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IlocTtanoBienue IpaBurenncrea P® ot 15.10.2012 N 1043 — O6
yrBep:xaeHuu Ilonoxkenust o perepajibHOM rocy1apcTBEHHOM Haja30pe
B cpepe oOpamieHusi JeKAPCTBEHHBIX cpeacTB — [elicTByromas
nocaennsisi pexakmusi ot 04.02.2021 — Pepakuus N 13 — Hauano
neiicTtBus pegakuum 16.02.2021

Crincox u3MeHsonMx 10kyMeHToB (B pen. [TocranoBnenuii [Ipasutenscrta PO ot 05.06.2013 N
476, ot 16.06.2015 N 591, ot 04.09.2015 N 941, ot 14.09.2016 N 923, ot 14.07.2017 N 840, ot
31.07.2017 N 907, or 23.10.2017 N 1286, ot 09.11.2019 N 1433, ot 15.11.2019 N 1459, ot
30.03.2020 N 365, ot 04.09.2020 N 1344, ot 04.02.2021 N 114)

B coorBerctBUM co cTatheil 9 @DenepanbHoro 3akoHa "OO oOpallleHUM JEKapCTBEHHBIX
cpenctB" [IpaButensctBo PO nocranosiser:

Y1Bepauth npunaraemoe [lonoxxenue o denepalbHOM TOCyAapCcTBEHHOM Hal3ope B chepe
oOparieHus IeKapCTBEHHBIX CPEICTB.

Y1Bepxaeno nocranosienueM Ilpasutenscta PO or 15.10.2012 N 1043

IHosnoxkenue o peaepasbHOM rocyaapcTBEeHHOM HaaA30pe B chepe
oOpaieHusi JeKaPpCTBEHHBIX CPEACTB

Crincox u3mMeHstonmx 10kyMeHToB (B pen. [locranosnennii [IpasutensctBa PO ot 05.06.2013 N
476, ot 16.06.2015 N 591, ot 04.09.2015 N 941, ot 14.09.2016 N 923, ot 14.07.2017 N 840, ot
31.07.2017 N 907, or 23.10.2017 N 1286, ot 09.11.2019 N 1433, o1 15.11.2019 N 1459, or
30.03.2020 N 365, ot 04.09.2020 N 1344, ot 04.02.2021 N 114)

1. Hacrosmee IlonoxeHue ycTaHaBIMBAaeT MOPAJOK OCYIIECTBICHUS (enepaIbHOro
rocyJJapCTBEHHOTO Haja3opa B cdepe oOpalleHMsl JIEKApCTBEHHBIX CpPEACTB (nanee —
roCyJapCTBEHHBINH Ha/130D).

1(1). Hacrosimee [lonoxkenune He pacnpoCTpaHsSeTCs HA MHOCTPAHHBIX IOPUIUYECKUX JIHUIL U
WHAMBUAYAIbHBIX MpEeINpPUHUMATENCH, OCYIIEeCTBISIONMX MEAUIMHCKYI0 JedaTeIbHOCTh Ha
TEPPUTOPUHM  MEXKAYHAPOAHOI'O MEAMIIMHCKOIO KJjacTepa Ha OCHOBAHHHM pa3pelInTeNlbHOM
JOKYMEHTAIlMHM, BBIJAHHOW B YCTAaHOBJIEHHOM TIOpPSAIKE YIOJIHOMOYEHHBIMH OpraHaMu U
OpraHu3alMsIMM  MHOCTPAHHOTO rocymapctBa — wieHa OpraHu3anud — SKOHOMHUYECKOTO
COTPYIHUYECTBA W PAa3BUTHS M TOATBEPXKIAIOIICH MpaBO Ha OCYIIECTBICHUE MEIUIIMHCKOMN
JESITEIbHOCTH.

(m. 1(1) BBenen IloctanoBnenuem IlpaButensctea PO ot 14.09.2016 N 923)

2. 3agayamMu TOCYJapCTBEHHOI'O HAJ30pa SIBJISIIOTCS MPENyNpEexKJECHUE, BBIABICHHUE,
npecedeHrne HapylieHni TpeboBanuii 3akoHoaTenbcTBa PD B chepe oOpalieHns JieKapCTBEHHBIX

CPpCACTB IIPpU OCYIICCTBJICHUHN ACATCIBbHOCTU Cy6’beKTOB O6paIlIeHI/IH JICKapCTBCHHBIX CPCACTB.

3. I'ocynapcTBEHHBI HaA30p OCYLIECTBIISIETCSA CIEAYIOLIMMH OpraHaMU TOCYAAapCTBEHHOIO

1u3 22


http://disuria.ru/

MocTtaHoBneHue MNpasutensctea PP o1 15.10.2012 N 1043 — O6 ytBepxaeHum NonoxeHna o degepansHOM rocyaapcTBEHHOM
Haasope B chepe obpalleHns nekapcTBeHHbIX cpeacTs — [encteyowas nocnegHasa pegakuns ot 04.02.2021 — Pepakuma N 13 —
Hauano gencrteusa pegakumm 16.02.2021

Haj30pa:

B OTHOILEHUU JIEKAPCTBEHHBIX CPEACTB JJIsI MEJUIMHCKOIO NPUMEHEHHUS, 3a UCKIIOYEHUEM
OpraHu3allMd U TIPOBEIEHUS  IPOBEPOK  COONIONEHUSA  YIOJHOMOYEHHBIMH  OpraHamu
UCIOJHUTENbHOW BiacTH cyObekToB P® Mmeronuku, ykazaHHOM B mnoamyHkre "a" myHkTa 5
Hacrosmiero [lonoxenus, — @enepanbHON CIy)KO0W 1O HAA30py B chepe 3ApaBOOXpAHEHUS U €€
TEepPPUTOPUAIILHBIMU OpraHaMu;

(B pen. IlocranoBnenus [IpaBurensctBa PO ot 05.06.2013 N 476)

B OTHOILEHWM JIEKaPCTBEHHBIX CPEICTB [JIsI BETEPHUHAPHOro NnpuMeHeHus — denepanbHOU
ciy00¥ 1o BeTepuHapHOMY M (PUTOCAHUTAPHOMY HA/A30PY U €€ TEPPUTOPUATLHBIMH OpraHaMHU;

B OTHOLIEHUM OpraHM3alMyd U IPOBEIEHUS IPOBEPOK COOIIOAEHUS YIOIHOMOYEHHBIMU
OpraHaMi MCHOJIHUTENBHOM BiacTu cy0bekToB P® MeToaunKu, yKa3aHHOW B MoANyHKTe "a" myHKTa
5 Hacrosuiero Ilonoxenus, — denepasbHOl aHTUMOHOMOJIBHON CIIY>KOO0I MpHU OCYIIECTBICHUH
(benepanabHOro rocy1lapcTBEHHOIO KOHTPOJIA (Hax30pa) B 00JAaCTH perysupyeMblX IoCydapcTBOM
1eH (Tapudos).

