# ¥ X
MHHHCTEPCTBO IOCTHILAH POCCHACKO GEEPAIINH

SAPEIACTPHPOBAHO

Peructpauuonnnii Ne Qﬁﬁ;ﬁ
ot iécWQ 20/

MUHHUCTEPCTBO 3JIPABOOXPAHEHHS
POCCUMCKON ®EJNEPAIIHNHA

(Munzapas Poccnn)

IMIPUKA3
¢ goa Ay 20167 v 999w

Mocksa

O6 yTBepKIeHHH
AJXMHHHCTPATHBHOIO persiamenTa ®eiepanbHoii ciayx0bl 10 HAA30pPY
" B cepe 31paBOOXPAHEHHS 110 HCIIOIHEHHIO FOCYAAPCTBEHHOMH PYHKIHH
M0 OCYIIECTBJICHHIO (peAePAIBLHOr0 rocyAapcTBeHHOro Ha/30pa
B cepe oOpameHust JeKapCTBEHHbIX CPeICTB NOCPeACTBOM OpraHu3alHuH
M NPOBEJEHHS MPOBEPOK COOTBETCTBHA JIEKAPCTBEHHBIX CPEICTB
AJIA MEeAUIHHCKOr0 NPpHMeHeHNs, HAaXOASIIUXCcH B IPakAaHCKoM o0oporTe,
YCTAaHOBJIEHHBIM TPeGOBAHHAM K UX Ka4€CTBY

- B coorsercTBuM ¢ mocraHoBneHueM IlpasurenscrBa Poccuiickoit PDexnepanyu
or 16 Mmas 2011 r. Ne 373 «O pa3paboTke W yTBEpKIEHHM aJMHHHCTPATHBHBIX
PETNIAaMEHTOB  WCIOJHEHWs TOCYHAapCTBEHHBIX (QyHKIMM M aIMHHHCTPaTHBHBIX
PErJIaMEHTOB IPEAOCTaBIIeHUs TrocynapcTBeHHBIX ycuyr» (CobpaHue 3aKOHOLATeNbCTBA
Poccuiickoit ®epepamuu, 2011, Ne 22, cr. 3169; Ne 35, ct. 5092; 2012, Ne 28, ct. 3908;
Ne 36, ct. 4903; Ne 50, c1. 7070; Ne 52, c1. 7507; 2014, Ne 5, ct. 506) npr ka3 Bl Bao:

VTBepIUTh NpHUiaraeMbiii AJMHUHUCTPATABHEIA pernaMeHT PelepanbHOA CIyKObI
10 Han3opy B cdepe 3MpaBOOXPAHEHHS IO HCTIONHEHHMIO TOCYAApCTBEHHON (yHKIMM
0 OCYLIECTBIEHHIO (eIepalbHOro TOCYIAPCTBEHHOTO Hajg3opa B cdepe obpaineHus
JIEKApCTBEHHBIX CPEACTB IIOCPEICTBOM OpPraHM3allid MW IIPOBEJCHHS IPOBEPOK
COOTBETCTBHS JIEKAPCTBEHHBIX CPEACTB IS MEAMIMHCKOIO IPUMEHEHHS, HaXOIAIMMXCS
B FPaXX/IAHCKOM 060pOTe, YCTAHOBICHHBIM TPEOOBaHMAM K MX KAa4€CTBY.

N
Fivg.,

~

KOIIUS BEPHA
MBHBEER

O6mero oTagja s : /
Ljudlp 0ol - S
7z 7 N

/

b

B.U. CkBopiioBa




VTBEPXJIEH
puKa3oM MuHHCTEPCTBA 34PaBOOXPaHEHNS
Poccuiickoit @enepannu

OT «éﬁ»%ﬁ&{ 2016 . Ne ﬂf/f

AIMHHHCTPATHBHBIH periamMeHT
denepanbHOii cIyK0bI IO HAA30pY B chepe 3APaBOOXPAHEHHS
N0 MCIOJTHEHHIO FOCyIapCTBeHHOH PYHKIIUM N0 oCyiecTBIAeHNI0 dheepabHOro
rocyJapcTBEeHHOro Haa30pa B cdepe oOpameHns JeKapcTBEHHBIX CPeICTB
MOCPeJCTBOM OPraHU3al{H U NPOoBeJeHUs IPOBEPOK COOTBETCTBHSA
JIEKAPCTBEHHBIX CPEACTB [JIsi MEAHIHHCKOI0 NPHMEHEHH ,
HAXOAMIIHXCS B IPa’kIaHCKOM 00opoTe,
YCTAHOBJIEHHBIM TPeGOBaHUAM K HX Ka4eCTBY

I. O0mme mosnoxeHus
HanMeHOBaHHE rOCYIapCTBEHHOMN QYHKIIAH

1. T'ocynmapcTBeHHO# $yHKIHEH, peryIupyeMoi HacTOSAMMM AJIMUHUCTPATHBHEIM
perjaMeHTOM (Hajee — AIMUHHCTPAaTHBHBIN pErNIaMEHT), ABISAETCS OCYLIECTBIECHHUE
(enepaBHOTO TOCYIapCTBEHHOr0 Ham3opa B cdepe obOpamieHHs J1eKapCTBEHHBIX
CPEICTB TIOCPEJCTBOM OpraHM3allid M IIPOBEACHHA IPOBEPOK COOTBETCTBHUA
JIeKapCTBEHHBIX CPEACTB M1 MEAUIMHCKOIO IPHUMEHEHMs, HaxXOAAIIMXCi B
IPaXIAHCKOM 00OpOTe, YCTAaHOBICHHBIM TpeOOBaHMSAM K HX KadecTBy (jajee -
roCyJapCTBEHHEIH Ha30D).

HaumenoBanue ¢enepalbHOr0 OpraHa UCIIONHUTENBHOM BIacTH,
MCTIOJTHAIOIIETO TOCYIapCTBEHHYIO QYHKLIUIO

2. WcnonHmeHue TrocymapCTBEHHON ¢yHKumMu ocymectsisercs DenepalbHON

cayx6oit mo Hamsopy B cdepe 3apaBooxpaHeHus (mamee — PocsmpasHamzop)
U TeppUTOpHANBHBIMH opraHamu Poc3gpaBHanm3opa (zajlee — TepPPUTOPHAIILHBIE
OpraHsl), mepedeHb ~ KOTOPBIX ~ OpHBEAEH B NpPHWIOKEHHH  Ne 1

K AIMUHHUCTPaTUBHOMY perjaMeHTy.

3. TocymapCTBeHHBI Ham30p OCYHMIECTBISETCA JODKHOCTHBIMH  JIMIAMH
Poc3apaBHan3opa (TeppUTOPHANBHEIX OPraHOB), YKa3aHHBIMH B IyHKTe 8 IlonoxeHus o
(emepaTbHOM TIoOCYIapCTBEHHOM Haa3ope B cdepe oOpameHus JIE€KapCTBEHHBIX
Cpe/ICTB, yTBepXkAéHHOro nocraHoeneHueM [IpaButenscrBa Poccuiickoli ®enepanuu oT
15 oxta6ps 2012 r. Ne 1043 (Cobpanne 3axoHomaTenscTBa Poccuiickolt ®enepauyy,
2012, Ne 43, c1. 5877; 2013, Ne 24, ct. 2999; 2015, Ne 25, c1. 3672; Ne 37, ct. 5153;
2016, Ne 38, ct. 5567):

1) PYKOBOIHUTEb (3aMecTHTEH PYKOBOIHMTEIS) Poc3apaBHanzopa
(TeppHUTOPHATIBHEIX OPTaHOB);




2) pyKOBOJHTENH CTPYKTYPHBIX noJpa3aeneHuit Poc3apaBHagzopa
(TeppUTOpHANIBHBIX OPraHoOB), WX 3aMECTUTENH, IOJDKHOCTHBIMU perinaMeHTaMHU
KOTOPBIX MPEeIyCMOTPEHB IOMHOMOYMS II0 OCYIIECTBJIEHUIO TIOCYAapCTBEHHOIO
HaI30pa;

3)mHBIE rocyaapCTBeHHBIE TpaXJaHckue  ciyxamue Poc3gpaBHag3opa
(TeppUTOpHATIBHBIX OpraHoB), OOJDKHOCTHBIMH ~ perjiaMeHTaMH KOTOPBIX
IpeayCMOTPEHB! TOTHOMOYH 110 OCYIIECTBIEHHUIO I'OCYJApCTBEHHOI0 Hai30pa.

IlepeueHb HOPMATHBHEIX IPABOBEIX aKTOB,
pPEryIHpYIONIUX HCIOMHEHNE FOCYIapCTBEHHOM pyHKINH

4. VicnionHeHUe TOCyAapCTBEHHOM (QPYHKIMH OCYIIECTBIAETCS B COOTBETCTBHH C:

1) Kogexcom Poccuiickoii @enepamym 06 afMUHUCTPAaTUBHBIX NIPaBOHAPYILIEHUIX
(Cob6panme 3axonomarenbcTBa Poccmiickoit ®@emepanumu, 2002, Nel, cr. 1; Ne 18,
ct. 1721; Ne 30, ct. 3029; Ne 44, ct. 4295, 4298; 2003, Ne 1, ct. 2; Ne 27, ct1. 2700,
2708, 2717; Ne 46, cT. 4434, 4440; Ne 50, ct. 4847, 4855; Ne 52, ct. 5037; 2004, Ne 19,
ct. 1838; Ne 30, ct. 3095; Ne 31, ct1. 3229; Ne 34, ct. 3529, 3533; Ne 44, ct. 4266; 2005,
Ne 1, ct. 9, 13, 37, 40, 45; Ne 10, ct1. 762, 763; Ne 13, ct. 1077, 1079; Ne 17, c1. 1484;
Ne 19, c1. 1752; Ne 25, ct. 2431; Ne 27, ct. 2719, 2721; Ne 30, ct. 3104, 3124, 3131;
Ne 40, ct. 3986; Ne 50, cT. 5247; Ne 52, ct. 5574, 5596; 2006, Ne 1, ct. 4, 10; Ne 2,
cT. 172, 175; Ne 6, ct. 636; Ne 10, ct. 1067; Ne 12, ct. 1234; Ne 17, ct. 1776; Ne 18,
ct. 1907; Ne 19, ct. 2066; Ne 23, cT. 2380, 2385; Ne 28, ct. 2975; Ne 30, cr. 3287,
Ne 31, ct. 3420, 3432, 3433, 3438, 3452; Ne 43, c1. 4412; Ne 45, cT. 4633, 4634, 4641,
Ne 50, ct. 5279, 5281; Ne 52, ct. 5498; 2007, Ne 1, ct. 21, 25, 29, 33; Ne 7, ct. 840;
No 15, ct. 1743; Ne 16, ct. 1824, 1825; Ne 17, ct. 1930; Ne 20, ct. 2367; Ne 21, ct. 2456;
Ne 26, ct. 3089; Ne 30, ct. 3755; Ne 31, ct1. 4001, 4007, 4008, 4009; Ne 31, ct. 4015;
Ne 41, ct. 4845; Ne 43, ct. 5084; Ne 46, ct. 5553; Ne 49, ct. 6034, 6065; Ne 50, cT. 6246;
2008, Ne 10, ct. 896; Ne 18, ct. 1941; Ne 20, cT. 2251, 2259; Ne 29, ct. 3418; Ne 30,
cT. 3582, 3601, 3604; Ne 45, ct. 5143; Ne 49, ct. 5738, 5745, 5748; Ne 52, ct1. 6227,
6235, 6236, 6248; 2009, Ne 1, ct. 17; Ne 7, ct. 771, 777; Ne 19, ct. 2276; Ne 23,
cT. 2759, 2767, 2776; Ne 26, ct. 3120, 3122, 3131, 3132; Ne 29, ct. 3597, 3599, 3635,
3642; Ne 30, ct. 3735, 3739; Ne 45, ct. 5265, 5267; Ne 48, ct. 5711, 5724, 5755; Ne 52,
cT. 6406, 6412; 2010, Ne 1, cr. 1; Ne 11, cT. 1169, 1176; Ne 15, 1743, 1751; Ne 18,
ct. 2145; Ne 19, ct. 2291; Ne 21, ct. 2524, 2525, 2526, 2530; Ne 23, ct. 2790; Ne 25,
er. 3070; Ne 27, ct. 3416, 3429; Ne 28, ct.3553; Ne 29, cr. 1308; Ne 30, ct. 4000,
4002, 4005, 4006, 4007; Ne 31, ct. 4155, 4158, 4164, 4191, 4192, 4193, 4195, 4198,
4206, 4207, 4208,; Ne 32, c1.4298; Ne 41, cr. 5192, 5193; Ne 46, ct. 5918; Ne 49,
cT. 6409; Ne 50, ct. 6605; Ne 52, ct. 6984, 6995, 6996; 2011, Ne 1, ct. 10, 23, 29, 33,
47, 54; Ne 7, c1. 901, 905; Ne 15, ct1. 2039, 2041; Ne 17, ct. 2310, 2312; Ne 19, ct. 2714,
2715, 2769; Ne 23, cT. 3260, 3267; Ne 27, ct. 3873, 3881; Ne 29, ct. 4284, 4289, 4290,
4291, 4298; Ne 30, cr. 4573, 4574, 4584, 4585, 4590, 4591, 4598, 4600, 4601, 4605;
Ne 45, c1. 6325, 6326, 6334; Ne 46, ct. 6406; Ne 47, ct. 6601, 6602; Ne 48, ct. 6728,
6730, 6732; Ne 49, cr. 7025, 7042, 7056, 7061; Ne 50, ct. 7342, 7345, 7346,
7351, 7352, 7355, 7362, 7366; 2012, Ne 6, ct. 621; Ne 10, ct. 1166; Ne 15, cr. 1723;
1724; Ne 18, c1. 2126, 2128; Ne 19, ct. 2278, 2281; Ne 24, ct. 3068, 3069, 3082; Ne 25,
cT. 3268; No 29, ct1. 3996; Ne 31, ct. 4320, 4322, 4329, 4330; Ne 41, ct. 5523; Ne 47,
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cT. 6402, 6403, 6404, 6405; Ne 49, ct. 6752, 6757; Ne 50, ct. 6967; Ne 53, cr. 7577,
7580, 7602, 7639, 7640, 7641, 7643; 2013, Ne 4, ct. 304; Ne 8, ct. 717, 718, 719, 720;
Ne 14, ct. 1641, 1642, 1651, 1657, 1658, 1666; Ne 17, ct. 2029; Ne 19, ct. 2307, 2318,
2319, 2323, 2325; Ne 23, ct. 2871, 2875; Ne 26, c1. 3207, 3208, 3209; Ne 27, ct1. 3442,
3454, 3458, 3465, 3469, 3470, 3477, 3478; Ne 30, ct. 4025, 4026, 4027, 4028, 4029,
4030, 4031, 4032, 4033, 4034, 4035, 4036, 4040, 4044, 4059, 4078, 4081, 4082; Ne 31,
cT. 4191; Ne 40, ct. 5032; Ne 43, ct1. 5443, 5444, 5445, 5446, 5452; Ne 44, c1. 5624,
5633, 5643, 5644; Ne 48, ct. 6161, 6158, 6159, 6163, 6164, 6165; Ne 49, c1. 6327,
6341, 6342, 6343, 6344, 6345; Ne 51, ct. 6683, 6685, 6695, 6696; Ne 52, cr. 6948,
6953, 6961, 6980, 6981, 6986, 6994, 6995, 6999, 7002, 7010; 2014, Ne 6, cT. 557, 558,
559, 566; Ne 10, ct. 1087; Ne 11, ct. 1092, 1096, 1097, 1098; Ne 14, ct. 1553, 1561;
Ne 16, ct. 1834, 1921; Ne 19, ct. 2317, 2324, 2325, 2326, 2327, 2330, 2333, 2335;
Ne 23, ct1. 2927, 2928; Ne 26, ct. 3366, 3368, 3377, 3379; Ne 30, cT. 4211, 4214, 4218,
4224, 4228, 4233, 4244, 4248, 4256, 4259, 4264, 4278, 5615; Ne 43, ct. 5801; Ne 45,
cT. 6142; Ne 48, c1. 6636, 6638, 6642, 6651, 6653, 6654; Ne 49, ct. 6928; Neo 52,
cT. 7541, ct. 7545, 7547, 7548, 7549, 7550, 7557, 2015, Ne 1, ct. 29, 35, 37, 47, 67, 68,
74, 81, 83, 84, 85; Ne 6, ct. 885; Ne 7, ct. 1023; Ne 10, ct. 1405; 1411; 1416; 1427,
Ne 13, ct. 1804; 1805; 1811; Ne 14, ct. 2011; 2021; Ne 18, cT. 2614; 2619; 2620; 2623;
Ne 21, ct. 2981; Ne 24, ct. 3367; ct. 3370; Ne 27, c1. 3945; 3950; 3966; 3972; 3983;
3990; 3995; Ne 29, ctr. 4346; 4354; 4356; 4359; 4362; 4374; 4376; 4391; Ne 30,
cT. 4657; Ne 41, ct. 5629; 5637; 5642; Ne 44, ct. 6046; Neo 45, cT. 6205; 6208; Ne 48,
ct. 6706; 6710; 6711; 6716; Ne 51, ct. 7249; 7250; 2016, Ne 1, ct. 11; 28; 59; 62; 63;
76; 79; 84; Ne 7, ct. 918, Ne 9, ct. 1308; Ne 10, ct. 1323; Ne 11, ct. 1481; 1490; 1491;
1493; Ne 14, ct. 1907, cT. 1911; Ne 15, ct. 2051, c1. 2066; Ne 18, ct. 2490, ct. 2509,
ctT. 2511, ct1. 2514, ct1. 2515; Ne 23, ct. 3284, 3285; Ne 26, ct. 3864, 3869, 3871, 3874,
3876, 3877, 3881, 3882, 3884, 3887, 3891; Ne 27, ct. 4160, 4164, 4183, 4194, 4197,
4206, 4217, 4223, 4226, 4238, 4249, 4250, 4251, 4252, 4259, 4282, 4286, 4287, 4291,
4305; Ne 28, cT. 4558);

2) ®epepanpubiM 3akoHOM oT 12 ampens 2010 r. Ne 61-®@3 «O6 obpamenun
nexapcTBeHHbIX cpenctB» (CobpaHue 3akoHomaTenscTBa Poccmiickoit ®Dexeparyi,
2010, Ne 16, ct. 1815; Ne 31, ct. 4161; Ne 42, ct. 5293; Ne 49, ct. 6409; 2011, Ne 50,
cT. 7351; 2012, Ne 26, cr. 3446; Ne 53, ct. 7587; 2013, Ne 27, ct. 3477; Ne 48, ct. 6165;
2014, Ne 11, ct. 1098; Ne 43, ct. 5797; Ne 52, ct. 7540; 2015, Ne 10, ct. 1404; Ne 27,
ct. 3951; No 29, cr. 4359, 4367, 4388; Ne 51, ct. 7245; 2016, Ne 1, ct. 9; Ne 23,
cT. 3287; Ne 27, cr. 4194, 4238, 4283) (manee — @epepadbHBII 3aKOH
ot 12 anpens 2010 r. Ne 61-®3); '

3) ®enepansHBIM 3aKOHOM OT 26 nexabps 2008 r. Ne 294-03 «O 3ammure npas
JOPUIIVYECKAX JIUL M HHAWBHAYAbHBIX INpEANpHHUMATENEH IIPH OCYNIECTBICHUH
rOCYapCTBEHHOTO0 KOHTpoNs (Hag3opa) M MyHHIunanbHoro KoHTpois» (Cobpanue
3akoHoAaTenbcTBa Poccuiickoit @eneparmmu, 2008, Ne 52, cr. 6249; 2009, Ne 18,
cT. 2140; Ne 29, ct. 3601; Ne 48, c1. 5711; Ne 52, ct. 6441; 2010, Ne 17, ct. 1988; Ne 18,
ct. 2142; Ne 31, ct. 4160, 4193, 4196; Ne 32, cr. 4298; 2011, Ne 1, ct. 20; Ne 17,
cT. 2310; Ne 23, ct. 3263; Ne 27, c1. 3880; Ne 30, ct. 4590; Ne 48, ct. 6728; 2012, Ne 19,
cr. 2281; Ne 26, ct. 3446; Ne 31, crt. 4320, 4322; Ne 47, cr. 6402; 2013, Ne 9, cT. 874,
Ne 27, ct. 3477; Ne 30, cT. 4041, 4243; Ne 44, ct. 5633; Ne 48, ct. 6165; Ne 49, ct. 6338,;
Ne 52, ct. 6961, 6979, 6981; 2014, Ne 11, ct. 1092, 1098; Ne 26, ct. 3366; Ne 30,
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cT. 4220, 4235, 4243, 4256; Ne 42, ct. 5615; Ne 48, ct. 6659; 2015, Ne 1, cT. 53, 64; 72;
85; Ne 14, ct. 2022; Ne 18, ct. 2614; Ne 27, c1. 3950; Ne 29, ct. 4339; 4362; 4372; 4389,
No 48, ct. 6707; 2016, Ne 11, ct. 1495; Ne 18, ct. 2503; Ne 27, c1. 4160, 4164, 4187,
4210, 4194, 4287) (manee — @enepansHbIii 3aK0H oT 26 gexadps 2008 r. Ne 294-03);

4) @epepanbHbM 3aKk0HOM 0T 9 ¢espans 2009 r. Ne 8-®3 «O6 obecneueHum
goctyma K MHGOpPManMM O JAEATeNbHOCTH TIOCYJapCTBEHHBLIX OPraHOB M OPraHoB
MecTHOro camoymnpasieHus» (CobOpanue 3akoHoAaTenscTBa Poccuiickoit ®enepainuy,
2009, Ne 7, ct. 776; 2011, Ne 29, c1. 4291; 2013, Ne 23, cr. 2870; Ne 51, cT. 6686;
Ne 52, cT. 6961; 2014, Ne 45, c1. 6141; Ne 49, ct. 6928; 2015, Ne 48, ct. 6723; 2016,
Ne 11, ct. 1493);

5) denepanbubM 3aKk0HOM OT 2 Mast 2006 r. Ne 59-03 «O nopsiike pacCMOTpeHHUS
oOpamenuit rpaknan Poccuiickoii ®epeparuu» (Cobpanue 3aKOHOAATENHLCTBA
Poccuiickon ®eneparmu, 2006, Ne 19, ct. 2060; 2010, Ne 27, c1. 3410; Ne 31, ct. 4196,
2012, Ne 31, ct. 4470; 2013, Ne 19, ct. 2307; Ne 27, cr. 3474; 2014, Ne 48, ct. 6638;
2015, Ne 45, ct1. 6206) (nanee — ®emepansHslil 3aK0H ot 2 Masg 2006 1. Ne 59-D3);

6) ®enepansHeIM  3ak0HOM OoT 28  mekabps 2013 r. Ne  412-@3
«O6 axkkpemWTallid B HaUWOHANBHON cucTeMe akkpexutamum» (Cobpanue
3aKoHozaTenbcTBa Poccmiickoit ®enepaumn, 2013, Ne 52, ct. 6977; 2014, Ne 26,
cT. 3366; 2016, Ne 10, ct. 1323) (manee — ®enepanbHblil 3akoH oT 28 nekabps 2013 .

