX cpeAcTB Poccenbxo3Hamsopa, GOpMHpYeMOro 1o pe3yibTaram
cbopa ¥ aHanu3a HMHpopMauuM O KayecTBe M 6€30MaCHOCTH JIEKAPCTBEHHBIX
CpeACTB, YTBep)KAEHHOro pykoBoautenem Poccenbxo3Haasopa (nanee — ILIaH
KOHTpOJIS Ka4ecTBa);

51.2. B cinyyae BO3HUKHOBEHHS COMHEHMH B KayeCTBE JIEKQpCTBEHHBIX
CpeACTB;

51.3. moctymienue B Poccenbxo3Haa3op UM TeppUTOpHAIIbHEIE YTIPABICHHS
Poccenbxo3namsopa obOpaiieHuid ¥ 3asBI€HUH TIpaxiaaH, HOPHAWYECKHX JIML,
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MHAMBHIYANbHBIX npeanpyHUMaTene, UHpOpMaLUH oT OpraHoB
rocyAapCTBEHHOH BJAaCTH, OPraHOB MECTHOIO CaMOYIIpaBJIEHMs, U3 CPEACTB
MaccoBOi HHpOpMaLIUH O CleyIoIUX PaKTax:

a) BO3HUKHOBEHUE YIpo3bl IPUYMHEHHs Bpela )KH3HH, 3[0pOBbIO I'paXiaH,
Bpela XHBOTHBIM, PacTeHHsM, OKpYXKalollieil cpele, 00BEKTaM KyIbTYPHOTO
Hacseaus (IaMsTHUKaM HCTOPMM M KYJIbTYphl) HapoaoB Poccuiickoii depepauuy,
6e30MacHOCTH TroOCyJapCTBa, a TaKxke Yrpo3bl Ype3BHYAHHBIX CHTyalMid
IIPUPOLHOIO U TEXHOI€HHOIO XapaKTepa;

0) mpuuyMHEHMe Bpeda JHU3HH, 3M0POBBIO IPaX/aH, Bpeda >XHUBOTHLIM,
pacTeHHsM, OKpyXKalolleii cpelie, 06beKTaM KyJIbTYPHOIO Hacieaus (aMATHHKaM
HCTOpPMH M KyJbTyphl) HapomoB Poccuiickoii ®enepauuy, 6e30macHOCTH
rocyiapcTBa, a TaK)ke BOSHUKHOBEHHE YPE3BbIYAMHBIX CHTYalMH INPHPOJHOIO U
TEXHOT€HHOTO XapaKTepa;

B) HapylleHue npaB notpebuteneii (B ciydae obpalleHus rpaxaaH, npaBa
KOTOPBIX HapyIleHbI);

51.4. Tlpuxa3 (pacnopsbkeHue) pyKoBoaMTens PoccenbXxo3Han3opa HIH
TEppUTOPHANILHOIO yrpaBieHus Poccenbxo3Han3opa, U3JaHHbIH B COOTBETCTBUH
¢ nopyueHusamu Ilpesunenta Poccumiickoii @enepaumu, IlpasurenscTBa
Poccuiickoii Pelepauvd HIM Ha OCHOBaHMM TpeOOBaHMS TMPOKypopa oO
NpOBeJEHUH BHEIIaHOBOI NPOBEPKH B paMKaX HaJ30pa 3a UCIOJHEHHEM 3aKOHOB
110 NOCTYNHMBIIKM B OpraHbl MPOKypaTypsl MaTepyanaM H 00palleHUsIM.

52. Poccenpxo3HaZ30p B  XOA€ TNPOBEINCHHS MEpONpHATHHA MO
rocyJapCTBEHHOMY KOHTpOmO (Haa3opy) B cdepe oOpalleHHs JeKapCTBEHHBIX
CPEACTB OCYLUECTBISET OPraBM3alMIO 3KCINEPTH3bl KauecTBa JIEKapCTBEHHBIX
CPEACTB Ui BETEPHHApHOTO TNIPUMEHEHHMS Ha OCHOBaHHH  BBIIAHHOIO
PoccenbX03Han30poM 3aJaHUd Ha IIPOBEACHHME 3KCIEPTHU3bl JIEKApCTBEHHOTO
Cpe/CTBa, OTpeNENsIomero o6seKT (0GBEKThI) SKCNEPTH3E B KPHTEPUH ero (1X)
OLCHKH. 3aJaHus Ha MPOBeJE€HHE SKCIEPTH3bl YTBEPKAAIOTCH PYKOBOAMTENEM
Poccenpxo3Ham3opa HIM ero 3aMecTHTeNleM MM JO/DKHOCTHBIM  JIHIIOM,
CTElHAIbHO YIIOJIHOMOYEHHBIM IS 3TOM LIETIH.

DKcmepTH3a KayecTBa JIEKAPCTBEHHBIX CPENCTB MU BETEPUHAPHOTO
NPHUMEHEHHs TNpOBOAUTCS (efepalbHBIM  TOCYJApCTBEHHBIM  OIOKETHBIM
YUpEKIAEHHEM, CO3JAHHBIM A1 OOecredyeHHsl HCIOJHEHHs IOJHOMOYHH
Poccenbxo3Hana3opa MO TOCYAapCTBEHHOM  pPETHCTpPallMH  JIEKapCTBEHHbIX
TpenaparoB sl BeTepUHApHOro NpuMeHeHHs (nanee - PI'BY), B COOTBETCTBHH ¢
npukasoM Muncensxo3a Poccun ot 05.06.2012 Ne 311 «O6 yrBepxaeHHH
INpasun mpoBeldeHHsi SKCHEPTH3B! JIEKAPCTBEHHBIX CPEACTB JUIA BETEPHHAPHOIo
npuMeHeHHss W (GOPMBI 3aKIIOYEHHS KOMHMCCHH 3KCIEPTOB» (3aperMCTpHpOBaH
MustoctoM Poccun 20.07.2012, peructpaunonHsiit Ne 24963) (nanee — IlpaBuna
TIPOBENIEHHS SKCIIEPTH3BI IEKapCTBEHHBIX CPEJCTB).

OKCnepTH3a KayecTBa JIEKAPCTBEHHBIX CPEJCTB IIPOBOAMTCS KOMHCCHEH
skcneptoB ®PI'BY, HazHaYeHHOM €r0 PyKOBOJHUTENEM.
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53. IlpoBoasumiue 3KCHepTH3y 3KCIEPTHblE OpraHM3aluU (IKCIEPThI) He
JOJDKHBI HUMETh 3aMHTEPECOBAaHHOCTb B pe3yjibTaTaX 3KCIIEPTH3bl H HE MOTYT
HaXOJUTbCS B KaKOH-M60 3aBUCHMOCTH OT JIMLia, HA3HAYMUBLIETO 3Ty 9KCIEPTH3Y,
pa3paboTynka JIEKapCTBEHHOTO CpeACTBA HIH JAPYTHX 3aHHTEPECOBAHHBIX
B pe3yJIbTaTax 3KCNEPTHU3bI L.

54. TIlpu opranuzauuM 3KCIepTH3bl, B ILenax obecneueHus ee
pe3yJIbTaTHBHOCTH, KaueCTBa U COOJIIOIEHUS OCHOBHBIX NMPHHLMIIOB NPOBEAEHHS,
Poccensxo3nanzop IIPUHHUMaET BO BHUMaHHE KOMIIETEHTHOCTb
U npodecCHOHANU3M 3KCIEPTHbIX OpraHM3alMii M 3KCIEepPTOB, CHCTEMHOCTh
OpraHM3alM¥  3KcleptHod  paboThl M ofecredyuBaeT  METOXUYECKOE
COIIPOBOXAEHUE JIeATENbHOCTH MO TNPOBEAEHMIO JKCHEPTU3bl Ka4yecTBa
JIeKapCTBEHHBIX CPEICTB.

55. 3ananus Ha mpoBeAeHHE IKCIEPTH3b! MOT'YT OBITh OOIUMH M YaCTHBIMH.
Obee 3amanue BbIAAaeTCA IKCHEPTHON OpraHU3allMd Ha OMpeJieleHHbIH Nepuoa
BpEMEHH M YCTaHABIMBAET €€ NOJHOMOYHS M0 NPOBEAECHUIO ONpEIeNICHHOrO BUIa
3KCIEPTH3bl B TEYEHHWE YKa3aHHOTO cpoka. YacTHoe 3afaHHe BbIIAETCSH
3KCIIEPTHOM oOpraHU3allid Ha pa3oBO€ IpOBeJeHHEe KOHKPETHOro BHJA
3KCIIEPTH3BI.

56. YactHoe 3anaHKe Ha NMPOBeAEHHE SKCIIEPTU3bl Ka4ecTBa JeKapCTBEHHBIX
CPEIACTB JOJKHO BKJIIOYATh B ceOsi:

a) onpezeneHNe BUAa U 00bEKTa DKCIIEPTU3BI;

6) cpoK IpoBeieHHUS 3KCNIEPTH3EI;

B) 0COOEHHOCTH NMPOBEAECHUS HKCIIEPTH3HI;

T) ApyTHe CBeJieHHUs, HeoOXOAUMEIE IS IPOBEACHUS SKCIIEPTU3HI.

57. Obee 3agaHue Ha NpOBEAEHHE 3KCIEPTHU3b! Ka4eCTBa JEKapCTBEHHBIX
CpeACTB JOJKHO BKIIOYATh B ceOsi:

a) omnpezieNieHHe BUAA U 00bEKTa SKCIIEPTHU3BI;

6) cpok nefcTBHS NOJTHOMOYHI 3KCIIEPTHOM OpraHu3aluu (WM 3KcrepTa);

B) NIpaBWa NPOBEJIeHUs AaHHOTO BHJA 3KCIEPTHBIX pabor;

I') Ipyrue cBeJieHUs, He0OXOAUMEIE AJif IPOBEAEHUS IKCIIEPTU3BI.

58. 3axmodeHueM 3KCnepTH3bl KauecTBa JIEKAPCTBEHHBIX CPEICTB ABISAETCS
OOKYMEHT, COJAEep)Kallliii OCHOBHbIE BHIBOABl 1O OOBEKTYy 3KCIEPTHU3BI.
3axioyeHne A0DKHO ObITh 0O0OCHOBaHHBHIM M HEABYCMBICIEHHO OTBEYaTb Ha
NIOCTAaBJIeHHBle B 3aJlaHMH INepell SKCNEPTHOH opraHusauuedl (3KCNepToOM)
Bonpockl. K 3akimoueHnio HOKHBI (MpH HAJMYHM) MPHJIAraThCs HU3J0KCHHBIE B
TIPOM3BOJIbHOK (opMe ocobble MHEHHS! 3KCIEPTOB, HE COIVIACHBIX C NPHHATHIM
3aKJIIOYEHHEM.

59. 3akmoueHHe 3KCIEPTH3bl MO OOBEKTY ee MpOoBeAeHHs MOXeT OBIThb
NOJIOXKHUTEJIBHBIM MJIM OTPHULIATENIbHBIM, O Y€M B MTOrOBOH 4YacTH 3aKIIOYEHHS
JI0JDKHA OBITh COOTBETCTBYIOLIAs JOPMYIHPOBKA.

60. 3akmroueHne 3KCIEPTU3bl JOKHO XpaHUThes B @I'BY He Menee 10 ner
IIPH YCJIOBHH, YTO OONbLIHE CPOKH HE YCTaHABIMBAKOTCH MHBIMH HOPMAaTHBHBIMH
MIpaBOBBIMH aKTaMH.
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61. Ilo pewenuto pykoBoautens Poccenbxo3Haasopa wiu €ro 3aMecTHTENS,
uHpOpMaLHi, colepallascs B  3aKIIOYEHHM  JKCHEepTU3bl  KadecTBa
JIEKapCTBEHHOIO CpEJACTBA, MOXET MyOJMKOBAaThCA IIPH YCIOBHHM COOMIOAEHUS
TpeOOBaHUI MO 3allUTe CBEINCHUH, COCTaBIAIOLIMX [OCYAAapCTBEHHYIO,
ClIyKeOHYI0, KOMMEPYECKYIO HIH HHYIO OXPaHIEMYIO 3aKOHOM TaifHy.

62. Henomyctumo Hapymenue IlpaBun mnpoBeneHHs  3KCHEPTU3BI
JIeKapCTBEHHBIX CPEJCTB AJIS BETEPUHAPHOTO MPUMEHEHHS, a TaKXKe:

a) HempelCTaBleHHE J3KCNEPTHON oOpraHM3alH (dKCNepTy) MHPOpMaluu,
HeoOX0AUMOH 1151 IPOBEJIEHUS IKCIIEPTH3BI;

6) dbanbcudukauus MarepuaoB, CBEACHHH M JaHHBIX, PEeJCTaBIsAeMbIX Ha
3KCIIEPTU3Y, a TAK)Ke CBEACHHUH O pe3ynbTaTax ee IPOBEACHHUS;

B) MNpPHUHYXIEHHE DJKCIEPTHOH opraHu3aluu (3IKcmepra) K MOIATOTOBKE
3aBEJIOMO JIOXHOI0 3aKJIFOYEHHS KCIIEPTHU3bI;

I') co3JlaHHe NPENATCTBUH NPOBEACHHUIO 3KCIIEPTH3HI;

1) HeOOOCHOBaHHOCTb BbIBOZOB 3KCIIEPTH3HI;

e) dpanscuduKalms BHIBOJOB 3KCIIEPTH3HI;

%K) COKphITHEe OT Poccenbxo3Han3zopa OCHOBaHMi [l OTBOAA 3KCNEPTHOM
opraHu3aluHM (3KcHepra) BCIEACTBHE BO3HMKHOBEHHS 3aMHTEPECOBAHHOCTH
9KCNEPTHON OpraHu3alMH (3KCIEepTa) B pe3ynbTaTax 3KCIIEPTH3EL,

3) MpsAMOe WM KOCBEHHOE BMEILLATENFCTBO B MPOLECC 3KCNMEPTHU3bl B LEAAX
OKa3aHHs BIMAHHA Ha XOJ U pe3yJbTaThl 3KCIIEPTHU3HI,

¥M) HHble HapylIeHHs, OTBETCTBEHHOCTb 3a KOTOphlE HacTymaeT
B COOTBETCTBHH C 3aKOHOJaTenbCcTBOM Poccuiickoii @enepanuu.

63. KpurepueM npuHATHS pelleHHs OO0 oOpraHM3allid M IPOBEACHHH
NPOBEPKH COOTBETCTBHMA JIEKAPCTBEHHBIX CPEACTB, HAXOAAMIMXCA B oOpallieHuH,
YCTaHOBJICHHBIM 00s3aTeNbHBIM TPEOOBaHMSAM K HX KayecTBy Ha OCHOBaHHMH
IUIaHOB KOHTPOJII KayecTBa SABJSETCS HACTyIUIEHME COOBITHS, YKa3aHHOIO B
myHkTe 51.1. AZIMHUHHCTPAaTUBHOTO perjiamMeHTa.

Ilpn HacTynneHHH BEIIIEYKa3aHHOIO COOBITHSI OTBETCTBEHHBIA MCIIOJHHUTED,
Ha3HaYeHHbIi Ha4YaJIbHUKOM OTAENa, OCYIUECTBIAIOMIEr0o KOHTPONb 3a
ofOpallleHHeM JIeKapCTBEHHBIX CPEICTB, FOTOBUT MPOEKT oOIero 3agaHus Ha
IIPOBEJIEHHE JKCIEPTH3bl KayeCTBa JIEKAPCTBEHHBIX CPEICTB € YKa3aHHEM
OpraHu3alidi, KoTopas OyAeT NpOBOIAMTH 3KCMEPTH3Y, NPEIEIbHBIX CPOKOB
BBINIOJIHEHUS paboOT M BOIPOCOB, N0 KOTOPHIM NMPEACTOUT HNOITYYHTh 3KCIEPTHOE
3aKmo4YeHHe. B 3agaHuM Taloke yKasbIBalOTCS JIMIA, OTBETCTBEHHBIE 33 OTOOp
oOpasuos.

IIpoeKT 3aaHus COrnacoBLIBA€TCSl HAYaJIbLHUKOM OT/IENa, OCYILECTBAIOIIETo
KOHTpOJIb 3a OOpallleHHeM JIeKapCTBEHHBIX CPEACTB, M YTBEPXIAECTCHA JHIIOM,
YNOJTHOMOYEHHBIM NS 3TOH Lienu pyKkoBoauTeneMm Poccenbxo3Haa3opa HIH €ro
3aMEeCTUTEJIEM.

INoaroroBka M yTBepXXIAeHHE 3aJJaHUs Ha NMPOBEJEHHE IKCMEPTH3BI KaYeCTBa
JIeKapCTBEHHBIX CPEeACTB MPOHM3BOAATCA B TedeHHe 3 pabouux AHeH ¢ MOMEHTa
HacCTyIJeHus coObITHA, YKa3aHHOro B IyHkre 51.1. AJMHMHHCTPaTHBHOIO
perinaMeHTa.
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64. B 3aBUCHMOCTH OT 00O3HA4Ye€HHOr0 B 3aJaHMH Ha IMPOBEAECHHUE
3KCnepTH3bl 0T6Op 00pa3lOB MOXET NPOU3BOAMUTHCH HOKHOCTHBIMH JIHLAMHU
Poccenbxo3Hansopa, TeppUTOpHaIbHBIX yHpaBileHHi Poccenbxo3zHansopa 1u6o
NpeICTaBUTENSIMA  TNOABEJOMCTBEHHBIX  YyupexzaeHuit Poccenpxo3Haaszopa,
3KCIEPTHBIX opranusanuii. OTéop ob6pa3LoB NeKapCTBEHHBIX CPEJACTB U Nepeaaya
HX B 3KCHEPTHYIO OpPraHM3allMiO MPOU3BOJSATCS Ha OCHOBaHMM IUIaHAa KOHTpPOJS
Ka4yecTBa, YTBEPXKAECHHOIO 3alaHUs Ha NpOBEJEeHUE IKCIEepTU3bl U He no3aHee 15
pabounx AHe# c naThl yTBEpXKAECHHSA 3alaHHUs Ha IPOBEJIEHHE IKCIIEPTH3bI.