(a03an BBeneH IloctanoByienuem IlpaBurensctBa PO ot 05.06.2013 N 476; B pea. [loctaHoBEeHU s
[IpaButensctBa PO ot 04.09.2015 N 941)

4. K orHOmIEHUSM, CBSI3aHHBIM C OCYIIECTBJIEHHEM TOCYJapCTBEHHOTO HaA30pa,
opraHu3anMeil M MpOBEIEHHEM IPOBEPOK CYOBEKTOB OOpallleHusl JIEKapCTBEHHBIX CPEICTB,
npuMeHsitoTces nonoxkeHuss dexepanmpbHoro 3akoHa "O 3ammMTe NpaB OPUAWYECKUX JHI U
WHAVBUAYAIbHBIX TpPEANpPUHUMATENCH TMpPU OCYIIECTBICHHH T'OCYJAapCTBEHHOIO KOHTPOIS
(Hag3zopa) W MyHULMNalbHOro KoHTpona" u @DexaepanpHoro 3akoHa "OO oOpauieHUH
JIEKapCTBEHHBIX CPEACTB'".

5. TocynapcTBeHHBIN HAA30p BKIIIOYAET B CEOSI:

a) OpraHM3alyi0 © TPOBEACHHE TMPOBEPOK COOIONCHUS CYOBEKTaMH OOpareHus
JIEKApCTBEHHBIX  CPEICTB  yCTaHOBJECHHBIX  DexepaibHbIM  3akoHOM  "OO  obOpameHuun
JIEKAPCTBEHHBIX CPEACTB" W MPHUHATBIMA B COOTBETCTBHM C HHM WHBIMH HOPMATHBHBIMHU
npaBoBbIMH akTamMu P® TpeOoBaHMI K JOKJIMHUYECKUM HMCCIIEOBAHUSM JIEKAPCTBEHHBIX CPEACTB,
KIIMHUYECKUM HCCIIE0BaHUsM JIEKAPCTBEHHBIX MPENapaToB, XpaHEHUIO, MepeBo3ke, BBO3y B PO,
OTIIYCKY, peaJi3allii JIEKapCTBEHHBIX CpPEJCTB, TMPUMEHEHUIO JIEKapCTBEHHBIX IpEnapaTos,
YHUUYTOXKEHHUIO JIEKAPCTBEHHBIX CPEJICTB, YCTAHOBJICHUIO MPOM3BOAUTENSIMH JIEKAPCTBEHHBIX
IpernapaToB 1I€H Ha JIGKApCTBEHHBbIE IMIpernapaThl, BKIIOYEHHBIE B IEpPEUEHb IKU3HEHHO
HEOOXOAMMBIX W  BaXXHEWINMX  JIGKAPCTBEHHBIX  MpernapaToB, a Takke COOJIoAEHUs
YIOJHOMOYEHHBIMU OpPraHAMH HCIIOTHUTEIBHOU BIACTU CYObEKTOB P® METOIUKM YyCTaHOBJICHUS
MpeNeNIbHBIX Pa3MEpOB OMNTOBBIX HAA0ABOK M MPEAETbHBIX pPa3MEpPOB PO3HHYHBIX HAJ0ABOK K
(baKTUUECKUM  OTIYCKHBIM  II€HaM, YCTAaHOBJICHHBIM MPOU3BOAUTEISIMH  JIEKAPCTBEHHBIX
IpenaparoB, Ha JIEKAPCTBEHHbIE MpenapaThl, BKIIOYCHHBIE B MEPEUYCeHb )KU3HEHHO HEOOXOAUMBIX U
Ba)KHEHUIIINX JIEKAaPCTBEHHBIX MPEMNapaTos;

(B pen. [TocranoBnenus [IpaBurensctBa PO ot 04.09.2020 N 1344)

0) opraHu3zalMi0 U TPOBEJEHUE IPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENCTB,
HaxOAsIIUXCS B T'PpaXKIaHCKOM 000pOTe, YCTaHOBJEHHBIM 00s3aTElbHBIM TpPeOOBaHUSAM K HX
KauyecTBY;

(B pen. [TocranoBnenus [IpaBurensctBa PO ot 16.06.2015 N 591)

B) yrpatuia cuiy ¢ 1 urons 2015 roga. — Iloctanosnenue [IpaButensctBa PO ot 16.06.2015 N
591;

I') OpraHu3allMIo U MpoBeeHUe papMaKoHaI30pa;

(B pen. Ilocranosnenus [IpaBurensctea PO ot 16.06.2015 N 591)
1) IPUMEHEHUE B TOpPsAKE, YCTAaHOBIEHHOM 3aKOHOJAaTeabCcTBOM Pd, mep mo mpecedeHuto
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BBISIBIGHHBIX HApyIIEHUH 00s3aTeNbHBIX TPEOOBAHMN M (WMJIM) YCTPAaHEHHUIO IMOCIEACTBUN TaKHX
HapylLIeHUH, B TOM 4MCIE€ IPUHATHE PELIEHUS O HAXO0XKICHUU JIEKaPCTBEHHBIX CPEICTB B
oOpalieHuy, BbIAAYy MpEINUCaHUi 00 YCTPAaHEHHWU BBIABJICHHBIX HApYyLICHUH 00s3aTeIbHbIX
TpeOOoBaHMIl U MPUBJIEUEHNUE K OTBETCTBEHHOCTH JIULI, COBEPUIMBIINX TAKUE HAPYILICHHUS;
(B pen. IlocranoBnenus [IpaButensctBa PO ot 16.06.2015 N 591)

€) TPOBEACHHE KOHTPOJBHBIX 3aKYMOK B MENAX MPOBEPKU COONIIONCHUSI CYOBEKTaMU
oOpamieHusi  JIEKapCTBEHHBIX  CPEACTB,  OCYIIECTBISIOUIMMU  PO3HHUYHYIO  TOPrOBIIIO
JIEKapCTBEHHBIMHU IIpENapaTaMu JJj1si MEAUIIMHCKOTO IPUMEHEHNUs, IIPaBWJI OTITYCKa JIEKAPCTBEHHBIX
IpenapaToB JJisi MEIUIMHCKOTO MPUMEHEHUS W (WJIM) 3ampeTa Mmpoaaxu (aabcuUIIpOBaHHBIX
JICKApCTBEHHBIX CPEICTB, HEJOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB M KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPEJICTB.
(nm. "e" BBeneH [ToctanoBnenuem [1paButensctBa PO ot 15.11.2019 N 1459)

) TIpOBEIEHHE KOHTPOJBHBIX 3aKyNMOK B LEJISIX MPOBEPKH COOJIIOAEHUA CyObeKTaMu
oOpalleHusi  JIGKAPCTBEHHBIX  CPEACTB,  OCYIIECTBISIOLIMMH  PO3HUYHYIO  TOPTOBIIIO
JIEKapCTBEHHBIMHU IIpernapaTamMu JJIsi BETEPUHAPHOTO0 MPUMEHEHHUs, IPaBUJI HaJUJIeXkallel anTeqyHoHl
MPaKTUKH JIEKAPCTBEHHBIX MPENApaTOB JJisi BETEPUHAPHOTO IPUMEHEHUS U (MJIK) 3arpeTa IpoJax u
(hanbcuuIMPOBaHHBIX JIEKAPCTBEHHBIX CPENICTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPECTB
1 KOHTPa(aKTHBIX JICKAPCTBEHHBIX CPENICTB.