Ne 412-@3);

7) mocTaHOBIIEHHEM IIpaBuTenscTBa Poccuiickoit ®enepanuu
or 3 cenrsOps 2010 r. Ne 674 «O6 yrBepxnaenun IlpaBun yHMYTOXEHHS
HeZ00pOKaueCTBEHHBIX JIeKapCTBEHHBIX CpencTB, danscupUIEpPOBaHHBIX

JIEKapCTBEHHBIX CPEICTB M KOHTPa(aKTHEIX JeKapcTBeHHBIX cpeacTB» (Cobpanue
3aKoHoAaTenbcTBa Poccuiickoit ®@enepanun, 2010, Ne 37, ct. 4689; 2012, Ne 37,
ct. 5002; 2016, Ne 4, ct. 535) (mamee — nocranopnenue IlpaBurenscTBa Poccuiickoi
®enepanuu ot 3 ceHTsA6ps 2010 1. Ne 674); _
8) nocranoBnenuem IlpaButensctBa Poccmiickoit ®emepanuu oT 30 HIOHA
2004 r. Ne 323 «O6 yreepxnenun [lonoxenus o @enepansHoit ciyxbe 1mo Haxzopy
B cepe 3apaBooxpanenus» (CobGpanue 3akoHomaTenscTBa Poccuiickoit @enepanmu,
2004, Ne 28, ct. 2900; Ne 33, ct. 3499; 2006, Ne 52, ct. 5587; 2007, Ne 12, ct. 1414,
Ne 35, ct. 4310; 2008, Ne 46, crt. 5337; 2009, Ne 2, ct. 244; 2009, Ne 6,
cT. 738; Ne 33, c1. 4081; 2010, Ne 26, ct. 3350; Ne 35, ct. 4574; Ne 45, cr. 5851; 2011,
Ne 2, ct. 339; Ne 14, cr. 1935; 2012, Ne 1, cr. 171; Ne 20, ct. 2528; Ne 26, ct1. 3531;
2013, Ne 20, ct. 2477; Ne 45, ct. 5822; 2014, Ne 37, ct. 4969; 2015, Ne 2, ct. 491;
Ne 23, c1.3333; 2016, Ne 2, ct. 325; Ne 28, ct. 4741);

9) noctaHOBJIEHHEM IIpaButenscTBa Poccniickoit ®enpepanuu
oT 24 mHosb6ps 2009 r. Ne 953 «O6 obecmeueHun jfoctyma K HH(opManuu
o pearensHocTd IlpaButensctBa Poccumiickoit @enepaiu H delepalbHBIX OpPraHoB
ucnonHutensHoi Bract» (Cobpanme 3axkoHonarenscTBa Poccuiickoit PDenepaliv,
2009, Ne 48, ct. 5832; 2012, Ne 17, ct. 2002; 2013, Ne 28, ct. 3838; Ne 30, ct. 4107,
2014, Ne 42, ct. 5735; 2016, Ne 27, ct. 4494);

10) mocTaHOBICHUEM [IpaBuTenscTBa Poccutickon ®enepanuun
or 30 mious 2010 r. Ne 489 «OO6 yTBepkAeHUH NpaBUi TMOATOTOBKM OpraHaMH
roCyJapCTBEHHOTO KOHTPOJIA (Haa30pa) M OpraHaMd MYHHIUIATBHOIO KOHTPOJIS
€XKEroJHEIX IUIAHOB IIPOBEACHMS IUIAHOBBIX IIPOBEPOK  IOPHAMYECKHX  JIHIL
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U MHAUBUAYIBHBIX IpennpuHuMatenein» (CoOpaHue 3axkoHonarenscTBa Poccuiickoii
®epepanun, 2010, Ne 28, cr. 3706; 2012, Ne 2, cr. 301; Ne 53, ct. 7958; 2015, Ne 49,
CT. 6964; 2016, Ne 1, cT. 234; Ne 30, ct. 4928; Ne 35, ct. 5326; Ne 38, cT. 5542) (manee —
rtoctaHoBieHue [IpaBurenscTBa Poccuiickoit @enepamuu ot 30 urons 2010 r. Ne 489);

11) nocranoBnenuem IlpaButensctBa Poccuiickoit ®Penepanpm ot 28 ampens
2015 r. Ne 415 «O IlpaBunax GopMHUpPOBaHUS U BeIECHHUS €IHHOTO PEECTpa MPOBEPOK»
(Cobpanmne 3akonHomatenbcTBa Poccuiickoit ®emeparmu, 2015, Ne 19, cr. 2825)
(manee — mocraHopneHue IIpaBurtenscTBa Poccuiickoii ®epmepamum ot 28 ampens
2015 r. Ne 415);

12) mocraHoBIEeHHEM IIpaBuTenscTBa Poccuiickoit Oenepanuu
oT 15 oktabps 2012 r. Ne 1043 «O6 ytBepxuenunm I[lomoxenus o ¢emepalbHOM
rocy/IapCTBEHHOM Haz3ope B cdepe oOpalleHus JeKapCTBEHHBIX cpenacTBy (Cobpanme
3aKkoHozarenscTBa Poccuiickoit @epepanuu, 2013, Ne 24, ct. 2999; 2015, Ne 25,
cT. 3672; Ne 37, ct. 5153; 2016, Ne 38, ct. 5567);

13) mocraHOBIEHHEM IIpaBuTenscTBa Poccuiickoit Oenepanuu
or 16 mas 2011 r. Ne 373 «O pa3paboTke U YTBEp)KICHHUH aIMUHHCTPATHBHEIX
pEerIaMEHTOB HCIOJHEHMs TOCYJapCTBEHHBIX QYHKHOMH W  aJIMHHUCTPaTHBHBIX
periiaMeHToB IIpe10CTaBICHUS roCyIapCTBEHHBIX YCIIyT» (Cobpanue
3akoHoAarenscTBa Poccmiickoit ®eneparmu, 2011, Ne 22, cr. 3169; Ne 35, ct. 5092;
2012, Ne 28, cT. 3908, Ne 36, ct. 4903; Ne 50, ct. 7070; Ne 52, ct. 7507; 2014, Ne 5,
ct. 506);

14) mocraHoBiIeHHEM IlpaButenscTBa Poccuiickoii ®Oenepanuu
oT 10 mronsa 2014 r. Ne 636 «OO6 aTTecTaniiéi 3KCIEPTOB, NPHUBJIEKAEMEIX OpraHaMH
YHOJHOMOYEHHBIMH Ha OCYIIECTBIEHHE TIOCYHapCTBEHHOrOo KOHTpois (Hamg3opa),
OpraHaMy MYHMIMIIAJBHOIO KOHTPOJIS, K IIPOBEACHHUIO MEPONPHUATHI 10 KOHTPOIO»
(Cobpanue 3akoHomarenscTBa Poccuiickoit ®epeparmu, 2014, Ne 29, cr. 4142)
(manee — nocranosnenue IIpaBurensctsa Poccuiickoit ®enmeparum ot 10 mona 2014 r.
Ne 636);

15) mocraHoBIeHUEM IIpaBurenscTBa Poccuiickoit Oepepanuu
oT 16 aBrycta 2012 r. Ne 840 «O nopsjaxe nozjauu 1 pacCMOTPEHHS XaJI00 Ha pelICHHS
u pgeiictBui (OesnmeiictBue) (enepaNbHBIX OpPraHOB HCIIONHUTENBHOM  BJIACTH
¥ MX JOJDKHOCTHBIX JIML, (eAepaNbHbIX IOCYJAapCTBEHHBIX CIYXaIMuX, MOJDKHOCTHBIX
JHL, TOCYJapCTBEHHBIX BHEOIOKETHBIX (oHIoB Poccuiickoit ®Denepanuu, a TaKxke
INocynapcTBeHHO!N KOpIopaiy 0 aTOMHOM »Hepruu «Pocatom» U ee TOIDKHOCTHBIX
muiy (Cobpanue 3akoHonatenscTBa Poccuiickoit @eneparnun, 2012, Ne 35, cr. 4829;
- 2014, Ne 50, ct. 7113; 2015, Ne 47, ct. 6596; 2016, Ne 51, ct. 7370);

16) mocraHOBIEHHEM IIpaButenscTBa Poccuiickoit Oenepaiuu
or 18 ampens 2016 r. Ne 323 «O HampaBneHum 3ampoca U IOJyYESHHUH
Ha Oe3BO3ME3IHOM OCHOBE, B TOM YHCJI€ B DJJIEKTPOHHOH (opMe, TOKYMEHTOB
¥ (1) mHGOpMalMy OpraHaMH TOCyJapCTBEHHOTO KOHTpoJs (Haa3opa), opraHaMu
MYHHLIMIIANBHOIO KOHTPOJII IIPY OpPraHM3allid M NPOBEACHUM NPOBEPOK OT HHBIX
rOCyJapCTBEHHBIX  OpPraHOB, OpPraHOB  MECTHOI'O  CcaMOyIpaBieHHd  Jubo
[IOIBEJOMCTBEHHEIX ~ IOCYJapCTBEHHBIM  OpraHaM MWIM  OpraHaM  MeCTHOTO
caMOYIIpaBJIeHUsI OpraHU3alluii, B pacClOPsDKEHUN KOTOPBIX HaXOAATCS 3TH JTOKYMEHTEI
u (wm) wuHbOpMAmMiA, B paMKaX MEXBEIOMCTBEHHOIO0 HH(POPMAIHOHHOIO
B3aumoencTeis» (CobOpanue 3akoHomatenbcTBa Poccuiickoit @eneparnyu, 2016, Ne 17,




6

ct. 2418) (manee — IlpaBuia HampaBJIeHHA 3anpoca A TOJNy4eHUS JOKYMEHTOB
1 (nau) HHbOPMaLUH);

17) pacnopsvkeHHEM IIpaButenscTBa Poccuiickoit Denepanuu
or 19 ampens 2016 r. Ne 724-p 06 yTBepXOeHUHM NEpPEYHS MTOKYMEHTOB W (HJIM)
UHQOpMallUy, 3anmpaniMBaeMbIX H IONy4aeMbIX B paMKaX MeEXBEIOMCTBEHHOIO
MH(QOPMAIMOHHOIO  B3aUMOJCWCTBHS OpraHaMd TOCYHapCTBEHHOTO  KOHTPOJISA
(Hag3opa), opraHaMM MYHHLHWIIAJIBHOTO KOHTPOJA (HAA30pa) INPH OpraHU3alvy
¥ IpPOBEICHHH IIPOBEPOK OT HHBIX TOCYHAApCTBEHHEIX OPraHOB, OPraHOB MECTHOIO
caMOympaBleHus Ju00 OpraHu3amuil, B paCHOPSDKEHHHM KOTOPHIX HaXOASTCS
3T AoKyMeHTH U (wm) uHpopMmanus (CobpaHue 3akoHOmaTeNbCTBa Poccuiickoi
@enepanuy, 2016, Ne 18, c1. 2647; Ne 42, ct. 5972);»;

18) mpukazoM MuHucTepcTBa 3ApaBooXpaHeHHS Poccuiickoii ®emepanuu
or 13 mexabps 2012 r. Ne 1040 «O6 yrBepxiaenuu IlosroxkeHHs
0 TeppuropuanbHOM oprane @enepansHolt CchoyXOBl - MO0 Hamg30py B cdepe
3paBOOXpaHEHIsD  (3aperucTpUpoBaH MUHNCTEPCTBOM IOCTHIMH  Poccuiickoii
@enepamuu 15 dpespans 2013 r., perucrpanuonnsiii Ne 27112);

19) mpukazom MuHKcTepcTBa 3ApPaBOOXpaHEHHS H COLMAIBHOIO Pa3BUTHA
Poccuiickont @enepauuu ot 26 asrycra 2010 r. Ne 7350 «O6 ytBepxnenun Ilpasmin
OTIIyCKa JICKapCTBEHHBIX IIPENapaToB A1 MEAULIMHCKOTO MMPUMEHEHUS MEIUITMHCKUMHU
OpraHH3alMsM{, HMEIONMMH JIHLEH3UI0 Ha (apMaleBTHYECKYIO IeSTEeIbHOCTD,
U ux 000coONeHHBIMH ToApasfeNieHusIMH  (aMOyaaTopusaMu, (DenbIIIepCKUMHE
U (QenpamepcKko-aKylIepCKUMU IIyHKTaMH, ILeHTpaMu (OTAeNeHusIMH) oOIeii
BpaueOHON (ceMelHOW) MpaKTUKH), PACIONOKEHHBIMH B CENBbCKHX IIOCEJIEHHSX,
B KOTOPBIX OTCYTCIBYIOT allT€UHble OpraHu3anum» (3aperucTpupoBad MUHHCTEPCTBOM
roctunmy Poccuiickoit @enepanuu 28 ceHTsa0psa 2010 r., peructpanuoHHsiid Ne 18575);

20) mpuxa3zoM MuHucrepcTBa 31paBooxpaHeHHs Poccuiickoit ®Demeparuu
ot 14 nexabps 2005 r. Ne 785 «O Ilopsake oOTmycka JeKapCTBEHHBIX CPEICTB)»
(3apeructpupoBan MunuctepctBoM octunuu Poccuiickoit ®@epepanuu 16 sHBaps
2006 r., perucrpanuoHHbBIi Ne 7353) ¢ HU3MEHEHWSIMH, BHECEHHBIMH IpHUKa3aMH
MunuctepcTBa 34paBOOXPaHEHHSA M COLMAIBHOTO pa3BuTHA Poccuiickoit ®enmepanuu
ot 24 anpens 2006 r. Ne 302 (3apeructpupoBaH MuHUCTEPCTBOM IOCTHIIMH Poccuiickoii
@Oenepanmu 16 mas 2006 r., peructpanuoHHsrii Ne 7842), ot 13 okrtabps 2006 r.
No 703 (3apeructpupoBan MuHucCTepcTBOM focTtHnuM Poccmiickoit ®enmepaimu
7 HOs10pa 2006 r., perucrparmonubnii Ne 8445), ot 12 ¢epans 2007 r. Ne 109
(3apeructpupoBan MunuctepctBoM octuru Poccuiickoit ®enepauuu 30 mapta
2007 r., peructpairoHsbiid Ne 9198), ot 12 depanst 2007 r. Ne 110 (3apeructpupoBan
Munucrepcteom  roctammu  Poccmiickoit  ®Depepanuu 27  ampens 2007 T,
peructpaumoHHbii Ne 9364), or 6 asrycta 2007 r. Ne 521 (3apeructpupoBaH
MunnucrepctBoM  roctuuuu  Poccuiickoyt  ®expepanmu 29 aBrycrta 2007 r.,
peructpauvonHsiit Ne 10063) u npukazom MuHUCTEpCTBa 3IpaBOOXpaHEHHS
Poccuiickoit @enepamuu ot 22 ampens 2014 r. Ne 183m (3apermcrpupoBan
Munnuctepctsom roctunuu  Poccuiickoit  ®epepanum 22 wmrons 2014 1.,
peructpaunonHsii Ne 33210);

21) mpuka3zoM  MuHHCTEpCTBAa HSKOHOMHHYECKOTO  pa3BHTHSA  Poccuiickoi
@enepanuu ot 30 ampens 2009 r. Ne 141 «O peanuzanuum nosioxenuit @exepanbHoro
3akoHa «O 3amyTe NpaB IOPUIMYECKUX JIUL U WHAUBUIYANBHBIX TMpeXIpHHAMATENCH
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IpH OCYLIECTBJIEHHH TOCYIapCTBEHHOrO KOHTpoNis (Hai3opa) M MyHHLUNAILHOIO
KOHTpOJIs» (3apeructpupoBaH MuHuCTepcTBOM IocTHIME Poccuiickol @Dexpepanuu
13 Mas 2009 r., perumctpammonubsiii Ne 13915) ¢ u3MeHEeHUSAMH, BHECEHHBIMU
npukazaMu MMUHHCTEpCTBa SKOHOMHMYecKoro pasButusa Poccuiickoii @exnepanmu
oT 24 mas 2010 r. Ne 199 (3apeructpupoBad MunuctepcTBOoM roctunuu Poccuiickoit
®enepanuu 6 mona 2010 r., peructpamuonnsiii Ne 17702), ot 30 centabps 2011 r.
Ne 532 (3apermcrpupoBaH MuHKcTepcTBOM IocTHImM Poccuiickoii ®Penepauuu
10 mos6ps 2011 r., perucrpaimonnsiii Ne 22264), ot 30 centabpsa 2016 r. Ne 620
(apeructpupoBan MuHucTepcTBOM ocTHIMH Poccmiickoit @enepannm 24 okTa6ps
2016, peructpauuonusiii Ne 44118) (manee — npuka3 MunskoHOMpasBuTus Poccum
Ne 141).

Hpez[MeT rocyaapCTBCHHOI'O Haa30pa

5. IlpemMeToM TrocyHapCTBEHHOTO HaJ30pa fBISETCS IMPOBEPKA COOTBETCTBHS
JIEKapPCTBEHHBIX CPEACTB IS MEJUIMHCKOIO IPHUMEHEHHs (Jjajee — JIEKapCTBEHHBIE
CpelCTBa), HAaXONIMIMXCS B TpakOaHCKOM o0opore, TpeGoBaHHAM (GapMaKoleiHON
cTaThM 100 B Cllyyae ee OTCYTCTBMS HOPMAaTHUBHOM JOKYMEHTalMu (nanee —
YCTAaHOBJIEHHBIE TPeOOBAHMUS).

HpaBa ¥ 0053aHHOCTH JOJIDKHOCTHBIX JIHIT
IIpH OCYINECTBIICHUM I'OCYJApCTBEHHOI'O HaA30pa

6. IlpaBa NODKHOCTHBIX JuIl Poc3mpaBHam3opa (TEppPUTOPHANBHBIX OPraHOB)
IIPH OCYIIECTBIEHUH FOCYJapCTBEHHOTO HaA30pa: |

1) mnomy4are Ha OCHOBAaHMHM MOTHBHPOBaHHBIX ITMCBMEHHBIX 3allpOCOB
OT CyOBEKTOB 00pallleHHs JIeKapCTBEHHBIX CPE/ICTB, OPraHOB UCIIOJIHUTEIBHON BIACTH
cyb6pekToB Poccuiickoit @eepaliui ¥ OpraHOB MECTHOTO CaMOYNPABIEHUA JOKYMEHTEI
¥ MH(QOPMAIIHIO IO BOIpocaM o0paIeHns TeKapCTBEHHBIX CPEICTB;

2) OecHpemsATCTBEHHO IO MpEeNbABICHHM CIOy)XKeOHOro  yJOCTOBEPEHHA
¥ KOIHMM IIpUKasa pyKoBoAuTensd (3aMecTHTeNs pykoBoxurens) Pocsapasransopa
(TeppUTOPHAIBHOTO OpraHa) O Ha3HAYEHUW IIPOBEPKH IIOCEIAaTh MCIIONb3yeMBIE
IOPUMYECKUMH JIMLAMY, WHIUBUAYAIBHBIMHM HPEAIPHHUMATENAMHU, SBISIONMUCS
cyObekTaMH OOpalleHus JIeKapCTBEHHBIX CPEACTB, IIPH OCYNIECTBICHHH CBOCH
JEATENBHOCTH TEPPUTOPHUH, 3JaHUA, OMEIIEHUSI U COOPY)KeHHS B IEX NPOBEICHHA
MEPOIPUATHI IO KOHTPOJIIO;

3) mpoBoauTh OTOOp 00pa3lOB JIEKAPCTBEHHBIX CPEACTB, IPEIHa3HAYECHHBIX
I peaiu3alliil U pean3yeMbIX CyObheKTaMH oOpalleHMs JIeKapCTBEHHBIX CPEJICTB,
IUIS MPOBEPKH MX Ka4ecTBa, IPOBEJICHUs] UCCIEN0BAHMUM, MCIILITAaHUH,

4) BoiaBaTh cyObekTaM OOpaleHHs JEeKapCTBEHHBIX CPEACTB IpeANMCaHus
0 TpeKpalleHHH HapylmleHHil o00s3aTeNbHBIX TpeboBaHMH H 006 yCTpaHerm
BBISIBJIEHHEIX HapyNIeHHH 00s3aTeNIbHBIX TpeOOBaHM;

b .
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5) wHampaBiaATh B  YHNOJNHOMOYEHHBIE OpraHel MaTE€PHalbl, CBA3aHHbBIC
C HapylNIeHHSMHM YCTAaHOBJICHHBIX TpeGoBaHMI, 11  pelleHMs  BOIPOCOB
0 BO30YKIEHHH YTOJOBHBIX JIE]l 110 IPA3HAKaM IIPECTYILUICHHH.

7. OO6s3aHHOCTH MOJDKHOCTHEIX Il Poc3ipaBHan3opa (T€ppHTOPHAIIBHBIX
OpraHoB) MPH OCYIIECTBIEHUH 'OCYyJapCTBEHHOTO HaJ[30pa:

1) cBOeBpeMEHHO W B TIIOJHOH Mepe HCIONHATH IPENOCTaBICHHBIE
B COOTBETCTBHHM C 3aKOHOAATelbcTBOM Poccmiickoit @epnepalud IOJHOMOYHA
0 MpPeIyIPEXICHUIO, BEHISBISHAIO W IIPECEYCHUIO HapyIICHWH YCTaHOBJIEHHBIX
TpeOoBaHMii;

2)  cobmomaTh  3aKoHOmaTenbcTBO  Poccmiickod — @enepanuu, — Ipasa
U 3aKOHHBIE MHTEPECH CYOBEKTOB 0OpamieHHs JEeKapCTBEHHBIX CPEICTB, IIPOBEPKa
KOTOPBIX IPOBOJUTCS;

3) mpoBOAMTH MPOBEPKY HA OCHOBaHWH IPHKa3a PYKOBOJHUTENS (3aMECTHTENT
pykoBoautena) PocsapaBHam3opa (TeppUTOPHATBFHOTO OpraHa) O €€ IIPOBEJEHHH
B COOTBETCTBHU C €€ Ha3HAYCHUEM;

4) NpOBOAXTH MPOBEPKY TOJBKO BO BpeMs HCIIONHEHHS CIIy)KeOHBIX 0043aHHOCTEH,
BBIE3[IHYIO IIPOBEPKY TOJBKO IMPH NPEIbSBICHUH CIyXEOHBIX yHAOCTOBEPEHHM, KOIMHU
IprKa3a  PyKOBOIUTEIS (3samecTHTeNT ~ pykoBoauTens) — Poc3apaBHamzopa
(TeppHTOpPHATEHOTO OpraHa) O IIPOBEJCHUH IIPOBEPKH;

5) He TpenATCTBOBaTh PYKOBOAUTENIO, HWHOMY JOIDKHOCTHOMY  JIMILY
WK YIOJIHOMOYEHHOMY TIpE[CTaBUTENI0O CyObekTa oOpamieHHs JIEeKapCTBEHHBIX
CpEeINCTB MPUCYTCTBOBAaTh IpH IPOBEJEHHMHM IPOBEPKH H [JaBaTh pasbiACHEHHS
110 BOIIPOCaM, OTHOCSIIUMCS K IIpeIMETy IIPOBEPKHY,

6)  NPemOCTaBIATH  PYKOBOAUTENIO,  HHOMY  JOJDKHOCTHOMY  JIHIY
WY YIOJHOMOYEHHOMY IIpEACTaBUTENIO CyObekra oOpaleHus JIeKapCTBEHHBIX
CPENCTB, MPUCYTCTBYIOUIMM  TIPH  IPOBEJCHMM  NPOBEPKH,  HH(OPMAIUIO
U JIOKyMEHTBI, OTHOCSAIINECS K IIPeAMETY IIPOBEPKH,

7) 3HAKOMHUTH PYKOBOIMTEIS, MHOE JOJDKHOCTHOE JIMILIO
WM YIIOJTHOMOYEHHOTO MPeACTaBUTeNs CyObeKTa 0OpaleHus JIEKapCTBEHHBIX CPEICTB
C pe3ynbTaTaMu IPOBEPKH;

8) yYHTBIBaTh IPW ONpPEACNCHUM Mep, NPUHAMAEMBIX IO (akTaM BBIABIECHHBIX
HApYIIEHU YCTaHOBICHHBIX TpeOOBaHMIl, COOTBETCTBUE YKA3aHHBIX MeEP THKECTH
HapyLIeHHW, WX [OTEHUMANbHOH ONACHOCTHM JUI1 JKM3HH, 310POBbS JIOJEH,
a TakXKe HE JONyCKaTh HeOOOCHOBAaHHOE OTpaHWYEHME IPaB M 3aKOHHBEIX MHTEPECOB
rpakaaH, B TOM Y¥Clie HHAUBUAYAIBHBIX NPEANPHHUMATENECH, FOPUIMICCKUX JIHIT;

9) mokaspBaTh OGOCHOBAaHHOCTh CBOMX JEHCTBUH Ipu HX 00)KalOBaHHMH
cyObekTaMu oOpamieHHs JIeKapCTBEHHBIX CPEACTB B IOpPS/KE, YCTaHOBICHHOM
3aKoHoHaTeasCcTBOM Poccuiickon Denepanymn;

10) cobmromaTh CpOKHM NpOBEAEHHs NPOBEPKH, YCTaHOBIICHHbIE DelepaibHBIM
3aKOHOM OT 26 nekabps 2008 r. Ne 294-03;

11) me TpeGoBaTh OT CyOBeKTa OOpallleHHs JIeKapCTBEHHBIX CPEACTB JIOKyMEHTHI
U VMHbIE CBEIEHUs], NMPEACTaBlIeHHE KOTOPBIX HE NPENYyCMOTPEHO 3aKOHOIATEECTBOM
Poccuiickoit @enepanuuy,

12) nepes HayaIoOM IPOBEEHHS BEIE3AHOMN IMPOBEPKH 110 MPOCkOE PyKOBOIHUTETIS,
HMHOTO MJOJDKHOCTHOTO JMIa MM YIOJHOMOYEHHOrO IpeICTaBHTeNs CyOBeKTa

' Yacts 29 crathu 4 PenepansHoro 3akona ot 12 ampens 2010 r. Ne 61-03




oOpameHuss  JIeKApCTBEHHBIX  CPEICTB  O3HAKOMHTh HX C  IOJOXEHHSIMH
AJIMUHUCTPATUBHOTO perjiaMeHTa;

13) ocymecTBIATH 3amKCh O IPOBEJIEHHOMN IPOBEpKe B XXypHAJIE ydeTa MPOBEPOK
B CIIydae ero HaJlm4uusl y cyObekTa oOpalieHus JIeKapCTBEHHBIX CPEICTR?;

14) BHOCHTH CBelleHWS O IUTAHOBRIX M  BHEIUIAHOBBIX  IIPOBEPKAX,
00 ux pe3ynpTarax, O HPUHATHIX Mepax II0 MpecedyeHui0 W (WIM) YCTPaHEHHIO
IIOCJIEACTBUY BBISBIIEHHBIX HapyLICHWIl B €IUHBIN PEeCTp NPOBEPOK, SBIAIOIIUHACS
demepalbHOM  TrOCYNapCTBEHHOH  HWH(MOPMAIIMOHHONH  CHCTEMOM, B  IIOPSIXKE,
ycTaHOBIeHHOM  IioctaHoBieHueM IlpaBurensctBa  Poccuiickoit  Denepanyu
ot 28 anpeng 2015 r. Ne 415.