Ocobble TpeboBanus k 0Opa3uam, nopsaaKy UX OTOOpa M HalpaBleHHs B X0€
OpraHM3alii¥ ¥ IPOBEACHUS NPOBEPOK COOTBETCTBUS JIEKApCTBEHHBIX CPEICTB,
HaxoJsIIMXCS B oOpallleHHH, YCTaHOBJIEHHBIM 00S3aTelbHbIM TPeOOBaHUAM K HX
Ka4yeCTBY INpPH OCYILUECTBIEHWH KOHTpPOJSA KadyecTBa JIEKApCTBEHHBIX CPEICTB
yka3aHsl B yHKTe 80 AIMUHHUCTPAaTUBHOTO perjlaMeHTa.

65. Ha ocHOBaHMM mONyYeHHOro 3aJaHUs 3KCIEPTHAas OpraHU3aLMs
NPOBOAMT 3KCIEpTH3Yy KauecTBa OOpa3lioB B CpPOK, OnpeneiseMbIli 3afaHHEM.
OTBETCTBEHHOCTh 32 KOHTPOJb OpPraHW3allid M MPOBEAECHHA SKCIEPTH3bl HeceT
HayalbHUK  OTJeNa, OCYILECTBIAIOIIEro  KOHTpoJb 3a  ofpalieHueM
JIeKapCTBEHHBIX CPEJCTB.

66. Ilpuemky 3aKilOYeHUS DKCHEPTHOM OpraHM3alMM [0 BCEM BOIpOCaM,
yKa3aHHBIM B 3aJJaHHH, OCYLIECTBIIET HAYaJIbHHK OTAENa, OCYIIECTBIAIOLIErO
KOHTpPOJIb 32 06pallleHHeM JIeKapCTBEHHBIX CPEICTB, U B TeueHHe 3 pabouux nuei
C JaThl IPHEMKH IiepeJiaeT ero OTBETCTBEHHOMY HCIIOJIHUTEIIO.

67. Ha ocHOBaHMM 3aKJTIOYEHHS DKCNEPTU3bl OTBETCTBEHHBIH HCHONHHUTENH
B TeueHHe S paboyux JHE# ¢ JaThl €ro NoTy4YeHHUs TOTOBHT NPOEKT PelleHHs MO
pe3yJibTaTaM 3KCIEpTH3bl KOHTpOJIS KayecTBa COOTBETCTBUS JIEKAPCTBEHHBIX
CpPEICTB, HaXOAAIIMXCs B oOpalieHHH, YCTaHOBJEHHbHIM OOs3aTeNbHBIM
TpebOBaHMAM K HMX KayecTBY, COIIaCOBbIBa€T €ro ¢ HayaJbHUKOM OTZena,
OCYILIECTBJIAIOLIEr0 KOHTPOJIb 3a oOpallleHHeM JieKapCTBEHHBIX CpeAcTB. B Tom
Cy4ae, €CJiH IO pe3yJbTaTaM »3KCIIEPTH3bl BO3HHMKaeT HeoOXOOHMOCTb
IpeKpalieHHs TIpaXAaHCcKoro obopora cepuM Kakoro-aubo JeKapcTBEHHOrO
CpelACTBa, OKOHYaTelNbHOE pelmeHHe o0 B5TOM IPUHHUMAaeT PYKOBOAHUTEIb
Poccenbxo3Haa3opa UM €ro 3aMeCTHTE]b.

68. JlokyMeHTBI U AaHHEBIE, COJEpKalllie CBEJCHUS, Jalollue OCHOBaHUS AIs
COMHEHHHI B KauyecTBe JIEKADCTBEHHOTO CpEeACTBa W IpeJHa3HA4YCHHbIE A
IpOBeJIeHHA 3KCIEepTH3bl KayecTBa B BHUIE MOBTOPHOIO TOCYAapCTBEHHOro
KOHTPOJIA JIEKapCTBEHHBIX CPEJCTB, MOCTYNUBIIME OT SKCNEPTHOH OpraHU3allMH,
PETUCTPUPYIOTCS B TeYEHHE oOfHOro pabodero aHs ¢ Aathl noaydeHus. Kommiekr
OOKYMEHTOB MOXeT ObiTh HampaBleH IO MOYTE€ 3aKa3sHbIM IHCBMOM
(6aHaepoBI0) C OMKUCHIO BJIOXKEHHUS M YBeJOMJIEHHEM O Bpy4eHHH. KOHTpOJIb 32
BeJeHHEM YyyeTa JOKyMEHTOB OpraHM3yeT HadalbHHK OTIEela, OCYLIECTBIAIOLIHIA
KOHTPOJIb 32 0OpalleHneM JIeKapCTBEHHbIX CPEJCTB.

69. OTBeTCTBEHHBIH MCMOJNHUTENb, Ha3HAYEHHbI HayaJbHUKOM OTHENA,
OCYLLECTBJIAIOLIEr0 KOHTPOJIb 32 0OpallieHHeM JIEKapCTBEHHBIX CPEACTB B TEYEHHE
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5 paboyux AHei ¢ JaThl perucTpalMH NOKYMEHTOB NpoBepseT 060CHOBaHHOCTh
IPOBEAEHUS IKCIIEPTU3BI Ka4yecTBa.

Ilpn oTCyTCTBMM HaanexallMX OCHOBaHHH OTBETCTBEHHBIH HCIOJIHHTEJDb
TOTOBUT IMCHMEHHbIHi OTKa3 B MPOBEJEHHMM OSKCIIEPTH3bl KayecTBa IpPH
OCYIUECTBJIEHUH IOBTOPHOTO BbIOOPOYHOIO TrOCYAapCTBEHHOTO  KOHTpPOJIS
JIeKapCTBEHHBIX CPeACTB C YKa3aHMeM OCHOBaHMH OTKa3a, KOTOpBIii
NOANHUCHIBaETCA pyKoBoAuTeneM Poccenbxo3Han3zopa WM €ro 3aMecTUTENeM H
HarnpasJfeTCs B IKCIIEPTHYIO OpPraHHU3aLHIo.

70. Kpurtepuem npuHsTHs pemeHus o0 opraHu3alUd MU NPOBENCHHUH
NIPOBEPKM COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB, HAXOAAIUMXCS B OOpalleHHH,
YCTaHOBJIEHHBIM 00s3aTeNbHBIM TpeOOBaHHUSAM K HMX KayecTBy B clydae
BO3HUKHOBEHMS COMHEHHWil B KayecTBe JIEKapCTBEHHbIX CPEACTB SBISETCS
BBISIBIEHHE HECOOTBETCTBHS IOKa3aTeliedl KayecTBa JIEKapCTBEHHOTO CpEACTBA
TpeOOBaHUAM HOPMaTHBHOH JOKYMEHTALlMHX HIIX HOPMATUBHOIO JOKYMEHTA.

OTBeTCTBEHHBIH HCIIOJIHUTENb TOTOBUT IPOEKT YacTHOIO 3aJaHus Ha
NpOBeJ€HHE DKCNEPTH3bl KayecTBa JIEKAPCTBEHHOIO CPEACTBA C YKa3aHHEM
opraHu3aluy, Koropad OyIeT NpOBOAUTH 3KCHEPTH3Y, NpEeAENbHBIX CPOKOB
BBIMIOJIHEHHsI pabOT M BOMPOCOB, [0 KOTOPBIM NPEACTOUT MOJYUHTh IKCIIEPTHOE
3aKimoYeHde. B 3ajaHuM yKxa3bIBaloTCs JIMLA, OTBETCTBEHHBIE 32 0TOOp 06pasLoB.

IMpoekT  3amaHMs  COrNacoBhIBaeTCs €  HayaJbHMKOM  OT/ena,
OCYLIECTBIIAIOILETO KOHTPOJNb 3a OOpallleHHEM JIEKapCTBEHHBIX CPEICTB, H
YTBEPXKOAETC JIMLOM, YINOJHOMOYEHHBIM I 3TOH LEIHd pYKOBOAMTEIEM

Poccenbsxo3Haazopa WiK ero 3aMeCTHTENIEM.

INoaroroBka M yTBEp)KJIEHHE 3a/laHUs Ha NPOBEJECHHE 3KCIEPTH3bl KauecTBa
NpU OCYIIECTBIEHHH TNOBTOPHOrO BBHIOOPOYHOIO TOCYAapCTBEHHOIO KOHTPOJIS
NIPOM3BOJATCA B TeueHHe 3 pabouyux JHell C MOMEHTa BOSHUKHOBEHHS COMHEHHH
B Ka4yecTBe JIEeKapCTBEHHOIO CPEACTBa.

71. B 3aBucHMOCTH OT O00O3HAauY€HHOr0 B 33aJaHMM Ha TpOBEAECHHE
3KCHepTH3sl O0TOOp 00pa3loB MOXeET INPOM3BOAMTECS  NPENCTaBHUTENISAMH
TEPPUTOPHAIBHBIX  ympaBieHH#t  Poccenpxo3Haa3opa,  NOABEAOMCTBEHHBIX
yupexaenuii Poccensxo3Haa3opa, 3KCrepTHbIX opraHusamui. O16op o6pa3uos
JIEKapCTBEHHBIX CpPEACTB M Iiepefada HMX B IKCIEPTHYI0 OpraHH3aLHio
NIPOM3BOAATCA B TeueHHe 15 paboumx mHEH c naTel YTBEpPXKACHHMSA 3aJaHHUs Ha
IPOBeJIeHHE SKCIIEPTHU3HI.

72. Ocobbie TpeGoBaHus K 0Opa3uam, NopsaxKy UX oTéopa H nepefiayH B Xole
OpraHM3alliM MPOBEIECHHUS OKCNIEPTH3bl KayecTBa TMpPHM  OCYILECTBICHHH
MOBTOPHOTrO BEIGOPOYHOIO IrOCYAApCTBEHHOIO KOHTPOJIS JIEKAPCTBEHHBIX CPEJICTB
yKa3aHbl B yHKTe 80 AJIMHHUCTPaTHBHOIO pErjiaMeHTa.

73. Ha ocHOBaHMM TOJYYE€HHOrO 3aJaHHsl JKCIEpPTHas OpraHu3alus
NPOBOJMT 3KCIEPTH3Y KadecTBa 00pa3LioB B CPOK, ONpeNeNseMbl 3aJaHHEM, HO He
npessimatommii 30 pabounx aHedl ¢ JaThl MOdyYeHHs OOpPa3LOB 3KCIEPTHOH
opranmu3auueii. OTBETCTBEHHOCTb 3a KOHTPOJIb OpraHM3allM¥d H TpPOBEJECHHS
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3KCIEepTHU3bl HeCeT HayalbHUK OTAeNa, OCYLIECTBISIOILET0 KOHTPONb 3a
obpalleHUeM JIeKapCTBEHHBIX CPENICTB.

74. IlpueMKy 3aKimOo4eHHUs SKCHEPTHOH OpraHM3alli¥ 110 BCEM BONPOCaM,
yKa3aHHbIM B 3aJlaHHM, OpraHM3yeT Ha4daJbHUK OTJEeJa, OCYIIECTBIAIOIIHHA
KOHTPOJIb 3a 0OpallieHHeM JIEKapCTBEHHBIX CPEJCTB, U B TeueHue 3 pabouux AHel ¢
AaThbl NOCTYTIJIEHUS TIEPEAET ero OTBETCTBEHHOMY MCIIOJIHUTEJIIO.

75. B cny4yae noATBEpXKIEHHS COOTBETCTBHS JIEKAPCTBEHHBIX CpPEACTSB,
HaxoJAIKXCs B OOpallieHUH, YCTaHOBJIEHHBIM 00si3aTebHBIM TpeOOBaHMAM K MX
Ka4yeCcTBy IO pe3yabTaTaM IIPOBEPKM HalpaBiFeTCH INMHUCbMEHHOE YBEIOMIIEHHE
HampaBuBLIEMY ofpalieHHe (3asBleHHe) JIMLY, a TaKKe OpraHH3alHH-
IPOM3BOAUTEIIO.

76. B cinyyae HenmoATBepXkAEHHS COOTBETCTBHS JIEKAPCTBEHHBIX CpPEICTB,
HaxoJsIIMXcs B OOpallleHHH, YCTaHOBJIEHHBIM 00sd3aTeNnbHBIM TPeOOBaHUAM K HMX
Ka4yecTBy IO pe3yJbTaTaM IIPOBEpKH, PpYKOBOAMTENbP MIH 3aMECTHUTEJIb
pykoBoaurens Poccenpxo3Han3zopa NpHHUMAET peLIEHHE O  HEBO3MOXHOCTH
obpauieHus Ha Tepputopun Poccmiickoit ®enepauuy 1 OTMEHe roCyAapCTBEHHOM
PETHUCTpaLUH JIEKaPCTBEHHBIX CPEICTB AJISl BETEPUHAPHOIO IIPUMEHEHHUS B CBS3H C
HAJIHYMEM PHMCKa HJIM Yrpo3bl 3[0POBbIO, XH3HH KHUBOTHOTO, MPEBBIILAIOIUX HX
3(¢eKTHBHOCTh, O 4YeM HampaBisAeTCs IMCbMEHHOE YBEIOMIIEHHE JIMILY,
HanpaBHMBIIEMY oOpallieHHe (3asBICHHE), a TAKKE OpraHU3alHU-TIPOM3BOAUTEIIO.

77. Ha ocHOBaHMH 3aK/IIOYEHHMS IKCIEPTH3bl OTBETCTBEHHBIH HCIONHUTEID
B TeueHHe 3 paboyux AHe# C JaThl €ro MOJY4YeHUS I'OTOBHUT HPOEKT pEeIleHHS IO
pe3ysibTaTaM 3KCNEPTU3bl KauecTBa, COIIaCOBHIBAET €ro ¢ HavyaJlbHHUKOM OTHena,
OCYILIECTBISAIOIIEro KOHTPOJb 3a o0pallileHHeM JIEKapCTBEHHBIX CpeAcTB. Pemenue
[0 pe3ylnbTaTaM 3KCNEpPTU3bl KayecTBa IPU OCYIIECTBIEHHH MOBTOPHOIO
BbIOOPOYHOTO  rOCYJApCTBEHHOIO  KOHTpOJsS  IPUHHUMaeT  PYKOBOAUTENDH
Poccenpxo3Hanzopa.

78. Ilpu HactymneHMH CcOObITHMI, YyKa3aHHBIX B IyHKTe S1.3.
AIMMHHUCTPAaTHBHOIO perjlaMeHTa, OTBETCTBEHHBIN UCIIONHHUTENIb TOTOBUT NPOEKT
YacTHOTO 3aJjaHUsi Ha IMPOBEIEHHE OSKCIEPTHU3bl KayecTBa JIEKaPCTBEHHOrO
Ipenapara ¢ yKa3aHHEM OpraHu3aluu, Kotopas OyaeT NpOBOAMTH 3KCIEPTH3Y,
IpeleNbHbIX CPOKOB BBHINOJHEHUS paboT M BONPOCOB, IO KOTOPHIM NPEICTOHT
TIOJTyYMTh 3KCIIEPTHOE 3aKimoyeHune. B 3ananuu Taxke JOKHO OBITH YKa3aHO, KTO
oTBeuaeT 3a oT6op 06pa3uoB. IIpoekT 3agaHus COMIacOBBIBAECTCH ¢ HaYAJIbHHUKOM
OTAeNa, OCYLIECTBIAIOIIEro KOHTPOJb 3a o0pallileHHeM J1eKapCTBEHHBIX CPEICTB,
U YTBEpXJaercs JMLOM, YIOJHOMOYEHHbIM IJI 3TOM LEeNH pPYyKOBOIHTEJEM
Poccenbxo3Han3opa iy ero 3amectureneM. Iloaroroeka u yreepxaeHue 3aiaHus
OCYILECTBIAIOTCS B TedeHHe 5 pabouux AHeEH.