(mm. "x" BBeneH [locranoBnenunem IlpaButensctea PO ot 30.03.2020 N 365)

5(1). denepanbHas cinyx0a o Haa30py B cdepe 3apaBooxpaneHus U DenepanpHas ciayxoa
[0 BETePUHAPHOMY U (UTOCAHUTAPHOMY HAI30py OCYIIECTBISIOT TOCYIAapCTBEHHBIM HAI30p C
MIPUMEHEHUEM PUCK-OPHEHTUPOBAHHOTO MOJX0/1A.
(. 5(1) BBeneH IlocranoBnennem IpaButensctea PO o1 31.07.2017 N 907; B pen. [locranoBieHus
[TpaButensctBa PO o1 23.10.2017 N 1286)

6. T'ocymapCTBEHHBIH HaA30p OCYILECTBISETCS MOCPEICTBOM IMPOBEACHUS IUIAHOBBIX U
BHEIUIAHOBBIX, TOKYMEHTAPHBIX M BBIC3JIHBIX MPOBEPOK B COOTBETCTBMU CO CTaThsiMu 9 — 12
@enepanbHoro 3akoHa "O  3ammTe OpaB  IOPUAMYECKMX JIMIL W HWHJIWBUAYaJIbHBIX
NpeANpUHUMATENICH TPHU  OCYIIECTBJICHHHM TOCYAapCTBEHHOrO0  KOHTpoysi  (Haa30pa) W
MYHUIUTIATIBHOTO KOHTPOJIs".

[IpenBapuTenbHOE COrJacoBaHHME C OpraHaMHd IPOKYPaTypsl CPOKOB  IPOBENEHUS
BHEIUIAHOBOM  TNPOBEPKH  CYOBEKTOB  OOpAaIlleHHsT JIEKApCTBEHHBIX CpPENCTB, a  TaKkKe
IpeABapUTEIbHOE YBEIOMJICHHE IOPUIUYECKHX JIML, WHIUBUAYAIbHBIX MpeanpUHUMAaTeNIed o
Hayajie TPOBEACHHUS OTOW MpoBepku He Tpedyercs. OpraHbl MNPOKYpaTyphl H3BEIIAIOTCS O
IPOBEACHUN BHEIJAHOBOW MPOBEPKHM CyOBEKTOB OOpalleHHs JIeKapCTBEHHBIX CPENCTB
MOCPEICTBOM HAIPABJICHUS COOTBETCTBYIOMIMX JOKYMEHTOB B TeUeHHE 3 paboumx JIHEH co THS
OKOHYAHUS MIPOBEACHUS YKa3aHHOW BHEIIAHOBOM IPOBEPKH.

(a63arn BBeneH [locranoBnennem [IpaBurensctea PO ot 16.06.2015 N 591)

Kak ocHoBaHue ma/is TpOBEICHHS BHEIJIAHOBBIX MpoBepok DenepanbHOil Cciayxk00il Mo
HaJ30py B chepe 3ApaBOOXpaHEHUS H €€ TEePPUTOPUATBHBIMH OpraHaMH HCHOJb3YIOTCS
WHIVKATOPBl PHCKAa HApyLICHUs OO0sS3aTelbHBIX TpeOOBaHUI, yTBepkaaeMble MHHHCTEPCTBOM
3apaBooxpaHeHus PO.

(a63an BBeneH [locranosnennem [IpaBurensctBa PO ot 09.11.2019 N 1433)

B OTHOmIEHWM OTHENBHBIX OpraHW3allMid, OCYIIECTBISIOMNX JEATEIBHOCTE B  chepe
oOpamieHusi JeKapCTBEHHBIX CPEJICTB, ILJIAHOBBIE IPOBEPKU TMPOBOASATCS C YCTAHOBIIEHHOU
MEPUOJUYHOCTBIO COIJIACHO TEPEYHI0 BHJOB JEATENBHOCTH B cdepe 31paBoOXpaHeHHs, chepe
oOpa3oBaHMsI ¥  COLMAIBHOW  cdepe, OCYIIECTBIAEMBIX IOPUANYECKUMH  JHLIAMH U
WHIUBUIYAJIbHBIMH  MPEANPUHUMATEIIIMA, B OTHOIICHWH KOTOPBIX IUIAHOBBIE IPOBEPKH
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NPOBOJATCSI €  YCTAHOBJICHHOW  MEPUOJUYHOCTBHIO,  YTBEPXKICHHOMY  I[OCTaHOBJICHHUEM
[TpaButensctBa P® ot 23 HOs10pst 2009 1. N 944,

7. Cpoku M TOCIIEIOBaTEIbHOCTh aJMHUHHMCTPATUBHBIX IPOLEAYP HPHU OCYLIECTBIECH MU
roCyJJapCTBEHHOTO  HaA30pa  YCTAaHABIMBAIOTCA  AJMUHUCTPATUBHBIMH  pErVIaMEHTaMH,
pa3pabaThIBa€MBIMU U YTBEPKIaEMBIMHU B COOTBETCTBUHU C ITOCTaHOBJIeHUEM [IpaButensctBa PO or
16 mas 2011 r. N 373 "O pa3paboTke U YTBEp)KIECHUU aTIMUHUCTPATHUBHBIX pETJIaMEHTOB
UCIOJHEHUs TOCYAapCTBEHHBIX (QYHKUMN W aJMHUHHCTPATHUBHBIX PErJIaMEHTOB IPEIOCTaBICHUS
rOCyAapCTBEHHBIX yCIyT'".

8. JIOIDKHOCTHBIMH JIMIIaMH, YIOJHOMOYEHHBIMH OCYLIECTBJISATh T'OCYAAPCTBEHHBIM HaJ30p,
SABJIIOTCS:

a) pYKOBOJMUTEIHN OPraHOB rOCYAapCTBEHHOT0 HAJ30pa, X 3aMECTUTEIH;

0) pPYKOBOIUTENIM CTPYKTYPHBIX IOAPA3JEICHUA OPraHoB IOCYAAPCTBEHHOIO HAI30pa, MX
3aMECTUTENM, JOJDKHOCTHBIMU perjaMeHTaMH KOTOPBIX IPElyCMOTpPEHbl IIOJHOMOYMS IO
OCYIIECTBJIEHUIO TOCYAapCTBEHHOI O HA/130pa;

B) MHBIE T'OCY/JapCTBEHHbIE I'PaXKJaHCKUE CIIy’Kalllie OPraHOB TIOCYIapCTBEHHOIO HAaJ30pa,
JOJDKHOCTHBIMHM  PErJJaMEHTaMU KOTOPBIX IPEAYCMOTPEHbl IOJHOMOYHS 110 OCYLIECTBJIEHUIO
(benepanabHOro rocy1apcTBEHHOI0 Ha130pa.