IIpaBa u 00513aHHOCTH JIU1, B OTHOIIEHUH KOTOPBIX OCYIIECTBIIAIOTCS
MEPONPHUATHSA 10 TOCYJAPCTBEHHOMY HAI30pY

8. PyxoBogurenb, HHOE [OJDKHOCTHOE JIUIO WIH  YIOJHOMOYEHHBI
IpeJcTaBUTeNbh CyObekTa oOpameHHs IeKapCTBEHHBIX CPEICTB IIPH IPOBEACHHH
MEPOIPHSATHH 110 TOCYAPCTBEHHOMY Ha/I30py MMEIOT IIPaBo:

1) HemocpenCTBEHHO IIPUCYTCTBOBATH IIPH IPOBEICHHHM MPOBEPKH, IaBaTh
0OBSICHEHUS 11O BOIIPOCaM, OTHOCSIIUMCS K TIPEAMETY IIPOBEPKH;

2) HOJIy4aTh oT Poc3npasHaazopa (TeppuUTOpHATIBEHOTO oprasa)
M HUX JOJDKHOCTHBIX JIUI[ MH(OPMAIMIO, KOTOpas OTHOCHUTCS K IpPEAMETY MPOBEPKH
M IpeAocTaBlIeHHWE  KOTOpol  mpegycMoTpeHo — @DenepanbHbIM  3aKOHOM
oT 26 nexabpsa 2008 r. Ne 294-@3;

3) 3HakoMHTbCA ¢ JOKyMeHTamMH U (wiu) uHpopMammed, MOTydYeHHBIMH
Poc3ipaBHafa30poM (TeppUTOpPHAIBHEIM OPraHOM) B paMKaX MeEXBEIOMCTBEHHOI'O
MH(QOPMALMOHHOTO B3aMMOJEHCTBUS OT HHBIX TOCYAapCTBEHHBIX OPIraHOB, OPraHOB
MECTHOTO CaMOyIIpaBjieHHsl JHU0O MNOIBEJOMCTBEHHEIX TIOCYJapCTBEHHBEIM OpraHam
WY OpraHaM MECTHOI0 CaMOYIpaBJI€HUs OpraHu3alliii, B PacCIOpPSHKEHUU KOTOPBIX
HaXOZATCS 3TU JOKYMEHTH! U (W) uHGopMaIms;

4) npencTaBIATh DOKYMEHTH M (WiIM) MHGOpMAIWIO, 3ampaliBaeMble B paMKax
ME)XBEIOMCTBEHHOTO  HMH(GOPMAIlMOHHOTO  B3auMoJeidcTBHA, B Poc3apaBHam3op
(TeppHUTOpHAIIbHBIN OpraH) 110 COOCTBEHHONW HHUIMATHBE;

5) 3HaKOMHUTBCA C pe3yJbTaTaMH IIPOBEPKM U YKa3bIBaTh B aKTe IIPOBEPKH
O CBOEM O3HAKOMJICHHM C pe3ylibTaTaMH IIPOBEPKH, COIVIaCHM WJIH HECOIIaCHH
C HHMMH, a TaKKe C OTAECNBbHBIMM ACUCTBUAMHU IOJDKHOCTHBIX Jui Poc3ipaBHanmzopa
(TeppUTOpHAIBHEIX OPTraHoOB);

6) obxamoBarh aelcTBUA (Oe3nelicTBHE) MOMKHOCTHHIX JuI Poc3apaBHam3opa
(TeppUTOpHaNbHBEIX OpraHOB), IOBJIEKIIWE 3a COo0ON HapymeHHe MpaB cyOBeKTa
obpanieHus JIEKapCTBEHHBIX CpeICTB Ipu IIPOBEJECHUHN IIPOBEPKH,
B  aJIMUHHCTPaTUBHOM H  (wiM) cyaeOHOM IOpsdke B COOTBETCTBHH
¢ 3aKkoHoAaTenscTBOM Poccuiickoit @enepanyu;

7) npuBnexats YmnonHomodeHHoro mnpu Ilpesumenrte Poccuiickoit ®Depeparyn
IO 3allyTe IpaB MpennpuHUMarenell MO0 YIOIHOMOYEHHOro IO 3alluTe IpaB
npeanpuHUMareneii B cyobekte Poccniickoit eziepalliil K yIaCTHIO B IPOBEPKE.

? ITpukas MunskoHOMpasBuTHA Poccun Ne 141
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9. PykoBomguTenp, HWHOE MJODKHOCTHOE JIMLIO WM  YIOJHOMOYEHHBIN
IpeICTaBUTENIb CyOBbeKkTa OOpamleHHs JEeKapCTBEHHBIX CPEICTB IIpU IPOBEACHUM
MEPOIPHUATHI IT0 TOCYAAPCTBEHHOMY HAA30py O0S3aHBI:

1) mpemocTaBisATh MOJDKHOCTHBIM JiinaM PocsapaBHam3opa (TeppUTOpHABHBIX
OpraHoB), TMPOBOISAIIMM BBIE3THYIO IIPOBEPKY, BO3MOXXHOCTH O3HAKOMHTBCS
C JOKYMEHTaMH, CBSI3aHHBIMH C LIEJSIMU, 337]a4aMy ¥ IIPEIMETOM BBIE3IHON NPOBEPKH,
B Clly4ae, €CII BBIE3JHOM MPOBEpKe He MPEIIECTBOBAIO IPOBEACHNUE NOKYMEHTAPHOM
IIPOBEPKH;

2) B Te4eHHUe OecATH pabouux [He# co JHS MOIydyeHUs] MOTUBHPOBAHHOTO 3alpoca
HampaBuTh B Poc3apaBHam30p ~ (TEppPUTOPHANbHBIA  OpraH)  yKa3aHHBIE
B 3aIIpoce JOKYMEHTEHI (IpH IIPOBEIEHUH JOKYMEHTAPHOU IIPOBEPKH);

3) obecneuyuTh AOCTYH IPOBOJSIIMX BBIE3AHYIO IIPOBEPKY HOJDKHOCTHBIX JIUII
Poc3apaBHanzopa (TEpPUTOPHAIBEHOTO OPraHa) U yJaCTBYIOIIMX B BEIE3JHON IpOBEpKe
SKCIIEPTOB,  INpEACTAaBUTENIell  OKCHEepTHBIX  OpraHW3alluii Ha  TEPPHUTOPHUIO,
B HCIIOJBE3yeMble cyObekTaMu oOpanieHu JIeKapCTBEHHBIX CpEICTB
IPH OCYINECTBICHHUU MIEATEIBHOCTU 3[aHMS, CTPOEHHUSA, COOPYXKEHMs, ITOMEIeHUs,
K HCIOJB3YeMbIM CyOBeKTaMH OOpamieHMs JeKapCTBEHHBIX CPEACTB 000pYHOBaHUIO,
I0JO0GHBIM 00BEKTaM, TPAHCIIOPTHBIM CPEJICTBAM U MEPEeBO3UMEIM MU I'PYy3aM;

4) obecrmeYuTh IPUCYTCTBHE PYKOBOAWTENS, WHOTO JOJDKHOCTHOTO JIMIA
WM YIIOJTHOMOYEHHOTO IIpe/icTaBuTels Cy0beKTa o0paleHus IEKApPCTBEHHEIX CPEICTB
TIPH TIPOBEJECHUH IPOBEPKH. ‘

Ornucanue pe3ybTaTa UCIIOJIHEHUS roCyJapCTBEHHOH QyHKIMA

10. Pe3ynbraTaMul HCIIOJTHEHUS TOCYAapCTBEHHON (QYHKIIUY SBIIOTCS:

1) BpydueHuwe (HampaBieHHWE) aKkTa MPOBEPKU PYKOBOJHUTENIO, HHOMY
JNOJDKHOCTHOMY JIMITy WJIM YIIOJXHOMOYEHHOMY IIpEeICTaBUTENI0 CyOBekTa oOpaiieHus
NIeKapCTBEHHEIX CPEJICTB;

2) BBIIaYa MpeIucaHus 00 yCTpaHeHNH HapyIleHu! YCTaHOBICHHBIX TpeOOBaHUi
PYKOBOJUTEIIO, HHOMY JOJDKHOCTHOMY JIMIly MM YIOJIHOMOYEHHOMY IIPEICTABUTEIIO
cyObeKTa oOpallieHus IeKapCTBEHHBIX CPEJICTB;

3) cocTaBiieHHE ITPOTOKOIA 00 aIMUHHUCTPATUBHOM IPaBOHAPYIICHHUH;

4) HampaBJIeHHE B YCTaHOBJIEHHOM IOpsiIKe MH(GOpMallMy B OpraHbl IIPOKYpaTypHl,
MpaBOOXPAaHUTENbHEIE OpraHbl B Clydae BBIIBICHHMS HapyNIEHHH YCTaHOBICHHBIX
TpeOOBaHMH,  cOIepXXalMxX  NPH3HAKH  MNPECTyIUIeHHH, B  COOTBETCTBHHU
¢ 3akoHoHatenscTBoM Poccuiickor denepanuu;

5) npuHATHEe pemreHUs 00 M3BATMH M YHHYTOXXEHUM HEAOOPOKAa4eCTBEHHOIO
JIeKapCTBEHHOTO cpeacTBa M (UiIM) (QanbCHPUIUIPOBAHHOIO JIEKaPCTBEHHOIO CPEACTBA
npy BhIABIEHUH ()akTOB BBO3a Ha Tepputopuio Poccuiickoit ®enepanun uinm Gakro
rpaXXIaHCKOI0 obopora Ha TEpPUTOPUU Poccuiickoii Oenepauuu
He[0OpOKavYeCTBEHHOT0 JIEKApPCTBEHHOTO CpelcTBa M (WiM) (alsCHPUIUPOBaHHOIO
JIEKApCTBEHHOI'O CPE/ICTBA’;

6) obpaumieHre B Cyx B Ciy4ae ecid Biafeiel] HeZoOpOKaueCTBEHHOIO
JIeKapCTBEHHOTO cpeAcTBa M (W) (anbcupuLUUpOBaHHOIO JEKapCTBEHHOIO CPEACTBa

3 ITynxr 3 nocranoBnerns IpasurenscTea Poccuiickoi ®eaepamuu ot 3 ceHTa6ps 2010 r. Ne 674
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He COINaceH C pelieHHeM 00 H3BIATHH W YHHYTOXXEHHH HeNoOpOKa4eCTBEHHOIO
JIEKapCTBEHHOT0 cpeicTBa M (Wwin) (anbcuULIPOBaHHOIO JIEKAPCTBEHHOTO CPEICTBA,
a TaKoKe eCJIM OH He BBIIOJIHIII 9TO pellleHre U He COOOIIMI O IPHUHATHIX Mepax®.

II. TpeGoBaHus K MOPSIKY HCIIOJHEHUS FOCyJapCTBEHHOM QyHKIHU

IMopsimox nuHGOpMUPOBaHHs 00 HCIIOTHEHHH
rOCYAapCTBEHHON (YHKIUH

11. HWuadopmupoBanue 00  WCIONHEHWH TOCYJapCTBEHHOH  (QyHKUHUU
OCyIIEeCTBIAETCS Poc3mpaBHai30poM (TEppUTOPHANBHEIMA OpPraHaMM) IIOCPEICTBOM
pasMemeHus WHPopMaluy, B TOM 4Hcle O rpaduke IpHeMa 3asBUTEIEd X HOMepax
Tene()OHOB AJIA CIIPaBOK (KOHCYIBTALUN):

1) ma odunmansHom caiite Poc3mpaBHam3opa B MHQOpPMaIHOHHO—
TeleKOMMYHHKaluoHHoi cetr «MHTepHET» (Ianee, COOTBETCTBEHHO — OGHMIMANIbHBIN
caiiT, ceth «MHTEpHET»): Www.roszdravnadzor.ru, ero TeppUTOPHAILHEIX OPraHoB;

2) Ha EnuaoM mopraie rocyAapCTBEHHBIX W MyHHIMNANBHBIX YCIyr ((yHKumii)
B cety «MHTepHeT: Wwww.gosuslugi.ru (zanee — Enunslii nopran);

3) ma uHGOPMAIIMOHHBIX CTEHJaX B IOMEIEHHMM IpHeMHOM PocsapaBHamsopa
(TeppUTOPHATIBHEIX OPTaHOB) 10 paboTe ¢ 0OpalleHUAMHU IPaXIaH,

4) mo HoMepaM TeNte)OHOB [ CHIPABOK;

5) B cpeacTBax MaccoBOi HHPOPMAaIHH.

12. WudopMupoBanwe O IOPSAAKE HCIONHEHUS TOCYAapCTBEHHOM QyHKIMH
pou3BoaUTCS Poc3apaBHAI30pOM 110 apecy:

109074, Mocksa, CiaBgHcKas Iomans, 1. 4, crpoerue 1.

Bpems paboThl, mpreMa rpaxgaH: B Oyaaue nHu ¢ 9-00 gacos 1o 18-00 yacos
(mo maTHMaM — ¢ 9-00 yacos o 16 gacoB 45 MUHYT),

06enennslii nepeprB ¢ 13-00 wacos o 13 gacos 45 MUHYT.

Tenedons! aus crpasok: +7 (499) 578-01-27; +7 (499) 578-01-28.

Anpec snexTpoHHo# noutsl: info@roszdravnadzor.ru.

O61mas cipaBouHas ciryx6a: +7 (495) 698-45-38;

asrouHdopmarop: +7 (499) 578-02-30.

BrixomHbIe THA: Cy000Ta, BOCKPECEHBE.

PexxuM paboOTBI TEPPUTOPHANBHBIX OPraHOB YCTAaHABIMBAETCA C  YYETOM
ocoOGeHHOCTEH pexuma paboOTHl OpPraHOB MWCHOJHHUTENBHOM BIACTH CyOBEKTOB
Poccuiickoit ®enepannu. Anpeca, TelaedOHBI I CIPaBOK TEPPUTOPHATBHBIX OPTaHOB
Poc3apaBHa30pa yKa3aHbl B IpuiiokeHnd Ne 1 Kk AZIMUHHUCTPAaTHBHOMY peTilaMeHTYy.

WudopMalio 0 BONpOCaM HCIONHEHUS TOCyJapCTBEHHOM (QYHKIHUM MOXKHO
HOIy4YHTh Ha JMYHOM IIpHEMe, IyTeM HalpaBlIeHHd IHMChMEHHOIro oOpalneHwus,
B TOM YHMCIIE B DJIEKTPOHHOM (hopme, U 110 TenedoHy.

WHpopMHUpOBaHHE O TOPSAKE WCIONHEHHA TIOCYyJapCTBEHHOH  (QYyHKIMH
OCYIECTBIIsETCS B MOMEILEHHIX, 00ecIedrBaeMBIX HEeOoOXOAMMBIM 0GOpYAOBaHMEM,
KaHIEIAPCKUMHU IIPUHAIIEXXHOCTAMH, oducHoU Mebenbro, CUCTEMOH
KOHIMIMOHUPOBAHUS BO3/yXa, CHCTEeMOH oOnoBelleHHs 006 ouepenu, TenedoHOM,

4 Iynkt 5 nocranoenenns [pasurensctsa Poccuitckoii ®enepamun ot 3 centabps 2010 r. Ne 674
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KOMITBIOTEPOM C BO3MOXXHOCTBIO TE€YaTH M BBIX0Za B ceThb «AHTepHET», I0CTyIIOM
K rapiepo0Oy, MHPOpPMaIIMOHHEIMU CTEHAAMH.

Bxon u mnepeaBwkeHME IO IMOMEIIEHHSM, B KOTOPBIX IIPOBOJUTCA IPHEM
CBeJleHMH, He0OXOAUMEIX IS MCIIOJHEHUI IOCYIapCTBEHHOW QYHKIUH, 000pyXyIOTCS
MMaHIyCaMHu, pacuIupeHHBIMU MIPOXOAaMH, TIO3BOJISIONIMMHA obecreunThb
OecHpensATCTBeHHbI IOCTYNl HMHBAJIMIOB, BKIIOYas TIpPaXAaH C OrPaHUYCHHBIMH
BO3MOXHOCTSIMHU NEPEIBIKEHUS.

13. Ha wundopMammoHHBIX cTeHAax Poc3apaBHam3opa (TeppUTOpPHATIBHBIX
OpraHOB) pa3MelIaroTcs clieayonre HHGOpMallOHHbIE MaTepHaJIbL:

1) undopmalius o IOpsAKe UCIIOTHEHHS rOCyIapCTBEHHON QyHKIMMY;

2) mepeyeHb HOPMATHUBHBIX IIPABOBEIX AaKTOB, B COOTBETCTBHU C KOTOPHIMH
OCYIIECTBIAETCS UCTIOJHEHUE TOCYAapCTBEHHON QYHKIINY;

3) umHQOpMaIMA O MecTe IpHeMa, JHAX U dYacax IIpUeMa  CIELUAINCTOB
PocsapaBHamzopa (TeppUTOPHANBEHEIX OPraHOB) IO BOIPOCaM IMOpPsAKAa HCIIOIHEHUS
rocyAapCTBEeHHON (PyHKIUH.

PocsnpaBHan30p (TeppUTOpHATBHBIE OPraHbl) pa3MenaeT Ha oQuIaIbHOM caiiTe
IJIaH TPOBEACHWS IUIAHOBBIX IIPOBEPOK OpraHusalluii Ha OYEPENHOM TIO[,
a TaKke UHGDOPMALMIO O pe3yibTaraXx IIPOBEpOK, MPOBEIEHHBIX B Ipefenax
X IIOJITHOMOYHH.

CpoK UCIIOTHEHHUS rocyJapcTBEHHON QyHKIIH

14. Cpok HCIIONHEHHS IOCyapCTBeHHOH (GYHKIMH (CPOK TPOBEIeHHs IPOBEPKH)
He MOXET MPeBBIIIATh ABaAaTH pabodux JHEl.

B oTHOmeHMH OHHOTO CyOBEeKTa Majloro IMpeNlpHHHUMATENbCTBA OOMMNA CpOK
IPOBEJIeHNs TUIAHOBHIX BBIE3JHBIX IMPOBEPOK HE MOXET IPEBBINIATH IATHIECAT YacOB
JUIS  MaJoro MNpeANpUsATAS W IATHAaAATh YacoB JJIsl  MHUKPOIPENIPHATHS
B I'OJ.

B cinydae HeoGXOOMMOCTH NpU NPOBEJSHUM INPOBEPKH, yKa3aHHOH B ab3ame
BTOPOM HACTOSIIETO IyHKTA, MOJYyYeHUs TOKYMEHTOB U (MIH) HHGOpPMalMA B paMKax
MEXBEJJOMCTBEHHOT0 HH(MOPMAIlMOHHOTO B3aUMOJEHCTBUA IPOBEACHHUE IIJIAHOBOM
BBIE3HON IIPOBEpKU MOXKET OBITh NPHOCTaHOBIIEHO PYKOBOJAUTENIEM (3aMECTHUTENIEM
pykoBoautens) PociapaBHamzopa (TeppUTOPHATIBHOTO OpraHa), JOJDKHOCTHBIE JIMIA
KOTOPOTO TIPOBOJAT BBIE3MHYIO IUIAHOBYIO IIPOBEPKY Ha CpOK, HEOOXOIMMBII
VIS OCYIIECTBIEHMS MEXBEJIOMCTBEHHOTO HH(QOPMANMOHHOIO B3aMMOAEHCTBH,
HO He Ooyiee yeM Ha JecaTh pabounx aHel. [IoBTOpHOE MPHOCTaHOBIECHUE IIPOBEACHUS
MIPOBEPKU HE JOITyCKAeTCsl.

Ha nepumop maeficTBUS CpoKa NPUOCTAaHOBJIECHHUS NPOBEACHHsS BHIE3IHONM MIaHOBOMH
IPOBEPKH IPUOCTAaHABIMBAIOTCS CBS3aHHBIE C YKA3aHHOMW IIPOBEPKOM JEHCTBUA
Poc3npaBHam30pa (TEppUTOPHANBHOTO OpraHa), MAOJDKHOCTHBIE JIMIIA KOTOPOIo
IPOBOJAT BBIE3NHYIO IUIAHOBYIO NPOBEPKY Ha TEPPUTOPUM, B 3[aHMAX, CTPOCHHMIX,
COOpYXEHHAX,  [OMENIeHHAX, Ha HMHBIX O00OBeKTax  CyOBeKTa  Majoro
IpeIpUHAMATENCTBA. ,

15. B HCKIIOYHMTENBHBIX CIy4asX, CBA3aHHBIX C HEOOXOJUMOCTHIO IIPOBEICHHUS
CIIOXHBIX ¥ (MIH) JUIUTEIBHBIX HCCIEeIOBAHHUM, VICIIBITAHUMN, CIIEHHANBHBIX 3KCIIEPTH3
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U pacclieOBaHHi Ha OCHOBAHWHM MOTHBHPOBAaHHBIX NPENIOXEHUM NOJDKHOCTHBIX JIMILL
PocsapaBHan3opa (TeppUTOPHAIBHEIX OPraHOB), IPOBOJAIINX BBIE3JHYIO IUIAHOBYIO
IIPOBEpKY, CPOK NPOBEIEHHs BEHIE3(HON ILIAHOBON HPOBEPKM MOXET OBITH NMPOIEH
pyKoBoAHUTENEM (3amecTuTeneM pykoBoguTen) PocsnpaBHagzopa (TeppUTOpUATIBEHOIO
oprana), HO He Oollee 4YeM Ha MABaguUATh pabouux [HEH, B OTHOLICHWH MAJbIX
npenpuATHil He 6olee YeM Ha MATHAECST YacoB, MUKPONpPENNpPHATHI He Gojee yeM
Ha MATHAAUATH YacoB.

16. Cpok mpoBe/icHAsS KaXIO0M U3 MPOBEPOK B OTHOIIECHHH CyOBEKTa oOpalleHus
JIEKAPCTBEHHBIX ~ CPEICTB,  KOTOPHI  OCYIIECTBIS€T  CBOIO  JIEATEIBHOCTH
Ha TEppUTOPUAX HECKONBKUX cyOBekToB Poccuiickoit ®enepanuy, yCTaHaBIUBAETCSA
OTZENBHO 10 KaXA0MY (QHIIHAy, PEICTaBUTENBCTBY, 000COOIEHHOMY CTPYKTYPHOMY
No/ipa3/ielIeHHI0 CyOhekTa 00paIeHns JISKapCTBEHHBIX CPEJICTB, P 9TOM 001K CPOK
IIPOBEICHHS IPOBEPKH HE MOXKET HPEBBIIATE MECTHAECAT paboynx JHEH.