79. B panbHeiilleM mnpouegypa OCYLIECTBISETCS B IOPAIKE, yKa3aHHOM
B MyHKTax 72-77 ADMHUHUCTPaTHBHOIO perjiaMeHTa.

80.TpeboBanus x obpasuam, NMopsaky ux orbopa M HampaslieHHS B XOje
OopraHH3alliH NPOBEJEHUs NPOBEPKH KayecTRa:
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oT60p 00pa3LOB OTEYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB OCYILLECTBISETCS B
OpraHu3alusaX ONTOBOH TOProBIH, BETEPUHAPHBIX OpPraHU3alMUAX, BETEPHHAPHBIX
anTe4yHbIX OpraHusalusix, MHIUBHAYaJIbHbBIX npeanpUHUMaTeNeH,
OCYLIECTBIAIOMHKX (papMalleBTHUECKYIO €S TENbHOCTb;

otbop 06pa3LoB 3apyOEKHBIX JIEKApCTBEHHBIX CPEACTB OCYIUECTBISIETCS] B
OpraHM3alUsX ONTOBOH TOProBJIM, BETEPHHAPHBIX OpraHU3alMiX, BETePHHAPHBIX
anTeYHbIX OpraHmusauusx, MHIUBHAYATbHBIX npeANIpUHUMATENEH,
OCYILECTBISIOMMX  (apMaLleBTHYECKYI0  OEATeNbHOCTb Ha  TEppUTOPHH
Poccuiickoit @enepanuy;

oTbop 00pa3loB JEeKapCTBEHHbIX CPEACTB MOXET IPOBOIMTHCA B
OpraHH3alMK-NPON3BOIHUTENE JIEKAPCTBEHHOIO CPeICTBa M3 apXMBHAEIX 06pasLoB
OTJeNla KOHTPOJIS KauecTBa;

oOpasip!  JIEKApCTBEHHBIX CPEACTB  HANpaBISAIOTCS BO  BTOPHYHOM
noTpeOUTENbCKOM  ymakoBke (B ciydyae €€ OTCYTCTBHA — IEpBHYHOM
NOTPeOUTENBbCKOM YHaKoBKe), NMPEeNyCMOTPEHHOH HOPMAaTHBHBIM JIOKYMEHTOM,
o0pa3isl cybcTaHLuil - B Tape U3 cTexsia. MapkupoBKa 06pa3siioB JIeKapCTBEHHBIX
CpeACTB JO/DKHA COOTBETCTBOBATh TpeOOBaHMSIM HOPMAaTHBHBIX JJOKYMEHTOB;

obpa3upl JIeKapCTBEHHBIX CpPEACTB HANpaBIfIOTCS € COOMIOAECHHEM
TpeOOBaHMM K YCIOBHSM IEepeBO3KH M XPaHEHHIO JIEKapCTBEHHOrO CpeACTBa,
NpeIyCMOTPEHHBIM HOPMaTHBHBIM JOKYMEHTOM, C COIIPOBOJUTENLHBIM IHCBMOM
M aKTOM 0TOOpa 06pa3LoB JIEKapCTBEHHBIX CPEICTB;

00pa3ipl JIEKapCTBEHHBIX CPEICTB JAOKHBI CONPOBOXAAThCSA 3aBEPEHHOM
Komueil cepTH(HKATa COOTBETCTBHA JIEKAPCTBEHHOIO CPEICTBA, IPOTOKOJIOM
HCCle/IOBaHMM, JUOO IOPYrHM AOKYMEHTOM, CBHIAETENBCTBYIOLIMM O KayecTBe
JIeKapCTBEHHOI'O CPEACTBa;

o0pasupl cyOcTaHIMi, H3 KOTOPBIX NPOU3BEJCHB! JEKAPCTBEHHBIE CPEACTBA
OT€4YeCTBEHHBIMH OpraHU3alLMAMH-TIPOM3BOAUTESMH, JNODKHBI COIPOBOXAATHCSI
INOKYMEHTaMH, MOATBEPXIAIOIUMH  KauecTBO  CyOcTaHUuH,  BBIAAHHBIX
IPOM3BOAUTENEM CYOCTaHIMH M NPOU3BOAMTEJIEM JIEKApCTBEHHOrO CPEACTBa MO
pe3yJibTaTaM BXOZHOI'O KOHTPOJISl Ka4eCTBa,

oOpasupl  JIEKApCTBEHHBIX CPEACTB  HANpAaBIAIOTCS B KOJNMYECTBe,
JOCTaTOYHOM JUIsl POBEJEHMS TPEX aHAIM30B B COOTBETCTBHH C TpeOOBaHHUAMU
HOpPMaTHBHBIX IOKYMEHTOB;

06pa3ipbl TOTOBBIX JIEKAPCTBEHHBIX CPEACTB M 00pasiibl CyOCTaHUMA JOJKHBI
CONMpPOBOXMAThC  CTAaHAApPTHBIMH  oOpasiiamMm  CcyOCTaHUME ¥ BEILECTB,
HeOOXONMMBIX JJA MpOBeleHHs KOHTPOJIS KayecTBa B COOTBETCTBHH C
HOPMATHBHBIMH [JOKyMEHTaMM, H OpHUTHHAIOM HJIM 3aBEPEHHOH KOIHeH
JIOKyMEHTa, TOATBEPKAAIOLIEro KayecTBO CTaHJApTHOro o0pasua opraHu3alin-
NPOU3BOAUTENS;

o0paslLpl OTEYECTBEHHBIX JIEKADCTBEHHBIX CPEACTB CPaBHHUBAIOTCA C
apXMBHBIM 00pa3LoOM CyOCTaHIMM B KOJIMYECTBE, JOCTATOYHOM NS NPOBEACHHS
JIByX aHaJM30B B COOTBETCTBUH C YTBEPXKJACHHEIM HOPMATHBHBIM JOKYMEHTOM.
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81. OO6pa3ub!l JNeKapCTBEHHBIX CPEACTB, OCTABIIMECS IIOCNE TNPOBEAEHUA
KOHTPOJISI KayecTBa JIEKapCTBEHHBIX CPEJACTB, XpaHATCA He MeHee 6 Mecsles,
nocie dYero oOpa3ubl JEKapCTBEHHBIX CpPEACTB, HE  YIOBJIETBOPSIOIIHE
Tpe6OBaHUAM HOPMATHBHOM JOKyMEHTalUH WJIM HOPMATHBHBIX JOKYMEHTOB,
NOoJJIeXaT YHHUTOXXEHUIO B YCTaHOBJIEHHOM Mopsiake, o6pa3ibl JIeKapCTBEHHBIX
CPEACTB, YAOBIETBOpsAIOIIME TpPeOOBaHUAM HOPMATHBHOW HOKYMEHTALMH WJIH
HOPMaTHBHBIX NOKYMEHTOB, BO3BPAlLlalOTCSi OpraHU3alUsAM-TIPOU3BOAUTENSAM 10
X NHCbMEHHON mpockbe THOO HCMONB3YIOTCS B HAy4HO-HCCIENOBaTeNbCKHX
LeNsX.

82. Cybbekt obpalleHus J1€eKapCTBEHHBIX CPeICTB Ha TepPUTOPUH
Poccwiickoii Penepauyy, BbISBUBILNA HECOOTBETCTBUE JIEKAPCTBEHHBIX CPEICTB
Tpe6OBaHUSAM HOPMATHUBHOH JOKyMEHTallMM HIM HOPMATHUBHBIX JOKYMEHTOB,
npeacTaBiseT o00Opa3lbl HECOOTBETCTBYIOLIErO JIEKAPCTBEHHOTO CpeicTBA B
KOJIMYEeCTBE, AOCTATOYHOM JUIA NIPOBEJEHUS HEOOXOAUMBIX DKCIIEPTH3.

83. PesynpraroM = aAMMHHCTpaTUBHOM  mnpouenypsl  «OpraHu3anus
¥ TIpPOBEJIeHUE TNPOBEPOK COOTBETCTBHA JIEKAPCTBEHHBIX CPEACTB, HAXOIALLMXCS
B oOpallleHHMM, YCTaHOBJIEHHBIM OOs3aTeNbHBIM TPeODOBaHMAM K HMX KayecTBY»
sBisieTcs pewleHHe Poccenbxo3Haq30pa O COOTBETCTBHH HJIM HECOOTBETCTBUH
JIEKapCTBEHHBIX  CPEICTB, HAXOAAUIMXCA B  OOpalieHHH, YCTaHOBJIECHHBIM
o0s13aTeNIbHBIM TPeOOBaHUAM K UX KayecTBY, IPUHATONO Ha OCHOBaHHH 3KCIIEPTHOTO
3aKJII0YeHHS.

Opramnauml H NMPOBCACHHEC MOHHTOPDHHI A 06e3onacHOCTH
JIEKAPCTBEHHLIX NIpenapaToB

84. OcHoBaHueM U1 Hadaia afMUHMCTPAaTUBHON npoleaypsl «Opranuzalus 1
NpOBe/leHHE MOHHMTOpMHIa 6€30MacHOCTH JIEKApPCTBEHHBIX IIPENapaToB» SBIISAETCS
perucTpalys JIeKapCTBEHHBIX NPenapaToB 11 BETEPUHAPHOIO IPUMEHEHMS.

85. AaMuHHKCTpaTHBHAs Npoueaypa «OpraHu3alys U IpoBeACHUE MOHUTOPHHTA
0e30nacHOCTH JIeKapCTBEHHBIX IIpemnaparoB» HpoBoauTcs Poccenbxo3Haa3opoM
TIOCTOSIHHO Ha OCHOBAHHM:

coo0lIeHHii, TNONy4YeHHBIX OT JIMI MO pody HX MNpoPecCHOHATBHON
JeSTeNIbHOCTY;

COOOIIeHHIH, MONYyYeHHBIX OT (H3MYECKMX JIML, B TOM YHCIE BIIAJCI/IBLEB
JKHBOTHBIX, HHIMBUAYATbHBIX INpedNpUHUMATeNed M  OPUAMYECKHX  JIML,
OCYILIECTBIIAIOLMX AESTEIHLHOCTD NPY 0OpalLieHHH JIEKAPCTBEHHBIX CPE/ICTB;

HHQOpMALMH, TOJY4YEHHO! NMPH OCYLIECTBIEHHH KOHTPOJBHBIX M HaJ30pHBIX
¢yHK1MH B 0651aCTH BeTEpHHAPUY;

MHpopMalLMK, coaepalleiics B NEPHOAMYECKMX OTYeTax no ©Oe3omacHOCTH
JIeKapCTBEHHBIX IpenapaToB, 3aperHCTpHPOBaHHBIX B Poccuiickoi denepauum.

86. AamuHHCTpaTHBHAs nipolenypa «OpraHu3aius ¥ NpoBeieHHe MOHUTOPHHTa
6€e30MacHOCTH JIEKapCTBEHHBIX NIPenapaToBy» HCIOJHAETCS B Xo1e cbopa, obpaboTky,
pericTpalMyd ¥ aHamu3a MHQOpMalMM O NOOOYHBIX AEHCTBUAX, HE YKa3aHHbIX
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B MHCTPYKLMSAX IO NMPUMEHEHHUIO JIEKApPCTBEHHBIX MPENnapaTtoB 1) BETEPHHAPHOTO
NIPUMEHEHHs,  CEpbe3HbIX  HEXENaTeNbHbIX  peaklUusAX,  HenpeaBUAEHHBIX
HeXeJaTeJbHbIX peakuusX (Jajlee COOTBETCTBEHHO — TI000YHblE JeHCTBMS,
cepbe3Hble U  HenpeABUJEHHBIE HeXenaTelbHble peakluM), OCOOEHHOCTAX
B3aUMOJEHCTBHS JIEKADCTBEHHBIX IpeNnapaTtoB C APYrHMH JieKapCTBEHHbIMH
npenapataMH, KOTOpbleé OBbUIM BBISBIEHbl IPH MNPOBEAEHHUH KIMHHYECKHUX
MCCICOBaHMA M TNPUMEHEHHMHM JIEeKapCTBEHHBIX IIpernapaTtoB, HPOBEPKH
JOCTOBEPHOCTH CBeeHHH, OCTYNHUBIINX B Poccenbxo3Han3op (TepputopuaisHOE
ynpasneHue Poccenbxo3Hanasopa), nyOnMkauMd Ha OQHMIMaIBHOM CaifTe
Poccenpxo3Haa3opa cBeieHUH O MPHOCTAaHOBNEHUH NIPUMEHEHHUS JIEKapCTBEHHOT'O
npenapata, BHECEHMH W3MEHEHMHA B HMHCTPYKLUMIO 1O INPHMEHEHHIO
JIEKapCTBEHHOrO  IpenapaTta, HM3bATHIO U3  ofpalleHUs MIH  OTMEHE
rOCyJapCTBEHHOH pPErucTpalldi JIEKapCTBEHHOro IIpenapata MpHHATHIX I1O
pe3ynbTaTaM MOHHTOPHHIa 6€3011aCHOCTH JIEKapCTBEHHBIX NIpenaparos.

87. Jluua, mo pomy cBoeil MpojecCHOHANBbHOH NESTENbHOCTH, HAIpaBIAIOT
cBelleHUs B HH(OpPMALMOHHO-aHAINTUYECKYI0 CHCTeMy Poccenbxo3Haaszopa
0 NoOOYHBIX NEHCTBUAX, B TOM 4HUCIe NOOOYHBIX NEHCTBUSAX, HE YKa3aHHBIX
B HHCTPYKLUHSX IO INPHMEHEHHUIO JI€eKapCTBEHHBIX IIPENapaToB, CEpPbE3HBIX
HEXeJaTeNIbHbIX peaklMsX W HeNpeABUICHHBIX HEXeNaTeNbHBIX peakuuiX,
NpUBEAIINX K Tubeny, BpOXKAEHHHIM aHOMAIMSM WM NOpPOKaM pa3BHUTHA JHOO
NPeNCTaBIAIOIMX co00ff  yrposy JKHM3HM JKHMBOTHBIX, HENpPEIBHUICHHBIX
HEXeNaTeIbHbIX peaklMAX, BO3HHUKIINX IpH NPUMEHEHHH JIEKapCTBEHHOI'O
npernapara B COOTBETCTBUM C HHCTPYKIHEH I©O NPHMEHEHHIO, CYIIHOCTh
M THKECTh KOTOPhIX HE COOTBETCTBOBATH HMH(GOPMALMH O JIEKapCTBEHHOM
npemnapare, cogepxaiielici B MHCTPYKLHH IO €ro NpUMEHEHHIO, B TOM 4YHCIIE
MOBJIEKIIMX BO3HHKHOBEHHE M paclpoCTpaHeHHe 3apa3HbIX 6oyie3Hel KHUBOTHBIX,
006 0COOEHHOCTAX B3aHMOJEHCTBUA JIEKAPCTBEHHBIX MpenapaToB C JIpYyTHMH
JIeKapCTBEHHBIMHM TIpenapaTaMH, KOTOpble ObUTH BBIBIEHBI NpPH IPOBEIECHHH
KIHHWYECKHX HCCIEeNOBaHHA M TNPUMEHEHHHM JIeKapCTBEHHBIX IIpenaparoB,
B (opMe «coo611eHHs 0 TOOOYHOM JEeHCTBUY, HeXeNaTelbHON peaKliH, OTCYTCTBHH
KiuHHYeckoro 3ddekta M OCOOEHHOCTAX B3auMMOAEHCTBUA  JIEKAPCTBEHHOIO
Ipemnapara, 3aperiCTpUPOBaHHOIO U paspelieHHOro K BETEPHHAPHOMY IIPHMEHEHHIO
B Poccuiickoii ®epepauun» (manee - CooblLieHus) B NOpsIKe, YCTaHOBIEHHOM
ITyHKTOM 15 AZIMHHHUCTPaTUBHOIO PErjlaMeHTa.

88. CoobiueHus, HanpaBiseMble B HH(POPMALMOHHO-aHATMTHYECKYIO CHCTEMY
Poccenbxo3Haq3opa B 3J€KTPOHHOM BHIE, PETMCTPUPYIOTCS B aBTOMAaTHYECKOM
pexume. Otnpasutens CooblUeHHs MOMy4aeT Ha 3JEKTPOHHBIN alpec, yKa3aHHSIH
UM B  HHOOpMalMOHHO-aHAIMTHYeCKOH  cHcreMe  Poccenbxo3Hamsopa,
nioaTBepxaeHue peructpauuy CooblieHus B TeueHHe OfHOro paboyero JHs ¢ aTbl
HanpaBneHus  CoobumieHus B HH(OPMALHOHHO-AHAIMTHYECKYID  CHUCTEMY
Poccenbxo3nansopa.

89. HavansHuk otaena Poccenbxo3Han3opa, yNOJHOMOYEHHOIO OCYILECTBIIATH
MOHMTOPHUHT 6€30MacCHOCTH JIEKapCTBEHHBIX IPENapaToB, Ha3HaYaeT OTBETCTBEHHOTO
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HCIIOJIHUTENSA W3 YUCIIa COTPYAHHKOB OTAEeNa, B 00S3aHHOCTH KOTOPOrO BXOIMUT
OCyLUEeCTBIEHHEe  KOHTponsi  aBromaruyeckodd  peructpauuu  CoobueHui
B MH(OpMallMOHHO-aHAIUTHYECKOH cucTteMe Poccenpxo3Haisopa UM aHaIU3
TMIOJTyYEHHBIX CBEJICHHH.

90. Coobuenus, moctynmaioupe B Poccenbxo3Hansop (TeppuUTOpHalbHOE
ynipaBieHue Poccenbxo3Hanzopa) Ha GyMaxHOM HocuTelne, 1o ¢akcy, a Takke I10
3NIEKTPOHHOM MOYTe, PErHCTPUPYIOTCs oTAenoM Poccenbxo3Han3opa, OTBEYAIOIMM
3a peruCcTpalLMio BXoAsLIel KOppeclioHAEHLIMH, H He no3Hee S5 pabounx aHel ¢ aaThl
NIOCTYTUIEHUS B OTAEN, YIIOJHOMOYEHHBIH OCYIIECTBIIATh MOHHTOPHHT 6€30M1aCHOCTH
JIEKapCTBEHHbIX  IIpENapaToB, BBOAATCS OTBETCTBEHHBIMH  HMCIONHUTEISMHU,
Ha3Ha4aeMbIMM HAaYaIbHHMKOM OTA€Na W3 4Yucla COTpPYOHHMKOB OTAENa, B
HH(OpMALIMOHHO-aHATUTHYECKYIO cucTeMy Poccenbxo3Hansopa.

91. Coobuienus paccMatpuBatorcs B TedeHHe 30 gHeH B COOTBETCTBHUM
c ®epepanbHbiM 3akoHOM OT 02.05.2006 Ne 59-®3 «O mopsaxe paccMOTPEHHs
obpamenuii rpaxnaH Poccuiickoft ®enepaumm». MHdopMauus, npuBefieHHas B
COOOILEHHH, BBOOUTCA B  HH(OPMAIMOHHO-aHAIUTHYECKYIO  CHUCTEMY
Poccenpxo3Hag3opa B mopsaxe, ONpeneNieHHOM B IyHKTe 15 AJMHHHUCTPaTHBHOIO
perjlaMeHTa, M pacCMaTpHBaeTcs B COOTBETCTBMM C IyHKTamH 93-95
AJIMUHMCTPaTHUBHOIO perjlaMeHTa.

92. CBeeHHst 0 MOOOYHBIX JEHCTBUSAX, CEPbE3HBIX HEXENATENbHBIX PEaKLIUIX,
HEMpeABUAECHHBIX HeXeNaTeNbHbIX peakuusx, 00 O0coOEHHOCTAX B3aUMOAEHCTBUSA
NeKapCTBEHHBIX IIpernaparoB ¢ JOPYTHMH  JIEKapCTBEHHBIMH  IpenapaTamu,
cozepaluecs B MHGpopMaLKH, MOJy4eHHOH NPH OCYIECTBIEHHH KOHTPOJIbHBIX K
Haa30pHBIX (yHKIMi B 00nacTH BeTepUHApUH, BBOAATCS B HH(POPMALMOHHO-
aHATUTHYECKYI0 cucreMy Poccenbxo3Han3opa B NOpsKe, ONpeleeHHOM B ITyHKTE
15 AIMMHHUCTpaTHBHOIO perjaMeHTa, M pacCMaTpHBalOTCi B COOTBETCTBHUU
C ITYHKTOM 95 AZMHMHHCTPAaTHBHOI'O PETJIaMeHTa.