9. JIOJDKHOCTHBIE JIMIIA OPraHOB TOCYJApCTBEHHOIO  HAJ30pa,  YHOJHOMOYEHHbIE
OCYLIECTBJIATh TOCYJApCTBEHHBIH HA/N30p, B MOPSAKE, YCTAHOBIECHHOM 3aKOHOJIATEIbCTBOM P,
UMEIOT MPaBo:

a) NOJy4aTh Ha OCHOBAaHMM MOTHBUPOBAHHBIX IHCHMEHHBIX 3alpOCOB OT CyOBEKTOB
oOpaIieHus JIEKapCTBEHHBIX CPEACTB, OPraHOB MCIOJHUTEILHON BIaCTH CyObekToB PD u opranos
MECTHOT'O CaMOYIPABJICHUS JOKYMEHTHI MU HH(OpMAIHIO IO BOIpocaM 00pallieHus J1eKapCTBEHHbIX
CPEACTB;

0) OecHpemnsTCTBEHHO MO TPEAbSIBICHUU CIY>KEOHOTO YJOCTOBEPEHHSI W KOIMUHU IPHKa3a
(pacmopskeHMs) opraHa TOCYAapCTBEHHOTO HaJa30pa O Ha3HAYeHUHM TPOBEPKH IOCEIIaTh
UCIOJIb3yeMble IOPUANYECKUMU JUIIAMH, HHIUBUAYATbHBIMU MPEIIPUHUMATEISIMU, SIBIISIFOIIUMUCS
CyObEKTaMH OOpallleHHs] JIEKAPCTBEHHBIX CPEACTB, MPH OCYIIECTBICHUH CBOEH AeITeIbHOCTH
TEPPUTOPUH, 3[aHUS, MOMEIIEHHS U COOPYKEHUS B LEIIX HPOBEACHUS MEPOIPUITHH IO
KOHTPOJIIO;

B) IPOBOAUTH OTOOP 00PA3L0OB JIEKAPCTBEHHBIX CPENICTB, IPEIHA3HAUEHHBIX JJIsl pealn3aluu
U peajn3yeMbIX CyObEeKTaMH OOpallleHHs JIEKapCTBEHHBIX CPEICTB, NIl MPOBEPKH MX KadecTsa,
IPOBEACHUS HCCIENOBaHUI, HCIBITAHUNH B COOTBETCTBUM C IMpaBUiIaMH 0TOOpa 00pasIoB,
YCTaHOBJIEHHBIMH YIIOJIHOMOYEHHBIM (e/iepaibHbIM OPraHOM HCIIOJHUTEIbHON BIACTH;

I') Bbl1aBaTh CyObeKTaM OOpallleHusl JEKapCTBEHHBIX CPEICTB MPEINUCaHUs O MPEKpaLCHUH
HapylLIeHu 00s3aTeNIbHBIX TpeOOBaHUI U 00 yCTpaHEHUH BBISIBICHHBIX HApYLIEHUNH 00513aTEIbHbBIX
TpeOoBaHMii;

J1) HalpaBJsATh B YIOJHOMOYEHHBIE OpraHbl MaTEpUalbl, CBS3aHHBIE C HapYLIECHUIMU
00si3aTeNbHBIX TPeOOBaHUM, AN pEIIEHHS BOMPOCOB O BO30YKIEHUU YrOJOBHBIX JI€d IO
MpU3HAKAM MIPECTYIIICHUM.

10. JlomkHOCTHBIE JIMIAa OpraHa TIOCYJapCTBEHHOIO HAaJI30pa, YIOJIHOMOYEHHBIE
OCYIIECTBIATh TOCYAAapCTBEHHBIH HAA30p, INpU TPOBEACHUU IIPOBEPKHU O0Os3aHBI COOMIOAATH
OTpaHWYEHMS] U BBINOJHATH OOS3aHHOCTH, YCTAHOBJICHHbIE cTaThsiMu 15 — 18 ®DenepanbHoro
3akoHa "O 3ammTe MpaB HOPUIAWYECKUX JIMI M HWHAUBUIYAJIBHBIX NpPEAIpPUHUMATENCH IpH
OCYIIECTBJICHUH TOCYapCTBEHHOI0 KOHTPOJIS (HAA30pa) U MYHHUIIMIAILHOTO KOHTPOJIA", a Takke
HECTU OTBETCTBEHHOCTh 3a HEHAJUJIEKAIIEE UCITOJIHEHUE BO3JIOKCHHBIX HA HUX ITOJTHOMOYHH.
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10(1). HomwkHOCTHBIC JMIlAa, yKa3aHHbIe B TyHKTe 8§ Hacrosgmiero llomoxenus, mnpu
MPOBEJICHUH TUIAHOBOW TPOBEPKH OOS3aHBI HCIOJB30BATH IMPOBEPOYHBIC JHCTHI (CIIHCKHU
KOHTPOJILHBIX BOIIPOCOB).

Hcnonbp3oBaHUE MPOBEPOUHBIX JIMCTOB (CHUCKOB KOHTPOJIBHBIX BOIPOCOB) OCYIIECTBIISIETCS
NPy TPOBENCHUHM ITUTAHOBOM TPOBEPKM BCEX IOPHAMYECKUX JIMI] W WHIWBUAYAJIbHBIX
MpeIpUHAMATENEH.

[IpoBepounbie TUCTHI (CIIMCKU KOHTPOJIBHBIX BOIIPOCOB) COJAEPKAT BOMPOCHI, 3aTPparuBaroie
MpeabsIBIseMble K IOPUINYECKOMY JIHIYy W WHAWBUAYAILHOMY MPEIIPUHUMATETIO 00sS3aTebHBIE
TpeOOBaHMs, COOJIIO/ICHUE KOTOPBIX SBJIAETCS HanuOoJiee 3HAYUMbBIM C TOUYKU 3PEHUSI HEIOMYIICHHS
BO3HMKHOBEHHUSI yrpo3bl MPUUYMHEHHUS Bpena >XU3HHU, 3J0POBBI0 Tpa)KJaH, Bpela >KUBOTHBIM,
pacTeHusM, OKpyXKarolledl cpene, 0ObeKTaM KyJIbTYpHOTO Hacienus (MaMiATHUKaM HCTOPUU U
KYJIBTYpbI), 06€30MaCHOCTH TOCYJapCTBa, a TAaKXKe YIpO3bl UpE3BbIYAMHBIX CUTYAllUll IPUPOAHOTO U
TEXHOT€HHOT' 0 XapakTepa.

[IpenmeT miIaHOBON MPOBEPKH IOPUIUUYECKUX JHIl U UHAUBUIYATBHBIX MPEANpPHHUMATEICH
OTPaHUYHMBAETCS MMEPEYHEM BOIPOCOB, BKIIOUEHHBIX B IMIPOBEPOYHBIE JUCTHI (CIIUCKU KOHTPOJIBHBIX
BOIIPOCOB).

(n. 10(1) BBenen ITocranosinenuem [IpaBurenscrea PO ot 14.07.2017 N 840)

11. ITo pe3yipTaTaM NpPOBEPKU AOHKHOCTHBIE JIMLA OPraHOB I'OCYJAapCTBEHHOI'O HaJ30pa
IPUHUMAIOT MEpBL, TpeaycMoTpeHHble DenepasibHbIM 3aKoHOM "O 3aluTe NpaB PUIAYECKUX JIUL]
U UHIUBUIYAIbHBIX MpEeANpPUHUMATENIEH IpPU OCYLIECTBICHUU TOCYAAPCTBEHHOTO KOHTPOJIS
(Ham3opa) W MyHUIUOATBHOTO KOHTpounsi", ®exepanbHbiM 3akoHOM "OO6  oOpamieHUn
JIEKapCTBEHHBIX CPEACTB" M MHBIMU 3aKOHOJATEJIbHBIMUA aKTaMu PO.