I11. CocTaB, mocie10BaTEIbHOCTD U CPOKHU
BBITIOJIHEHHS aJIMHHMCTPATUBHBIX IpoLeAyp (feicTBuil), TpeOOBAHH
K ITOPSZIKY WX BEITIOJIHEHHS, B TOM YHCIIe 0COOEHHOCTH BBITIOJHEHHUS
aJIMHHMCTPATUBHBIX TpoLieyp (HeficTBHiA) B 311eKTpOHHO#H (opMme

HcuepripiBaronuii nepedeHb aIMUHACTPATUBHEIX MPOLIEAYP

17. Ilpu WCHIOMHEHUHM TOCYAapCTBEHHOH (QYHKIMU OCYIIECTBISIOTCS CIEeAyIomue
aJIMHHHACTPATUBHBIE IIPOLEYPHL:

1) nnaHMpoBaHUE NPOBEECHHS [IPOBEPOK;

2) NpHMHATHE PEIIeHHs O MPOBEACHUY IIPOBEPKH,

3) npoBeicHKE TIPOBEPKH;

4) obopMIiieHHE pe3yIbTaTOB IIPOBEPKHY,

5) npuHATHE Mep IO pe3yIbTaTaM POBEPKH.

18. bBnok—cxeMa HCHOJNHEHHS TOCYHAapCTBEHHOH (QYHKIHHM IIpHBEIEHA
B npri1oXeHu! Ne 2 K AZIIMUBMCTPAaTHBHOMY PETJIAMEHTY.

HJ’IaHI/IpOBaHI/IB IPOBEACHY IIPOBEPOK

19. OcHoBaHMEM A Havajga aJAMHHHUCTpaTHBHOM mpouenyphl «llmanuposanue
NPOBENCHMS [IPOBEPOK» SABJIAIOTCA €XETOIHBIE IUIAHBI IIPOBENCHHSA IUIAHOBBIX
TpoBepoOK, paspabaTeiBaeMble Poc3paBHAA30pOM (TEPPHTOPHAIBLHBIMU OpraHaMH)
B HOPSIKE, IIPeLyCMOTpeHHOM cTaThell 9 DenepanbHoro 3akona ot 26 nexadps 2008 r.
Ne 294-®3 u IlpaBunamMu MOArOTOBKH OpraHaMy TOCYIapCTBEHHOTO KOHTPOJIL
(Haz3opa) U OpraHaMy MyHHUIMNANBHOIO KOHTpPOJIS €XerOIHBIX IUIAHOB MPOBEICHMA
IUTaHOBEIX IIPOBEPOK IOPHUAMYECKHMX JHI M HHIVBHUAYANbHBIX NpeANpHHAMATENEH,
yIBEpXKIEHHEIMH  [OcTaHoBiIeHHeM IlpaBurensctBa  Poccumiickodt — ®exepaiun
ot 30 mrons 2010 1. Ne 489.
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20. OcHOBaHMEM IS IIPOBEIEHNUS IUIAHOBOM NMPOBEPKH SBISAETCS €KETOHBIN IUIaH
IIPOBEJICHUSA ILIAHOBBEIX IPOBEPOK, pa3pabaThiBaeMbIii HaYalbHUKOM CTPYKTYpHOTO
noapasfaenenus Poc3apaBHanzopa (TEppUTOPHATFHOTO OpraHa), OCYIIECTBIISIOLIETO

rocygapcrBeHHylo  (QyHKOuio  (maee —  OTBETCTBEHHOE  IOJpasJielieHHe),
M YTBEpXKIaeMBIil €XeroiHo pykoBogureneM PoczmpaBHam3opa (TeppHUTOPHATIBHOTO
oprasa).

21. B cpok n0 1 ceHts6ps roaa, mpeAnIecTBYIOMIEr0 roxy MpoBeIeHNs IIaHOBBIX
IpoBepoK, Poc3mpaBHAA30poM  (TEppUTOpHUANEHBIMH  OpraHamM) HaIlpaBIIAIOTCS
IIPOEKTHI €KErOHBIX IUTaHOB IPOBEACHUS IUTAHOBBIX IIPOBEPOK
B OpraHbl MPOKYPaTyphl IO MECTY HAXOXJEHHS CYOhEeKTOB 0OpaIieH s IEKapCTBEHHBIX
CPEICTB Ha IpeaMeT 3aKOHHOCTH BKIIOUEHHS B HUX OOBEKTOB T'OCYHapCTBEHHOTO
KOHTpOJIA (Hag30pa).

Poc3apaBHam3op (TeppuUTOpHANBHBIE OpraHBI) pPacCMaTpUBAIOT IIPEIJIOKEHH
OPraHOB  IPOKYypaTyphl O IpPOBEJEHHUM COBMECTHHIX IUIAHOBBIX IIPOBEPOK
M [0 WUTOTaM HX pPacCMOTPEHHUs HallpaBIIOT B OpraHsl IIPOKypaTypbl B CPOK
no 1 HosOps roja, NpenmIeCTBYIOIIEr0 TOAy IPOBEACHMS IUIAHOBHIX IIPOBEPOK,
YTBEP)KIEHHBIE eXeroAHbIe IIaHbl IPOBEICHHUS IIAHOBBIX IIPOBEPOK.

22. TeppuropuanpHble OpraHel MpPeACTaBIAIOT A0 1 HosOps roxa,
MPEANIECTBYIOMEr0 TIOAYy MPOBEACHHS IUIAHOBBIX IPOBEPOK, YTBEPKAEHHEIC
e)XXeroJHble IUIaHBI IIPOBeIeHNs IIaHOBBIX IIPOBEPOK B Poc3ipaBHan30p.

23. PocanpaBHanzop 10 31 nmexabps roza, MpeamIeCTBYIONIEro IOy HpOBeAeHUS
IUTaHOBBIX IPOBEPOK, COCTABISIET €XErOHbI IIaH IIPOBEACHNUS IUIAHOBBIX IPOBEPOK,
BKJIFOYAIOIMI CBEJEHUS YTBEPXKAEHHBIX €XETrOJHBIX INIAHOB IPOBEACHHUS IIJJaHOBBIX
IIPOBEPOK, MPEeACTaBICHHBIX TEPPUTOPHATLHEIMHE OpraHaMU.

24. OcHoBaHMeM (KpUTEpHEM) AJI1 BKIIOYEHHUS IIPOBEPKU B E€XETOJHBIN ILIaH
IIPOBEJICHUS INIaHOBBIX IPOBEPOK SABJISAETCS UCTEYCHHE TPEX JIET CO JHSA:

1) rocymapcTBEHHOH pErucTpalvy IOpUANYECKOrO JHIA, HHAWBUAYAIHHOTO
IpeanpruHIMATes, SBJIOIErocs Cy0seKToM 00palieHns JIEeKapCTBEHHBIX CPEJICTB;

2) OKOHYaHWs IPOBelNeHHS INOCIEeTHEeH IUIAaHOBOH IIPOBEpKH IOPUANYIECKOIO
JHMIa, WHIABUAYAIBHOTO MpeIUpUHUMATENS, SBISIOMErocs CyOBeKTOM oOpamieHus
JIEKapCTBEHHBIX CPE/CTB;

3) Havanma  OCymIeCTBIEHUA  IOPMAMYECKHM  JIMLOM, HHIUBUIYaIbHBIM
NpeAlpIHAMATENeM  IPeANPHHUMATENBCKOH  JEATEIBHOCTH B COOTBETCTBHH
C IpeJcTaBIeHHHIM B ymnoiaHoModeHHBIN IIpaButenbcTBoM Poccuiickont @enepauyu
B COOTBeTCTByIomle# cdepe ¢enepanbHBIi OpraH HCIOJHUTENBHOW  BIACTH
YBEIOMJIEHHEM O Havalle OCYIIECTBIICHHS OTAEIBHBIX BUAOB IPEANPHUHMMATEIHCKON
JEeATeHFHOCTH B Ciydae BBINOJNHEHHA paboT WM NPEefOCTaBICHUS yCIyr, TpeOyromux
IIpeICTaBICHHS YKa3aHHOTO YBEJJOMIICHHUS.

25. IInaHoBbIe MPOBEPKY IPOBOAATCA HE Yalle YeM OJUH pa3 B TPH rofia.

26. OcHoBaHmeM (KpuTepueM) AT IPOBENCHHS BHEIIAHOBOM IPOBEpPKU
SBIIAIOTCA:

1) wucreyeHuwe cpoka HCIIONHEHMs IOPUIMYECKHAM JIMIIOM, HHIUBHUIYaJIbHBEIM
IpeIIpUHAMATENEM, SBIIIOMUMCS CyOBEeKTOM 0OpalleHus JIeKapCTBEHHBIX CPEZCTB,
IpeAnUcalus 00 ycTpaHeHUH BBIBICHHOTO HAapyIIeHHs YCTaHOBIEHHBIX TpeOOBaHMI;

2) moctymienne B Poc3apaBHam3op (TeppuUTOpHAalbHBEIE OpraHbl) obpalieHHi
¥ 3asABJI€HHMH TIpaJaH, WHIUBUAYAIbHBIX NpeJIpUHUMATeNed, OpraHu3alyii,
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vHGOpMaMM OT OpPraHOB TIOCYJAapCTBEHHONH BJIacTH, OpPraHOB  MECTHOIO
caMOYIIpaBJIeHUS, U3 CPEACTB MaccoBoii HH(popManuu O (akTaX BO3HUKHOBEHUS
yIpo3bl MPUYMHEHUS Bpella KU3HH, 3JOPOBBIO Ipa)XAaH, MPUYUHEHUS Bpela XKU3HU,
3I0pPOBBIO TPAXKIaH;

3) mnpuxa3z pykoBomuTens Poc3gpaBHagzopa (TeppUTOPHAIBHOIO Oprasa),
M3JaHHBIA B COOTBETCTBHHM C mopydeHusMu llpesunmenrta Poccuiickoit ®epepaiuy,
[IpaBurensctBa Poccumiickoii ®epmepan W Ha OCHOBaHMM TpeOOBaHHS IPOKYypopa
0 NMPOBEJIEHUN BHEIJIAHOBOM IPOBEPKM B paMKax HaA30pa 3a KCIIOIHEHHEM 3aKOHOB
IT0 MTOCTYITMBIIUM B OPTaHEI IIPOKYPaTypHl MaTepraiaM U o0paleHusIM.

-27. OOparueHus u 3asBJISHUS, HE TIO3BOJISIONINE YCTAHOBUTH JIULO, 0OpaTHBIIeecs
B Poc3gpaBHamzop (TeppuTopHalbHBIE OpraHEBl), a Takke oOpalleHHs U 3asBICHHUA,
He cojepkamue cBeJeHud o ¢akraX, yKa3aHHBIX B TOAMYHKTe 2 IIyHKTa 26
AJIMUHUCTPAaTHBHOTO perjlaMeHTa, He MOTYT CIY)XHTh OCHOBaHHEM MJIS IPOBEACHHUS
BHEIUTAHOBOH IIPOBEPKH.

28. PesynbraToM agMUHHCTpaTHBHON mporeaypsl «lliaHupoBaHue NpoBeAeHUSA
IIPOBEPOK» SBISIETCA YTBEPXKIACHHBINA pykoBomureneM Poc3npaBHam3opa eXeroJHbIN
IUTaH, KOTOPBIA JOBOAUTCS IO CBEACHUS 3aMHTEPECOBAHHBIX JIAL ITOCPEJCTBOM
ero pasMelleHus Ha OQUIIMATBEHOM caiiTe, 32 UCKIIIOYeHHeM WHQPOpMaluu, cBoOOIHOe
pacopoCTpaHEHHE KOTOpPOH  3alpellleH0 MM OIrPaHU4eHO B  COOTBETCTBUHU
C 3aKOHOAaTeNnbCcTBOM Poccuiickoit @enepanuu.

HpI/IHHTI/Ie PEHICHUA O IIPOBEACHUU IIPOBEPKU

29. OcHoBaHMEM Ul Havana aJMUHUCTpaTHBHOHN mpouenypsl «lIpuHsaTue
pelieHuss O IIPOBEJIEHUMU MPOBEPKHW» SABJSETCS HACTYINICHHE CpOKa IPOBEICHHUS
OpOBEpKU, IPEAyCMOTPEHHOIO €XEroAHbIM IUIAaHOM, WM IIPHHATHE pElIeHUS
O MPOBEIEHUU BHEIIAaHOBON NMPOBEPKH IPU BO3HMKHOBEHUM OCHOBaHWM, yKa3aHHBIX
B IIyHKTe 26 HacTosmero AJMUHUCTPATUBHOIO peraMeHTa.

30. HoKHOCTHOE JTULO OTBETCTBEHHOT'O MOJ(pa3/ieieHus (ajee — OTBETCTBEHHOE
nuo) Poc3npaBHagzopa (TEppUTOPUANEHOTO OpraHa) B IOpSZKE, OIpe/elIeHHOM
HAcTOSMUM  AJIMUHUCTPAaTUBHBIM  perjlaMEeHTOM, TOTOBHUT MpOEKT IIpHKasza
0 MpOBeIeHUH IUTAHOBOH MJIM BHEIUIAHOBOM, TOKYMEHTApHOH WM BBIE3IHOM NIPOBEPKH,
HalpaBlIsieT €ro Ha IOANNCH pPYKOBOAUTENIO (3aMECTHTENI0 PYyKOBOAUTENS)
Poc3npaBHaa30pa (TEppUTOPHATIBHOTO OpraHa).

MaxcuMaNibHBIA CPOK BBIONHEHHS aIMUHHCTPATUBHOTO JEHCTBUS, COCTaBISET
oJ1H pabouuil 1eHb.

31. IlpenBapuTenpHOe COIIacCOBaHME C OpraHaMH IIPOKYpaTyphl CpOKOB
IIPOBEJICHUs BHEIUIAHOBOM IIPOBEPKH, a TaKXKe IIpeABapUTENbHOE YBEIOMJICHHE
cyOBeKTOB 0OpallieHNs JIEeKapCTBEHHBIX CPEJICTB O HaJaje MPOBEACHHUS 3TON NIPOBEPKU
He TpebyeTcs.

32. Oprassl IpoKypaTyphl M3BEILAIOTCS O IPOBEIEHHM BHEIUIAHOBOM BBIE3HOU
IIpOBEPKHU CyOHEKTOB OOpallleHNs JIEKapCTBEHHBIX CPEACTB MOCPEACTBOM HalpaBlIeHUs
COOTBETCTBYIOINUX NOKYMEHTOB B TeUeHHe TpeX pabodux AHEH ¢ MOMEHTa OKOHYaHHUS
NpOBE/IeHUS YKa3aHHOM POBEPKH.
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33. OcHoBaHMeM [UIi Hayaja TPOBEPKH SBIAETCS IPHUKA3 PYKOBOIUTENS
(3amecTuTend  pykoBopuTens) Poc3apaBHagzopa  (TEpPUTOPHAIBHOIO  OpPraHa)
O MPOBEJCHHH IUIAHOBOW K (WIM) BHEIUIAHOBOM JOKYMEHTAapHOH HIH BBIE3IHOM
IIPOBEPKH, KOTOPBIA SBISETCS pe3yJbTaTOM aJMHHHCTPATHBHOM IpOIEXYPEI
«IIpuHsATHE perneHns o MPOBEJCHUH ITPOBEPKH’.

34. B npukaze pykoBomuTeins (3aMecTHTeNs pykoBoauTens) PocsmpaBHanzopa
(TeppUTOPUATIBHOTO OpraHa) YKa3bIBalOTC:

1) HaMeHOBaHHe OpraHa rocyAapCTBEHHOI'O Haa30pa;

2) damunuy, WMeHa, ordecTBa (IPH HAJIMYMHK), NOJDKHOCTH JHLA HIM JIHUI,
YIOIHOMOYEHHBIX HAa  IPOBEACHUE TIPOBEPKH, a TaKKe  IPUBIEKAEMBIX
K IIPOBEJICHHIO IIPOBEPKHU 3KCIIEPTOB, MIPEJCTABUTENIEH SKCIIEPTHEIX OpraHH3allMiA;

3) HauMeHOBaHHE OPHIMYECKOrO JIMLA WIH (aMHIHsA, MMs, OTYECTBO
(IpH HAMMYHM) MHIUBAIYAIBHOTO NPEANPHUHMMATEIS, IPOBEPKA KOTOPHIX IPOBOIUTCH,
MECTa HaxXOXICHHMA [OPHIMYECKHX JHMI (MX (WIHAIOB, IPEACTaBUTEILCTB,
00OCOONEHHBIX ~ CTPYKTYpHBIX  IIOApasfielleHHii) MiM Mecta  (aKTHYECKOro
OCYIIECTBIICHHS JeATENbHOCTH HHINBUIYATEHEIMH TIPpeANIPHHUMATEISAMH;

4) ueny, 3aJa4M, MpeAMET IIPOBEPKH U CPOK ee MPOBENSHHUS;

5) mpaBOBBIE OCHOBaHHS MPOBEIEHHS MPOBEPKH, B TOM YHCIE IOIJIENKAIIUE
IIPOBEPKE yCTaHOBJIEHHBIE TPEOOBAHHS;

6) CpOKM IpOBENEHHS W IepedeHb MEPOMPUATHH MO0 KOHTPOIIO, HEOOXOMMMBIX
IJIsl JOCTHDKEHMS LieNel ¥ 3aJjad POBeJIeHUs IIPOBEPKH;

7) nepedyeHb  aIMHUHHCTPATHBHBIX  DPErJIaMEHTOB IO  OCYIIECTBIECHHIO
roCyJapCTBEHHOI'O Ha/130pa; ,

8) mepedeHp IOOKYMEHTOB, IIPEACTABICHHE KOTOPBIX IOPHUAMYECKHM JIMIIOM,
WHIUBUAYalbHBIM  IpEANpUHUMATENEM, SBISIONMMCI CyOBeKTOM  oOpariueHus
JIEKapCTBEHHBIX CPEACTB, HEOOXOAMMO IS HOCTIDKEHHS Liejied W 3aad MpOBeIcHHUA
IIPOBEPKH;

9) naTel Hayaa ¥ OKOHYAHHUS MTPOBENEHHS IIPOBEPKH.

35. Ilpm noaroroBke K TNpPOBEACHHIO TNpoBepku  Poc3mpaBHam3op
(TeppUTOpHANBHEI OpraH) B paMKaX MeXBEJOMCTBEHHOr0 HH(OPMALMOHHOTO
B3aMMOACUCTBHUA B COOTBETCTBUM C [IpaBhiiaMH HampaBleHHs 3alpoca U IONydYeHHS
JIOKYMEHTOB H (W1H) HHPOpMALIMHK MOJIydaeT CIIeAyIOIy 0 HHPOPMALIHIO:

ot DenepanbHOl HAIOroBOM CIIy)XObI CBefieHHS U3 EAMHOro rocyaapCTBEHHOIO
peecTpa IOpUAMYECKHUX JMII M CBeleHHS U3 EQMHOro rocynapCTBEHHOIO peecTpa
WHAUBHIYaJIbHBIX MpeIIpUHAMATEIIEH;

or @enepanbHOM CIyXOBI TIOCyJapCTBEHHOM  pErHCTpalH, KaJacTpa
U Kaprorpapuu BBIMUCKY W3 EJMHOrO rocyZapCTBEHHOTO peecTpa HEIBUXHMOCTH
(comepxamias oOIIENOCTYIHEIE CBEJEHHS O 3aperMCTPHPOBAaHHBIX IIpaBax Ha OOBEKT
HEJIBHXKMMOCTH).

36. Uadopmauus o6 opraHu3allid W NPOBEJEHWH IUIAHOBOM (BHEIJIAaHOBOH)
IPOBEPKH BHOCHUTCS JOJDKHOCTHBIM JHIIOM Poc3npaBHanzopa (TeppUTOPHAIBHOTO
opraHa) B eJUHBIN peecTp IMPOBEPOK HE MO3JHEe TpexX pabodyMx AHEH CO JHA H3JaHUA
IpUKa3a  pyKoBoAuTeNls  (3aMecTHTeNs  pykoBoauTens)  Poc3ipaBHajsopa
(TeppUTOPHAIIEHOTO OpraHa) O MIPOBEJICHHH ITPOBEPKH.

’ [puka3 MunskoHoMpassuTas Poccuu Ne 141
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37. Ilpm  opraEuzanud ¥  [POBEJEHHWM  BHEIUIAHOBOM  IIPOBEPKH
IO OCHOBAHHSM, MPEIYCMOTPEHHBIM IOANMYHKTOM 2 IyHKTa 26 AJIMHHHCTPATUBHOIO
perinaMeHTa, IOJDKHOCTHOe JMio Poc3apaBHaj3opa (TeppUTOpUANBHOTO OpraHa)
BHOCHT HH(GOpPMAalMI0O O IPOBENEHMM BHEIUIAHOBOM IPOBEPKH B EAMHEIM DpeEECTp
IIPOBEPOK HE ITo3IHee IATH paboyuux JHel co AHSA Hadayla IpOBEJIECHHS IPOBEPKHU’.

38. PesynpraroM agMHHUCTpaTHBHOW mpouenypsl «lIpuHATHE pemeHus
0 NpOBEIEHUH MPOBEPKW» SBISETCS u3aHue Poc3npaBHAA30poM (TeppUTOPHAIBHEIM
OpraHOM) IpHKa3a O IIPOBEACHUY NIPOBEPKH.

IIpoBeneHne npoBepKU

39. OcHoBamueM i1 Hadaja aJMHUHHACTPaTHBHOM mpoueaypsl «lIpoBenenue
NpOBEPKH»  SBIAETCS  IPHKA3  PYKOBOAWTENS  (3aMeCTUTENs  PyKOBOJHUTENS)
PocanpaBHanzopa (TeppUTOpHATIEHOTO OpraHa).

40. ITpoBeneHre NPOBEPKU BIIpaBe OCYNIECTBIATH TOJIBKO T€ JOJKHOCTHBIE JIHIA
PocsapaBHam3opa (TeppUTOpUANBHEIX OPraHOB), KOTOpHIE YKa3saHbl B IpHKase
O IPOBEJCHUN MTPOBEPKH.

41. BHemnaHoBas ¥ IUTAHOBas IPOBEPKH MPOBOAATCS B (GopMe JIOKyMEHTapHOH
npoBepkr u  (WNM) BBIE3NHOH IPOBEpKM B  IOPAAKE, IPENYyCMOTPEHHOM
AIIMMHHCTPaTHBHEIM PErJIaMEHTOM.

42. B mpolecce mpoBefeHU JOKYMEHTAPHOH IIPOBEPKU MODKHOCTHBIMHU JIHIAMU
Poc3apaBHamzopa (TEppUTOpPHANBHBIX OPraHOB) pPAacCMAaTPHBAIOTCS  JOKYMEHTEI
CyOBEKTOB OOpalleHuss JIeKapCTBEHHBIX CPEJCTB, HMEIOIIMECS B DPaCHOPSKEHUH
PocznpaBHanzopa (TEpPUTOPHANBHOTO OpraHa), B TOM WYHCJE aKThl IPEeABIAyLIHX
IPOBEPOK, IMpeNIucaHus 00 YCTpaHEHHM BBLIBICHHBIX HapylIEHWH, MaTepuasbl
PacCMOTpPEHHS el 00 aAMUHUCTPAaTUBHBIX IIPaBOHAPYIIECHUSX.

43. B ciiydae eciid JOCTOBEPHOCTh CBEIEHHM, COREpKaluXcs B JIOKYMEHTaX,
AMEIOIIUXCA B pacHopsokeHuH Poc3npaBHam3opa (TeppUTOPHANBHBEIX OPraHOB),
BEI3BIBAECT OOOCHOBAaHHBIE COMHEHHS JHOO DTH CBeJIeHHS He II03BOJIIOT OLEHHTH
UCIONHEeHne 00A3aTeNbHEIX TpeboBanmi, Poc3gpaBHan30poM (TeppHTOPUAIBHBIMU
OpraHaMH) HampaBIeTcs B afpec TaKoro cyObekTa oOpallleHHs JIEKapCTBEHHBIX
CpeJICTB MOTHBHPOBAHHBIN 3arpoc ¢ TpeOGOBaHMEM IIPE/ICTaBUTh MHBIE HEOOXOAUMBIE
IJs pacCMOTpPEeHHSI B XOJe MpOBEAeHHsA MAOKYMEHTapHOM IPOBEPKH JOKYMEHTHI.
K s3ampocy mpuiaraeTcs 3aBepeHHas I1e4aThi0 KONMS TNpHKa3a pPyKOBOJUTENs
(3amectuTenss  pykoBoxuTensi) PocsanpaBHan3opa  (TEppHTOPHMANBHOIO  OpraHa)
0 TIPOBEACHUN JOKYMEHTapHON IIPOBEPKH.