93. OTBETCTBEHHBIH HUCIIONHHUTENb, B CPOK He no3aHee 10 pabouux auel ¢ narel
noctyrwiedus CooOlueHus, IpoBepseT JOCTaTOYHOCTh HHPOpMaLuH 11 06paboTku
¥ aHaiM3a uHpoOpMalMK O NOOOYHBIX AEHCTBUAX, CEPbE3HBIX M HEIPEIBHUACHHBIX
HEXeJlaTeJIbHBIX peaklusaX, 06 O0COOEHHOCTSIX B3aUMOAEHCTBUS JIEKApCTBEHHBIX
IpenapaToB C JpYyrMMH JIeKapCTBEHHBIMH IpenapatamMu. B cmydae ecin
uHopmaimy, npusBeneHHod B CooOlIeHMH, HENOCTATOYHO I8 IPOBEICHHUS
0o0paboTKM W aHauM3a, OTBETCTBEHHbIH MCIOJHUTENb TOTOBHT IIPOEKT 3alpoca
JOTIONIHUTENbHOM HMH(opMauuy y otnpaBurens Coobuenus. Cpok paccMOTpeHHS
Coo0leHnss TpH 3TOM TNPHOCTAHABIMBAeTCS Ha BpeMs, HeoOXoauMoe s
NOAroTOBKM oTnpaButeneM CooblieHns oTBeTa Ha 3anpoc. Bo3obHOBNEHHE oTCYeTa
cpokoB paccMotpeHust CooOlueHHs TNpOM3BOAMTCA B J€Hb  IOCTYIUIEHHS
B Poccenbxo3Han3op oTBeTa Ha yKa3zaHHbIi 3anpoc Poccenpxo3Hanzopa.

94. OTBETCTBEHHBII HCIIOJHUTENB B CPOK, He npesbiuatonuii 10 pabounx aued
¢ garsl noctyruieHus Coobienus B Poccenbxo3Hansop, BIpaBe NOANOTOBHTh 3ar1poc
3afBUTENII0  IOCYNAapCTBEHHOH  PErMCTpalli¥  JIEKapCTBEHHOI'0  IIpenapara,
NpUMEHEHHE KOTOPOTO CONPOBOXKAAIOCH MOOOYHBIM JeHCTBHEM, CEPLE3HON WiH
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HEMNpeIBUACHHON HEXENaTeNIbHONH peakuued WM OCODEHHOCTAMH B3aHMOJAEHCTBHA
JIEKapCTBEHHOrO Ipenapara ¢ JpYyTrMMH JIeKapCTBEHHBIMHM IipenapaTamy C LIEJbIo
NoNTy4eHus: HHpopMaluH, HeoOX0qUMO# JUIS OLIEHKH TSDKECTH M CYILIHOCTH JAHHOIO
nobo4HOro neiicTeus, peakuuu H (Wid) B3auMmozeidcTBus. Cpoxk paccMOTpEHHs
cooOllleHHs, NpU 3TOM INPHOCTaHABIMBAeTCS Ha BpeMs, HeobXxoauMoe A
NOANOTOBKY 3asBUTEJNIEM I'OCYNapCTBEHHOM perucTpaliuy JIEKapCTBEHHOro Npernapara
OTBETa Ha JaHHbIM 3amnpoc. Bo3oOHOBIeHHME OTc4eTa CpoKa pacCMOTPEHMs
Coo011ieHus NPOU3BOAUTCH B AeHb NOCTYIUIeHHs B Poccenbxo3Haa3op oTBeTa Ha
yka3aHHbIH 3anpoc Poccenbxo3Hanzopa.

95. Poccenbxo3Ham3op BIpaBe OrpaHWYUTh OOpallieHHWe [periapata K
NPUHATH JONONHUTENbHBIE MEpbI N0 obecnieyeHHI0 6e30MacHOCTH ero MpUMEHEHMs
IpH yCTaHOBJIEHHH HHGOPMALIMK O CleaylouMX (akrax ¥ 06CTOATENbCTBAX:

a) BbISBIEHHE CBEAEHHUH O TSDKECTH, XapaKTepe WIM 4acToTe NOOOYHOTIo
IEHCTBHUS, CEpbe3HOH HeXeNaTelbHOH peakuuH, OCOOEHHOCTSX B3aUMOJIECHCTBHUSA
JIeKapCTBEHHOrO Ipenaparta C JPYTrHMMH JIEKapCTBEHHBIMH IIpernapaTaMM  HJIH
CBEJICHHI O HelpeIBUACHHOH HeXXeNnaTebHON peaKIMi, KOTOpble HE COOTBETCTBYFOT
JIaHHBIM YTBEPXAEHHOH HHCTPYKLIMH NO MPUMEHEHHIO JIEKapCTBEHHOTO Npernapara;

6) BbIBNEHHE pHCKa YTpO3bl XXHM3HH INIpM TNIPUMEHEHHH JEKapCTBEHHOI'O
npenapara B niepuoJi 6epeMeHHOCTH U JIaKTalluH;

B) BBIABJICHHME PE3HCTEHTHOCTH BO30yauTens MHGEKUMOHHBIX 3ab60NeBaHHIA
Ipy TNpPUMEHEHUM aHTHOAKTEpHaIbHBIX M IPOTHBOBMPYCHBIX JIEKAPCTBEHHBIX
IIpenaparos;

I) BbIBIEHHE CJIy4YaeB IepeJaydl HHGEKIHOHHBIX 3a00neBaHMH INpH
INpUMEHEHHH JIEKapCTBEeHHOTrO penapara;

I) BbIBIEHHE IIOOOYHOIO HEHCTBUS, CEpbEe3HOH WIM HENpeIBHIECHHOM
HEXEJIAaTeIbHOM  peakuuy, OCOOEHHOCTSAX B3aUMOJEHCTBHMSA  JIEKapCTBEHHOIO
mpenapata ¢ JAPYTMMH JIeKapCTBEHHBIMH IIpenapaTamH, CYIIHOCTb, TSDKECTb,
XapaKTep U 4acToTa KOTOPhIX MOTYT M3MEHHTh COOTHOILEHHE MOJB3bl H PUCKA NPH
NpPUMEHEHUH JIEKapCTBEHHOIO NpernapaTa B BETEPUHAPHOM NPaKTHKE,;

€) BhIsBJIEHHEe HHPOpPMALIMH 06 OTCYTCTBHH KIMHH4YECKOro 3(¢eKTa BaKUMH
H IpenapaTtoB, MpUMEHAEMbIX B LEIIX KOHTpaUENLMH, KOraa OTCYTCTBUE
KIHHHYecKoro 3¢eKTa He BbI3BaHO HHAWBUIYaIbHBIMH OCOOEHHOCTAMH KMBOTHOIO
1 (W) cnenudukoil ero 3abonepaHus;

%) BbIABJIEHHE CHUCTEMAaTHYEeCKMX OIUMOOK NpPHUMEHEHMs JEKapCTBEHHOro
mperapara CreUMaNMcTaMH B 00JacTH BeTepyHapuuM M (WIH) BlaJenbLamy
)KMBOTHBIX BCJICICTBUE HENPaBHIBHOW MHTEpIpETalUM CBEACHUH €ro MHCTPYKLMH
IO MPUMEHEHHIO;

3) BbIABJIEHHE CITy4yaeB 3J10ynoTpedieHus NpenapaToM, CIy4aeB yMbILUIEHHOH
nepefo3UpOBKH NpernapaTa WM MCNOJb30BaHUs Ipenapara B LUESX YMBILUIEHHOTO
NPUYHHEHUS Bpesia XU3HU U (WIK) 3A0POBbIO )KHBOTHBIX;

1) BblsiBlIeHHe 0CODEeHHOCTeH B3auMMOAEHCTBUA JIEKAPCTBEHHOTO Npernapara ¢
IPYTMMH JIEKapCTBEHHBIMU IIperiapaTaMy, HMMEIOIUEro ONpeneaeHHYI0 HIH
BEPOSTHYIO MNPHUYMHHO-CIEICTBEHHYIO CBSi3b C IPUMEHEHMEM [pernapara, He
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ONMCAaHHOIO B MHCTPYKLIMHM N0 NPUMEHEHHIO TIpenapara U MpeAcTaB/IoIIEro yrpo3y
IS XKU3HU M 3I0POBbS XMBOTHBIX, JTMOO /eNarolero HEBO3MOXHBIM NPUMEHEHHE
IOaHHOTO JIEKapCTBEHHOro Ipenapara C JpYTMM JIEKapCTBEHHBIM IIpernaparoMm
(dpapMmarieBTHUECKAs HECOBMECTUMOCTD);

K) mnoctylweHue HHGopMauuM O TNOOOYHOM JAEHCTBHM, CEpPbE3HOM
HeXeNaTeJIbHOMH peaKUHH, HeTpeABUIeHHO! HexeNaTeIbHOM peakiui, OCOOEHHOCTSIX
B3aUMOJIECHCTBUA JIEKapCTBEHHOTO Ipernapata ¢ JpPYTMMHM  JIEKapCTBEHHBIMH
npernapaTami, MOCTy)XKHBILEH OCHOBAHHEM [UIs pelleHUH 3apyOe)kHbIX KOHTPOJBHO-
HaJ30pHBIX OpraHoOB B cepe oOpallieHUs JeKapCTBEeHHbBIX Npenaparos.

96. C6op, obpaboTka, perucTpauus M aHaIM3 HHPOpMaUuM O NOOOYHBIX
OeHCTBUSX, CEPbE3HbIX  HEXeNaTelbHbIX peakUMsiX M  HENpeABUACHHBIX
HeXeNaTeJIbHbIX peaklusax, 00 OCOOEHHOCTAX B3aMMOJEHCTBHA JIEKAPCTBEHHBIX
IpernapatoB ¢ JAPYTMMH JIEKapCTBEHHBIMM IIperapaTaMi, COAEpXKalluXCs B
NEepHOAMYECKUX OT4YeTax 1m0 Oe30macHOCTH  JIEKapCTBEHHBIX  IIPernaparoB,
3aperucTpupoBaHHbeIX B Poccuiickoift  denepaumy, OCyILLECTBISIETCS  NPH
noctyreHun B Poccenbxo3Ham3op NepHOJUYECKHMX OTHETOB N0 6e30macHOCTH
NIeKapCTBEHHBIX IMpENapaToB, HaNpaBiIsSeMbIX pa3paboTyMKaMH JeKapCTBEHHBIX
TpenapaToB ¥ IPOM3BOAUTENSIMH JIEKaPCTBEHHBIX NPENapaToB.

97. Ilepuoauyeckue or4eThl No 6€30MaCHOCTH JIEKAPCTBEHHBIX IIPENapaTtoB
(manee - nepuomItecKkue OTYETHI) HanpaBisoTes B Poccenbxo3Hansop Ha 6yMakKHOM
M (WIH) DJIEKTPOHHOM HOCHUTENSAX B TIOpAIKe, OMNpPEAEcNieHHOM B ITyHKTE 15
AJIMHHHCTPaTHBHOI'O perjlaMeHTa.

98. HauanmsHuk otaena Poccenbxo3Han3opa, OCYLUECTBILSIIOIIEN0 MOHUTOPHHT
6e30macHOCTH  JIeKapCTBEHHBIX  MIPeNapaToB,  Ha3Ha4aeT  OTBETCTBEHHOIO
HCIIOJIHUTENA M3 4YMCla COTPYAHHKOB OTAeNa, B 00A3aHHOCTH KOTOPOTNO BXOIMT
0o6paboTka M aHaIW3 NEPHOAMYECKUX OTYETOB IO 6€30IacHOCTH JIEKApCTBEHHBIX
Ipernaparos.

99. OrtBeTcTBeHHbIH HCIOMHUTENb, B CpOK He no3gHee 20 paboumx [HEi
C AaThl NOCTYIUICHHS NIEPHOJUYECKOIO OTYETA, IIPOBEPAET JOCTATOYHOCTDL CBEICHHUH,
COAEPIKALMXCSH B IEPHOANYECKOM OTYETe, sl 00paboTKU M aHaIN3a MHPOpPMALIHH O
NO0OGOYHBIX JEHCTBUAX, CEPhE3HBIX U HEMPEIBUACHHBIX HeXeNaTeNbHbIX peaKLusiX, 00
OCOOEHHOCTSIX  B3aMMOJEHCTBUS  JIEKAPCTBEHHBIX IMIpPeNapaToB C  ApPYIMMH
JIEKapCTBEHHBIMU Ipenaparamu. B ciydae, ecnd uHbOpMaluH, NpUBEAEHHOH B
NEpUOJNYECKOM OTHeTe, HEAOCTaTOYHO i MpoBeleHUs oOpaboTKM M aHaJIM3a,
OTBETCTBEHHbI HCIOJIHUTENb, TOTOBHT TMIPOEKT 3arpoca O AONOJHHUTEIBHON
HH$pOopMaIMU y pa3paboTurka U (WIH) IPOU3BOIAUTENS JIEKAPCTBEHHOIO Ipernapara,
Ha HMMS KOTOPOTO BbIIAaHO PErMCTPallMOHHOE YJOCTOBEPEHHE JIEKapCTBEHHOIO
npenapaTta, npeAcTaBuBLIero nepuoaudeckuii oryeT. Cpok  paccCMOTPEHHMs
TIEPHOMYECKOTO OTYeTa NPHU 3TOM IPHUOCTAHABIMBAETCS Ha BpEMs, HEoOXOoIMMOe
JUls TIOATOTOBKM OTIpaBUTENIEM MEPUOIMYECKOro OTYeTa OTBETa Ha 3arpoc.
Bo30o6HoBneHHe oOTcueTa Cpoka PacCMOTPEHMs  NEPUOOMYECKOTrO  OTYETa
NPOU3BOAMTCS B JieHb TMOCTYIUIeHHs B Poccenbxo3Haa3op OTBeTa Ha YyKa3aHHBIH
3anpoc Poccenbxo3nanzopa.
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100. OtBeTcTBEeHHBIH MCHOJIHUTENb, B CPOK, He MNpeBblmawomuii 20 pabounx
JHEH ¢ Jarel MOCTYIUIEHHUS NMepUoandeckoro otyera B Poccenbxo3Han3op, npoBOAUT
00paboTKy M aHamM3 comepXKalUMXCs B HeM CBEIEHHMii, COTMOCTABIAA HaHHYIO
MHQOpMALMIO CO  CBENEHWSAMH  HMH(OPMALIUOHHO-AHAIMTHYECKOH  CHUCTEMBI
Poccenpxo3Ham3opa M CBeEHMSMH, COIEPXKALIMMUCA B HHCTPYKUMH IIO
NPUMEHEHHIO COOTBETCTBYIOILIETO JIEKAPCTBEHHOTO Ipernapara, B LEJISIX BbIIBIEHUS
CBEJIEHHI O ClieIyroIMX GaKkTax U 00CTOSTENBCTRAX:

a) JaHHBIX O KIMHUYECKOH 3(HeKTHBHOCTH, MOOOYHBIX JEHCTBHUSAX, CEPbEIHBIX
W HENpeABUACHHBIX HEXeNaTelbHBIX peaKUUsaX, OCOOEHHOCTHAX B3aUMOAEHCTBHUS
JIEKapCTBEHHOIO Mpenapata ¢ APYTHMHM JIEKApCTBEHHBIMH IIperiapaTaMH, IpHU
NPUMEHEHHH JIEKApCTBEHHOrO Npenapara BHe N0Ka3aHHid, YKa3aHHBIX B HHCTPYKLHH
N0 MPUMEHEHHMIO, a TaKkKe IpH UIMTENbHOCTH NpPUMEHEHHs, MpeBbIIaloleH
MaKCHMaJIbHbIE CPOKH JIEYEHHUS, YKa3aHHbIE B HHCTPYKLIMH IO IPUMEHEHHIO;

6) cBemeHMH O pa3sBUTHMM PpE3UCTEHTHOCTH BO30yIHTENs HH(PEKIHOHHBIX
3aboneBaHMii MpH MpPUMEHEHWH aHTUOAKTEPHATBHBIX M  TMPOTHBOBHPYCHBIX
JIEKapCTBEHHBIX TPENapaToB;

B) Ciy4aeB nepefaud HHGEKIMOHHBIX 3aboneBaHMil yepe3 JieKapCTBEHHbIH
npenapar;

I) CBelleHHHl O TDKECTH, XapaKkTepe WIH 4YacToTe NoOOYHOro neHcCTBusl,
CEPBE3HOM HEeXeNaTeJIbHOM peaxiiy, HeNnpeABUACHHON HeXXeJaTelbHON peaKluH,
OCOOCHHOCTAX  B3aUMOIEHCTBHS  JICKAPCTBEHHONO  Mpemapata ¢ ApPYTHMH
JIEKapCTBEHHBIMH TIpenapaTaMi, KOTOpble MOTYyT U3MEHHTh COOTHOLIEHHE MONb3bl K
pHCKa IIpH MPUMEHEHHH JIEKApCTBEHHOT0 NipenapaTa B BeTepHHAPHO#H NPaKTHKE;

I) uH¢opMauuHu 06 OTCYTCTBHH KIHHHYECKOrO 3¢ (eKTa BaKIMH U NpenaparoB,
NPUMEHSAEMBIX B LI€JSIX KOHTpALELUH, KOrla OTCYTCTBHE KIIMHHYEcKoro 3¢dexra He
BbI3BAHO MHIUBUIYAIBHBIMH OCOOEHHOCTSIMH JXMBOTHOIO M (WIH) Crieliu(pHKOHN ero
3a00JIeBaHu;

e) cBeeHHit 00 ommbKkax MpUMeEHEHHs JIEKapCTBEHHOTI'O IpernapaTa cyobeKTaMHu
obpallieHHss JIeKapCTBEHHBIX CPEACTB BCIEJCTBUE HENMpPaBWILHON MHTeprpeTaliy
CBeJIeHHI1 ero HHCTPYKLMH IO IPUMEHEHHIO,

X) CBEZIeHHH O Clly4asxX 3710ynoTpebieHus npenapaTroM, CIy4aeB yMbIIUIEHHON
NIepeIO3UPOBKH TpernapaTa WK MCHOJb30BaHUs Ipernapara B LeISX YMBIIUIEHHOIO
NpUYHHEHHS BpeAa XH3HH WK 310POBbIO JKHBOTHBIX;

3) CBeNEHHH O pelleHHsIX 3apyOexHbIX KOHTPOJIbHO-HAJ30PHBIX OpraHoB B
cdepe obpalleHus IeKapcTBEHHBIX NpenapaToB OrpaHUYUTh oOpallieHHe Npenapara
WIM TpPUHATH [JOMOJHHUTENbHBIE Mephl Mo obecnieyeHHIo 6€30MaCHOCTH  €ro
NIPUMEHEHHUS, B CBSI3H C OOHApy>XeHHWEM JOMNOJIHUTENbHBIX PUCKOB Bpela XH3HH H
3JI0POBBIO KUBOTHOTO IIPH NIPUMEHEHHH JIEKapCTBEHHOTO Ipenapara.