12. Pemenus u neiictBusi (06e37eiCTBHUE) TOJDKHOCTHBIX JIMI[ OPraHOB TOCYIApPCTBEHHOTO
HaJ[30pa, YIOJHOMOUYEHHBIX OCYIIECTBIISATh TOCYIaPCTBEHHBIA HA30P, MOTYT OBITh 00’KaJIOBaHBI B
aIMUHUCTPATUBHOM U (MJTH) CyJeOHOM MOPSIKE B COOTBETCTBUU C 3aKOHOAATENHCTBOM PD.

13. Uudopmanus o JeATEIbHOCTH OPraHoB TOCYIAapCTBEHHOTO HAA30pa U pe3yJbTaTax
MPOBEJCHHBIX HMMH MPOBEPOK, 3aTParMBaIOIIUX MHTEPEChl HEOMPEIENIEHHOT0 Kpyra JIHII,
pa3Mmeriaercs Ha oUIMATIbHBIX caliTaX OPraHoB rOCyAapCTBEHHOrO Haja30pa B MHPOPMAIMOHHO-
TEJIEKOMMYHUKAIIMOHHOM cetu "MIHTepHeT" B MOpsi/IKe, yCTAaHOBJIEHHOM 3aKOHOJATEIbCTBOM PD.

14. B nenax npumenenus denepanpHoil ciryx060i 1o Hax30py B chepe 34paBOOXpaHEHUS U
@enepanpHO  cay)KOOH 1O BETEpUHAPHOMY M (UTOCAHUTAPHOMY  HAA30py  PHUCK-
OPUEHTHPOBAHHOI'O IIOJXO/Aa MPH OCYLIECTBJIEHUH TOCYAApPCTBEHHOIO0 HaJa30pa JEATEIbHOCTH
IOPUAMYECKUX JIMI U MHAMBUAYAJIbHBIX NpEANpUHUMAaTeNed B cepe oOpalleHus jJeKapCTBEHHbIX
cpencTB (aanee — 00BbEKTHhl FOCYJapCTBEHHOIO HaJ30pa) MOMJISKUT OTHECEHHIO K OIpEeeeHHOM
KaTeropuu pucka B cooTBeTcTBUU C [IpaBuinamMu OTHECEHUs AEATEIbHOCTH IOPUAMYECKUX JIMIL U
MHMBUYaJIbHBIX MIpEeJIpUHUMaTe el 1 (M) UCIOIb3yeMbIX UMM IIPOM3BOICTBEHHBIX 00BEKTOB
K ONpEIEeIIEHHON KaTeropuu pHCcKa WIM OINPEeAeIEeHHOMY Kiaccy (KaTeropuu) OIAacCHOCTH,
YTBEpKIEHHbIMU mocTaHoBieHueM IlpaBurensctBa P® or 17 asrycra 2016 r. N 806 "O
NPUMEHEHUN  PHUCK-OPUEHTHUPOBAHHOIO TOAXOAa HpH  OpraHU3alUd  OTIEIbHBIX  BUIOB
rocyJ1apCTBEHHOI 0 KOHTPOJIA (Ha30pa) U BHECEHUU U3MEHEHUH B HEKOTOpBIe akThl [IpaBuTenbcTBa
P®" (nanee — [IpaBuna).

(n. 14 BBenen Iloctanosnenuem IlpaBurensctBa PO ot 31.07.2017 N 907; B pen. IloctanoBnenus
[IpaButensctBa PO o1 23.10.2017 N 1286)

15. OtHeceHne 00BEKTOB IrOCYJapCTBEHHOTO Haa3opa B cdepe oOpalleHHus JIEKapCTBEHHBIX
CpeaACTB i1 MCAUIMHCKOTO MMPUMEHCHUA K OHpeHeHeHHOﬁ KaTCropun pucCkKa OCYMICCTBILCTCA I10
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PELICHNIO PYKOBOIUTENS (3aMecTHTEeNs pykoBoauTelis) denepasibHOM CiryKObI IO Ha30py B chepe
3paBOOXPAHEHUSI Ha OCHOBAaHMM KPUTEPHUEB OTHECEHUs OOBEKTOB IOCYAApPCTBEHHOI'O Haa30pa K
OTpEeIeICHHON KaTerOpuM PUCKa COTrJIacHO npuiioskeHuto N 1.

(. 15 BBenen IloctanoBnenuem IlpaButenscrtea PO ot 31.07.2017 N 907; B pen. [loctaHoBIEHUS
[IpaButensctBa PO o1 23.10.2017 N 1286)

15(1). OTHECceHnEe 0OBEKTOB TOCYAAPCTBEHHOTO HaA30pa B chepe oOpalieHus JeKapCTBEHHbIX
CPEICTB ISl BETCPUHAPHOTO MTPUMCHEHUS K OIMPEICIICHHOW KaTerOpUU PHUCKa OCYIIECTBISCTCS Ha
OCHOBaHUHU KPHUTCPUEB OTHECCHHS OOBEKTOB TOCYJAaPCTBEHHOTO HAa30pa K KATETOPUSM PHCKa
COTJIACHO NPUII0KEHUIO N 2.

OtHeceHne OOBEKTOB TOCYJapCTBEHHOTO Haa3opa B cdepe oOpalleHus JeKapCTBEHHBIX
CPEACTB JIJIsl BETEpUHAPHOTO MPUMEHEHUS K ONpe/ieIeHHBIM KaTeropHusiM pUCKa OCYIIECTBIISETCS:

pelIeHueM pyKoBOAMTENs (3amectuTesss pykoBomutens) PexepanbHO CiIyxkObl 110
BETEPUHAPHOMY U (PUTOCAHUTAPHOMY HAJ[30pY — B OTHOILIEHUU JEATEIbHOCTH IOPUINYECKUX JIUL] U
UHIUBUAYAIbHBIX MpealpUHUMaTenel B cdepe IMpOoU3BOJACTBA JIEKAPCTBEHHBIX CPENCTB IS
BEeTEPUHAPHOTO  IPUMEHEHHUs, ONTOBOM TOProBIM  JIEKAPCTBEHHBIMU  CPEACTBAMHU IS
BETEPUHAPHOTO NPUMEHEHHs, PO3HUYHOM TOProBIM JIEKAPCTBEHHBIMU CpPEACTBAMH I
BETEPHUHAPHOTO IpPUMEHEHHUs (B Cllyyae, €CIM MecTa OCYLIECTBIEHHMS PO3HUYHOM TOProBIM
HaxomATCs B 2 U Oosiee cyobektax PdD);

pelieHueM pPYKOBOAMTENS (3aMECTHTENI PpYyKOBOAUTENS) TEPPUTOPHUATIBHOIO OpraHa
@denepanpHO CayXkObl MO BETEPUHAPHOMY U (UTOCAHUTAPHOMY HAJ30pY — B OTHOILEHUU
NEATeNbHOCTH  IOPUAMYECKUX JIMII M HMHIUBUAYaAJIbHBIX IpeanpuHumateneii B cdepe
JTOKJIMHUYECKUX HCCIEJOBAaHUNA JIEKAPCTBEHHBIX CPEACTB Ul BETEPUHAPHOTO INPHUMEHEHUS,
KJIMHUYECKUX MCCIEIOBAHUN JIEKApCTBEHHBIX IIPENapaToB Uil BETEPUHAPHOTO INPHUMEHEHHS,
XpaHEeHUs, TIePEeBO3KH, PO3HUYHON TOPrOBJIM JIEKAPCTBEHHBIMU CPEICTBAMU JJISI BETEPUHAPHOTO
NMpUMeHeHus (B ciydyae, €CIM MecTa OCYLIECTBJICHUS PO3HUYHON TOProBiIM HaXoAATCS Ha
TEPPUTOPUU OAHOTrO cyObekTa P®D), yHUUTOXKEHHUS JIEKapCTBEHHBIX CPENICTB JAJII BETEPUHAPHOTO
IIPUMEH EHUSI.