44, VkazaHHBIE B 3allpoce JOKYMEHTHI MpeAcTaBiisiloTcd B PocsnpaBHansop
(TeppUTOpHANBHEIE OpraHBl) B YCTAHOBIEHHBIM IOJAINYHKTOM 2 IyHKTa 9
AJIMMHHCTPaTHBHOTO perJlaMeHTa CpOK B BHJE KONUMH, 3aBEPEHHBIX I1€YaTHIO
(mpy ee HAIMYUKM) W MONNMUCHIO pPYKOBOTUTENS, MHOIO JOJDKHOCTHOIO JIMIA
WIIK YTIOJIHOMOYEHHOI'0 MpeICTaBUTENs CyObeKTa 00paleHus JEKapCTBEHHEIX CPEICTB.

45. He pomyckaercs TpeOOBaTh HOTapHAIbHOTO YAOCTOBEPEHHS KOIMIi
JOKYMEHTOB, TMpeACTaBlseMbIx B PoczgpaBHam3op (TeppHUTOpHANbHBIE OpPraHEl),
eclIM HHOE He MPelyCMOTPEeHO 3akoHoxaTenbcTBOM Poccuiickoi Oenepanyu.

§ MynxT 26 nocranoenenus [IpasurenscTea Poccuiickoi ®enepamuu ot 28 anpens 2015 r. Ne 415
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46. B ciydae ecnmd B XoJe MTOKYMEHTAPHOH ITPOBEPKH BBISBIEHBI OIIMOKHU
U (WIHM) IIPOTHBOPEUHs B JOKyMeHTaX CyOBhekTa oOpameHus JeKapCTBEHHBIX CPEACTB,
160 HECOOTBETCTBHE CBEIEHHH, COEpP)KAIMXCS B OTHX JOKYMEHTaX, CBEICHMSIM,
coliep)KaluMcs B HMeromuxcs y PocsapaBHanzopa (TeppUTOpHANBHBIX OPraHOB)
OOKYMEHTax ¥ (HJIH) ITOJy9eHHEIM B XOJ€ OCYIECTBIEHHsI rOCy 1apCTBEHHOI'0 Ha130pa,
uHpopMaiysd o6 3TOM HampaBisieTcs CyOBeKTy oOpallleHHs JEeKapCTBEHHBIX CPENCTB
C TpeOGoBaHHWEM IPEJICTAaBUTh B TedeHWe JeciATH pabounx AHed HeoOXOoAUMEIE
MOSICHEHMS B TUCBMEHHOH hopMme.

47. Cybpekt oOpalleHHs JIEKapCTBEHHBIX CPEACTB, IIPeICTaBIIIONIII
B Poc3apaBHan3op (TeppUTOpHAIBHEIE OPTraHbl) MOSCHEHUS OTHOCUTEIBHO BEISIBICHHBIX
omuboK U (WIH) MPOTHBOPEUMiA B IPEACTaBIEHHBIX JOKyMEHTaX JHOO OTHOCHUTENHHO
HECOOTBETCTBUA COJEPKAIIMXCA B JOKYMEHTaX CBEIEHWH, BIpaBe IPEACTaBUTh
IOTIONHUTENBHO B  Poc3mpaBHam3o0p (TeppUTOpHalbHBEIE OpraHbl) JOKYMEHTHL,
ITOATBEPIKIAIONINE TOCTOBEPHOCTE paHee IPEACTaBIEHHEIX JOKYMEHTOB.

48. JIOMKHOCTHOE JIUIIO, KOTOPOE IPOBOAMT JOKYMEHTapHYIO NPOBEPKY, 00s3aHO
paccMOTpeTh TpEACTaBIeHHBIE PYKOBOIUTENEM, HWHBIM JOJDKHOCTHBIM JIMIIOM
WM YIOJHOMOYEHHBIM IPEACTaBUTENIeM CcyObekTa oOpamieHHus JIeKapCTBEHHBIX
CPeICTB, IIOSCHEHWSA W HOKYMEHTHI, IIOATBEPXKAAIOUIMe IOCTOBEPHOCTh paHee
IIpeJCTaBJICHHBIX JOKYMEHTOB. B cirydae eciu mocie pacCMOTpEeHHs IIPeICTaBIEHHBIX
MOSICHEHHH W JOKyMEHTOB JHMOO IIpH OTCYTCTBMM IOscHeHuil Poc3npasHamzop
(TeppuTOpHANBHBIN OpraH) YCTAaHOBUT IPU3HAaKd HapyIIEHHWs YCTAaHOBJICHHBIX
TpeOOBaHMI, MOJKHOCTHBIE JHIla Poc3gpaBHag3opa (TEPPUTOPHATBHOTO OpraHa)
IIPOBOJISIT BEIE3THYIO IIPOBEPKY.

49, MakcuMaJbHBIHA CPOK BBEITIOJIHEHH aJIMMHUCTPAaTUBHEIX JIEUCTBUH,
YCTaHOBJIEHHBIX B IIyHKTaX 41-48 AIOMUHHCTpPAaTHBHOIO periaMeHTa, He JOJDKEH
IPEeBHIINIATE JBAALATH pabodux JHEMH.

50. Brle3mmas IpoBepKa MPOBOJUTCS B Cilydae, €ClIM IpU JOKyMEHTapHOHN
IIpoBepKe He MPeICTaBISIETCS BO3MOYKHBIM:

1) ymocToBepUTBCS B IOJHOTE M JOCTOBEPHOCTH CBEIEHHM, COIEpXKaIluXcs
B JOKyMeHTax cyObekTa oOpalieHus JI€KapCTBEHHBIX CpEACTB, HMEIOIIUXCS
B pacropsbkeHun Poc3npaBHaazopa (TeppUTOpHAIBHBIX OPTaHOB);

2) OIEHHUTh COOTBETCTBUE JEATENFHOCTH CyOBeKkTa OOpalleHHs JIEKapCTBEHHBIX
CPeICTB YCTAaHOBIEHHBIM TpeOoBaHUSAM 0e3 MPOBENCHUA COOTBETCTBYIOIIETO
MEPOIPUATHS 110 KOHTPOJIIO.

51. Bele3gHas 1DOpoBepKka HAYMHAGTCS C  DpPEeABSBIEHHS  CIy>XeOHOro
yIOCTOBEpEHUSI NOJDKHOCTHBIMH JuIaMH Poc3gpaBHam3opa (TeppHTOPHUATBHOTO
opraHa), 00S3aTeNbHOT0 O3HAaKOMIIEHHS PYKOBOAUTEJA, MHOIO JOJDKHOCTHOIO JIMIA
WIA YIOJHOMOUYEHHOI'O NpeICTaBUTeNs CyObeKkTa oOpalieHys JeKapCTBEHHBIX CPEACTB
C TpHUKa3oM pyKoBoauTens (3amecTHTeNns pykoBoautens) PocsapaBHamsopa
(TeppUTOPHATIBHOTO OpraHa) O Ha3HauYeHWH BHIC3HOW NPOBEPKHU M C MOTHOMOYHSIMHU
IIPOBOASAMINX BEIE3THYIO IIPOBEPKY JIUI, a TaKxKe C LeJMH, 337adaMHt, OCHOBaHUAMM
IPOBEICHUS BBIE3THOM NPOBEPKH, BUAaMU U 006B5€MOM MEPONPHATHH IO KOHTPOIIO,
COCTaBOM 3KCIIEPTOB, IPEJCTABUTEISIMHA OSKCIEPTHBIX OpraHM3allui, MPHBIEKACMBIX
K BbI€3IHOM IIPOBEPKE, CO CPOKAMH K C YCIOBUSMH €€ IIPOBEICHMS.

52. PocampaBHag30poM  (TeppUTOPHAIBHBIMH  OpraHaMH)  IIPHBIIEKAIOTCS
K TPOBEIEHHIO BBIE3ZHOM NPOBEpKH  AaTTECTOBaHHBIE B  YCTAaHOBIECHHOM
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3aKoHOHaTenbeTBOM Poccuiickoit Mefepanuy mopsake SKCIEpTHI (Jaee — SKCIEPTHI)’,
aKKpeIUTOBAHHEIE B YCTAHOBJIEHHOM 3aKOHOJaTelhcTBOM Poccuiickoit ®exepanuu
HOpANKE OKCIEpTHBE OpraHM3alMu (Hajee —  OKCIEPTHBIC OpraHu3aIyu ),
HEe COCTOSINKME B TPXTAHCKO — NPABOBBIX M TPYAOBBIX OTHOIIEHHSX C CYOBEKTOM
obpalleHns JTeKApCTBEHHBIX CPEACTB M He ABIIomuMecs aQuidpoBaHHBIMH JTHIAMH
CyOBEKTOB 00pallleHUs IeKapCTBEHHEIX CPEICTB.

53. Ot6op 06pa3lOB JEKAPCTBEHHBIX CPEICTB IPU INPOBEIEHHUH IPOBEPKH
OCYIIECTBIISIETCS  JODKHOCTHBIMH  JIMIAMHM,  YKa3aHHBIMH B IyHKTe 3
AJIMHHUCTPAaTHBHOTO pErjiaMeHTa, C MPUBICUEHHEM NPH HEOOXOJUMOCTH IKCIEPTOB
¥ (W) OKCIEPTHOM OpraHM3alM¥ B NPUCYTCTBHM HpeICTaBuTeNs CyObeKTa
0GpalleHus IeKapCTBEHHEIX CPEJICTB, Y KOTOPOTO OCYIIECTBISETCA 0TO0p 00pasioB.

54. Pe3ynpTaToM aJMHUHHCTPaTHBHOHM Ipouenyphl «lIpoBeneHne IPOBEPKID
SBISETCS COCTaBJIeHNe JOJDKHOCTHBRIMH nuiiamu PocsapaBHaz30pa (TeppUTOpHaIbHOTO
OpraHa) aKkTa II0 YCTaHOBJIEHHOH (opMe B ABYX SK3eMILIIpax’.

MakcuManbHBIii ~ CPOK  BHINOJNHEHHMS  aJMHHHMCTPAaTUBHHIX  [IEHCTBHUH,
YCTAHOBIEHHEIX B IyHKTax 50-55 AIMUHHMCTPaTHBHOIO pErjaMeHTa, He MIOJ/DKeH
TIpeBBIATh ABaaIaT pabounX JHEH.

Odopmiienne pe3yapTaToB IPOBEPKH

55. QcHOBaHWMeM WIi Hauajla aJMHHHCTPATHBHOM mnpouexypbl «OdopmieHue
pEe3yNBTATOB IPOBEPKM» ABJIAETCA 3aBepIICHIE IPOBEPKH.

ITo pesyiabTaTaM TNPOBepKH HOMKHOCTHBIMM JmiaMu  Poc3gpaBHajasopa
(TeppUTOpHANBHBIX ~ OPraHOB), MPOBOJAINAMHM  TPOBEPKY, COCTABIIAETCA  aKT
I10 YCTAHOBJIEHHOM (hopMe B IBYX IK3EMILIIpax.

56. B akTe MpOBEPKH yKa3bIBAIOTCA:

1) nata, BpeMs ¥ MECTO COCTaBJICHUS aKTa IIPOBEPKH;

2) HaUMEHOBaHWE OpraHa TrOCYJapCcTBEHHOro Hanzopa (PocsmpaBHan3op
YIY TEPPUTOPHATBHEIN OPraH);

3) #ara W HOMep IpHKa3a PYKOBOAHMTEN (3aMeCTUTEL PYKOBOJUTEILS)
Poc3apaBHag3opa (TeppUTOPHAIBHOTO OpraHa);

4) pamuinu, UMeHa, oTdecTBa (TIPH HAMYKMK) U AOJDKHOCTH JOJDKHOCTHOTO JIMIA
WJIH JOJDKHOCTHBIX JIULI, IPOBOAMBIIHX IIPOBEPKY;

5) HaUMEHOBaHUE IPOBEPSIEMOr0 IOPHAMYECKOrO JHMUA WM (aMHIMd, WM
M OTYeCTBO MHIMBHIYaIBHOTO MPEAIPUHUMATENA, a TakkKe QpaMuins, uMsi, OTIECTBO
¥ JOJDKHOCTh PYKOBOJHUTEINS, HMHOTO MO/DKHOCTHOIO JHIAa WM YIOJHOMOYEHHOI'O
NpeCTaBUTeNsI  IOPUAMYECKOro  JIWIQ, . YIOJHOMOYEHHOIO  IpPEeACTaBUTEIs
VHIVBUIYAJIBHOTO MpeNpUHUMATENs, IPHCYTCTBOBABIINX IIPY IPOBEICHUAM IIPOBEPKH;

6) nata, BpeMs, IIPOJOJDKUTEIFHOCT B MECTO IIPOBEICHHS IPOBEPKH,

7) cBeieHUs O pe3ynbTaTaX IPOBEPKH, B TOM YHCIE O BBIABICHHBIX HApyUICHUAX
yCTaHOBJIEHHBIX TpeOoBaHHHM, 06 WX XapakTepe U O JHLAX, JONYCTHBIIMX yKa3aHHBIC

7 Mocranopnerue [pasurensctea Poccuiickoii ®enepaumy ot 10 mons 2014 r. Ne 636
8 demepanbHblil 3aK0H 0T 28 nekabps 2013 r. Ne 412-03
® Ilpuxa3s MunskoHOMpa3BuTH Poccun Ne 141
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HapyIIeHMS,;

8) cBemenus 00 03HAKOMJIEHMH WJIM OTKa3e B O3HAKOMIICHHMH C aKTOM IIPOBEPKH
PYKOBOJIUTENS, MHOTO JODKHOCTHOTO JHIA HIM YIOJTHOMOYEHHOIO IIPEJICTaBUTEA
cyOBeKTa oOpamieHus JEKapCTBEHHBIX CPEACTB, IPUCYTCTBOBABIIETO NPH IPOBEICHHU
IPOBEPKM, O HAIMYAM HMX HOAMHCEeH WIM 00 OTKase OT COBEpILIEHWs IIOJIIKCH,
a TaKKe CBEIEHHWS O BHECEHHH B JKypHall ydeTa HpPOBEPOK 3allCH O IPOBEICHHOM
IPOBEPKE JIM00 O HEBO3MOXXHOCTH BHECEHHS TAaKOH 3allUCH B CBI3M C OTCYTCTBHEM
y cyObeKTa oOpaleHus JIEKAPCTBEHHBIX CPEICTB YKa3aHHOIO XypHaa,

9) moAmIMUCH JOJDKHOCTHOTO JIAI@ WM JOJDKHOCTHBIX JIUL, IIPOBOJUBIIMX
IIPOBEPKY.

57. AxT mpoBepku o0¢GOpPMIIETCS HENOCPEACTBEHHO IIOCHIE €€ 3aBepIIeHHs
B JIByX OK3eMIUIIpaxX, OOWH M3 KOTOPHIX C KOIMSIMH IPUIOXKEHHH Bpy4Yaercs
PYKOBOJUTEO, MHOMY JOJDKHOCTHOMY JIUIy WM YHOJHOMOYEHHOMY IPEICTABUTENIO
cyOBeKkTa OOpalleHMs JIeKApPCTBEHHBEIX CpPEACTB IIOJl PAcIMCKy 00 O3HAaKOMIIEHHMH
1160 06 0TKa3e B 03HAKOMIIEHUH C aKTOM IIPOBEPKH.

B cioydae OTCYTCTBHS  PYKOBOAWTENS, HHOIO  JOJDKHOCTHOIO  JIMIA
WM YIIOJIHOMOYEHHOI0 TIpeICTaBUTENs CyObheKTa 0OpallleHUs JIEKapCTBEHHBIX CPEJICTB,
a TaKXKe B Cllydae OTKasa CyObekTa o0palieHus IeKapCTBEHHEBIX CPEJCTB JaTh PACIUCKY
00 o3HakoMileHMHM OO0 00 OTKa3e B O3HAKOMIIEHHMH C aKTOM MpPOBEpPKU, AaKT
HampaBiIgeTcs 3aKa3HBIM IOYTOBBIM OTIIPaBICHHEM C YBEIOMIEHHMEM O BPYYECHHUH,
KOTOpOe MpHOOIIaeTcs K SK3eMIULIPY aKTa IPOBEPKH, XpaHALNIEMYyCs B Jele
Poc3npaBHamzopa (TeppUTOpHAIBHOIO OpPraHa).

58. Ilpu Hamuumm coryiacusi cyOpekra oOpalieHHs JIeKapCTBEHHBIX CpPe/ICTB
Ha OCYIIECTBIEHHE B3aUMOJEHCTBHS B  DJIeKTpOHHOH dopme B  pamkax
rocyJapCTBEHHOIO Haja3opa akT M[pOBEpKA MOXeT OBITh HampableH B ¢opMme
3NIEKTPOHHOIO  JOKYMEHTa, MOJIUCAHHOTO  YCUJIEHHOM  KBaIH(QHMIMPOBAaHHON
3JIEKTPOHHOM TOAMUCHIO JIMIA, COCTABHBIIETO AAHHBIM aKT, PYKOBOJUTEIIO, WHOMY
JOJDKHOCTHOMY JIMIly WM YIIOJHOMOYEHHOMY IpEICTaBUTENI0 CyOheKTa oOpalleHus
JIEKapCTBEHHBIX CPEICTB, €ro YIOJIHOMOYEHHOMY npencraBureso. Ilpu stom axr,
HampaBJIeHHEIH B QopMe 3JIEKTPOHHOTO JOKYMEHTa, IOANUCAHHOIO YCHIECHHOM
KBATUQUIUPOBAHHOM HJIEKTPOHHOM IIOANKCHIO JIMNA, COCTAaBMBIIErO JaHHBIA aKT,
cyObekTy oOpamieHHs JeKapCTBEHHBIX CpPeICTB CHocoboM, 00eCneYHBaromuM
IOATBEP)KICHAE TIONY4YEeHNs YKa3aHHOTO JOKYMEHTa, CYMTAaeTCsd IIOJIYYEHHBIM
IIPOBEPSEMBIM JIAIIOM.

59. K akTy mpoBepKH MpHIIararoTcs NPOTOKOJBl MM 3aKIIOYEHHSA IMPOBEIEHHBIX
JiCCIE[OBaHMl, MWCIBITAHMMA M JKCIepTH3, OOBjICHeHHWs pabOTHUKOB CyOBeKTa
oOpalleHuss JIEKapCTBEHHBIX CPEACTB, Ha KOTOPHIX BO3JIaracTCs OTBETCTBEHHOCTD
3a HapylIEHHe YCTAHOBIEHHBIX TpeOOBaHUM, NpeanucaHus 00 yCTpaHEHUH
BBLISABICHHBIX HapyIICHHH W WHBIE CBS3aHHBIE C pe3yJlbTaTaMH MPOBEPKU JOKYMEHTHI
WIYA UX KOIIHAM.

MaxkcuManbHBIH CPOK BBIIOJHEHHS aJIMUHUCTPATHBHOIO JAEHCTBHSA, COCTABJIAET
OJIMH pabo4uil JeHb C MOMEHTA 3aBEPIIECHHUS IPOBEPKH.

60. B ciyyae ecnd A COCTaBJICHHMsS aKTa IIPOBEPKM HEOOXOAMMO IOJIYy4YHTEH
3aKJIOYEHHS 110 Pe3yJIbTaTaM MPOBEICHHBIX HUCCIEI0BaHUH, HCIIBITAHUH, CIIEHATBHBIX
paccie0BaHuii, SKCIIePTU3, aKT IPOBEPKH COCTABIACTCH B CPOK, HE MPEBBIIIAOIIAIA
Tpex pabouux AHeH mociie 3aBepIIeHNs] MEPONPUATHH 110 HA30PY, U BPy4aeTCs JIMLOM,
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YINOJIHOMOYEHHBIM Ha MpOBeeHHe NPOBEPKH, PYKOBOAMTENO, HHOMY HOJDKHOCTHOMY
ULy WA YIOJHOMOYEHHOMY IPEICTAaBUTENIO CyOBeKTa 0OpalleHus JIeKapCTBEHHBIX
CPE/ICTB IO pACIHCKy JHOO HAIpaBISeTCs 3aKa3HbIM II0OYTOBBIM OTMpPAaBIICHHEM
C yBEJOMJIEHMEM O BpydyeHHH Hu (W) B (opMe 3JIECKTPOHHOTO JOKYyMCHTa,
HOANUCAHHOTO YCHJIEHHOW KBaTM(UIMPOBAaHHOM 3NEKTPOHHOM MMOJIMCHIO JIMIIA,
COCTABUBIIEr0 JaHHBIA akT (IpH YCIOBHM coryachs CyObekTa oOpamieHus
JIeKapCTBEHHBIX CPEJCTB Ha OCYIIECTBICHHE B3aMMOJEHCTBHA B JJIEKTPOHHON (opme
B paMKaX IOCYJapCTBEHHOrO HaJ30pa, CIIocoO0M, 00eCreunBaroUIuM MOATBEPXKICHUE
ITONyYeHHs YKa3aHHOTO JOKyMeHTa. [Ipy 3TOM yBelOMIIeHHe O BPYUECHHH U (WIH) UHOE
MOATBEPXKAEHHE MOyYeHHs YKa3aHHOTrO JOKyMEHTa IPHOOMIAIOTCS K 9K3eMIULIPY aKTa
IIPOBEPKH, XpaHAIeMycs B fene Poc3apasHansopa (TeppiTOPHATEHOIO Opraxa).

MaxcUManbHBIE ~ CPOK  BBHINONHEHUS  aAMHHHUCTPATHBHOIO  JEHCTBUA,
He JOJ/DKEH TpeBBIIATh TpexX pabodux IHEH, Iocie 3aBepmeHI/m aIMHHUCTPATHBHOM
nporeaypsi «[IpoBeieHre TPOBEPKI.

61. Nudopmanuss o pe3ynbTaTax NPOBEPKH BHOCHUTCHA JOJDKHOCTHBIM JIMIOM
PocsapaBHanzopa (TeppUTOPHABHOTO OpraHa) B €IUHBIA peecTp MPOBEPOK
He [o3/iHee AecATH pabouux AHeH co IHA OKOHYAHUS MPOBEPKH ™.

62. Pe3ynpraToM aJMHHUCTPaTHBHON mpouexypsl «OdopMieHHe pe3yNbTaToB
IPOBEPKU» SBJIAETCA BpydeHHE (HAlpaBleHHEe) aKTa IPOBEPKU PYKOBOJUTEINIO, HHOMY
ITOKHOCTHOMY JIAIy WIH YIIOJHOMOYEHHOMY IPEACTAaBUTENIO CyOBEKTa oOpalieHus
JIeKapCTBEHHBIX CPEACTB.

[IpuHATHE Mep MO pe3yNIbTaTaM NPOBEPKU

63. OcHoBaHWEM [ Havala aJMHHUCTpaTHUBHOH nponexypsl «lIpuHarue Mmep
I0 pe3yJbTaTaM IIPOBEPKH» SBISAETCS BBIBIEHHME IIPH IIPOBENCHHH IPOBEPKU
HapymieHuil o0s3aTeNbHBIX TpeOOBaHMH, B CBA3M C 4YeM JIOJDKHOCTHBIE JIMIIA
Poc3npaBranzopa (TEppUTOPHATIBEHOTO OpraHa), IIPOBOAMBIINE IPOBEPKY, B IpeAesiax
TIOMHOMOYHKHM, MPEAyCMOTPEHHBIX 3aKOHOJaTeNnbcTBOM Poccmiickoit @enepauuw,
00g3aHbI:

1) BbgaTh CyOBEKTY OOpamieHus JIeKapCTBEHHBIX CPEJACTB IIPeANMCaHHe
06  yCTpaHeHMM  BBUIBICHHBIX  HapylmleHHH  00s3aTelbHBIX  TpeGoBaHMMA
C YKa3aHHEeM CPOKOB MX YCTPaHEHHS,;

MAaKCHUMaJbHBIA CPOK BBIIIOJHEHHS aAMHHUCTPAaTHBHOIO IEHCTBUSA COCTaBISET
oIuH paboumii IeHb C MOMEHTA 3aBepIIEHN IIPOBEPKH.