101. I'lpu BhIABNIEHHH HHpOPMALMHU O (pakTax M 0OCTOATENBCTBAX, YKa3aHHBIX B
mmyHkTe 100 AZMMHHCTPaTUBHOIO perjiaMeHTa, OTBETCTBEHHBIN UCTIOJHMTED:

B CpOK, He nmpeBblmalommi 15 pabouux nOHeH ¢ jAaThl IOCTYIUIEHHS
NepHOAMYECKOro oTyeTa B Poccenbxo3Han3op, roTOBUT MHGOPMaLMOHHOE IHCHMO
cyObekTaM OOpallleHHsi JIEKapCTBEHHBIX CpEICTB, C PpEKOMEHIALMAMH 1O
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obecneyeHHto 6e30nacHOro NpUMEHEHHs NpenapaTa B CBA3H € NOCTYIUIEHHEM HOBbIX
CBeJZIeHHi 0 ero 6e30nmacHOCTH;

B CPOK, HE INpeBbILIAIOLIMA 5 pabo4ux AHEH ¢ JaTbl NOCTYIUIEHUS CBEICHUM,
nepeyucieHHblx B IyHkTe 100 AJMHMHHMCTpaTHMBHOIO perjiaMeHTa, TOTOBHT
CIyxebHyl0O  3alMCKy, aJpecoBaHHyl0  YmpaBleHHIO  Poccenbxo3Hazasopa,
OCYLIECTBISIIOIIEMY HHPOpPMAaLMOHHOe obecrneueHue nesTenbHocTH PenepanbHON
cryxObl 1O BeTepUHapHOMY M (DUTOCAaHMTAapHOMY Haa30py, € 3aJaHHeM II0
nmyOnukauuy cBeieHUi Ha opuumanbHOM caiite Poccenbxo3Hansopa.

102. KpurepussMH TNpPHHATHS peELIEHHs 10 pe3yJbTaTaM IPOBEACHUA
MOHHTOpHHIa 6€30MaCHOCTH JIEKapCTBEHHBIX NPENapaToB ABIETCS NOATBEPKACHHE
JOCTOBEpHOCTH (TIOJIHOTBHI) CBEelNEHWH, colepxamuxcs B HHOOpMALMHM H
COOOLLEHMAX, YKa3aHHBIX B IyHKTe 85 AJMMHHMCTPAaTMBHOIO pEraMeHTa,
BBISIBJIEHHE HEAOCTOBEPHOCTH (HETOIHOTHI) YKa3aHHOM HH(GOPMALIUH U CBEJICHHH,
aubo HempeicTaBleHMe cBeleHMH N0 ¢opMe JOKyMeHTa, COAepXKallero
pe3yJbTaThl MOHMTOpPHHra Oe30macHOCTH JIEKapCTBEHHOro npenapara st
BETEPUHAPHOTO TPUMEHEHHs B LENAX MOATBEPXKIEHUS €ro rocyAapCTBEHHOM
perucTpaliy, YIBep)KAEHHOH mpuKa3oM MuHcensxo3a Poccun ot 24 okTa6ps
2011 r. Ne376 (3apeructpupoBaH B MuHuctepcTBe locTHUMH Poccuiickoi
®enepaiyn 18 HosOps 2011 r., perucTpalioHHBINA HOMep 22336).

103. Havanshuk otzena Poccenpxo3Ham3opa B CpPOK, He IpEBBIIAIOLIMM
1 paboumii neHb C AaThl NMOCTYIUIEHUS CBEACHMH, NEPEYMCIIEHHBIX B ITyHKTE
100 AZMHUHHCTPaTUBHOIO periaMeHTa, HasHavyaeT OTBETCTBEHHOI'O HMCIIONHUTENIA U3
YHCJla COTPYOHHKOB OTZAeNa, B O0A3aHHOCTH KOTOPOTO BXOAWT OCYLIECTBJIEHHE
KOOpIHHALMKM OeATeNbHOCTH Poccenbxo3Hamsopa MmO IMyONMMKamMM —CBEJACHHIA
0 JaHHOM pellleHHH Ha opHLIMaTIbHOM caiite Poccenbxo3Han3opa.

104. PesynpTaTroM  aIMHHHCTpaTHBHOH  npouemypsl  «OpraHu3alus
U TIpOBeJilecHHe MOHMTOpUHIra 6€e30MacHOCTH J1IEKapCTBEHHBIX IIPENapaToB» SBIIAETCS
NPUHATHE pellieHUs B COOTBETCTBUH C 3aKOHOATeNbCTBOM Poccuiickoii ®enepauuu
O MPHOCTAHOBJIEHHH NIPUMEHEHHU JIeKapCTBEHHOTO NpenapaTa, BHECEHUH M3MEHEHHI
B MHCTPYKLIHIO 10 IPUMEHEHHIO JIEKapCTBEHHOTO Tperiapara, M3bATHH U3 00pallieHus
WIH OTMEHe TIOCYJapCTBEHHOH perucTpauMu JISKapCTBEHHOrO Ipenapara,
MPHUOCTAHOBJIEHNY KIMHMYECKOTO MCCIENO0BaHHs, MpPEKpAllEHHH KIHHHYECKOrO
HCCIeIOBaHUs.

IV. Hopsaox H popMbl KOHTPOJISA 32 HCNOJHEHHEM FOCy1apCTBEHHOH
byHKUHH

Ilopsaaok ocyuiecTBIeHHN TEKYLero KOHTPOJIs 3a ¢00/1l01eHHEM H HCIIOJIHEHHEM
JAOJKHOCTHBLIMHU JuuamMu Poccesibx03Haa30pa H €ro TepPHTOPHAIBHBIX
ynpasJ/ieHHii n10/10’keHH#i perjaMeHTa H HHbIX HOPMaTHBHBIX NPaBOBLIX AKTOB,
YCTAHAB/JIHBAOIMUX TPeGOBAHHA K HCTIOJIHEHHIO NOCYAaPCTBEHHO# PyHKIIHH,

a TAKJKe 32 IPMHATHEM HMH pelleHMui

105. Poccenbxo3Ham3op OpraHusyeT M OCYILIECTBISET KOHTpPOJNb 3a
cOOMIONEHHEM W HMCIIOJNIHEHHEM JOJDKHOCTHBIMHM JMIaMHM Poccenbxo3Haazopa
U TepPUTOPHAIBHBIX yInpaBJieHUN Poccenbxo3Han3opa NIOJIOXKEHHU
AIMHHUCTPATUBHOIO pErjlaMeHTa M MHBIX HOPMAaTHMBHBIX IIpaBOBBIX aKTOB,
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yCTaHaBJIMBAIOIIKUX TpeGOBaHUA K MCIOJHEHHIO TOCyAapCTBEHHOH (QYHKLMH,
a TaKXe 3a IPUHATUEM UMH pelleHHiA.

106. Texkymu#i KOHTponb 3a  coOmoJeHWEM M HCIOJIHEHHEM
rocyaapcTBEHHOH (GYHKIMH OCYILECTBISETCS B IIOpsiKE, YCTaHOBJIEHHOM
AIMVMHHCTPAaTUBHBIM perilaMeHTOM M TIpuka3zamu Poccenbxo3Haa3opa, H
BKIIOYaeT B cebs MpoBeleHHe MpPOBEPOK IOJHOTHI M KauyecTBa HCMOJHEHHS
rocy1apCTBEHHOH (QYHKIMH, COOMONEHUS NOPSAKa ee UCIIONHEHNUS, BhIBIEHHE U
yCTpaHEHHE HapylIeHUH, pacCMOTpeHHe 3asiBlIeHHil, MaTepuanoB 3asBUTENed MU
NIOArOTOBKY Ha HHUX OTBETOB, NPHHATHE pelleHHid no jkanobam Ha JeicTBUS
(6e3neiictBue) Poccenbxo3Han3opa, €ro TEppPUTOPHAIbHBIX YNpPaBIE€HHHA M HX
JOJDKHOCTHBIX JIULL.

107. Texkyumii KOHTpoab 3a COOMOJEHHEM NOCIEeA0BATENLHOCTH ACHCTBUH,
onpeaeneHHbBIX aAMMUHHCTPAaTHUBHOM npouexypoi 1o HCNONHEHHIO
rOoCyJapCTBEHHOH  (QYHKLMH, ¥ TIpHHATHEM pEIIeHHH  HCNOIHHTENEM
U PYKOBOAMTENEM OTBETCTBEHHOTO CTPYKTYpPHOI'O nioJjpa3ieNeHu sl
OCYIIECTBISETCS 3aMECTHUTENIEM PYKOBOJUTENS Poccenbxo3Hanasopa
B COOTBETCTBHH C paclpefelleHHEM IIOJIHOMOYHUH HJIH  3aMECTHUTEIEM
PYKOBOAMTENSA TEPPUTOPHANILHOIO ynipaBieHus Poccenbxo3Haasopa.

108. KoHTponbp 3a NpUHATHEM pelleHWH 3aMecTHTEJIEM pPYKOBOIMTEILS
Poccenpxo3Han3opa  (3amMecTHTENEM  PYKOBOAMTENS  TEPPUTOPHAIBHOIO

ynpaBJieHHS Poccenbxo3nanzopa) OCYILEeCTBISETCS PYKOBOJHTENEM
Poccenpxo3Ham3opa wWIM PpyKOBOAMUTENEM TEPPUTOPHAIILHOIO  YIpaBJICHUS
Poccensxo3nansopa.

109. B mensix ocCylIeCTBIEHHS TEKyIIEro KOHTpOJS 3a COBEpLIEHHEM
JNefCTBUIM NpH HCIONHEHUH roCyJapCTBEHHOW (QYHKUMH U NPHUHATHH PELICHHHA
pykoBogutento Poccenbxo3Hanzopa WM PYKOBOOUTENIO TEPPUTOPHAIBHOIO
ynpaBineHus Poccensxo3Han3opa (yIOTHOMOYEHHOMY MM JIMIY) NPEACTaBIISIOTCS
JIOKJIaZHbIE 3alUCKH O pe3y/IbTaTaX UCIOJHEHHS rocy1apCTBEHHON QyHKLHUH.

110. Texyuuii KOHTpOJIb 32 COOMOAEHUEM MTOPATKA COBEPIICHUS NECHCTBUH,
onpeAeNeHHbIX  aJMHHUCTPAaTHBHBIMH  MpoLEAypaMH MO  HMCIOJHEHHIO
rocyJapCTBEHHON QYHKUMM, M TPHUHATHEM pELIEHHH, TMperyCMOTPEHHBIX
AJIMMHHUCTPaTHBHBIM PErIaMEHTOM, OCYILIECTBIAETCA NMOCTOSHHO Ha4yajlbHHKaMH
CTPYKTYPHBIX IOApa3fieNieHUH, 3aMECTUTENSIMH PYKOBOIUTENA U PYKOBOJIHUTENEM
COOTBEeTCTBEHHO PoccenbxosHam3opa M TEPpPUTOPHAIBHBIX  YIIPaBJ€HHH
Poccenpxo3Ham3opa M OCYWIECTBISETCS IIyTeM MPOBENEHHS €XEHEIEeNIbHBIX
COBEILIaHMii, a TaKXKXe COIJNacoBaHMs (BU3MpOBaHHN) IPOEKTOB pELIEHHH,
IPUHUMAEeMbIX MNpPH OCYLIECTBICHHM aJMMHHMCTPAaTHBHBIX MpOLEAYpP, HMHBIX
JIOKYMEHTOB, COAEPXKALIMX pe3yJbTaThl aIMMHHACTPATHBHLIX JE€ACTBHH.
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Ilopsinok H NepHOAHYHOCTD OCYLIECTBACHHS NMJIaHOBBIX
H BHEIUIaHOBbIX NPOBEPOK MOJHOTHI H KA4€CTBa HCNOJTHEHHS
rocyaapcrBeHHoH GyHKLHH, B TOM YHCJe NOPALOK H POpMbI
KOHTPOJISl 32 NOJHOTOH H Ka4eCTBOM HCHOJIHEHHS
rocyaapcrBeHHOH PyHKIHH

111. ®opmoii KOHTpoJs 3a TIOJHOTOH M Ka4yeCTBOM HCIOJHEHUS
JODKHOCTHBIMM  JHMLaMH  Poccenbxo3Haz3opa M €ro  TeppUTOpPHAIbHBIX
yIOpaBleHUH  rocyaapCcTBEHHOH  (yHKIMM  SBNSAETCA  OCYILECTBIECHUE
Poccenpx03Haq30poM MIaHOBBIX M BHEIUIAHOBBIX MPOBEPOK.

112. Ilensro npoBeleHHs IUIAHOBLIX M BHEIUIAHOBBIX NPOBEPOK SABIAETCS
cobiloZieHHe ¥ MCMONHEHHe NODKHOCTHBIMH JIHIaMH Poccenbxo3Haa3opa M ero
TEPPUTOPHAIIBHBIX YIIPaBIE€HUH TIoCyJapCTBEHHOH (QYHKLHMHM, B TOM HYHCIE
CBOEBPEMEHHOCTH M TIOJIHOTBl pacCMOTPEHMs  3asBlIEeHMiH, MaTepHaloB
060CHOBaHHOCTH M 3aKOHHOCTH MPUHATHSA 110 HUM PELICHHH.

112.1. BrennaHoBbie TNPOBEpKM MOJHOTHI M Ka4yecTBa HCHOJHEHUS
rocyAapcTBeHHOH (YHKIUH [IPOBOAATCS:

CTPYKTYPHBIM mofpasjeneHueM Poccenpxo3Haa3opa 10 NOPYyYEHHIO
pykoBoautens  Poccenbxo3Hagzopa Ha  OCHOBaHMHM  IOCTYNIMBUIUX B
Poccenbxo3nagzop xanob6 Ha pelictBus (6Oe3medicTBHE) INOJDKHOCTHOIrO JHIA
Poccenbxo3Han3opa, TeppUTOpHaAIBHOIO YiipaBieHus Poccenbxo3Hans3opa u (HiH)
ero JOJXHOCTHOIO JIMLIA;

CTPYKTYPHBIM noapaszesieHueM TEpPPUTOPHAILHOTO yIpaBJIeHuUs
Poccenpxo3Han3zopa 1O MOPYyYEHHI0 PYKOBOAMTENS  COOTBETCTBYIOILETO
TeppUTOpHaNbHOrO  ynpaBieHMs  Poccenbxo3Hag3opa  Ha  OCHOBAaHUM
NOCTYNUBIIMX B TEPPUTOPHAIBHOE yIpaBleHHe Poccenbxo3Haazopa xkanob Ha
nevicteus (6e3neficTBHE) MOKHOCTHOIO JHMLA TEPPHUTOPHANBHOrO YIIPaBICHHS
Poccenpxo3Han3opa.

112.2. TInaHoBble mNpOBEPKH TOJHOTBI M  KAayecTBa  MCIIOJHEHHA
IOODKHOCTHBIMH JiMliamMu Poccenbxo3Hana3opa, TeppHUTOpPUATIbLHOrO YIpaBleHHS
Poccenbxo3Hag3zopa rocynapcTBeHHOH (YHKIMH MPOBOAATCS B paMKax
KOMIUIEKCHBIX NpOBEPOK TEPPUTOPHATbHBIX YIpaBleHMH Poccesbxo3Han3opa,
OCYLIECTBJISIEMBIX B COOTBETCTBHH C INPUKa3aMH M (MJM) HA OCHOBAaHHH TI'OJOBBIX
maHoB pabotsl Poccenpxo3Hanzopa.

OTBeTcTBEeHHOCTD AOJKHOCTHBIX JiHI PoccesibXxo3Haa3opa H ero
TEPpPHTOPHA/ILHBIX YIIpaBjleHHii 3a penleHHs H RelicTBHA (Oe3neiicTBre),
npHHHMaeMble (ocyliecTB/seMblie) HMH B X0/1¢ HCIIOJIHEHHS
rocyaapcTBeHHOH GyHKIHH

113. PykoBoautenb u (U1H) 3aMecTUTeNb pykoBoauTens Poccenbxo3Hansopa,
PYKOBOIOWTENb TEPPUTOpPHANbHOTO ympaBieHHs Poccenbxo3Hamsopa Hecer
OTBETCTBEHHOCTh 32 HECBOEBPEMEHHOE TIPUHATHE PEIUCHMH, MPeNyCMOTPEHHBIX
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AJIMHHHCTPaTUBHBIM DEIrJ1aMeHTOM, B COOTBETCTBUH C 3aKOHOAATENbCTBOM
Poccuiickoi ®enepauuu.

PykoBozuTeNp OTBETCTBEHHOTO CTPYKTYPHOrO IoApasfelieHHs HeceT
OTBETCTBEHHOCTh 33 HECBOCBPEMEHHOE M (MJHM) HEHaJJiexallee BLINOIHEHHE
aJMMHHUCTPATUBHBIX npoueayp (meficTBUi), IpesyCMOTPEHHBIX
AIMHMHHMCTPAaTHBHbIM pErJIaMEHTOM, B COOTBETCTBHM C 3aKOHOJATENLCTBOM
Poccuiickoit ®enepanuu.