B ciyuae ecnu ropunnueckue auIla U UHIUBUAYaJIbHBIE MPEANPUHUMATENN OCYLIECTBISIOT
NEeSITEIbHOCTh, MPEIYCMOTPEHHYIO a03alaMud TPEeTbUM M UYETBEPTHIM HACTOSIIETO IYHKTA,
OJTHOBPEMEHHO, OTHECEHHE TaKOW JeATETbHOCTH K OINPEAEICHHOW KaTErOpHuu OCYIIECTBIISETCS
pykoBoauteneM (3aMmecTuTeneM pykoBoautens) denepaibHONM CIIyKObl MO BETEPUHAPHOMY H
(buTOCAaHUTAPHOMY HAJ30DY.

(n. 15(1) BBenen I[locranosienuem [IpaBurenscrea PO ot 23.10.2017 N 1286)

16. Ilpu orcyrcTBUM pemieHuss 00 OTHECeHMM OOBEeKTa IOCyJapCTBEHHOIO Haja3opa K
OIIPEIICNICHHON KaTeropuu pucka O0O0BEKT IOCylapCTBEHHOI'O HAA30pa CUMTACTCS OTHECEHHBIM K
KaTerOpuH HU3KOTO pHCKa.

(. 16 BBenen Iloctanosnenuem [IpaBurenscrea PO ot 31.07.2017 N 907)

16(1). IlepecmoTp KaTeropuu pHCKa, MPUCBOEHHOW paHee OOBEKTY TOCYAapCTBEHHOIO
Haj3opa B cdepe oOpalleHUs JEKapCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOTO MPUMEHEHUS,
OCYILIECTBJISETCSI HE PEXe OJTHOTO pa3a B roJl MpU HAJIUYMKU OCHOBAHUI Il H3BMEHEHUsl KaTeropui
pUCKa B COOTBETCTBUM C KPHUTEPUSMHU OTHECEHUS OOBEKTOB TIOCYIapCTBEHHOI'O HaJa30pa K
KaTeropusiM pUCKa COIJIaCHO npuiioxkeHuto N 2.

(n. 16(1) BBenen IlocranoBnenuem IIpaBurenscrea PO ot 23.10.2017 N 1286)

17. IIpoBeneHrEe TUIAHOBBIX MPOBEPOK B OTHOIIEHUU OOBEKTa rOCYAapCTBEHHOTO Haa30pa B
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cdepe oOpalieHus: JIEKApCTBEHHBIX CPEACTB JJIsI MEIUIIMHCKOTO MPUMEHEHHUs B 3aBUCHMOCTU OT
MIPUCBOEHHON KaTErOPHH PUCKA OCYLIECTBISIETCS CO CIEAYIOIIEH TePHOANYHOCTHIO:
(B pen. [TocranoBnenus [IpaBurensctBa PO o1 23.10.2017 N 1286)

JUIS KaTeropuy 3Ha4UTEIbHOIO pUCKa — OJIMH pa3 B 3 roza;

JUIS KaTETOpUU CPEIHEr0 pUCKa — HE Yallle OJJHOro pa3a B 5 JIeT;

JUIS KaTErOpUU YMEPEHHOT 0 prCcKa — He Yallle OIHOro pasa B 6 JIeT.

B oTHOIICHNH OOBEKTOB TOCYIApPCTBEHHOTO HAJ30pa, OTHECEHHBIX K KATETOPUU HHU3KOTO
pHCKa, IMJIAHOBBIC MIPOBEPKHU HE MPOBOISTCS.
(n. 17 BBegen IlocranoBnenuem [lpaBurensctea PO ot 31.07.2017 N 907)

17(1). IlpoBenenune MIaHOBBIX MPOBEPOK B OTHOIIEHUH 00BEKTOB rOCYJapCTBEHHOT 0 HaA30pa
B cdepe oOpalleHus JIeKapCTBEHHBIX CPECTB Ul BETEPUHAPHOTO MPUMEHEHHS B 3aBUCUMOCTH OT
IIPUCBOEHHON KaTErOpuH pUCKa OCYLIECTBISETCS CO CIEAYIOIIEN IepUOANYHOCTbIO:

JUI KaTeropuy 3Ha4MTEIbHOIO PUCKa — OIMH pa3 B 3 roza;

JUI KaTErOpUU CPEAHEr0 pUCKa — HE Yallle YeM OJIMH pa3 B 4 roja;

JUIsl KATErOpUHM YMEPEHHOr 0 prcKa — He Yallle YeM OJIMH pa3 B 5 JeT.

B oTHomeHnn 0OBEKTOB TOCYIapCTBEHHOTO HA/A30pa, OTHECEHHBIX K KaTETOpUU HHU3KOTO
pHCKa, JIAHOBBIE POBEPKHU HE MTPOBOASITCS.
(n. 17(1) BBenen ITocranoBnenuem [IpaBurenscrea PO ot 23.10.2017 N 1286)

18. @enepanbHas ciayx0a o Haa30py B cdepe 3apaBooxpaneHus u DenepanbHas ciyxoOa 1o
BETEPUHAPHOMY M (UTOCAHUTAPHOMY HAA30py BEAYT IMEpeuHH OOBEKTOB TOCYIAPCTBEHHOT O
Ha/a30pa, KOTOPHIM IPUCBOCHBI KAaTErOpuu pHUCKa (ajnee — ImepeuHu). BrirodyeHue oObeKTa
rocyJlapCTBEHHOTO Haja30opa B cdepe oOpalleHus JEKapCTBEHHBIX CPEACTB S MEAMIIMHCKOIO
MPUMEHEHHUSI B MEPEYHH OCYIIECTBJISETCS HA OCHOBAHUHU PEIIECHUS PYKOBOIUTENS (3aMECTUTEINs
pykoBoautens) DemepanbHON CIyKObI MO Ham30py B chepe 3ApaBOOXpaHEHHS] 00 OTHECEHUU
00BEKTOB rOCYIaPCTBEHHOT0 HAA30pa K COOTBETCTBYIOIIUM KaTETOPUSIM PUCKA.

(B pen. IlocranoBnenus [IpaBurensctea PO ot 23.10.2017 N 1286)

Bkmrouenne 00BEKTa TOCYAapCTBEHHOrO Haa3opa B cdepe oOpalieHus JIeKapCTBEHHBIX
CPEACTB JUIsl BETEPUHAPHOTO INPUMEHEHHS B IE€PEUEHb OCYLIECTBJSIETCSI HA OCHOBE peEIlIEHUs
pykoBoautens (3amecturens pykoBoautens) dDepepanbHON CiaykObl 0 BETEPUHAPHOMY U
GUTOCAHUTAPHOMY HAJ30py MJIM peIIeHUs PYKOBOAUTENS (3aMeCTHTeNsd PYKOBOIAMTEIS)
TeppuTOpHasibHOro opraHa denepanbHON CIIy*)Obl 1O BETEPUHAPHOMY M (PUTOCAHUTAPHOMY
Ha/30py 00 OTHECEHHMU OOBEKTOB IOCYIapCTBEHHOI'O HaJI30pa K COOTBETCTBYIOLIMM KaTEropusim
pHCKa.