2) B paMKax KOMIIETEHIUM IPHHATH Mepbl II0 KOHTPOJIO 33 YCTpaHEHHEM
BEIABJICHHBIX HAapylIEHHH 00s3aTeNIbHEIX TpeOoBaHMil (B TOM YHCIIE IyTeM IIPOBEACHHUS
BHEIUIAHOBEIX IIPOBEPOK), HX MPEAYNPeXICHUIO, MPeJOTBPALICHHIO BO3MOXHOIO
NpUYMHEHHs  Bpelda  JKU3HM,  3JOPOBBIO  TIpaXIaH, a  TaKke  Mephl
II0 TIPUBJIEYEHHUIO JIUIY, JOITYCTHBIIHNX BBIABICHHEIE HAPYLICHHUs], K OTBETCTBEHHOCTH,;

1 ITynkr 19 nocranosnenus [pasurensctsa Poccuiickoit denepanuu ot 28 anpens 2015 r. Ne 415
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MaKCHMaJIbHBIN CpOK BBINIOJIHEHUSA aIMHUHUCTPATUBHBIX JeNCTBUM,
yCTaHaBIUBaeTCa (OMpEHessieTcs]) B COOTBETCTBHH C OCHOBAaHUAMHU (KPHTEPHAMH),
IpeayCMOTPEHHBIMU IIYHKTOM 26 A TMUHHUCTPAaTUBHOIO pEriIaMEHTa.

3) B ciydyae HalM4Yusl MPU3HAKOB aJMMHUCTPATHBHOIO IPaBOHApYyLIECHU,
npexycmotpennsix Kogekcom Poccuiickoit ®epepauuu 06 aAMHUHHCTPAaTHBHBIX
IIPaBOHAPYIIIEHUSAX, COCTABUTH MIPOTOKOJI 00 aAMUHUCTPATHBHOM IIPaBOHAPYIIECHHUY;

MaKCHMAaJbHBIH CPOK BBITOJHEHHUS aJMHHMCTPAaTUBHOIO NEWMCTBHS HE JOJDKEH
IpeBEIIATh JBYX paboyux MOHed, C MOMEHTAa BBIBICHUS aJMHUHUCTPATUBHOIO
MIpaBOHAPYIIEHUS. |

4)  HampaBUTh  MaTepHalbl  TNPOBEPKHM B  OpraHsl  IPOKYpPAaTypBHl,
MPaBOOXPAHUTENBHBIE OpPTraHBl, B CIy4ae BBIIBICHUS HapylIeHUH o00s3aTeNbHBIX
TpeOOBaHWii,  COAepXAaNMX  NpPHU3HAKM  IpPEeCTyIUNIEHUA B COOTBETCTBHUH
¢ 3aKoHOHaTeILCTBOM Poccuiickoit @enepanny;

MaKCHUMAJIBHBINA CPOK BEITIOJIHEHUS aJIMUHUCTPATUBHOIO AEUCTBHS COCTABIIAET TPH
pabogux JHS ¢ MOMEHTA 3aBEpIIEHUS IIPOBEPKHU.

5) mpuHATH pelieHHe 00 H3BATHM W YHWYTOXEGHUM HeJ0OpPOKavueCTBEHHOIO
JIEKapCTBEHHOIO CpeACTBa U (WIH) QalbCHPUIHUPOBAHHOIO JIEKapCTBEHHOIO CPEJCTBa
IpH BEIIBIeHHH (aKTOB BBO3a Ha TeppuTopuio Poccuiickoil ®enepanmu uimu GHaxkros
Ipa’kIaHCKOTO obopoTta Ha TEPPUTOPHHU Poccutickoit Denepanyn
HeJJOOpOKAaYeCTBEHHOTO JIEKAPCTBEHHOro cpeicTBa M (wiM) GaibCHUIUPOBaHHOIO
JIeKapCTBEHHOTO CPEeJCTBa

MaKCHMAaJIbHBIA CpPOK Ui  BBINOJHEHWS  aJAMHUHHUCTPATUBHOIO  JIEHMCTBHUA
TpY pabo4MX JHA OT JATH MOIY4eHUs] HHOOPMAIHH O HECOOTBETCTBHH JIEKAPCTBEHHOIO
CpeCTBa YCTaHOBJIEHHBIM TpeOOBaHUAM K Ka4ECTBY.

6) obpatuthCcsi B Cyd B ciydae eclii Biajenel] HeJoOpOKaueCTBEHHOIO
JIeKapCTBEHHOTO cpelcTBa U (WiH) (anbCHPUIIPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA
He CorlaceH C pelmeHHeM 00 M3BATHH M YHHYTOXKSHHH HeJoOpOKauyecTBEHHOIo
JIEKapCTBEHHOTO cpeacTBa U (win) (anbcuULEpPOBaHHOIO JIEKAPCTBEHHOIO CPEICTBA,
a TaK)Ke €CIIH OH He BBIIOJIHII 3TO pellleHre ¥ He COOOIINII 0 IPHHATHIX Mepax”.

MaKCHMAaJIbHBINA CPOK BBHITIOTHEHNUS aJIMUHUCTPATABHOTO IEACTBHSA COCTABIIIET TPH
pabounx JHA  Tocie HCTEYCHHUS CpoKa WCTIOJTHEHUS peIIeHU
06 M3BATHM M YHHYTOXXEHUH HeI0OpOKadeCTBEHHOIO JIEKapCTBEHHOIO CpelCTBa
1 (1n) panbcupuupoBaHHOIO JEKAPCTBEHHOIO CPEICTBA.

64. adbopmammsi 0 Mepax, NPUHATHEIX II0 pe3yabTaTaM IPOBEPKH, BHOCHTCA
JOIDKHOCTHBIM JIUIIoM Poc3paBHai30pa (TeppUTOPUAIBHOTO OpraHa) B €IMHEIA PeecTp
IIPOBEPOK He MO03[Hee IITH pabouux JHEH CO AHS NPUHATHA Mep”, yKa3aHHBIX B IYHKTE
63 AIMUHUCTPATUBHOIO pPErjiaMeHTa.

65. PesympraroM  agMuHHMCTpaTMBHOM — Ipouenypsl  «lIpuHaTHEe — Mep
IO pe3yJbTaTaM HpPOBEPKU» SABIAIOTCA pEINEHWS M IPEANMCAaHHWA, IPUHSATHIE
B IIpOIlECCEe OCYIIECTBIICHHSA IOCYJapCTBEHHOIO Haq30pa M 3aTparuBarollie MHTEPECH
HeOoIpeAeIeHHOro Kpyra Jui, Kotopbkle Poc3ipaBHaz3op (TeppHUTOpPHANIBHBIA OpraH)
pasmenaeT Ha O(QUITMAIBHOM CaiTe.

" TTynxr 3 nocrasosnenus Ilpasutenscrsa Poccutickoi @enepanuy ot 3 ceHtsaops 2010 r. Ne 674
2 ITynkr 5 nocranosnerns Ipasatenscsa Pocentickoii ®enepauuu ot 3 ceHTa6ps 2010 r. Ne 674
13 IMynxT 20 nocranosnerus Ipasurensctea Poccuiickoit ®enepaimu ot 28 anpens 2015 r. Ne 415
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IV. Iopsanok u GopMBI KOHTPOJIA 38 HCIIOHEHHEM IOCYAapCTBEHHOH (QYHKIIIH

IMopsinoK OCyIIECTBIEHUS TEKYIET0 KOHTPOIIS 33 COOMIOAeHUEM
¥ MCIIOJIHEHHEM JOJDKHOCTHRIMHE THLiaMu Poc3paBHanzopa
(TeppUTOpPHATIBHEIX OPraHOB) MOJI0XKEHU A IMHUHHUCTPAaTHBHOIO
periiaMeHTa U WHBIX HOPMATUBHEBIX [IPaBOBBIX aKTOB,
yCTaHaBJIUBAIOUINX TPEOOBAHUS K HCIIOIHEHUIO
roCyJapCTBeHHOM (QPyHKINH, a TaKXKe IPUHATHEM UMH PEeLIeHUH

66. Texymuii KOHTPOJb 3a COOMIOIEHNEM OPSAIKA UCIIONHEHHS TOCYAapCTBEHHOM
GYHKIMM, TPUHATHEM pelieHuil JODKHOCTHBIMH Jmnamu  PocsapasHansopa
(TeppHUTOPHANBHBIX OPTaHOB) OCYIECTBISIETCA IOCTOSIHHO B IMPOLIECCE OCYINECTBICHUS
AIMUHUCTPATUBHBIX  MPONEAYp  YIOJHOMOYEHHBIMH  JOJDKHOCTHEIMHM  JIMIIAMH
PocaipaBHag30pa (TeppUTOPHATBHBIX OPraHOB), OTBETCTBEHHBHIMHM 3a OPraHH3aLMIO
pabOTBl 10  WCIOJHEHHWIO TIOCyJapCTBEHHOH  (YHKIMH, B  COOTBETCTBHH
C YCTAaHOBJIEHHBIMH AJIMAHHUCTPATUBHBIM PpETJIAaMEHTOM COZEpKaHHEM JeHCTBHM
U CpPOKaMH HMX OCYIIECTBIIEHHUS, a TaKXe IyTeM IPOBEACHHs IPOBEPOK HCIIOJHEHMS
HOJIOXKEHUH ATMUHUCTPAaTUBHOTO PEIIaMEHTa, MHBIX HOPMAaTHBHEIX IIPABOBBHIX aKTOB
Poccuiickoii @enepanyu.

67. IlepeueHb MNODKHOCTHBIX JIMI, OCYLIECTBILIIOIMX TEKYIIHHA KOHTPOJb
3a  HCIIOJIHEHMEM T[OCYJapCTBEeHHOM  (QYHKIMM  yCTaHaBIMBACICA  IPHUKA30M
pykoBoaurens Poc3npaBHa30pa (TeppUTOPHANEHOTO OPraHa).

TTopsimoK ¥ epHOANMYHOCTD OCYIIECTBIECHHS IIITAHOBBIX
¥ BHEIJIAHOBBIX NPOBEPOK IIOTHOTHI ¥ Ka4eCcTBa UCTIOIHEHUS
roCyIapCTBeHHOHM QyHKIMH, B TOM YHCIie TOPAA0K U GOPMEI
KOHTPOJIA 3a IIOJTHOTON B Ka9€CTBOM HUCIIOTHEHUS
roCyJapcTBeHHOM QyHKIIUN

68. Poc3npaBHam30p OpraHu3yeT M OCYIIECTBISET KOHTPOJb 3a HCIIOJNHEHHEM
rOCYIapCTBEHHOHM (YHKIMH TEppPUTOPUAIBHBIMYA OpraHaMM IOCPENCTBOM IIPOBEJIECHMUS
IUIAHOBBIX M  BHEIUIAHOBBHIX TMPOBEPOK TOJHOTBI M  KadecTBa MCIOJIHEHHUS
TOCy/IapCTBEHHOMN QYyHKIIUH.

69. Ilpu npoBeeHNN IUIaHOBOM MPOBEPKU MOTYT pacCMaTpUBAaThCs BCE BOIPOCHI,
CBS3aHHBIE C HCIOJTHEHHEM TIOCYAAapCTBEHHON GYHKIMU (KOMILJIEKCHBIE IPOBEPKH),
WIK BOIPOCH], CBSI3aHHBIE C MWCIIOJHEHHEM TOW WIM HMHOM aJMMHUCTPATHBHOM
HpoleIyphl (TeMaTudecKye NpoBepKH) A IMHHUCTPaTHBHOIO pErlaMEHTa.

70. BHeIIaHOBEBIE IIPOBEPKY MIPOBOMATCS 10 KOHKPETHOMY oOpalenuio (xkanobe)
rpaxiaH U IOpUIUYECKUX JIHLI.

71. TlepromgM4HOCTH OCYLIECTBIEHUS IUIAHOBBIX IIPOBEPOK YCTaHABIIMBAETCS
pykoBoguteneM Poc3apaBHaazopa.
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72. InaHoBBle M BHEIJIAHOBHIE IPOBEPKHU IPOBOISATCS Ha OCHOBAaHMM IIPHKA30B
pykoBoauTes PocsipaBHaizopa (TEppUTOPUATIEHOTO OpraHa).

OTBETCTBEHHOCTH JOJDKHOCTHBIX JuIl Poc3ipaBHaa3opa
(TeppUTOpHAJIBHBIX OPraHoOB) 3a pelleHus U neiicTBus (O6e3elicTBre),
IpUHUMaeMble (OCYIIeCTBIIsIEMbIe) UM B XOZ€ HCIIOIHEHU
roCyAapCTBeHHON GYHKIUN

73. ITo pe3yinbTaTaM MPOBEIEHHBIX NPOBEPOK B CIydae BBIIBICHHS HapyINEHHM
I10JIOXKEHHH AIMHHUACTPATUBHOI'O periiaMeHTa M UHBIX HOPMAaTHBHBIX IPAaBOBEIX aKTOB,
YCTaHABIUBAIOMUX TPEOOBAHMUS K UCIIOTHEHHIO I'OCYJApCTBEHHOM (YHKIIMH, BHHOBHEIE
NO/DKHOCTHBIE  JIMIIA NPHUBIEKAIOTCS K  OTBETCTBEHHOCTH B COOTBETCTBHHU
¢ 3aKOHOaTeNbcTBOM Poccuiickoit Menepanui.

74. TlepcoHanbHass OTBETCTBEHHOCTh JOJDKHOCTHRIX Il PocsapaBHangsopa
(TeppUTOpPHATBHEIX OPraHOB) 3aKpelifeTci B HMX JIODKHOCTHEIX perjiaMeHTax
B COOTBETCTBHH ¢ TpeOOBaHMAMH 3aKoHOIaTenbcTBa Poccniickoit ®enepanun.

ITooxeHus, XxapakTepu3yloiue TpeOOBaHuUs K IOPSAKY
1 hopMaM KOHTPOJIS 32 HCIIONMHEHHEM IoCcyJapCTBEHHOM QyHKIMY,
B TOM YHCJI€ CO CTOPOHEI IPaXKiaH, UX 00BeIUHEHUH U OpraHu3aIuii

75. KoHTponb 3a WCHONHEHHEM JODKHOCTHBIMH JHIAMH Poc3apasHajzopa
(TeppUTOPHATBHEIX OPTaHOB) OCYJapCTBEHHOM (PYHKIMM MOXET OCYILECTBIATHCH CO
CTOpOHBI TpaXJaH, HX OOBEAMHEHHMH W OpraHu3alMid IIyTeM HalpaBlIeHUST
B aapec PocsapasHamzopa (TeppUTOpHATIBHBIX OPraHoB):

1) mpemIoXeHHii O COBEpIIEHCTBOBAaHHMM HOPDMATHBHBIX IIPaBOBBIX AaKTOB,
pernaMeHTUPYIOIMX HCHONHeHue Poc3npaBHag3opoM (TeppHTOPHATBHEIX OPraHOB)
roCyIapCTBeHHOI (yHKLMH;

2) cooOmeHHt © HapyIIEHUW TIIOJIOKEHUH HOPMATHMBHBIX IIPABOBBEIX aKTOB,
Hemocratkax B pabore  Poc3mpaBHam3opa — (TEppUTOpHANbHBIX  OPraHOB),
HX JIOJDKHOCTHBIX JIMII;

3) xano® mo dakTaM HapymeHHs AOJDKHOCTHBIMM JuiaMM PocsapaBHansopa
(TeppUTOPHATBHEIX ~ OpPraHOB) IIpaB M 3aKOHHBIX ~ MHTEPECOB  IpaXKiaH
Y FOPUINYECKUX JIULL.

V. HocyneOHblii (BHECYA€OHBIN) MOPAIOK 00KanoBaHus
pemenuii u neiicteuii (6e3netictus) Poc3apasHagzopa
(TeppUTOpHANIEHOTO OpraHa) 0 UCIOJIHEHHIO ToCy 1apCTBEHHOH QyHKIMY,
a TaKXxe JOJDKHOCTHBIX JIULL

MudopMalus 11 3aMHTepECOBaHHBIX JIUI[ 00 UX IpaBe Ha focyaebHoe (BHeCYieOHOE)
obxaltoBanMe JIeicTBYM (0e31eiiCTBI) U pelIeHIH, IPUHATHIX
(OCyIIECTBIIAEMBIX) B X0/I€ UCTIONIHEHUS FOCYyAApCTBEHHOM QyHKIIUN
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76. 3aumHTEepecoBaHHBIE JIMIA HMMEIOT IPaBO Ha JocyneOHoe 00’xasioBaHue
nejictBuit (6e3melicTBHIl) M pelIeHHM, OCYIIECTBICHHBIX (IIPUHATBIX) HOJDKHOCTHBIMH
nunamMu  PocsgpaBHagzopa  (TEpPUTOPHANBHBIX ~ OPraHOB) IPH  HCIOJHEHHH
roCyJapCTBEHHOH (PYHKIIUM.

Ipeamer nocynebHOro (BHECYIeOHOT0) 00KaoBaHuU

77. TIpemmeToM mocyneGHOro (BHecCyIeOHOI0) 00XKaloBaHus SBJIIOTCS AEHCTBHA
(Ge3neiicTBrE) M peLICHVs, NPUHATHE (OCYIIECTBIEHHEIE) NODKHOCTHBIME JIHIAMH
PocsnpasHagzopa (TeppUTOpHUAIbHEIX OPraHOB) IPM HCIOJHEHHM TOCYIapCTBEHHOM

GYHKIMH.

VicuepuriBaromuii nepedyeHb OCHOBAHMIMA
IS IPUOCTAHOBJIEHHS PaCCMOTPEHNUS KaJo0bl U CIIy9acs,
B KOTOPBIX OTBET Ha Xajlo0y He AaeTcs

78. B ciydae eciM B IHCBMEHHOM amobe He yKasaHel (aMuIus JUUa
(B ciydae, eciiv 3asBUTENb — (QU3UYECKOE JIMIIO) WM HAMMEHOBaHHE IOPHINYCCKOTO
JHIA, HaIpaBHUBIIETO >Xanoby, W TOYTOBBIM ajpec, IO KOTOPOMY JOJDKEH OBITH
HalpaBJIeH OTBET, OTBET Ha jkanoly He Jaercs.

79. Xanoba, B KoTopoi obkaiyercs cyfeOHOe pellleHue, B TeYeHHE CeMH IHEH
cO [IHA PperucTpalMM BO3BpallaeTcs 3asBHTENIO, HalpaBHMBIIEMY Jkaioly,
C pa3bACHEHHMEM MOPSKa 00KaJIOBaHKS JAHHOTO CyJeOHOr0o peIIeH .

80. Ilpu moiydeHum >xano0B, B KOTOPOM COZEpXKATCs HEIEeH3ypHEle JHb0
OCKOPOUTENBHEIE BRIPAXEHNS, YTPO3bI )KU3HHM, 30POBBI0 M UMYIIECTBY AODKHOCTHOTO
quMua, a TakKe dIEHOB  €ro  CeMbH, OHa  ocTaeTca 0Oe3  oTBeTa
II0 CyIIECTBY IMOCTABJIEHHBIX B HEH BONPOCOB, IIPH 3TOM 3asBUTENIO COOOMIAaeTCS
0 HEJOIyCTUMOCTH 3JI0yHOTPeOIeHNS IIPABOM.

81. Ecnu TekcT NMCBMEHHOHM XanoObl HE MOANAeTC] NPOYTEHHIO, OTBET
Ha Xamo0y He JaeTcs, U OHa He MONIEKUT HANpaBJICHUIO Ha pPacCMOTpEHHE
B TOCYJapCTBEHHEBIH OpraH, OpraH MECTHOIO CaMOYIIPaBICHHsS WIH IOIDKHOCTHOMY
NUIy B COOTBETCTBUM C KX KOMIETEHIMEeH, 0 4eM B TE€YeHHE CeMH IHed co AHA
permcTpamme  kano0bl  CooOMIaeTcs — 3ajBUTENIO,  HANpPaBUBILEMY  Kanooy,
ecly ero gpaMmius (B ciydae, eciii 3asBUTeNb — GU3MIECKOE JIMIIO) WM HAUMEHOBaHUe
JOPUINYECKOTO JIUIA ¥ HOYTOBLIN apec MOJIA0TCS IIPOYTEHHMIO.

82. B cmyuae ecmu B jkanoOe COAEPXKUTCS BONPOC, HA KOTOPHIA 3asABUTENIO
HEOJHOKPAaTHO J[ABaJlCh IMCBMEHHBIE OTBETHl II0 CYIIECTBY B CBS3H C paHee
HaNpaBIIsIEMbIMU Kao0aMH, U MU 3TOM B Kajnobe He MPUBOAATCS HOBBIE JOBOJBI
WM 06CTOSATENHCTBA, PYKOBOMUTENS (3aMecTUTeNb pyKoBoauTensd) PocsnpaBHanzopa
(TeppuTOpHATBHOTO opraHa), IOKHOCTHOE JIMLIO Poc3apaBramzopa
nu6o  yINOJHOMOYEHHOE Ha  TO  JIMIO  BIOpaBe  IPUHATH  peIIeHHe
0 06e30CHOBATENBHOCTH  OYEPeqHOM KamoOhl W IpPEKpalleHWHd  IEPEermUCKH
C 3agBUTE]EM II0 JaHHOMY BOIPOCY IIPH YCJIOBHH, YTO yKa3aHHas Xanoba W paHee




26

HaIlpaBJiseMble JKaTo0Bl HalpaBIsUIHch B Poc3npaBHan30p (TeppUTOpHANbHBIA OpPraH)
WIH OAHOMY M TOMY JX€ IOJDKHOCTHOMY nuily. O JaHHOM pelleHHH YBEAOMILIETCS
3asIBUTENb, HAIPaBUBIINI Kano0y.

83. B ciuyuae eciu OTBET IO CYyHIECTBY IIOCTAaBIEHHOIo B jkalobe BoImpoca
He MOXXeT OBITh JaH Oe3 pasrialieHus CBEJeHHM, COCTaBIAIONIMX IOCYAapCTBEHHYIO
WM MHYIO OXpaHseMylo QelepalbHBIM 3aKOHOM TaiiHy, 3asBUTENIO, HallpaBUBLIEMY
xanoby, coobIIaeTcs 0 HEBO3MOXXHOCTH JIaTh OTBET IO CYLIECTBY IIOCTAaBJICHHOI'O B HEM
BOIIPOCA B CBA3HU C HEAOIYCTUMOCTBIO pa3IIallleHUs YKa3aHHBIX CBEJICHUI.

84. Ecmm B xanobe coiepxaTrcs CBeleHWA O MOArOTAaBIMBAaEMOM, COBEPIIAEMOM
WM  COBEpPIIEHHOM  NPOTHBONPAaBHOM  JEsHWM, a TaKkke O  JHIE,
€ro IOArOTaBIMBAIOINEM, COBEPIIAIOIIEM WM COBEpIIMBIIEM, >Xano0a IIOAIEKHUT
HAIIPaBJICHHIO B TOCYIapCTBEHHBIH OpraH B COOTBETCTBHH C €70 KOMIIETEHIIMEH.

85. B cinywae ecnu NMpUYMHBL, IO KOTOPHIM OTBET IO CYIIECTBY ITOCTABIEHHBIX
B kayobe BOIPOCOB HE MOT OBITH JaH, B HMOCIEIYIOMEM ObUIN YCTpaHEHB], 3asgBUTENb
BIIpaBe BHOBB HAMPaBUTH Kallo0y B COOTBETCTBYIOIUII TOCYAaPCTBEHHBI! OpraH, Opra
MECTHOTO CaMOYTPaBJICHHS WIH COOTBETCTBYIONIEMY JIOJKHOCTHOMY JIHILY.

86. IIprocTaHoBIIeHE paCCMOTPEHHUS JKal00bl HE NOIyCKaeTCs.

OcHoBanMs I Hadayia Ipoleayphl 10cy1eOHOTro
(BHecyneOHOr0) 06’xanoBaHus

87. OcHoBanumeM [UIsS Hadaja IpOIUERAypHl JocynedHoro (BHecyneOHOro)
obxanmoBanusa sABJIgEeTCS JKanoba Ha geiictBus (OespelictBue) PocsnapaBHamzopa
(TeppUTOpPHAIBEHOTO opraHa), JOJDKHOCTHOT'O Hna Poc3apaBHag3opa
(TeppuTOpHANBFHOTO OpraHa) W (WJIM) NPUHATHIE MMH DEHICHHS B XOAE MCIOJIHEHHS
rocyaapcTBeHHOM (yHKIMHU, mocTymuBmas B Poc3gpaBHam30p (TeppHTOpHANIBHBIH
opras).