OTBeTCTBEHHBIH HCIIONHUTENL HECET OTBETCTBEHHOCTD 3@ HECBOEBPEMEHHOE
M (WIM) HeHaJuexalllee BbIMONHEHME aAMHHHCTPAaTHUBHBIX MpOLEyp,
IpEeAyCMOTPEHHBIX AIMHMHHCTPAaTUBHBIM perjaMeHTOM, B COOTBETCTBHH C
3aKoHogaTenbcTBOM Poccuiickoit ®enepanuu.

TpeboBanns k NopsiaKy H popMaM KOHTPOJIA
32 HCMOJIHEHHEM rocyAapcTBeHHOMH (PYHKIHH, B TOM YHCJIe
€O CTOPOHBI I'PaKAaH, HX 00beIHHEHHH H OpraHu3aunii

114. I'paxxnaHe, UX OObEIMHEHHUs W OpraHU3alli¥ B ClIydae HapyILEHHUsI
AIIMMHHCTPaTHBHOTO  perjaMeHTa  BrpaBe  oOOpaTHThCS C  Jkanoboii
B Poccensxo3Hangsop, TeppuTOpHanbHOe ympaBieHHe PoccenbxosHanmsopa,
a Taxxxe B MuHcensxo3 Poccuu.

Xanoba MoxeT OBITH MpeAcTaBlIeHa Ha JIWYHOM IpHUEMe, OCYLIECTBIIIEMOM
JNOJDKHOCTHBIM JHIIOM Poccenbxo3Haa3opa, ero TeppUTOPHAIBLHOIO YIIpaBJIeHHs ,
HallpaBjleHa IIOYTOBBIM  OTINpaBJIEHHEM MJIH B  3NEKTPOHHOH ¢opme
C HCIOJb30BaHMEM HHQPOPMALIMOHHO-TEXHOJIOTHYECKOH H KOMMYHHMKALMOHHOM
MHQPaCTPYKTyphl, B TOM 4YHCJIe NOpTajla IOCYAapCTBEHHBIX M MYHHIIMIAIBHBIX

ycayr (GyHKUui).

Paznen V. locyae6Hblii (BHecy1eOHbIH) MOPAAOK 00ka10BaAaHHS
pemienuii H aecrBuil (bezgeiictBus) Pocceabxo3nansopa, ero
TePPHTOPHAJbHBIX YIIPaBJIeHHH, 2 TAKXKe HX J0/HKHOCTHBIX JIMI

Hudopmanus 1,15 3aHHTEpECOBAHHDIX JIHI 00 HX mpaBe
Ha nocyae6Hoe (BHecyaeOHoe) 06xaioBaHue AeliCTBHH
(Oe3neiicTBHA) M peLieHHH, NPHHATHIX (OCYIECTB/AsSIEMbIX)
B XO/ie HCTIOJTHEHH S TOCYAAPCTBEHHOH PyHKIHH

115. 3auHTepecoBaHHble HLa BrpaBe o0xkanoBaTh AercTBUs (Oe3neicTBHE)
Poccenbxo3Haa3opa, €ro TEppUTOPUATILHBIX YNpPaBIeHHH, HX NOMKHOCTHBIX JIHL
W pelleHu#, MNpUHHATBIX (OCYLLIECTBIAEMBIX) HMH B XOJA€ HCIOJHEHHUA
rocyaapcTBeHHoOH QyHKUMH, B focyneOHOM (BHECY1eOHOM) NOpsAaKe.
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Ipeamet anocyne6Horo (BHecyaeOHoro) obxanoBaHus

116. IlpenmetoM nocyne6Horo (BHecyaeOHOro) o6>kaqoBaHHS SBISIOTCH
peleHus U aeicTBus (6e3pericTBue) Poccenbxo3nanzopa, €ro TeppUTOpHATIbHBIX
yNpaBlieHuH, UX JOMKHOCTHBIX JIULI.

HcuepnbiBalomuii nepevyeHb 0CHOBaHMIA
AJisl NIPHOCTAHOBJICHHS PACCMOTPEHHS KaJ100bI H CJay4aeB,
B KOTOPbLIX OTBET Ha ’ka100y He naercs

117.  OcHoBanMii 1 INPHOCTAaHOBJIEHHUS  PACCMOTPEHHS  KaJlOOBI
3aKoHOAaTeNnbCTBOM Poccuiickoit @enepauin He npeayCMOTPEHO.

118. B cmyuae, ecnu B xanobe He yKa3aHbl (aMHIHs TpaxAaHHHA,
HanpaBMBLIEro oOpallieHHe, M TMOYTOBBIH aZpec, MO KOTOpOMYy HOJDKEH ObITh
HamnpasJieH OTBET, OTBET Ha xanoby He Jaetcsl.

119. XKanoba, B koTopoit ob6xanyercs cyaeOHOe pelieHHe, B TEYEHUE CEMH
IHeN co AHsA pEerucTpalMi BO3BpalllaeTcs 3asgBUTENIO, HalpaBHBLIEMY XXanoly,
C pa3bsCHEHHEM Nopsaka 00xkanoBaHUs JaHHOTO CyAe6HOro perieHus.

120. Poccenbxo3nansop, TeppuropuanbHoe yrnpasieHue PoccenbxosHaazopa
IIpY NONyYeHHH IHCbMEHHOHM Xalobbl, B KOTOpOH coiepiaTci HeLEeH3ypHbIe
nu00 OcKOpOUTENbHbIE BBIPAXEHHA, YIpO3bl XH3HH, 3JOPOBBI0 U HMYLIECTBY
JOJDKHOCTHOTO JIMLIA, @ TaKKe YICHOB €ro CEMbH, BIpaBe OCTaBHUTh xkaloby Ge3
OTBeTa 0 CYLIECTBY IIOCTAaBJICHHBIX B Hell BONPOCOB M COOOILUTH 3asABHUTENIO,
HanpaBHBILEMY Xanoly, 0 HeIOIyCTUMOCTH 3JI0yNIOTpeOJIeHHS TIPaBOM.

121. B ciy4ae, eciu TeKCT MUCbMEHHOH kanoObl He MoAAaeTCs NPOYTEHHIO,
OTBET Ha Xajo0y He JlaeTcs ¥ OHa He MOJIEKHUT HaNpaBlIeHHIO Ha PaCCMOTPEHHUE
B TOCYJapCTBEHHBIl OpraH WIHM JOJDKHOCTHOMY JIMLy B COOTBETCTBHM C HX
KOMIIETEHIHEH, O 4YeM B TEeYeHHEe CeMH JHel CO JHS PEerucTpaluH >Kanaobbl
coob1aeTcs 3asBUTENIO, HalpaBUBILEMY XXanoly, eclii ero ¢paMuiIus 1 NOYTOBBIH
aZipec NMOAJAIOTCS MPOYTEHHIO.

122. B cimyuae, ecnu B TUCbMEHHO# kao0e 3agBUTENS COAEPKUTCS BOIIPOC,
Ha KOTOpHI# eMy HeOIHOKpaTHO (IBa U 6onee pa3) AaBaIKCh MUCbMEHHbIE OTBETHI
IO CYILIECTBY B CBSI3H C paHee HamnpaBJIieMbIMH )kano0aMu, U IIPH 3TOM B xajobe
He MPHBOAATCS HOBbIE AOBOJbI HIIM OOCTOATENBCTBA, PyKOBOAUTEIb (3aMECTUTEND
PYKOBOAHMTES) Poccenbxo3Hanzopa, TEpPPUTOPHAILHOTO yTIpaBNEHUA
Poccenbxo3Han3opa BrnpaBe NPHHATH pellleHHE O 06e30CHOBATENbHOCTH
ouyepeaHOro obpallieHus U NpeKpallleHHH NepeNnucKH ¢ 3assBUTENEM MO JaHHOMY
BOMpPOCY IpH YCJIOBHMH, YTO YKa3aHHas xanoba U paHee HanpapiseMble Kajlo0bl
HamNpaBJIsUIMCh B OOHH U TOT )K€ rOCyAapCTBEHHbIH OpraH Wi OJHOMY U TOMY Xe
OOMDKHOCTHOMY nuiy. O JaHHOM pellleHMM YBEAOMISETCS  3asBUTENb,
HarnpaBUBIINii kanoby.

123. Ecnid mpUYHHBIL, MO KOTOPbIM OTBET MO CYHIECTBY HOCTaBJIEHHBIX
B Jkanobe BOMpPOCOB He MOr OBITh NaH, B MociefyloleM ObuM yCTpaHEHSI,
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3asgBUTEIb BIIpaBe BHOBb HanpaBHUTh Kanoly COOTBETCTBEHHO
B Poccenbxo3Hans3op, ero TeppuTOpHabHBbIii OpraH.

124. Ecnu oTBeT 1o CyLIecTBY NMOCTaBIEHHOrO B Xkajiobe BONpoca HE MOXKET
6bITh naH 6e3 pasriallleHHsi CBEeJEHHiH, COCTABIAIOIIMX TOCYAAapCTBEHHYIO HIIH
MHYI0 OXpaHseMylo ¢elepajbHbIM 3aKOHOM TaiHY, 3asiBUTENIO, HallpaBUBLIEMY
xanoby, coobliaeTcss 0 HEBO3MOXKHOCTH JaTh OTBET I10 CYLIECTBY NOCTaBIEHHOTO
B HEM BONPOCa B CBSI3H C HEAOMYCTUMOCTBIO pa3rialleHUs YKa3aHHbIX CBEACHU .

OcHoBaHHs A5 HayaJia npoueaypbl Aocy1e6HoOro
(BHecyneOHOro) 00kaioBaHUA

125. OcHoBanneM ans Hayana npouexypsl JocynebHoro (BHecyaeOHOro)
obxanoBaHus sABIseTcs kanoba, HampaBjeHHas B  Poccenbxo3Haasop,
TeppUTOpHalIbHOE yIpaBieHHe Poccenbxo3Hansopa.

126. 3asBuTENM UMEIOT NIPAaBO HAIPABUTH XKalNo0y B MUCbMEHHOH ¢dopMe UITH
B (hopMe 3JIEKTPOHHOTO NOKYMEHTa.

Xanoba moxer ObiTh HampaBlieHa IO IIOYTE, C HCIOJIb30BAHUEM
HH(POPMALIHOHHO-TEXHOJNIOTHYECKOH H KOMMYHHMKALMOHHOH HHQPacTpyKTypBhl,
B TOM 4YHCJIEe MOpTaja roCyJapCTBEHHBIX M MYHHLHMNAIbHBIX ycuyr (GyHKUui),
a TakXKe MOXeT ObITh IPUHATA NIPU JIMYHOM IIpUEME 3asABUTEIS.

127. 3agBuTenp B MUCBMEHHOM kanobe B 00g3aTeIbHOM NOpAAKE YKa3blBacT
mbo HauMeHoBaHMe Poccenbxo3Haa3opa, TEppPHTOPUATIBHOrO YNpaBIICHUS
Poccenbxo3Hansopa, au6o ¢aMuaMio, HMs, OTYECTBO COOTBETCTBYIOLIEIO
OOJDKHOCTHOTO JIMLA, JIHOO OOMKHOCTh COOTBETCTBYIOIIETO JIMIA, a TaKxKe
HaMMEHOBaHHWE IOPHOMYECKOro JHMLA, MNojawouero xanoby, azgpec €ro
MECTOHAXOXAEHHA, KOHTAKTHBIA TenedoH, nubo ¢damMuiauio, MM, OTYECTBO
(ocneaHee npu HanM4yWM) (B Cly4ae NOAa4H XKalobbl OT MMEHH (PH3HYECKOrO
JMIA), MOYTOBBIA agpec, MO KOTOpPOMY JO/DKeH OBITh HampaBleH OTBET Ha
Xajo0y, yBeJJOMIIEHHE O Nepeaipecalliy >kanobbl, H3naraeT CyTh XajloObl, CTABUT
NOAMHUCh M JaTy. B noATBepXkaeHHWe CBOMX [OBOAOB 3asBUTENb BIIpaBe
NPUJIOXKHUTD K Xanobe JOKyMEHTB M MaTepHalibl IH0O HX KOIHKH.

128. B xanobe, nocrynuBmedi B (opme 3JEKTPOHHOIO JOKyMEHTa,
3agBHTeNb B 0043aTeIbHOM MOPSAJKE YKa3blBaeT HaMMEHOBaHHE IOPHANYECKOTrO
JIMLA, NOJAIOLIEro xanoby, agpec ero MECTOHaXOXIEHHs, KOHTAaKTHbIH Tenedox,
nubo cBon (GaMuiIMIO, UMA, OTHYECTBO (mociegHee — NpH HaauyuM) (B ciydae
nojayy *auobsl OT UMeHH (PU3HYECKOro IHLA), afpec NEKTPOHHOH IOYThI, €CIH
OTBET JOJUKeH ObITh HanpaBiieH B JopMe 3JIEKTPOHHOTO JOKYMEHTa, U MMOYTOBIi
aJpec, eclii OTBET JOJDKEH OBbITh HampaBlieH B NMHCbMEHHOH ¢opme. 3asBuTens
BrpaBe NPUWIOXKUTb K Takoil jkanobe HeoOXOIHMBbIE JOKYMEHTbl M MaTepUasbl B
3JIEKTPOHHOH (opMe.

129. TIlpu paccMoTpeHuH xanobwl pykoBoautenb Poccenbxo3Hagsopa,
PYKOBOIMTEIH TEPPUTOPUAIBHOTO ynpaBieHuUs Poccenbxo3Han3opa
(YnoJiHoMO4YeHHble HMH JIHLa) PaCCMaTPHBAET:
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AOKYMEHTBHI, IPE€ACTABJICHHBIC 3a1BUTCIIEM,
MaTe€pHalibl O6’bﬂCHCHPlSl, NnpeacCTaBJIEHHBIE NJODKHOCTHBIM JIMLIOM]
PE3YyJIbTaThI UCCIIeJOBaHMH, IIPOBEPOK.

llpaBa 3AHHTEPECOBAHHLIX JIML HA NOJYYCHHEC
an)opmaunn H 10KYMEHTOB, Heo0X0AMMBIX /151 000CHOBAHHS
H pacCMOTPECHHSA JKaJa00bl

130. 3assutens, nopaBwuit xanoby, BIpaBe NOJMY4YHTh HHGOPMALUIO MO
CleqyIOLMM BONIPOCaM:

O BXOIMIIEM HOMEpe, IOA KOTOPbIM 3aperUCTpUpOBaHa B CHCTEME
JIeI0NIPOU3BOACTBA Xkajoba;

O HOPMAaTHUBHBIX MpPaBOBBIX aKTax, HA OCHOBaHUH KOTOPHIX COOTBETCTBEHHO
Poccenbxo3Han3op,  TeppuTopuUalbHOEe  ynpaBieHue  Poccenbxo3Haazopa
HCTIOJIHSAET roCyJapCTBEHHYIO QYHKLIHIO;

o TpeGoBaHHUAX K 3aBEPEHUIO JOKYMEHTOB U CBeJEHUH;

0 MecTe pa3MeLIeHHs Ha caiite Poccebx03Haa30pa, €ro TeppUTOPHAIBHOIO
ynpaBlieHHUS  CIpPaBOYHBIX  MaTepUaJoB [0  BONpPOCaM  HCIOJHEHHS
rocyJ1apCTBEHHOM (YHKLIMH.

3asBuTens, mnojaBmMi jkanoby, BmpaBe OTO3BaTh Xajoby JO MOMEHTa
BbIHECEHHS pELIEeHUs 10 JaHHO# XkaJobe.

Opranbl rocyapcTBeHHO# BJIaCTH H JOJIKHOCTHDIE JIHLA,
KOTOPBIM MOJKeT ObITh HaNpaBJeHa xka 1002 3aaBUTEJS B JocydeOHOM
(BHecyaeObHOM) mopsiake

131. B nocyne6HoM (BHecyne6HOM) nopsake MOryT 06>kaioBaTbCsl A€HCTBUA
(be3pneiicTBHE) U peLIEHUS AOHKHOCTHBIX JIULL:

TEPPUTOpHANIBHBIX YympaBineHuil Poccenpxo3Hag3opa - B LEHTPalbHBIA
annapat Poccenbxo3Hanzopa;

LEeHTpaJbHOrO  anmapaTa  PoccenbxO3Hag3opa -  PYKOBOAUTENO
Poccenpxo3Hanzopa;

pykoBoautens Poccenbxo3Haa3zopa, B TOM YHCJIE B CBS3H C HENPHHATHEM
OCHOBaHHBIX Ha 3akoHozaatenbcTBe Poccuiickoil denepauuy Mep B OTHOLICHHU
neiictBuii  (6e3geficTBMA) AODKHOCTHBIX JHL Poccenbxo3Haa3opa M €ro
TEPPUTOPHANBHBIX YNpaBleHH#, - B MHHHCTEPCTBO CEIbCKOrO XO3iMCTBa
Poccuiickoii ®exnepauum.

Cpok paccMOTpeHHS XKaJio0bl

132.  TlocrynuBwas  >anoba  paccCMaTpuUBaEeTC  COOTBETCTBEHHO
Poccenpx03Haq30poM, TeppUTOpHalbHbIM opraHoM Poccenbxo3Hansopa B
tedeHHe 30 aHel co IHA ee perucTpalHH.



39

B uckmouMTenbHBIX  clyyasx  pyKoBoguTenb  PoccenbxosHaasopa
(TeppHTOpUanpHOro ynpaeieHus Poccenbxo3Haa3opa) BIpaBe NPOMJIHTE CPOK
paccMOTpeHHUs xanobsl, Ho He 6onee yeM Ha 30 nHeil.

Pemienne o npoaneHHMH cpoka pacCMOTpeHHs >kanobbl coobluaercs
3asBUTENIO B TUCbMEHHOM BHJIE C YKa3aHUEM NPHUYHH MTPOIJIEHHS.