(a63an BBeneH [locranosnennem [IpaBurenscrea PO ot 23.10.2017 N 1286)
(n. 18 BBeneH Iloctanosnenuem IIpasurensctea P® o1 31.07.2017 N 907)

19. TIlepeuynu coumepkaT  CICAYIONIYI0 HMHPOPMAINMIO B  OTHONICHMH  OOBEKTOB
rocyJ1JapCTBEHHOI 0 Ha/130pa:

a) TIOJJHO€ HaNMMEHOBAHUE IOPUANYECKOro JHIa, GaMuIns, UM U OTYECTBO (IIPU HATUYUH)
WHJMBHUAYaIbHOI'O PEANPUHUMATENS, JEATEIbHOCTH KOTOPIX IPUCBOEHA KATErOpusl PUCKa;

0) BuJ (BU/IbI) OCYIIECTBIIIEMOM e TEILHOCTH,

B) OCHOBHOM T'OCYJapCTBEHHBIN PErHCTPAIl[MOHHBIN HOMED;

I') UACHTU (PUKAIIMOHHBIA HOMEp HAJIOr OIUIaTENbIINKA;

1) azpec MecTta (MECT) OCYIIeCTBIICHUS AesITeIbHOCTH;

€) PEKBM3WTHl DPELICHUS O IPUCBOCHHU OOBEKTY TOCYAApCTBEHHOTO HAJ30pa KaTeropuu
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pHICKa, yKa3aHHE Ha KaTErOpHI0 PHCKA, a TAK)KE CBEACHHS, HA OCHOBAHHH KOTOPHIX OBLIO MPUHSATO
pelieHue 00 OTHECEHHH 00bEKTa ITOCyIapCTBEHHOI0 HA30pa K KATETOPHH PUCKA.
(n. 19 BBegeH [locranoBnenuem IpaButensctBa PO o1 31.07.2017 N 907)

20. Ha odunmanpabix caiitax ®enepanbHoil cioyk0bl 0 HAA30pY B cepe 3apaBOOXpPaHEHUS
u @enepanbHON CIyXOBI 110 BETEPUHAPHOMY M (PUTOCAHUTAPHOMY HAJ30py U €€ TePPUTOPHATBHBIX
OpPraHoB pa3MelaeTcsl U MOJIEPKUBACTCS B aKTyaJbHOM COCTOSIHMM ciefyromas uHdopmanus oo
00BbEKTaX TOCYJapCTBEHHOTO HAaA30pa, OTHECEHHBIX K KaTEeropuM 3HAYUTEIBHOIO pHCKa,
coziepKalascs B MepeyHsx:

(B pen. IlocranoBnenus [IpaBurensctBa PO ot 23.10.2017 N 1286)

a) TIOJJHOE€ HaUMEHOBAHUE IOPUANYECKOro JHIa, GaMuiInsd, UMs U OTYECTBO (IIPU HAJIUYHUH)
UHIUBUAYAJIbHOTO MPEIIPUHUMATENS, NEATEIbHOCTH KOTOPBIX NPUCBOEHA YKa3aHHas KaTEropus
pHcCKa;

0) BU (BU/IBI) OCYIIECTBIISIEMOM JESITEIBHOCTH;

B) OCHOBHOM T'OCYJJapCTBEHHBIN PErHCTPAI[MOHHBIN HOMED;

T') UACHTU (PUKAIIMOHHBIA HOMEp HaJIOr OIUIaTeNbIINKA;

1) anpec MecTta (MECT) OCYIIECTBIICHUS JeATEIbHOCTH;

€) KaTeropusl pucka M JaTa MPUHATUS PEUICHHUs] 00 OTHECEHUMH O0BEKTa roCylapCTBEHHOI'O
HaJ30pa K KaTeropuy 3HaYUTEIbHOTO PUCKA.

(m. 20 BBeaeH [loctanoBnenueM I[paButensctBa PO o1 31.07.2017 N 907)

21. Pa3memenue wuHpOpManmM, ykazaHHOH B mnyHKTe 20 Hacrosmiero IlomoxkeHwus,
OCYIIECTBIISIETCS C Y4€TOM TPeOOBaHUM 3aKOHOIaTeNIbCcTBA PD 0 rocyaapcTBEHHOM TaiHe.
(n. 21 BBegeH [locranosnenueM [IpaBurensctBa PO ot 31.07.2017 N 907)

22. Ilo 3ampocy IOpPUAMYECKOTO JIMLA WJIM HWHAUBUAYAJIBHOTO IPEANPUHUMATEIS
@enepanpHas ciayx0a 1o Haa3opy B chepe 3apaBooxpaHeHus, DenepaibHas Ciayxkba 1O
BETEpUHAPDHOMY M  (UTOCAHUTapHOMY Haa30py B  yCTaHOBJIEHHBIH [IpaBuiaamMu  cpok
MPEOCTaBISAIOT UM MH(POPMALMIO O MPHUCBOEHHOM WX JIEATEIbHOCTH KaTETOPUU PUCKA, a TaKKe
CBEJICHUS, UCIIOJIb30BAHHBIEC TIPU OTHECEHUH U X ACSITEILHOCTH K OMpPEIEIeHHON KaTeropuu prucka.
(m. 22 BBeneH Iloctanosnenuem IIpaButensctBa P® ot 31.07.2017 N 907; B pen. IloctaHoBNIEHMS
[IpaButensctBa P® o1 23.10.2017 N 1286)

23. KOpuaudeckoe WO WM HWHIWBHUAYaJbHBIM MpEANPUHUMATENb BIPAaBe MOAATh B
yctaHoBieHHOM [lpaBunmamu mopsnke B @DenepanbHyro Ciayx0y 1o Haa3zopy B chepe
3npaBooxpaHeHusi, denepaiibHyl0 Cay>KOy 1O BETepUHAPHOMY H (DUTOCAHUTAPHOMY HAI30PY
3asBJIeHHE 00 M3MEHEHHUH MPUCBOCHHON paHee UX JCSITEIbHOCTH KAaTErOPUH PUCKa.