88. Xamoba MoxeT OBITH HampaBleHa II0 IIOYTE, C MKCIIOJIB30BAHUEM CETH
« HTepHEeT, OduLHaTbHOTO caiita, EquHoro nmopraina, a Taxoke MoXeT OBITh IPHHATA
IIPH JIMYHOM TIpHeMe 3asiBUTE.

89. B ciydyae HeoOXOAMMOCTH B IOATBEPXKICHHE CBOHMX JIOBOJAOB 3asBUTEIH
npuiaraeT K =~ IIMCBMEHHOMY  OOpalieHMIO ~ JOKYMEHTEl M MaTepHajlbl
100 UX KOIHH.

90. YKaoba momkHa COJIepXKAaTh:

1) HauMeHOBaHMEe oOpraHa, B  KOTOpPHI  HampaBisieTcs  Jkanoba,
a Takke (aMmiIHio, UMs, OT4ecTBO (IIpH HaIM4MM) AOJDKHOCTHOTO JIMIA, PEeIIeHHS,
neiicteus (6e3aelicTBHE) KOTOPOTO 00XKAIYIOTCS;

2) dammwmmio, UM, 0T4ecTBO (IpH HAIWYHUK), CBEAEHHSI O MECTE >XHUTENIbCTBA
3asgBHTENS — (PU3MYECKOTO JHIa TM00 HauMEHOBaHUE, CBEICHH O MECTE HaXOXKIEHHs
3asgBUTENS — IOPUINYECKOTO JIMIA, a Takke HoMep (HoMepa) KOHTaKTHOro TenedoHa,
anpec (agpeca) OSIEKTPOHHONW TIOYTHl (MpM HANW4YMH) M TOYTOBBIA  ajpec,
110 KOTOPBIM JIOJDKEH OBITH HaIpaBlleH OTBET 3asBUTEIIIO;

3) cBemeHHs 00 oOXalmyeMBIX pemieHUsAX, JAedcTBuiax (6GesmeiicTBum)
PocsapaBHanzopa (TeppUTOPHAIEHOIO OpraHa), JOJDKHOCTHBIX JIULY;
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4) 10BOABI, Ha OCHOBAaHWM KOTOPHIX 3asfBHTENIb HE COINIACEH C DEIICHUEM,
neiicteueM  (6esmeiictueM)  PocsmpaBHajg3opa  (TEppHTOPHANBHOIO  OpraHa),
JOJDKHOCTHOTO JIMIIA.

91. B caywae, eciam >xamoba TomaeTcs depe3 IpEACTaBUTENs 3asABHUTEI,
TaKXKe MPEeICTABIIAETCS JOKyMEHT, TOATBEP)KAAIONIMI IIOMHOMOYMS Ha OCYLIECTBIICHAE
IeWcTBMI OT VKMeHHM 3asdBHTeNsd. B KadecTBe JOKyMEHTa, IIOATBEPXKIAIOLIETO
[IOJHOMOYMS Ha OCYIIECTBICHHE MEeHUCTBMH OT HMEHH 3afBHUTEN], MOXET OBITh
IpeacTaBleHa:

1) odopMiieHHasT B COOTBETCTBHH C 3aKOHOIaTeNbcTBOM Poccuiickoit Denepauuu
JIOBEPEHHOCTD (TS (PU3MIECKUX JIMIT);

2) opopMIIeHHas B COOTBETCTBUY C 3aKOHOIATeNbcTBOM Poccuiickoit @enepanuu
JIOBEPEHHOCTh, 3aBepeHHas IIeuaThl0 3asgBUTENd M IOANMCAHHAs pPYKOBOAUTENEM
3asiBUTENs WIA YIOJIHOMOYEHHBIM 3THM PYKOBOIUTEIEM JHIOM (IUI FOPUAMYECKUX
NHI);

3) Komud pemieHMs O HasHadeHWM Wi 00 wn3dpaHuMm MO0 IpHKasa
0 Ha3Ha4YeHUW (U3UYECKOrO JIUIA Ha JOJDKHOCTH, B COOTBETCTBHH C KOTOPHIM TaKoe
dusngeckoe smHo o6namgaer NpaBOM  JeHCTBOBaTh OT HMEHHM  3asBUTEIA
0e3 TOBEPEHHOCTH.

ITpaBa 3apHTEPECOBAHHBIX JIMII Ha I0JydeHHe HHGOPMalMy U JOKyMEHTOB,
HeOOXOIUMBIX 11 0OOCHOBAHMS U PACCMOTPEHMS JKATOOEI

92. Ilpu pacCMOTpEHHH >kano0b] 3asiBUTENIM UMEIOT IIPaBo:

1) mpencraBnATh JOTMOMHUTENBHBIE JOKYMEHTHl M MaTepHaibl JM00 obpamarses
¢ Ipock60# 06 UX UCTPeOOBAHNM, B TOM YHCIIE B 3IEKTPOHHOM (opMe;

2) 3HAKOMMTBHCS C JNOKYMEHTaMH ¥ MaTepHallaMH, KacarolUMHCS PacCMOTPEHHS
*aJlo0Bl, €CIM 5TO He 3aTparuBaeT IpaBa, CBOOOBI M 3aKOHHBIE HHTEPECH! APYTUX JIHII
M eCld B YyKa3aHHBIX JOKyYMEHTax M MaTepuanax He COAEpKarcsd CBeICHMS,
COCTABJIAIOIINE TOCYJAPCTBEHHYIO HIH HHYIO OXpaHAeMylo (elepalbHBIM 3aKOHOM
TaiHy;

3) nosy4ath MUCHMEHHBIM OTBET 110 CYIIECTBY [TOCTABIEHHBIX B Xajlo0e BOIPOCOB,
yBeIOMJIEHHE O Tepeajipecalliy MIChMEHHOro oOpalleHys B roCyAapCTBEHHEIH OpraH,
OpraH MeCTHOTO CaMOYIPaBIeHNUS WX JOJDKHOCTHOMY JIMILy, B KOMIIETEHIIHIO KOTOPBIX
BXOJWT pellleHre IIOCTaBIIEHHBIX B 00paIieHNy BOIPOCOB;

4) ofbpamarscs ¢ kanoboid Ha INpUHATOE IO JKajnobe  pemeHHe
wid Ha feiictBue (0Oe3meiicTBME) B CBA3M € PacCMOTPEHHEM  KaJIOOBI
B aJMHHHMCTPaTHBHOM MOpAAKE B COOTBETCTBHM C 3aKOHOJATENBLCTBOM Poccuiickoit
Pepnepanuy;

5) o6pammaTecs ¢ 3asBIECHUEM O MPEKPAIeHAH PaCCMOTPEHHUS XKaIoObI;

6) Ha TOJNyYeHHWE KONMH JOKYMEHTOB M MAaTepHajiOB, KaCalOIMXCsS CYIIECTBA
ero XaitoOBl, MOITBEPXKJAIOIINX IIPAaBOTY M JOCTOBEPHOCTH (DAKTOB, M3JIOKEHHBIX
B €ro 06pallleHHH ¥ HeOOXOAUMBIX s 000CHOBAHHSA M PAaCCMOTPEHHUS XKAOOEL.
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OpraHs! rocyIapCTBEHHOH BIACTH U JOJDKHOCTHEIE JIMIIA,
KOTOPEIM MOJKET OBITH HAallpaBJIeHa )kajo0a 3asBUTENS
B JocyneOHOM (BHeCy1eOHOM) OpsiAKe

93. 3agBuTenu MOryT OOpaTHTBCS B JocyleOHOM (BHecyneOHOM) Mopsiake
¢ xanoboi x:

1) pykoBOIMTENIO TEPPUTOPHATBHOIO oOpraHa Poc3mpaBHaj3opa Ha pelIeHUs
u fieticTBus (Ge3neiicTBre) MOAYNHEHHEIX €My JOJDKHOCTHBIX JIUIL;

2) pykoBoauTeno Poc3apaBHam30pa Ha pemeHus u jeiictBus (GesneficTBue)
PYKOBOJMTENIS TEPPUTOPHANBHOrO opraHa Poc3npaBHaz3opa, [JODKHOCTHBIX JIMIL
Poc3npasnanzopa;

3) Munuctpy 3apaBooxpaHeHus Poccmiickoit @epepauy Ha  pelICHUA
u neiictBus (6e3petictre) pykoBoautens Poc3apaBHagzopa. |

Cpoku paccMOTpeHUs Kano0bI

94. XXanoba paccMmaTpuBaeTcsi B TeUYeHHWE TpUALATA JHEH co  JHA
ee peructpanun B PocaapaBHaazope (TEppUTOPUAIFHOM OpPTaHe).

B HCKITFOUUTEHHBIX CITydasx PYKOBOAMTEH Poc3npaBHagzopa
(TeppuTOPHALHOTO OpraHa), B KOTOPBIH MOCTyNHiIa Xajoba, BIpaBe MPOMINTL CPOK
paccMOTpeHus kanobpl He Ooyjee dYeM Ha TpHAUATh JIHEH, yBEJIOMHB
0 IPOAJIEHUH CPOKa €€ pacCCMOTPEHHS 3asiBUTENA.

Pesynbrat nocynedoHoro (BHecy1e6HOT0) 00)KanoBaHHs
IPUMEHUTETBHO K KaX 0! mporenype 0o UHCTaHIMU 00KaloBaHHs

95.1Io pe3synbTaraM pacCMOTpPeHHs KaloObl Ha JeiicTBus (Oe3neiicTBue)
U pellleHNs], OCyHIeCTBIseMble (IPUHUMAaEMBbIE) B X0 MCIIOJHEHMS TOCYIapCTBEHHOM
GyHKUMM,  pYKOBOAMTENb  (3aMecTHTeNb  pykoBojuteni)  PocsipaBHajizopa
(TeppuTOpHUATIEHOTO OpraHa):

1) npusHaer mnpaBoMepHBEIMH JAeHCTBUA (Oe3neiicTBME) M pENIEHHS B XOAe
MICIIOJIHEHHS TOCYAapPCTBEHHON (DYHKIINH;

2) npu3Haer gedictBus  (Oe3meiicTBME) W pelmIeHMs ~— HENPaBOMEPHBIMH
M OIpeJeNsseT Mepbl, KOTOphle MOIDKHBI OBITH HNPHHATBI C LEIBI0O YCTpaHEHHA
JOTYIIEHHBIX HapyILICHUH.

96. 3asiBuTENE BOpaBe oOXanoBarh AeiicTBus (Oe3feiicTBHe) M pelleHMs,
ocymiecTBiIsieMble  (TIpUHAMAaeMble) JOIDKHOCTHBIMHM — JHIaMH  Poc3zipaBHanzopa
(TeppUTOpPHANBHEIX OpPraHOB) B XOA€ HCIONHEHHS TIOCYyJapCTBEHHOH QyHKIMH,
B Cy/IeOHOM IOpsIKE B COOTBETCTBUH C IOABEIOMCTBEHHOCTBIO €], YCTaHOBJIEHHOM
IpolecCyalbHBIM 3aKOHOAaTeNbCTBOM Poccuiickoit ®enepaium.

97. Ecniu B pe3ynsTaTe pacCMOTPEHHs >aJoObl JOBOABI 3asBHUTENS INPH3HAHBI
000CHOBAaHHBIMM, K JODKHOCTHBIM JIMLIAaM TIPUMEHSIOTCS MepBl IMCIUILIMHAPHON
OTBETCTBEHHOCTH, TIpeaycMoTpeHHble DenepanpHbM 3akoHOM oT 27 wmrona 2004 r.
Ne 79-®3 «O rocynmapcTBeHHOM TrpaxxaaHckoit ciyx6e Poccuiickoit Penmepanum»®,

¥ crates 57 @enepansHoro 3akoHa ot 27 mons 2004 r. Ne 79-®3 «O rocyaapcTBeHHOM rpaxaaHckoi cinyx6e Poccuiickoit
®enepamum» (CoGpanue 3akoHomarenscTBa Poccuiickoit denepamun, 2011, Ne 48, c1. 6730; 2013, Ne 23, ct. 2874)
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0 4eM coo0IaeTcs 3asiBUTEIIO.

98.1Io wWTOraM pacCMOTpEHHs >KaloObl 3asABUTENI0 B HHCHBMEHHOH ¢opMme
U 10 KEJIAHHUIO 3asBHUTENIS B DJIEKTPOHHOU (popMe HampaBiseTcsi MOTHBHPOBAHHBIN
OTBET, COAEp)KAIIMl pe3yabTaThl PacCMOTPEHUSA JKaIoOb, B TOM  YHCIE
C YyKa3aHHeM Mep IUCIMIUIMHAPHOTO BO3JAEHCTBUSA, NPUHATEIX B OTHOIICHUH
JNO/DKHOCTHBIX JIML, JOMyCTUBIIMX HapylnieHHs AJMUHUCTPaTHBHOIO perjlaMeHTa
(B city4ae, eciii OHH OBUTH TIPUHATEL).




ITpunoxenne Ne 1
K AIMMHUCTPaTHBHOMY perjlaMeHTy
®enepanbHO# CiTy)OBI M0 HaA30py B chepe 3ApaBOOXPaHEHHS 110
HCIIOJIHEHHUIO FOCYJapCTBEHHOH (H)YHKIIHH 11O OCYINECTBIICHHIO
¢eneparbHOro rocyJ1apCTBEHHOTO Haa30pa B cdepe oGpaleHus
JIEKapCTBEHHBIX CPEJICTB IIOCPECTBOM OpPraHU3aluH K IPOBEACHHUS
IIPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEACTB A
MEIMIMHCKOTO IPHMEHEHHS HaXOISAIMIUXCS B TPaXKTaHCKOM
060poTe, YCTaHOBIEHHBIM TPEOOBAHUAM K HX KaUueCTBY,
YTBEPXIECHHOMY IIpHKa3oM MHUHHCTEpPCTBA 34PaBOOXPAHEHUS
Poccutickoit ®enepanun
OT « 26 » _nekabps 2016 r. Ne 999u

Ilepeuens TeppuTOPHAJILHBIX OPraHOB
®PenepanbHoii ciyxk0bl N0 HAA30pPY B cepe 3APaBOOXPAHEHHS

1) TeppuropuansHeli opraH PocsgpaBHamsopa mo  ANTadcKOMy — Kparo:
Ten. 8-3852-22-65-48, ampec: 656011, Antaiickumit kpaii, r. Bapuayn, np. JleHuHa,
A. 145, anpec 31eKTpOHHOM MOYTHL: tva@reg22.roszdravnadzor.ru;

2) TeppuTOpHaIBHBIH opraH PocsgpaBHamsopa o AMypckoil  o6macTH:
Ten. 8-4162-53-21-01, appec: 675000, Amypckas ob6nacte, r. brarosermeHck,
yi. Myxuna, 1. 31, aapec snexTpoHHO# nouts!: info@reg28.roszdravnadzor.ru;

3) TteppuTopHanbHbIi opraH PocsapaBHamzopa mo AcTpaxaHCKoil o6macTu:
Ten. 8-8512-61-29-61, anpec: 414040, Acrtpaxanckas o6mnacte, I. AcCTpaxaHb,
ya. KoMMyHHCTHYECKas, 4. 27, apec 3JeKTPOHHOMN MoYTHL: roszdrav_n(@astranet.ru;

4) TeppuTOpHANbHBIA opraH Poc3mpaBHamzopa 1m0 ApXaHTeNbCKOM 06IacTH
1 Heneuxomy aBTOHOMHOMY OKpyry: Tenm. 8-8182-46-22-27, ampec: 163002,
r. Apxanrensck, np. Hoeropoxckuit, a. 32, od. 17, ampec 3IeKTPOHHOM IOYTHL:
Varlamovaei@reg39.roszdravnadzor.ru;

5) TepputopHanbHBIH opran PocsmpaBHamsopa mo bBenropojckoit  o6nacTw:
Ten. 8-4722-32-82-54, appec: 308002, Benropoackas ofbmacts, r. bemropon,
np—t bormana  XMenpHHIIKOTO, . 62, afpec  IEKTPOHHOM  MOYTHI:
roszdravnadzor3 1 @belnet.ru;

6) TeppuTopHanbHBEIEi opraH PocsmpaBHamzopa mo bBpsHckol o6nmactu:
Ten: 8-4832-64-66-95, ampec: 241050, r. BbpsHck, yn. Tpymomas, a. 1, ampec
3JIEKTPOHHOM IOYTHI: rmv(@reg32.roszdravnadzor.ru;

7) TeppuropuansHbIii opraH Poc3mpaBHamzopa mo BiaguMupckol o6nacT:
Ten. 8-4922-53-73-67, anmpec: 600005, r. Bmagumup, yia. opbkoro, a. 58a, ampec
3IIEKTPOHHOM nouThl: 33@vladimirroszdravnadzor.ru;

8) TeppuTOpHaNbHBIA opran Poc3apaBHamzopa no Bosrorpanckoi o6nacTu:
Ten. 8-8442-33-09-45, anpec: 400131, r. Bomrorpam, yn. KpacHo3HameHcKas,
n. 12, anpec anextponHo# nmoutsl: info@reg34.roszdravnadzor.ru;

9) TeppuropuanbHeli opran Poc3mpaBHagzopa mo Bomorojckod o6nacTw:
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Ten. 8-8172-76-25-99, appec: 160001, r. Bomorma, mp-t IToGens:, . 33, oduc 421,
aJipec IEKTPOHHOM mouThl: roszdrav35@vologda.ru;

10) TtepputopuanbHbiii opran Poc3gpaBHamzopa mo Bopownexckoii o6nacTw:
Ten. 8-4732-76-53-99, ampec: 394018, Boponexckas o6macts, . BopoHex,
yi1. 9—oro sHBaps, 1. 36, aapec neKTpoHHOH mouThl: info@reg36.roszdravnadzor.ru;

11) teppuropmansHeiii opran Pocsapasramzopa mo r. Mockse . MoCKOBCKOM
obnactu: ten. 8-495-611-47-74, agpec: 127006, r. Mocksa, yin. Byuetwnua, m. 12a,
aZipec 3JIEKTPOHHOM MOUTHL: anisimovMV @regS0.roszdravnadzor.ru;

12) TepputopuansHelii opraH Poc3gpaBHamzopa mno r. Cankr-IletepGypry
U Jlenunrpazackoi obmactu: ten. 8-812-314-67-89, agpec: 190068, r. Caukr-IletepOypr,
Ha6. xaH. I'puGoemoBa, na. 88-90, anmpec 3I€KTPOHHOM  IIOYTHL: info@
roszdravnadzor.spb.ru;

13) TeppuropuansHblii opraH Poc3mpaBHamgsopa mo HBaHoBckoOM o6GnacTu:
Tel. 8-4932-41-36-50, agpec: 153012, r. WBanoBo, ya. Coserckas, a. 49, ampec
3JIEKTPOHHOM NoYTH: info@reg37.roszdravnadzor.ru;

14) TeppuropuanbHbii opran PocsgpaBHamzopa mo HMpkyrckoit o6nacTu:
Ten. 8-3952-24-14-40, ampec: 664011, r. Upkyrck, yn. Topekoro, n. 36, aapec
3NEKTPOHHOM NouThl: npl@reg38.roszdravnadzor.ru;

15) TteppuropuaneHeri opraH PocagpaBrHamsopa mo KaGapauno—bankapckoi
PecnyGnuke: Tten. 8-8662-44-12-75, apmpec: 360006, KaGapauno—bankapckas
Pecnybnuka, r. Hampumk, yn. CyBopoBa, a. 127, agpec 3J€KTPOHHOM ITOYTHI:
makhova.mad@yandex.ru;

16) TepputopuaibHBIi opraH PocsgpaBHamsopa mo KanvHHHrpaackod o6nacTu:
Ten. 8-4012-53-52-02, agpec: 236006, r. Kanununrpan, yn. Kupmnuunas, a. 7-9, aapec
3NIEKTPOHHOM 1oYTHI: eskim@reg39.roszdravnadzor.ru;

17) TepputopnanbHelii opraH PocsmpaBHamsopa mo Kamyxckoil o6nactu:
Ten. 8-4842-56-67-00, ampec: 248600 r. Kamyra, yn. BuionoBa, a. 46, ampec
3NIEKTPOHHOM mouThl: rzd@kaluga.net;

18) TeppuTopuansHeli opraH Poc3mpaBHamsopa no KamuarckoMy Kparo:
Ten. 8-4152-49-01-10, appec: 683023, Kamuarckwit kpaii, r. IleTpomaBioBcK—
Kamuatckuii, Ip—T IToGensr, . 63, azpec 3JIEKTPOHHOMU MOYTHI:
roszdrav@mail kamchatka.ru;

19) TeppuropuaneHblii opraH PocsgpaBHamsopa mo Kapauaeso—Uepkecckoii
Pecmybmuke: Ten. 8-8782-226-16-06, anpec: 369000, Kapauaeso—Uepkecckas
Pecny6iuka, r. Yepkecck, yn. Komcomonsckas, n. 31, agpec SMeKTPOHHOM IOYTHL:
Albina@reg9.roszdravnadzor.ru;

20) TeppuTopuanbHblii opraH PocsgpaBHamsopa mo Kemeposckoit obnacTw:
Ten. 8-3842-44-10-91, anpec: 650060, r. Kemeposo, yn. Capeiruna, a. 29; oduc 305,
aJipec JIEKTPOHHOM MOYTHL: rzn42@reg42.roszdravnadzor.ru;

21) TeppuropuanbHbii opran Pocsmpasnamzopa 1o Kwuposckoii o6nactu:
Ten. 8-8332-64-63-71, ampec: 610027, r. Kupos, yn. Kapna Mapkca, n. 99, anpec
3JIEKTPOHHOM MOYTHL: pvg@reg43.roszdravnadzor.ru;

22) TepputopHanbHbii opraH PocsmpasHamzopa mo KocTpomckoit obmacTu:
Tel. 8-4942-42-15-00, ampec: 156005, r. Koctpoma, ya. Coserckas, a. 107a,
azpec 31eKTpOHHOM nouThl: info@reg44.roszdravnadzor.ru;

23) TepputopuansHelii opran PocsapasHamsopa mo KpacHomapckomy Kpato:
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Ten. 8-8612-75-39-00, ampec: 350059, r. KpacHomap, yin. Bacuemosa, a. 39,
aJipec 3NeKTpOHHOM mouthl: director@rznkk.org;

24) TeppuropHanbHEIi opran Poc3apaBHamsopa mo KpacHospckoMmy Kparo:
ten. 8-3912-21-11-41, ampec: 660021, KpacHosipckuit kpa#i, r. KpacHospck,
np—T Mupa, 1. 132, aapec anexTponHoi#t noutsl: melehov@reg24.roszdravnadzor.ru;

25) TteppuropHanbHbIA opraH Poc3apaBHamzopa mo KypraHnckodl o6macTH:
Ten.  8-3522-65-00-67, anpec: 640020, Kypranckas obmacte, r. Kypras,
yi1. Makcuma I'opekoro, 1. 40, anpec 31eKTpOHHOM MOYTHL: agaevnn@mail.ru;

26) TeppuTopHanbHBI opraH PocsapaBHamzopa no Kypckoit  o6mactu:
Ten. 8-4712-58-12-52, appec: 305029, r. Kypck, yn. Kapma Mapkca, n. 666,
afipec 3JIeKTpOHHOM ouThI: info@reg46.roszdravnadzor.ru;

27) TeppuTopHanbHBIi opran Poc3mpaBHamsopa mo Jlumemkod oGnacTw:
ten. 8-4742-23-07-35, agpec: 398001, r. Jlumenk, yn. Bopommiosa, . 1, ampec
3JIEKTPOHHOM NOYTHI: roszdrav_tva@lipetsk.ru;

28) TeppuTOopHanbHBI oOpraH Poc3apaBHamzopa mo MaragaHckoi o6macTu:
Ten. 8-4132-63-98-93, aapec: 685000, r. Maranan, yn. HaGepexunas pexu Marajganky,
4. 7, aipec 3JeKTpOHHO#M mouThl: sbhb@reg49.roszdravnadzor.ru;