PesyabTat nocyae6Horo (BHecyaeOHOro) 06anoBanus

133. Ilo pesynpbraTaM paccMOTpeHHs Kanobbl JOJDKHOCTHBIM JIMLIOM
Poccenbxo3nanszopa npuHUMaeTcs pelieHue 00 yIOBIETBOPEHUHU NOTHOCTBIO HIIH
YacTU4YHO TpeboBaHMi, copepxamiuxcs B xanobe, nubo 06 oOTkase B HX
yaoBineTBopeHHd. OTBeT, colepallldii pe3yJibTaThl PacCMOTPEHHS XajloObl,
HanpaBlfeTCs 3asBUTENII0O B IMHUCBMEHHOH ¢opMe M (MJIH) O JKEJIaHHIO B
3JIEKTPOHHOH (opMe.

134. IlposepsieMble ML BnpaBe 00>XanoBaTh pELCHHs, NPUHATHIE B XOI€
UCIONHEHUS TIOCyJapCTBEHHOHW GyHKuuH, JAedctBus Miau  6e3nelcTBHe
IOJDKHOCTHBIX ML Poccenbxo3Hag3opa M €ro TeppHTOPHANIBHBIX YIPaBIEHHH B
cyne6HOM nopsaxke.
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Ipunoxenne Ne 1

K AZIMUHHCTPAaTHBHOMY PETJIaMEHTY
ucnonseHus denepansHoii cyx60ii
II0 BETEPHHApHOMY U (pUTOCAHHTApHOMY Ha30pYy

roCyAapCTBEHHOM QYHKIHH IO OCYIIECTBIEHHIO
(enepanbHOro rocyJapCTBEHHOro Hai30pa

B cthepe oOpallieHHs IeKapCTBEHHEIX CPEACTB

U1 BETCPUHAPHOI0 NPUMCHEHHA

IIOYTOBBIE AIPECA, TEJIE®OHBI H AIPECA JJIEKTPOHHOI
NOYTBI _
TEPPUTOPHAJILHBIX YIIPABJIEHUI POCCEJIBXO3HA30PA

DenepanbHoi cayxOsI

Benropoxa, va. Hlopca

8 (4722) 75-16-03

Ne HaumeHoBaHue IouToBklit anpec Tenedon (dbaxc Azpec aneKTpoHHOH
TEPPUTOPHAIBLHOTO IOYTHI ¥ afpec
wn yHpaBiaeHUs obuIMaIBEHOrO caiiTa B
Poccenpxo3Hanzopa cetn HTepHeT
LEHTPAJLHBIY GENEPAJILHBIA OKPYT
1 Ynpasnenue Anpec: 308027, r. Ten./daxc: rsandzor2006 @yandex.r

u

[0 BETEpHHAPHOMY H 8.
DHTOCAHHTADHOM http://www.belnadzor.ru
HaA30py 1o
benroponckoit o61acTi
2 YnpasneHue Anpec: 241519, Ten. veter @online.debryansk.
®enepanvnoii cinyx6ul | bpanckas o6nacts, ru
10 BETEpUHAPHOMY M | BpsHckuiil paiioH, moc. 8 (4832) 62-64-52
DHTOCAHHTADHOMY TIvTeBKa. ViL. Daxe: http://www.rshn32.ru
Haj30py no bpaxckoit Pocnaensckasd, 3
1 CMoJeHCcKoi 8 (4832) 72-26-81
obnacTaM
3 YmnpasneHue Anpec: 600000, r. Ten./daxc: 33vladrsn @rambler.ru
DenepanbHON CIYXObI Brnaaumup, yi. o
no BerepuHapiomMy 1 | JlyHauapckoro, A. 3, 8 (4922) 33-45-18 mp//\’lawyp_s_x_'_u/
bHuTOCAHUTAPHOMY a/a 149 Viadimir
HazA30py no
Bragumupcko#
obnactu
4 Ynpasnenue Anpec: 394042, T. Ten. rsnadzor@comch.ru

DenepanpHoil cIy)OBI

Boponex, yn.
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110 BETCPHHAPDHOMY H
(GHUTOCAaHHTAPHOMY
HaA30pYy 1o

Boponexckoi 1

Boarorpazackoii

CepadumMoBuua, 26

8 (4732) 60-57-10

http://rsnvrn.ucoz.ru

obnacTaM
5 YnpaBneHue Anpec: 248012, r. Ten.: rosselhosnadzor@kaluga
denepanbHOli CIIyXOBI Kainyra, yi. m
II0 BeTEpHHApHOMY H MocxkoBckas, 311 8 (4842) 59-17-85
DHTOCAHHTADHOM http://rsn.kaluga.ru
HaJ30py 1o
Kanyxcko# obractu
6 Ynpasnenue Anpec: 156013, r. Ten.: sethoznadzor@kmtn.ru
®denepanbHO cnyXObI KocTpoMma, np-t
110 BETEPHHADHOMY H Mupa. 53 a 8 (4942) 37-00-73 http.li/w.ww.rosselhoznad
zor-kosiv.ru
duToCaHUTApHOMY daxc: s
HaJI30pY 1o
KocTtpoMckoit u 8 (4942) 45-01-61
HBaHoBcKkoi# oOmacTsaMm
7 YnpasneHue Anpec: 123308, r. Ten.: info@rsn-msk.ru
DenepanpHOd CyXObI MockBa, IpocHexT
10 BeTepuHApHOMY ¥ | Mapmana Xykosa. 1. 8 (495) 580-53-49 http://www.rsn-msk.ru
duTocanuTapHoMy 1 dakc:
HaA30py 0 ropoay
MockBa, MockoBckoit 8 (499) 728-24-67
u Tynabckoii 061acTIM
8 Ynpasnenue Aunpec: 302040, r. Ten.: selh-buh@orel.ru
Denepansuoit cnyxoOel | Open, yi. [Toxapuas
[0 BeTEPHHADHOMY H 72 8 (4862) 76-10-46 http://www.tunadzor.ru
¢utocannTapHOMY
Hazn3opy no OpnoBckoit
# Kypckoii obnacram
9 Ynpasnenue Axpec: 390044, r. Ten.: info@rsnadzor.ru
®enepanbHoit cy) OB Ps3ans, yi.

10 BETEPHHAPHOMY U
dbuTOCaHHTAPHOMY
Haa30py no Pa3anckoi
u Tam6oBckoii
obnactaMm

Koctrruena, 17

8 (4912) 34-59-95

http://rsnadzor.ru

dakc:

8 (4912) 34-30-59
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Ynpasnenue
®denepanrHol CIYKOBI

Anpec: 170008, r.
TBeps, yi. O3epHad, 9

110 BETCpUHAPDHOMY H

QHTOC&HHTaQHOM y

Haasopy no Tsepckoii

u IlckoBckoi obnacTsaM

Ten.:
8 (4822) 36-79-52

ohota69@mail.ru

http://www.rshn-tver.ru

¥YnpasneHue
DenepasibHOM CIYXKOBI

IO BETEpHHAPHOMY H
bHUTOCAHUTAPHOMY

Haja30py no JIunerkoit
obnactu

Anpec: 398037, 1.

Jluneux, yi.
OmnpITHag, 1. 1

Ten.:

8 (4742) 79-73-63,

pkvp@lipetsk.ru

http://www.rsn48.ru/

79-73-62
dakc:

8 (4742) 79-73-61

YnpaBieHue

denepanbHoii cTyx O
110 BETEPUHAPHOMY U

Agpec: 150000, r.
ApocaaBib, Y.
Pecniybnukanckas, 27

dbuTOoCaHNTapHOMY
Haa30py no
HApocnaBckoit obnactu

Ten.:

8 (4852) 30-89-90

natguard @yaroslavl.ru

http://www.rcxn.yarosla

vl.ru

CEBEPO-3ATIAJIHBIN ®EJNEPAJIbHBIN OKPYT

YnpasneHue
®denepanbHON CITYIKOBI
[0 BETEPUHAPHOMY U
GUTOCaHUTAPHOMY
HaA30py 110
PecnyGauke Kapenns,
ApXaHrenbCcKoi

obnactu u HeHelikoMy
ABTOHOMHOMY OKDYTY

Anpec: 185031,

r.IlerposaBonck, yi.
MypManckas, 22

Ten.:

8 (8142) 78-24-32

ohotupravlenie @karelia.
ru

http://www.ursn10.ru

Ynpasnenue
DenepanbHoil CIYXKOB!

o BETEPHHAPDHOMY H

Qurocanmagnom y

Haa30py 1o
Pecny6inxe Komu

Anpec: 167983, r.
CBIKTBIBKAD, M.

HbipHoc, 98

Ten.:

8(212) 311-955

rsnkomi @mail.ru

http://rsnkomi.ru

YnpasneHue
DenepanbHoi CIyXKOBI

110 BETEPHHAPHOMY H
duTOCAHUTAPDHOMY

Anpec: r. Bonorza,
you. Jlenuna, 15

Ten.:

8 (8172) 72-04-98,

ursn35@vologda.ru

http://www.rsn-

vologda.ru/
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HaJ30py fo
Bosnoronckoit o61acTu

8 (8172) 72-36-68

VYrpasieHue
DenepanbHoit CIYKOBI
IO BETEPUHAPHOMY H
¢duTOCaHNTapHOMY

Haa30py no

KanuHuHrpaackoi
obsact

Anpec: 236023, 1.
Kanununrpan,

Coserckuii nmp-T, 188
B

Ten.:

8 (4012) 990-151

RSHN kaliningrad @ma
iLru

http://www.rsn-kld.rw/

YnpasieHue
®enepanpHoit cIykOB1
0 BETEPUHAPHOMY M
¢duTOCaHUTApHOMY
Hamsopy no CaHkT-
HerepOypry u

JlenuHTrpanckon
obyacTu

Anpec: 198095, r.
Canxr-Tletepbypr,
yi. [lgenoBa, 12

Ten./daxc:
8 (812) 252-23-25,

300-83-33 (d.)

clerk@ursn.spb.ru

http://www.ursn.spb.ru

YnpapneHue
®enepanbHOH CITYKObI
[0 BETEPUHAPHOMY H
durocanuTapHoMy
HaJ30py 1o
Mypmanckoit 061acTu

Anpec: 183038, r.
MypMmasck, V.

Tpanosas, 12 a

Ten.:

8 (815-2) 68-73-04

murmansk@rsnSl.ru

http://www.rsnmurman.r

u

YnpasieHue

®enepanbHoi cIy)Ob
10 BETCPHHAPHOMY H

Anpec: 173000, r.
Bemukuii Hosropoa,
yvi. Hythnag, 21/28

QI/ITocaHHTaQHOM y
Haznsopy no

Hogropoacko#
obnacty

Ten./daxc:
8 (816+2) 63-52-80

rosnadzor @novgorod.ne
t

http://ursn.nov.rw/

TOXXHBIN ®EJEPAJILHBIN OKPYT

Ynpasnenue

®denepanbHOit cIyXOBI
10 BETEPHHAPHOMY U

Anpec: 358003,

Pecnybauka
KanMpikusg, T. DJIHCTA,

QHTocaHHTaQHOM Yy

HAA30pY 10
Pecny6nuxe KanMmuikusg

yi. Jleauna, 361

Ten.:

8 (847-22) 6-30-04

saiga-rsn@mail.ru

http://www.saiga-rsn.ru

daxkc:

8 (847-22) 6-28-98

Yupasnenue
denepanbHoi CIyxKObI
10 BETEPHHAPHOMY H

Anpec: 350012, 1.

Kpacnonap, yn.

Ten.:

8 (861) 222-20-31

guarant@mail.kuban. ru

http://rsn.krasnodar.ru
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QHTOCﬁHHTaQHOM y

HaA30py 1o

KpacHonapckomy xpato
u PecnyOnwke Anpires

JIVkpsiHeHko, 111

denepansHOl CIIyXOBI

IO BETEPUHAPHOMY M
duTocanuTapHOMy
HaJ30py 1o
Ka6apavHo-
bankapcko#t
PecnyGnuxe

Hanbupk, yi.
Kamoxnoro, 8

8 (8662) 47-13-50

22 Ynpasnenue eca: Ten.: astselhoznadzor @ mail.r
denepanbHOM CY)KOBI u
1o BeTePHHADHOMY H 414040, r. 8 (8512) 25-22-60
bHTOCAaHHTADHOM AcTpaxaus, yi. http://rosselhoznadzor30
HAI30DY 10 Anmupanteickas, 51; Ju
ACTpaxaHCKoH 414056, r.
obnactu AcTpaxaHb, yJ.
Tarumena, 23 "A"
23 Ynpasnenue Anpec: 344037, 1. Ten./dakc: ursnro_sec@donpac.ru
OenepanbHoii cnyx6s1 | Pocros-Ha-JIoHy, ViI.
T ——— MamorsHodi. 214 a 8 (8632) 66-51-59 http://www.rsn-rostov.ru
¢durocanuTapHOMY
HaA30pY 1o
PocToBckoii 061acTi
CEBEPO-KABKA3CKWH ®EJIEPAJIbHBIN OKPYT
24 Yupasnenune Aunpec: 367000, r. Ten./dakc: Rosselhoz-
denepanbHOM CIyx OB Maxaukana, yia. Y. DAG@yandex.ru
110 BETEPUHAPHOMY H IHamuns, 16 a 8 (8722) 64-67-16
DHTOCAHHTAPHOM http://www.rsnrd.ru
HaJ30py 1o
Pecnny6nuke Jlarectan
25 Ynpasnenue Anpec: 381203, Ten.: selxoznadzor-
GdenepanbHoO cayx0b1 | CyHXEHCKMIi p-OH, ing@yandex.ru
II0 BETEPHHAPHOMY M CT. §(8734) 12-14-40 _
duTocaHuTapHOMY OpmxoHMKMA3EBCKAd, http://www rsn-ing.ru
HaJ130py no yi. OckaHoBa, J1. 61/4
PecnyGnmke
WUnrymerns
26 YupasieHue Anpec: 360016, 1. Ten.: RosselxozKBR @mail.ru

http://www.rshn-kbr.1ru




45

Ynpasnenue

®OenepanpHoi CTYXObI
110 BETEPHHADHOMY H

Axnpec: 369000, r.

Yepkecck, Y.
Kanauraesckoro, 17 a

buTOCaHUTADHOMY
HaJa30py 1o
KapauaeBo-
Yepxecckoit
Pecny6inke

Ten.:

8 (8782) 25-26-80

nadzorkhr@mail.ru

http://www.rsnkchr.ru

Ynparnenune
denepanLyoii CayxOB

10 BETCpHHAPDHOMY H

Agnpec: 362007, 1.
BiagukaBskas, ViI.
ApmsHckas, 30/1

QHTOC&HHT&QHOMY

HAA30py 1o

Pecnybmike CeBepHas
Ocerus-Ananns

Ten.:

8 (8672) 75-66-13

avsati@mail.ru

http://rsnl1S.ru

Ynpasnenue
DegepanbHOl CIYXOB!

ec: 364061, r.

I'posnblii, 0. Kpacuas

IO BETEPUHAPDHOMY U
QHTOC&HHT&QHOM y

HaJ3opy no YedeHckoit

Pecnybnuke

Typ6buna, yn.
Typbunnag, 1

Ten.:

8 (8713) 22-22-48

Rshn-chr@mail.ru

http://rshn-chr.ru

Ynpasienne
denepanbuoii CIIyxOb1

IO BETEPUHADHOMY H
QHTOCaHHTaQHOM y
Haa3opy 1o
CTaBpononbCKOMY

Kparo

Agqpec: 355040, r.
Crasponons, yi.
Kpvynickoii, 31/1

Ten.:

8 (8652) 236267

fsskik @mail.stv.ru

http://www.rsn-sk-26.ru

MMPMBOJDKCKWU ®ENEPAJIBHBINM OKPVYT

Ynpaenenue
DenepanbHOM CITyXObl
[I0 BETEPHHAPHOMY U
bHTOCAHUTAPHOMY

HanA30py 1no

Pecniybnuke
barmkoprocTan

Aunpec: 450071, r. Yda,
Jlecnoi npoe3n, 1

Ten.:

8 (3472) 48-56-00,

rosselhoznadrb @mail.ru

http://www.rsn-rb.ru

48-54-29

YnpasneHue
denepanpHOM CIYXKOLI

IO BETCPHHAPHOMY H

Anpec: 430005, 1.

Capanck, yi.
KomMyuHncTHYeckas, S0

QPITocaHHTaQH oMY

Ten.:

8 (8342) 47-18-38

buhrm @mail.ru

http://www.ursn-rm.ru
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HaA30py 1o
Pecniy6smke Moprosus

Ynpapienue
®enepanbHOi cIyXOBI
[0 BETEPHHAPHOMY H
¢duTocanuTapHOMY

HaJa30py no
Pecny0Osnke Tarapcrad

Anpec: 420059, r.

Kasans, yn.
OpeH6yprekuii TpakT,

20a

Ten.:

8 (843) 570-20-08,

277-65-04 (d.)

agronadzor rt@mail.ru

http://shn.tatarstan.ru

Ynparnenue
denepanbHoOil CIYXKOB!

[0 BETEPHHAPHOMY U
duTocanuTapHOMY
HaJ30py 1o
YamMyptckoi
Pecnybnuxe

Anpec: 426051, r.

Wxesck, yi. Coserckad,
1

Temn.:

8 (3412) 51-20-86

rsnur @mail.ru

http://rsnur.ru

Ynpasnenue
PenepasibHOM CyXOBI

Anpec: 614513, 1.

Ilecrsanka, /o BaHiokH,

110 BETCPHHADHOMY H
mI/ITocaHPITaQHOM y

HaA30pY 1o
IlepmMckoMy Kpalo

yi. Ctpourteneii, 1 6

Ten.:

8 (3422) 97-93-44

prruk06 @mail.ru

http://www.rsn-perm.ru

YnpasneHue
DenepansHoi CiIyxon!