29) TteppuropmanpHBEIi opraH Poc3mpaBHamsopa mo MypmaHCKoi o6nacTH:
Tell. 8-8152-24-44-55, appec: 183008, r. MypMmasuck, yi. 3ou KocMonemesuckoi, 1. 33,
azpec snekTpoHHOM mouTel: FatkyllinaOV@bk.ru;

30) TeppuTopHuansHeIi opraH Poc3apaBraazopa mo Hmkeropoackoi o6macTu: Ten.
8-831-419-92-04, angpec: 603006, r. Himxuuii HoBropon, yn. Bapsapckas, 1. 32, ampec
3JIEKTPOHHOM MOYTHL: zdravnadzornnov(@yandex.ru;

31) TeppuropuansHblii opraH PocsmpaBHamzopa mo Hosropoxackoil o6aacTu:
Ten. 8-8162-77-21-73, ampec: 173001, HoBropoxckass o6i., r. Benukuit Hosropon,
yi1.  SlkoBneBa, pm. 13, odpuc 50, axmpec  SIEKTPOHHOH  IOYTHL:
roszdravnadzor.@novgorod.net;

32) TepputopuanbHbli oprai Poc3npasranzopa no HoBocuGupcko 061acTu: Ted.
8-3832-10-01-02, anpec: 630007, r. HoBocubupck, yn. KpacHbii mpocmekt, a. 11,
azipec 3JIeKTPOHHOM NouThl: galagush@reg54.roszdravnadzor.ru,

33) TeppuTopuanbHBI opraH PocsgpaBHamzopa mno OMckoil  o6macTu:
Ten. 8-3812-21-31-05, agpec: 644033, r. Omck, yn. Kpacusii myts, a. 127, ampec
3JIEKTPOHHOM IOYTHI: priemnaya@regS5.roszdravnadzor.r;

34) TepputopuanbHblii opraH PocsmpaBHamzopa mo OpeHOyprckoil o6nacTu:
Ten. 8-3532-77-57-88, anpec: 460000, r. OpenOypr, yiu. I'as, a. 14, agpec 31eKTpOHHOM
HOYTHI: rZn56r@bk.ru;

35) TteppuropuanbHbli opraH Poc3apaBmamsopa mo Opnosckoit  obnacTw:
Ten. 8-4862-42-65-55, ampec: 302001, r. Open, yn. Komcomonsckas, n. 33, ampec
3JIEKTPOHHOM MOYTHI: orel@reg57.roszdravnadzor.ru;

36) TteppuTopuanbHBIi opraH PocsapaBHagsopa mo IledseHckod o6GnacTw:
Ten. 8-8412-44-74-93, anpec: 440047, r. Ilensa, yn. ViesHOoBCKas, 4. 1, azapec
3NIEKTPOHHOM NMOYTHL: olga@regS8.roszdravnadzor.ru;

37) TteppuTopHanbHEIi opran PocsgpaBHamzopa no IlepMckoMy — Kparo:
Ten. 8-3422-37-01-57, appec: 614068, r. Ilepms, ya. Ilerpomasimosckas, a. 111,
afipec 3JIEKTPOHHOM IOUTHL: roszdravnadzor_nus@perm.ru;

38) TeppuropHanbHEIi opraH PocsgpasHamzopa mo IIpaMopckoMy  Kparo:
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Ten. 8-4232-22-42-46, agpec: 690091, r. BnamuBocToOK, yi. MopnooBuesa, n. 3,
azipec JJIEKTPOHHOH mo4uTsl: 406719@mail.ru;

39) TeppuropuanbHEIi opran Poc3mpaBHam3opa mo IICKOBCKOM o6macTu:
Ten. 8-8112-56-60-60, ampec: 180007, r. Ilcko, ym. Posbl JrokcemOypr, m. 12,
ajipec 3MEKTPOHHOM MMouTh!: info@reg60.roszdravnadzor.ru;

40) TeppuTopuanbHbIA opraH PocsupaBHamzopa no PecryGnmke Apsires:
Ten. 8-8772-57-17-52, apmpec: 385000, Pecmy6bnumka Agsires, r. Maiikor,
yn. CoBerckas, . 166, anpec snekTpoHHON nouts: 1zn.01@yandex.ru;

41) TepputopuanpHbi opraH PocsmpaBHamzopa mno PecmyGmuke Aurraii:
Ten. 8-38822-2-72-60, appec: 649000, Pecrmybnmka AuTaii, T. I'opHO—AnTaiick,
yaI. Yiaramesa, A. 13, aapec 31eKTpOHHOM HOYTHL: info@reg2.roszdravnadzor.ru;

42) TeppuTopuansHEIi opran Pocsnpasranzopa mo Pecry6imke Bamkxoprocras:
Tell. 8-347-251-15-27, ajpec: 450076, T. Va, yi1. AkcakosBa,
A. 62, anpec 3neKTpoHHOM mouTs!: info@reg3.roszdravnadzor.ru;

43) TeppuTOpHanbHEI opraH PocigpasHanzopa 1o Pecrmy6imke BypsTus:
ten.  8-3012-22-10-45, appec: 670000, Pecny6iamka Bypatusa, r. VYnan-Ymo,
YL Hexkpacoga, I. 20, azpec 3JIEKTPOHHOM MOYTBI:
khandashapovanv@reg4.roszdravnadzor.ru;

44) TeppuTOopHanbHBIi opraH PocsapasHanzopa mo Pecry6muke Jlarectan:
Ten. 8-8722-56-11-18, anpec: 367027, Pecnmybnmka Jlarectan, r. Maxaukaa,
1. ByraHosa, 1. 176, anpec anekTpoHHOM moutkl: info@regS.roszdravnadzor.ru;

45) TeppuTOpHanbHEIH opraH PocsapasHanzopa mo Pecny6imke WHrymerws:
TeJl. 8-8732-22-16-04, anpec: 386101, PecniyOninka Hurymernus,
r. Haspaus, yn. Yedenckas, a. 14, anpec 31eKTpoHHOM MOYTHI: 1Znri @mail.ru; "

46) TeppuTOpHaNbHEI opraH PocsapaBHamsopa mo Pecny6mmke KaiMbikus:
Ten.  8-84722-40-972, apmpec: 358000, Pecnybnmka KamMeikus, 1. Dimcra,
yi. Jlenuna, x. 255, agpec aneKkTpoHHOM nouTsl: roszdravnadzor@elista.ru;

47) TeppuTOpHaNBHBI opraH PocsapaBHamzopa mno Pecmy6iuke Kapemns:
Ten. 8-8142-78-54-02, ampec: 185035, Pecmy6Gmuka Kapemus, r. IletposaBoick,
1. AHOXMHA, 1. 29a, anpec SNEeKTpOHHOM mouTH: rznkarel @onego.ru;

48) TeppuTopHanbHBIA opraH PocsgpaBHamsopa no Pecny6muke Kowmu:
Ten.  8-8212-24-08-96, ampec: 167000, Pecny6iuka Kommu, 1. ChIKTHIBKAp,
yi. Kyparosa, 1. 18, anpec 5neKTpoHHO# mouTs: roszn-komi@mail.ru;

49) TeppuropmaneHBIA opraH PocampaBHamsopa no Pecmybmmke KpbiM
U ropoay ¢enepamsHoro 3HaueHus CeBacromomoo: Tenl. 8-380652-540-460, ampec:
295024, Pecnybnnka KpeiM, T. Cumdeponons, yia. 60 ner Oxtsbps, a. 30, ampec
BIIEKTPOHHOM NOYTEHI: roszdravkrimsev(@yandex.ru;

50) TeppuropuaneHbIii opraH PocsapaBHamzopa no PecmyGmuxe Mapuit D
Ten. 8-8362-42-67-04, ampec: 424000, Pecny6nuka Mapuii Dn, T. ﬁomxap—Ona,
JIeHUHCKHUH NPOCTIEKT, . 24a, anpec SEKTPOHHOMN MOYTH: rznrme@mail.ru;

51) reppuropuanbHbIii opraH PocsapaBHamsopa mo Pecmy6imke Mopnosus:
Ten. 8-8342-23-28-06, ampec: 430030, Pecny6nuka Mopnosus, r. CapaHck,
yi1. Bacenko, 1. 13, afipec 31eKTpOHHOM MOYTHL: urpopm(@mail.ru;

52) TeppuTopuansHsii opran Poc3apasaanzopa mo Pecmy6muke Caxa (SIKyTus):
Ten. 8-4112-42-50-41, anpec: 677980, Pecny6muka Caxa (SIkytus), r. SIKyTck,
yn. Koponenko, 1. 2, anpec 3neKTpoHHO#M noutst: regl4rzn.sakha@mail.ru;
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53) TepputopuansHsiii opran Pocsnpasranzopa no Pecry6muke CeBeprast Ocetust
— Ananus: Ten. 8-8672-54-39-79, apmpec: 362040, Pecnmy6muka Cemepras Ocerus —
Ananus, r. BrnamwkaBkas, yn. J[DkxaHaeBa, na. 22, aJpec DJIEKTPOHHOM ITOYTHI:
roszdranadzorl5@mail.ru;

54) TepputopuanbHeIi opraH PocsnpaBHamsopa mo Pecmy6mmke Tartapcran:
Ten.  8-843-292-54-37, ampec: 420021, Pecny6muka Tarapctan, r. Kazasb,
yi. HapumanoBa, 1. 63, agpec anexTpoHHO#M noutsl: info@reg16.roszdravnadzor.ru;

55) TepputopmansHeli opran PocsupaBHamzopa mo Pecny6muke TriBa:
Ten.  8-39422-5-03-34, ampec: 667010, Pecnybmuka TeBa, r. Kbi3sl,
yn. Mockosckas, 1. 107, anpec a1eKTpoHHO#M mouThL: tuva@regl 7.roszdravnadzor.ru;

56) TeppuTopHanbHEIH opraH PocsapasHamzopa no Pecrybimke Xaxacwus:
ten.  8-3902-34-77-45, ampec: 655017, Pecny6muxa Xakacms, r. A6akaH,
yi. KpeutoBa, 1. 47a, angpec 371€KTpOHHOM HOYTHI: zdravkhak@mail.ru;

57) TeppuropHanbHBI opran PocsmpasHamsopa mo PocroBckoit  o6GnacTH:
Ten. 8-863-286-98-16, anpec: 344010, r. Pocros—Ha—]loHy, yn. CokonoBa, na. 81,
azipec 3JEKTPOHHOM MOYTHL: rZn_ro@mail.ru;

58) TeppuTopHanbHBIi opran PocsapasHamsopa no Pssanckoil  o6nacTu:
Ten. 8-4912-25-96-66, ampec: 390000, r. Pssans, CoGopmas mm, m 13, azpec
3IIEKTPOHHOM IOYTHI: roszdrav(@mail.ryazan.ru;

59) Ttepputopuanbubiif opran Pocsgpasnagzopa mo Camapckoit  o6macT:
Ten. 8-8463-40-60-61, anpec: 443041, r. Camapa, yi. ApupibymeBckas, 1. 13,
aZipec 3MEKTPOHHOM MOYTHL: samra_zdravnadz@mail.ru;

60) TeppuTopuanbHeIi opraH PocsmpaBHagzopa mo CapaToBcKol o6macT:
Ten. 8-8452-50-93-94, anpec: 410012, r. Caparos, yn. PabGouas, nm. 145/155,
aZipec 3JICKTPOHHOM IOYTHL: sarzdravn@renet.ru;

61) TeppuropuansHelii opran PocsgpaBHagzopa nmo CaxamTHHCKOH 06macTH:
Ten. 8-4242-42-41-51, appec: 693000, Caxanuackas obmacts, r. FOxHO—CaxammHck,
yn.  izepxuHckoro, nA. 36, oduc 303, ampec 3OEKTPOHHOH  ITOYTHI:
roszdravnadzor@sakhalin.ru;

62) TeppuTOpHalbHBIH opraH PocsmpaBHamzopa mo CBEpANOBCKONH 06JacTH:
Ten. 8-3433-71-06-88, ampec: 620014, Csepamosckas o6nacts, I. Exatepun6ypr,
ya. Ilonosa, 1. 30, agpec anexTpoHHOMN nouTh: zdravnadzor@ru66.ru;

63) TteppuTopHansHBI opraH PocsmpaBHagzopa mo CMoneHCKo obGnacTw:
Tel. 8-4812-27-91-19, ampec: 214012, r. CwmomneHck, yn. Kamena, n. 1, axgpec
3JIEKTPOHHOM IIOYTHI: nazarova@reg67.roszdravnadzor.ru;

64) TeppuTopHanbHEI opran PocsgpaBHanzopa o CTaBpONOILECKOMY Kpalo: Tell.
8-8652-29-60-27, ampec: 355012, r. CraBpomons, yn. I'onenea, n. 676, anpec
9JIEKTPOHHOM MOYTHI: roszdravnadzor26@mail.ru;

65) TeppuTOpHaNbHBIH oOpran PocsmpaBHamzopa mo Tam6oBckoit o6nacTw:
Ten. 8-4752-63-32-14, anpec: 392030, r. TamGoB, yn. VpoxaiiHas, A. 2K, ampec
IIEKTPOHHOM ITOYTHI: tmb.zdravnadzor@mail.ru;

66) TeppuTopHambHbEIi oprad PocsmpaBHamsopa mo Teepckoil  oGmacT:
Ten. 8-4822-35-85-88, agpec: 170100, r. Teeps, CpoGogueli mnepeynok, n. 3,
aZipec 3JIEKTPOHHOM MOYTHI: rzn-tver@roszdravnadzor.ru;

67) TeppuropHanbHbIi opran PocsmpasHamsopa mo Tomckoif o6macTu:
Ten. 8-3822-53-46-25, ampec: 634029, r. Tomck, yn. Benmnckoro, am. 19, aapec
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3JIeKTpOHHOM nouThl: cmf@reg70.roszdravnadzor.ru;

68) TeppuTopuanbHbli opraH PocsgpaBHagzopa mo Tymsckod  o6macTu:
Ten. 8-4872-25-15-37, appec: 300028, r. Tyna, yn. 9 Mas, a. 1, agpec 31eKTpOHHON
NOYTHL: rzn-tula@mail.ru;

69) TeppuTopuansHeIi opran PocsapaBHansopa mo TromeHcko# o61acTi, XaHTHI-
MancuiickoMy aBroHOMHOMY Okpyry — IOrpe u SImano-HeHelxoMy aBTOHOMHOMY
oKpyry: Ten. 8-345-220-88-34, ampec: 625000, r. TriomeHnp, sueiika 133, ampec
3NIEKTPOHHOM MOYTHL: IZn_tmn@mail.ru;

70) TeppuTOpHaNbHBI opran Poc3mpaBHam3opa 1o YIBAHOBCKOM 067acTH:
Ten. 8-8422-27-89-55, anpec: 432063, r. VaesHoBck, yn. KpacHoapMelickas, 1. 38,
aJipec 3JMEKTPOHHOM MoYThI: ulrzn73@yandex.ru;

71) TeppuTopHaNbHEIi oprad Poc3npaBHaazopa no YV aMyprckoii Pecry6uke: Tel.
8-3412-40-27-47, agpec: 426039, Y amyptckas Pecmry6imka,
r. Mxesck, yn.  JI3epxuHcKkoro, Jna. 3, aapec  3IEKTPOHHOM  ITOYTHL:
info@reg18.roszdravnadzor.ru;

72) TeppuTOpHaNBHEIM opraH Poc3upaBHamzopa Mo Xa6apoBCKOMy Kparo
u EBpe#ickoi aBTrOHOMHOM oOmactu: Tem. 8-4212-75-22-30, ampec: 680000
r. XabGaposck, ynr. Iletpa KomapoBa, 1.6, agpec SNEKTPOHHOW  ITOYTHI:
27reg.roszdravnadzor.ru;

73) TeppuTOpuanbHEI# opraH PocsmpaBHamzopa mo YeueHckoii Pecmy6imke:
Ten.  8-8712-22-61-65, apmpec: 364024, UYeuenckas Pecmy6muka, r. I'po3HBIH,
np. Ucaesa, 1. 36, anpec snexkTpoHHO# nouts: chechzdravnadzor@ mail.ru;

74) TeppuTopHanbHEI opran PocsapaBHamzopa no Yens6uHCKOM 061acTH:
Ten. 8-3512-63-21-22, ampec: 454091, Yensabunckas obnacts, r. YensOHMHCK,
yi. wiowans MOITPa, 1. 8a, anpec anexrponHo# nouts: info@reg74.roszdravnadzor.ru;

75) TeppHuTopHanbHEIA opran Poc3npasHamsopa mo 3aGalikankCcKoMy Kparo: Tell.
8-3022-35-31-24, aapec: 672000, 3abakanscKkuii Kpai, T. Yura,
YL Koctiomko—I puroposuua, )i ¢ 4, aapec 3JEKTPOHHOM MIOYTHI:
Vachnikovaag@reg75.roszdravnadzor.ru;

76) TeppuTopHanbHEL opran Poc3npasHaagzopa no Yysamickoii Pecry6muke: Ted.
8-8352-58-21-10, agpec: 428018, UyBarckas Pecny6iuka,
r. YeGokcapbl, MOCKOBCKHIi IP-T, A. 36, aipec 3IeKTPOHHOM MOUTHI: terorgan2 1 @cbx.ru;

77) tepputopuanbHeIii opraH Poc3apaBHamzopa mo UyKOTCKOMY aBTOHOMHOMY
OKpyry: Tem.: 8-4272-26-88-80, ampec: 689000, UyKOTCKHA aBTOHOMHEIA OKpYT,
r. AHazgeips, yi. Otke, 1. 11, anpec snextponHoit moutsr: markivbil@yandex.ru;

78) TeppuTopHanbHbIi opraH Poc3apaBHamsopa no SIpocnaBckoit 067acTH:
Ten. 8-4852-31-48-07, ampec: 150002, r. Spocnmasns, yn. Kanmeixossix, g. 20,
aJipec IEKTPOHHOM 1o4Thl: info@reg76.roszdravnadzor.ru.




ITpunoxenne Ne 2
K AIMHHHCTPAaTUBHOMY periiaMeHTy DenepaibHOM CIyKObI
10 HaJ30py B chepe 3ApaBoOXpaHEHHS
110 HCTIONTHEHUIO TOCYAAPCTBEHHOM (DYHKIUM
IO OCYINECTBJICHHIO delIepallbHOrO roCy JapCTBEHHOTO Haa30pa
B cepe oOpameHus TeKapCTBEHHEIX CPEICTB
MOCPEACTBOM OpTraHH3aLMK H IIPOBENCHUSA IIPOBEPOK
COOTBETCTBHSA JIEKAPCTBEHHBIX CPEACTB AJIA MEAUIIMHCKOTO IPHMEHEHHM,
HaXOMAINMXCA B IPAKIAHCKOM 000pOTE, YCTaHOBICHHBIM TPEGOBAHHAM K MX
KaueCTBY, YTBEP)KIEHHOMY MPHKa30M
MunncTepcTBa 3apaBooxpaHenus Poccuiickoi ®enepaiu
oT 44 » nexabps 2016 1. Ne §557 4

BJIOK-CXEMA MCTIOJIHEHHA T'OCYJAPCTBEHHOM ® YHKIIMH

>7<"Ul'l1b:lq"5’:1 XP>TWOm»>eH

B
VTBepXIcHHE ITaHa NPOBEpOK Poc3npasHamzopa H
(TEppHTOPHATIHEHOTO OpraHa) E
II
HcTedeHue CpOKH UCTIONHEHHA CYOBEKTOM JI
o6palieHns TeKapCTBEHHBIX CPEICTB paHEe A
BEIIAHHOT'O NPEINCaHUA 00 YCTpaHEHUH —> H
BBIABJICHHOTO HapyIIEHMS YCTAHOBJIEHHBIX 0
Tpe6GoBaHuit B
A
A
IMocrynnenue B Poc3npaBHan3op u (Win)
TEPpUTOpHATBHEIE OpraHel Poc3zpaBHam3opa | —> I
obpammenuit H 3agBneHui MO0 UHPOpMALMHA g
B
| E
P
TIpuHsATHE pemeHHs O POBEICHUM IUIAHOBOH (BHEIUIAHOBOM) NPOBEPKA | <— K
A

IoxroToska 1 noamKcanne Nprukasa PocsapaBHan30pa (TEpPUTOPHAILHOIO OpraHa) o
MPOBEJICHUH POBEPKH

N

IlnanoBas 1 BHEIIaHOBasA JOKYMEHTapHEIE

IInanoBas (BHeIaHOBas) Bhie3qHAL
TIPOBEPKH

TpoBepka

'

PaccMotpenne nokyMeHTOB CyGbekTa oOpameHus
JIeKapCTBEHHBIX CPEJCTB, UMeromuxcs y Pocsapasnansopa
(TeppUTOPHANEHOTO OpraHa)




IpexpsBICHAE CITyKeGHBIX YIOCTOBEPEHHH B X0/1e JOKyMEHTAPHOM IPOBEPKY YAAIOCH
YNOTHOMOYEHHBIMH NTMIaMH. O3HaKOMITe ke YAOCTOBEPHTECA B IIOJIHOTE M AOCTOBEPHOCTH CBEACHMH,
pyxoBoa#Tes (I0IDKHOCTHOIO JTHIIA, COJIEPXKAIIMXCA B JOKyMeHTaX CyOheKTa oOparmeHus
YHOJIHOMOUEHHOTO0 JiHua) cy6bekra obpamenns JIEKAPCTBEHHBIX CPE/ICTB, THGO OLIEHUTH COOTBETCTBHE
JICKapCTBEHHBIX CPE/ICTB C MPHKAa30M HEATEIbHOCTH CyOheKTOM 00pammeHus JTIeKapCTBEHHbIX
PocsapaBHan3opa (TeppHTOpHANBHOrO OpraHa) 0 CPE/ICTB YCTAHOBIICHHEIM TpeGoBaHwaM Ge3 mpoBeieHUs
Ha3HA9CHMM BBIC3/[HOMH TPOBEPKH M C COOTBETCTBYIOLIEI0 MEPOIIPUATHSA IO KOHTPOJIIO
MOJTHOMOYHSMH TIPOBOJSAIIMX BHIE3AHYIO
TpOBEPKY

N\

CocraBienne akTa IIPOBCPKH B ABYX 3K3E€MILIApaxX

[Moanmcanne YNOIHOMOYEHHEIM JIULIOM (4IEHAMH KOMHCCHH) aKTa
IPOBEPKH

’

Bpyuenne 3Kk3eMILIIpa aKTa IIPOBEPKH C KOMMAMH MPHIOKEHHIA PYKOBOAUTEIIO
(MHOMY YTIOTHOMOYEHHOMY MM JIHILY) Cy0bexTa 0GpalleHus JeKapCTBEHHBIX
CPEACTB IOK POCIHACH 06 03HAKOMIIEHHH TG0 0TKA3e B O3HAKOMJICHHH C aKTOM
NpOBEPKH

'YIOIHOMO9EHHOE JIAL0, YCTAHOBHBINEE B XO/€ MPOBEACHHUA POBEPKH GaKTHl HApYMCHHH,
B 3aBHCHMOCTH OT COIEP)KaHHUS aKTa POBEPKH 0GECIIETHBAET:

| \

Hanpasnenne cy6rexty obpamenus Hanpasierue B yCTaHOBIIEHHOM
JIeKapCTBEHHAIX CPEICTB nopsake HHPOPMALMH B OpTaHbI
npeanucanus (IpoTokoaa 06 TIPOKYPATypPhl O HAPYIICHUIX
aIMUHHCTPATABHOM YCTaHOBJICHHEIX TpeGOBaHUM,
MPaBOHAPYIMEHWH) U HHBIX CoZiepXKalmMX NPH3HAKK
pemenuit 06 ycTpaHeHUM MPECTYILICHH, B COOTBETCTBHH C
HapyleHU# 3aKOHOAATEeNBCTBA 3aKOHOJATENILCTBOM PoccHiickoit
Poccuiickoit ®eaepaumm Denepauyu A1 NPHHATHSA MEP 1O

IIPHUBJICYCHHUIO JIML, JOITYCTHBIIHX
BBISIBJICHHBIC HAPYIICHHA, K
OTBETCTBCHHOCTH

Pa3memeHye pe3ybTaToB NIPOBEPKY Ha 0GUIHAIEHOM caiite Poc3apaBHaa30pa (TeppHTOpHANbHBIX
OpraHoB) B ceTH « AHTEpHET»