IO BETCPUHAPHOMY H

Anpec: 443086, T.
Camapa, vin. HoBo-
Cagosas, a. 175

Ten.:

8 (846) 342-53-00,

info@mcx-samara.ru

http:// www.mcx-

DenepanbHoi cayKObI
110 BETEpHHAPHOMY H

Y BIHOBCK, Y.
T'onyaposa, 38/8

QHTOC&HHTaQHOM y

Haa30py 1o
YnngHoBcko# obnacTi

8 (8422) 41-06-76

Qmoca}mragnom Y 334-48-61 Samara.ru
Ham3opy no CaMapckoii
obnactu
37 Ynpasnenue Anpec: 410071, 1. Ten.: RSN-Saratov@mail.1ru
QPenepansHoii cnyx06u | CaparoB, PpyH3eHCKHI
[0 BETEDHHADHOMY H H. TEDPHTODHS 8 (8452) 52-94-50 | http://rsn-saratov.ru
duToCcaHUTAPHOMY CaHaTOpHA
HAJ30pY 0 «OKTEOpBCKOE VIIIENBE»
CaparoBckoii o61acTu
38 Yuopaenenue Anpec: 432000, 1. Ten./daxc: rsnadzor @simbir.ru

http://www.rosselxoznad
zor-ul.ru
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rsnadzor21 @mail.ru

®enepanpHOi CIyXObI
10 BETEPHHADHOMY U
dbuTOCAHUTAPHOMY
HaJI30pY No
[lensenckoit obnactu

Ilen3sa, yi.
Bononapckoro, 71 a

39 Ynpasnenue Anpec: 428014, r. Ten.:
DenepanbHO# cy) OB Yebokcaphl, yiI.
110 BETEPHHADHOMY H Kpvickoit. 9 8 (8352) 52-80-33 | http://gov.cap.ru
dbuTOCAHUTAPHOMY
HaI30py Ho
Yysamckoi
Pecny6nuke
40 Ymnpasnenne Anpec: 610035, r. Ten./dakc: info@rsn43.ru
®enepanbHOl cIyXXOBI Kupos,
110 BeTepuHapHOMY H | MeskoMGHHATOBCKuA 8 (8332) 57-00-27 | http://www.rsn43.ru
bHuTOCAaHNTApHOMY npoesn, 8
HaJzopy no KupoBckoi
obnactn
41 Ynpasnenue Axnpeca: 603107, r. Ten.: ursn.nn@gmail.com
®enepanvHoit cnyx6s1 | Huxuauit Hopropox, np.
10 BETEDHHADHOMY H Tarapuga. 1. 97: 8 (831) 435-51-45 | http:// www.ursn-nnov.ru
¢duTOCaHUTADHOMY 603105, r. Huxuuii daxc:
HaA30py No Hogropoa, yu.
Huxeropozckoii Wxopckad, a. 35 8(831)435-51-36
obnacti u Pecniybnuke
Mapnwit On
42 Ynpasnenue Anpec: 460048, r. Ten.: rosselxoz@mail.ru
DenepanbHO# cIy)Ob! OpenOypr, yi.
1o BeTeDHHADHOMY H MOHTAAHHIKOB, 34 8 (8532) 77-54-12 | http://www.oren-rshn.ru
dbHTOCAaHUTAPHOMY
HaI30py 1o
Open6yprekoii
obnactu
43 Ynpasnenue Anpec: 440600, r. Ten.: oxota_pnz@mail.ru

8 (8412) 54-18-86

http://rshn.org.ru

YPAJILCKUN ®EJEPAJILHBIA OKPVYT

&

Ynpasnenue

10 BETECPpHHApHOMY U

®DenepanbHoii cIy)ObI

Qn’rocaﬂmapﬂom y

Anpec: 640000, r.
Kypras, yi.
Bosomapckoro, 65 a

HaaA30py no

Ten.:
8 (3522) 43-25-45

rsn_kurgan@orbitel.ru

http://www.rsn-

kurgan.orbitel.ru
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Kypranuckoii o61actu

45 YnpasieHue Anpec: 620027, r. Ten.: office@ufsrsn.ru
denepanbHOM CIyXOBI ExarepunOypr, yiu.
10 BETEPHHADHOMY H e — 8 (343) 358-23-62 http://www.rsnso.ru
duTOCaHHTapHOMY
Haa30py no
Ceepanosckoit
obnactu
46 Ynpasnenue Aunpec: 625001, r. Ten.: ursn72 @ro.ru
®enepanbHoit cnyxOb1 Tiomens, ya. JI.
110 BETEDUHADHOMY H Toscroro. 35 8 (3452) 43-21-96, | http://www.ursn72.ru
dHUTOCAHUTApHOMY 43-35-33
HaA30py 1O
TiomeHckoi# 06acTh,
XaHTbI-MaHCHICKOMY
u Jmano-Henenxomy
aBTOHOMHBIM OKpYram
47 Ynpasnenue Anpec: 454081, r. Ten.: vet_nadzor@mail.ru
®enepanbHoit CTyxObI YensaOuHCK, YII.
110 BETEDHHADHOMY H Kyapseuesa, 1 8 (351) 773-64-47 http://www.rsn-chel.ru
duTOocaHuTapHOMY
HAaI30pY 1o
Yenabunckoit 0bnactu
CUBUPCKHWN ®EIEPAJIbHBIM OKPYT
48 Ynpasnenue Anpec: 656056, r. Ten.: rshn @intelbi.ru
DenepanbHOR CITyx 061 bapnay, yi.
10 BETEPHHAPHOMY H IIponerapckas, 65 8(3852) 24-22-79 | http://www sshn-alt.ru
durocaHuTapHOMY
Hal30pY 110
AJNTaHCKOMY Kpalo U
PecnyGnunke Anraii
49 YnpasneHue Anpec: 670034, r. Ten.: vetnadzor @rambler.ru
QenepanbHO# CYKOBI Ynas-Yma, yi.
110 BETEPHHADHOMY H Xaxanosa, 4 6 8(3012)46-63-57 | http://www.rosselhoznad
durocanuTapHoMy zorth.u
HaJ30pY no
Pecnybnuke bypsarus
50 Ynpasnesnue Anpec: 667011, 1. Ten.: tuvrshn @mail.ru

®enepanbHOR CyKOBI
110 BETEpUHAPHOMY H

Kp13p11, yiI.

8 (3942) 25-46-46

http://www.rshn.tuva.1ru
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bUTOCAHUTAPHOMY

HaJ30py 1o
Pecnyonnke TriBa

MocKkoBckas, 2

51 Yuopasnenue Anpec: 662000, . Ten.: rsnkhakasia@mail.ru
DenepansHoit cayx6b1 | AbakaH, ya. Kuposa,
10 BETEPUHAPHOMY H 100 8 (3902) 22-65-67 | http:/www.rsn-hak.ru
duTOCaHUTApHOMY
HaJ130py No
Pecnybinke Xakacus
52 Ynpasnenue Anpec: 660049, r. Ten.: krsn@bk.ru
DenepanbHoi cyx6bn! | Kpacnospck, Octpos
110 BETEPHHADHOMY H Otapixa, a/g 25560 8 (391) 201-93-01 | http:/www.ukrsn.ru
¢duToCcanuTapHOMY
HaJ30py no
KpacHosipckoMy kparo
53 VYnpasnenue Anpec: 664023, r. Ten.: selhoznadzor@irmail.ru
denepanbHoit CTyxKObI HpkyTck, yi.
110 BETEPHHAPHOMY H Iluckynosa, 122/1 8 (3952) 230-290 http://www.38fsvps.ru/
¢duToCaHUTaApHOMY
Hanzopy no Upkyrckoii
obnactn
54 Ynpasnenue Anpeca: Ten.: rosnadzor42 @nm.ru
DdenepanbHoit cnyxO6b1
110 BETEPHHADHOMY H 650099, r. Kemepogso, 8 (3842) 36-15-89 http://www.rsn42.ru
¢duTocaHuTapHOMY ya. Pyapmasiad, 5 ¢
HaIn3opy 1o 650051, r. Kemeposo,
KemepoBckoif 061acTu yi. Mypomriesa, 2 6
35 Ynpasnenve Azpec: 630087, 1. Ten.: 1snnso@ngs.ru
QenepanbHol cnyx6ul | Hosocubupek, yi.
[0 BETEPHHADHOMY 1 HeMHDOBHYA- 8 (383) 346-25-93 | http://rshn-nso.1u
durocanuTapHOMy Ianuenko, 167
HAA30py IO
HoBocubupckoit
obnactu
56 YnpasneHue Anpec: 644046, r. Ten.: rsn_aa@omskcity.com
denepanbHoil CIYXKOBI OMck, yiI.

10 BETCPHHAPDHOMY H

&HTOC&HHT&QHOM y

Haa3opy no Omckoit
obnactu

Yyunuinsas, 10

8 (3812) 31-31-44

http://www.rsn-omsk.ru
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57 YnpasneHue Anpec: 634021, r. Ten./dakc: ruk @ursn.tomsk.ru
®enepanbHoit cnyx6e1 | Tomck, np. ®pynse,
110 BETEPHHADHOMY H 109 a 8 (3822) 44-63-85 | http://rsn.tomsk.ry/
dbuTOCAaHUTAPDHOMY (p.)
Han3opy no Tomcko#
obnactu 44-63-84
58 Ynpasnenue Anpeca: Ten.: rsnchita@mail.ru
®denepanbHo# cryxOBI
r. Yura, yiI. 8 (3022) 28-36-00 | http:/fsvps.chitam/

IO BETCPHHAPDHOMY H

QHTOC&HHTaQHOM y

Hansopy no

3abalikanbCKOMY Kpato
U AMypckoit obnactu

JlenuHrpanckas, 15a

672000, r. YuTa, a/s
1311

daxc:

8 (3022) 28-36-05

IAJIBHEBOCTOYHbIN ®EIEPAJIEHBIN OKPYT

duTOCAHUTApHOMY
Han30py 1o
XabapoBckoMy Kpaio U

EBpeiickoii
ABTOHOMHOM 00J1aCcTH

59 YupasieHue Anpec: 677007, 1. Ten.: rsn@sakha.ru
®DenepanbHo#t cryx0Obl | JxyTck, np. JleHuHa,
110 BETEDHHADHOMY H 1.3/ 8 (4112) 42-12-61 http://rsn.ykt.ru
duTOCaHUTAPHOMY
HaI30py o
Pecnybiuke Caxa
(HAxytns)
60 YnpaeneHue Anpec: 690034, r. Ten.: primnadzor @ yandex.ru
OenepanbHO# CIyXObI BrnaauBoctok, yi.
[0 BeTePHHADPHOMY H Boponaesa. 33 8 (4232) 964-718 http://primnadzor.ra
OHTOCAHUTAPHOMY
HaJ130py 1o
IpuMopckoMy kpaio u
CaxanuHckoit obmacTi
61 Ynpasnenue Anpec: 680000, r. Ten./daxc: rsnkhab @vth.ru
Denepanbhoit cayxOb1 Xabaposck, yiI.
1O BETEDHHADHOMY H Jlenuna. 18 a 8 (4212) 79-40-51 http://www.rshn-khv -
€a0.1u

YopasieHue
DenepanbHOM CayXKOBI

10 BETEPUHADHOMY U
duTOCAHHUTAPDHOMY

Anpec: 683049, r.
[IeTponaBnoBCK-
KaMuatckuii, ViI.

AxaneMHka

Ten./dbakc:

8 (4152) 22-42-48,;

8 (4152) 23-56-05

rshn_kam@rai.kamchatk
a.gu

http://rai.kamchatka.ru
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HaA30py 1o
KamMyaTckoMy Kpaio u

YykorckoMy
aBTOHOMHOMY OKpDYTY

Koponesa, 58

IO BCTEPpHHAPDHOMY H
QI/ITOC&HKTaQHOM y

HaI30py 110
MaranaHckoit 001acTu

opoesn
IlpoMbIITLIEHHEIH, O, 7

63 Ynpasnenue eca: Ten.: rsn@maglan.ru
DenepanbHOH cayKObI
685000, r. MaranaHu, 8 (4132) 62-24-21 http://www.magrsn.ru
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IIpunoxxenne Ne 2

K AZIMHHHCTPAaTHBHOMY perjiaMEHTy
ucnonuenus OenepanpHoit ciyx60it

110 BETEpHHAPHOMY U GHTOCAHUTapHOMY HaA30pYy
rOCYJapCTBEHHOM (YHKIIHH IO OCYIIECTBIEHHIO
¢enepanbHOro rocyIapcTBEHHOTO Hai30pa

B chepe oOpaieHus JIeKapCTBEHHBIX CPEACTB
JUIsL BETEPHHAPHOTO IPHMEHEHHS

Hayano angMMHACTPAaTMBHOM MpoLEMyphl OpraHM3als H NpOBEJCHHE NPOBEPOK COBMoaeHMs
cy6bekTaMu OGpAlUEHHs NEKapCTBEHHbIX CpPeAcTB TpeGOBaHMM K AOKIMHWYECKHM HCCIIEHOBAHUAM
NeKapCTBEHHBIX  CPEACTB,  KIMHMYECKMM  HCCNEJOBaHHIM  JIEKApPCTBEHHBIX  MpenaparoB,
rOCyHApCTBEHHONM pErMCTpauMH JEKAapCTBEHHBIX CPEACTB, XPaHEHHIO, MEPEBO3KE, OTIIYCKY,
DEAH33LUMH B VHHUTOKEHHIO JIEHADCTBEHHDBIX CDENCTB

HUcreuenne CpoOKa HCIIOJTHEHH A

cyOBeKkToM paHee BhIITaHHOTO
IInanoBbie Bo3HukHOBEHHE TIpeNACaHHsA 06 yCTpaHEeHHH
IPOBEPKH OCHOBaHHS 114 BBIABJICHHOT'O HapylIEHUS

BHEIUIAHOBOH NPOBEPKH

IMoctynnenue obpaieHuit U

\ 3asBJIECHMH rpaXkaaH,

IOPHANYICCKHX JIMI K
HHINBALYAIBHBIX

Ipuka3 o npoBeEeHHH IIPOBEPKH

npeanpUHHUMaTeeH

Y

[Iposenenne nposepku _
IIpuka3 pykoBonuTeNs, U3NAHHLIHA B

COOTBETCTBHH C NOPYYEHHU MU
Ilpesunenta Poccuiickoit deneparium,
[TpaButenscTBa Poccuiickoi
®denepauny ¥ Ha OCHOBaHHH
TpeGoBaHus NPOKypopa

A
AKT nIpoBeZIeHHs IPOBEPKH <

y
CBoji M aHaNNU3 CBEACHUH O pe3yiabTaTtax IJIaHOBBIX H
BHEILIAHOBBIX ITPOBEPOK Cy6'bCKTOB, OCYIICCTBIIAIOIIHX
OpPraHMu3alyIo U NPOBEACHHUE NJOKIIMHAIECKHUX H
KIMHHYECKHX MCCIIETOBAHUIM

IyGnuxanms cBeileHu#t Ha OGHLIMATBHOM caiiTe

3aBepiueHne afMUHHCTPATHBHOM IPOLEAYPHI
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Hayayio ayMHHHCTPaTHBHOM MPOLERYPhl «OpPraHU3alyus U NPOBEeIEHHE NPOBEPOK
COOTBETCTBHSI JIEKAPCTBEHHBIX CPEACTB, HAXOMLIIMXCS B 0OpalIeHHH,
YCTaHOBJIEHHBIM 0053aTENILHBIM TPEOOBaHHUSIM K HX Ka4ECTBY»

! !

HaCTyHJIeHPIe O4Y€pe€AHOro 3Tara IlosiBnneHue ocHOBaHUA s
IJIaHA KOHTPOJIA Ka4€CTBA BHEIJIAHOBOI'O KOHTPOJIA Ka4€CTBa
JICKAapCTBCHHBIX CPENCTB JICKapCTBEHHBIX CDCICTB

\_/f_

Iloaroroska, cornacoBaHue u YTBECPXKACHHC
3aJaHUA Ha NPOBEACHUE SKCIICPTH3LI

y
Ot16op 06pa3noB H HANPaB/IEHHE HX B YKCIIEPTHYIO
OpraHu3aluio (B COOTBETCTBUH C 33aJlaHHEM Ha
MPOBEXCHUE IKCNEPTH3HI)

4

IpoBeneHue sKcepTH3BI KadecTBa 06pasloB
3KCIIEpTHOM OpraHu3anMein

y
PaccMOTpeHHe 3aKIIO4EHHS SKCTIEPTHOM OpraHH3alluy |4

y
IToaroroBka, COrjiacoBaHHE U YTBECPKACHHUE
pEIICHHUA IO pe3yibTaTaM 3KCIICPTH3bI KAYCCTBA

CoorsetcTBHE TPeOOBAHHAM K
KayecTBy

\/ ET

DA
[IpoexT peuieHus MO pe3yNibTaTaM [ToBTOpHas SKCIEPTH3a KaYeCTRa
3KCNEPTH3bI KAY€CTBA oﬁpaguo]g 3KCI'ICpTHOﬁ
il OpraHu3aiuei

TlyGnukauua cBeaeHuil Ha
opuuHManEHOM caiiTe \

( 3apeplueHre aAMHHHCTPATHBHOM W
IIpoLEeRyphl
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Hauano aqMHHHCTPaTHBHOM NpOLERYyphl «OpraHu3alys H NPOBEICHHE
MOHHTOpPHHIa 6€30IaCHOCTH JIEKapCTBEHHEBIX CPEACTB»

A

A

INomyuenue coobuennii ot
¢u3HYeCKUX JHI], OT JIAL TI0 POAY HX
Npo¢ecCHOHATBHOM AEATENPHOCTH

IMony4yenue oT4eTOB 110 6€30MaCHOCTH
JIeKapCTBEHHBIX NpENapaTos,
uHOpMaLMK IIPU OCYILECTBICHHI
KOHTPOJIBHBIX M HaJ[30PHBIX
MepONpPHATHIA

A

O6paboTka ¥ aHaIM3 NOCTYNHBIIEH HHPOpMalIMK

!

3anpoc JONOIHUTENbHOM
HHGOpMaIUH Y 3asBHTEINA,
pa3paboTYuKy U (HIH)
NPOU3BOAMTEIA

HMudopmauuu [oCTaTOYHO

IToaroToBka, coriacoBaHHE H
YTBEp)KACHHE PELICHHUs 110
pe3yNbTaTaM aHajM3a MoCTyNUBIIEH
uHpOpMaLuH

IMy6nukaiys cBeieHUH Ha opUIHaNILHOM caiTe

3aBepiieHne aAMMHHCTPATHBHOMH NpOLEaypbl