(n. 23 BBeneH IlocranoBienueM IlpaButensctBa PO ot 31.07.2017 N 907; B pen. [loctanoBiieHus
[TpaButensctBa PO o1 23.10.2017 N 1286)

[Tpunoxenue N 1 k [Tonoxxeruto o ¢penepasbHOM TOCYAapCTBEHHOM HaI30pe B cepe oOpamieHus
JICKAPCTBCHHLIX CPEACTB AJIA MEAUIHUHCKOI'O IIPUMCHCHUA

KpuTepumn oTHeceHUA 06 bEKTOB rocyAapCTBEHHOro Haa3opa B cdepe obpalieHus

neKapcTBEHHbIX CPeACTB ANs MeAULMHCKOro NpUMeHeHUA K onpeaeneHHoM
KaTeropuu pucka
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Cnucok n3MeHsomuX J0KyMeHToB (BBeaeHbI [locranoBnenuem [1paBurensctBa PO ot
31.07.2017 N 907; B pen. ITocranoBnenus [IpaBurensctea P® ot 23.10.2017 N 1286)

. ObwWwme nonoxeHus

1. ITpu ocyuiecTBIIEHNN rOCYy1apCTBEHHOIO HaA30pa OTHECEHUE EATEIbHOCTH HOPUINYECKUX
JMI U WHIUBUIYaJbHBIX MpeAnpUHUMaTeneil B chepe oOpalieHus JEKapCTBEHHBIX CPEACTB I
MEIMIIMHCKOTO TMpUMEHEHMs (J1ajee — OOBEKThl TOCYJapCTBEHHOTO HAaA30pa) K OMpeeleHHOM
KaTErOpUU PHUCKA OCYILECTBISIETCI B COOTBETCTBUU C KPUTEPUSAMU TSKECTH NOTEHLIHAIBHBIX
HEraTUBHBIX MOCIEACTBUNA BO3MOXKHOI'O HECOOIOEHUs 00s3aTeNbHBIX TPEOOBAHUN U C Yy4ETOM
KPUTEPHEB BO3MOKHOT'0 HECOOIIOACHUS 0053aTENbHBIX TPEOOBAHUH.

2. OTHeceHrne 00BEKTOB TOCYAAaPCTBEHHOTO HA/I30pa K KaTETOPUSIM PUCKA OCYIIECTBIISIETCS C
yduetoM  uHPOpMalMM,  COIepXkalleiics B  peecTpax  JHMIEH3MM Ha  OCYIIECTBICHHUE
(apManeBTUYECKOW AeITeNbHOCTH, METUIIMHCKOM AEsITeNbHOCTH M AESITENbHOCTH MO 000pOoTY
HAapKOTMYECKUX CpEICTB, IICUXOTPONHBIX BELIECTB M HUX MPEKypCOpPOB, KYJIbTUBUPOBAHUIO
HApKOCOJIEPKaIllUX pacTEHUi, BeIeHHE KOTOPhIX ocyiiecTBsieT DenepanbHas ciyxba 1mo Haa30py
B cdepe 3ApaBOOXpPAaHEHHUs, B TOCYAAPCTBEHHOM pEECTpPEe JIEKapCTBEHHBIX CpPEACTB JUIs
MEJIULMHCKOrO MPUMEHEHUS M PEECTPE BBLAAHHBIX PAa3pELICHHl Ha MPOBEACHUE KIMHUYECKUX
WCCIIEOBAHMI JIEKAPCTBEHHBIX NMPENapaToB I MEAULUHUHCKOIO MPUMEHEHUS, BEICHHE KOTOPBIX
ocyuiecTBisieT MUHHCTEPCTBO 31paBooxpaHeHuss PD, a Takxke peecTpe JULEH3UN Ha TPOU3BOJICTBO
JIEKApCTBEHHBIX CPEICTB JUIsl MEOULMHCKOIO NPUMEHEHMs, BEIEHUE KOTOPOr0 OCYILIECTBISET
MuHUCTEPCTBO MPOMBIIIIIEHHOCTH U TOproBiu PD.

Il. Kputepum TAXeCTU NOTeHUUaNbHbIX HEraTUBHbIX NOCNeACTBUA BO3MOXHOIO
Hecob6noaeHusa obs3aTenbHbIX TPe6oBaHUMN

3. Kputepunm TsKECTM NOTEHUMAJbHBIX HETATUBHBIX  IOCIENCTBUH  BO3MOXHOIO
HecoOoAeHUs 0053aTeNbHbBIX TPEOOBAHNI MPUMEHSIOTCS IyTEM pa3fesIbHOTO0 OTHECEHHsI 00bEeKTa
rOCYAapCTBEHHOI'0 HA/130pa K KATETOPUM PUCKA 110 KAKIOMY U3 CIECIYIOIIUX BUAOB AEATCIBHOCTH:

a) OMTOBAsl TOPTOBJIS JIEGKAPCTBEHHBIMU CPECTBAMH JIJISI METUIIUHCK OT'0 IPUMEHEHHS,;

0) TOKJIMHUYECKUE UCCIIEOBAHUS JIEKAPCTBEHHBIX CPENICTB JJIsI MEIUIIMHCKOrO MPUMEHEHUS,
KIIMHUYECKUE HCCIENOBAHUA JIEKAPCTBEHHBIX IIPENapaToB Il MEIULHUHCKOrO IIPUMEHEHHS,
pO3HM4YHAs TOProOBJs JIEKAPCTBEHHBIMU IpenapatamMu Ui MEIULHMHCKOIO IPUMEHEHUS H
YHUUYTOKEHHE JIEKaPCTBEHHBIX CPEICTB I MEJULUHCKOIO IPUMEHEHNS;

B) IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB JJIsl MEAULIMHCKOrO IPUMEHEHHUSL.

4. JInst ONTOBOW TOPTOBJM JEKAPCTBEHHBIMH CPEACTBAMHU JIJISI MEAMIIMHCKOTO IPHM €HEHHS
OTHECEHHE O0BEKTa TOCYJapCTBEHHOIO HAA30pa K KAaTETOPHH PHCKA OCYIIECTBISETCA C Y4ETOM
CIIeAYIOIUX 3HaUeHuH nokazatens pucka (K):

a) 3HAYUTENBbHBIM PUCK — B ciydae, eciu mnokaszatenb pucka (K) cocraBiser cBbiie 39
0asioB;

0) cpenHmii puCK — B ciiydae, eciu nokasartens pucka (K) cocrasmser ot 27 1o 39 6amios;

B) YMEPEHHBII PUCK — B CiIy4ae, ecyii mokasatenb pucka (K) cocraBnsier ot 16 1o 26 6amnos;

I') HU3KHI pUCK — B ciIydae, eciu nmokasaresb pucka (K) cocrasiser menee 16 6amios.

5. 3navenwne nmokazarens pucka (K) onpenemnsiercs mo gpopmyre:

K=K1+ K2+ K3 + K4 + K5,
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rae K1, K2, K3, K4, K5 — nokazarenu pucka, NmpucBauBaeMble JJIsi ONTOBOM TOPIOBJIH
JIEKapCTBEHHBIMHU CPEACTBAMU JIJISI MEIUIIMHCKOTO MIPUMEHEHHMS, COTJIaCHO MpriiokeHuio N 1.

6. 3nauenne mokazateneit K1, K2, K3, K4, K5 onpenensercs myrem BbiOOpa OmHON u3
XapaKTEepPUCTUK MO KaXKIOMY U3 YCIOBUM OCYLIECTBICHHS JESITEIbHOCTH, NPUBEACHHBIX B
npwiokeHnd N | K HacTosAIeMy JOKYMEHTY.

7. JAs MOKIMHMYECKMX WCCIENOBAaHUM JIEKApCTBEHHBIX CPEACTB [JJs MEAMIIMHCKOIO
MPUMEHEHUS, KIWHUYECKUX WCCICAOBAHUN JICKAPCTBEHHBIX NPEMapaToB ISl MEIUIIMHCKOTO
MPUMEHEHUS, PO3HUYHOW TOPrOBJIM JIGKAPCTBEHHBIMH TMpenapaTtaMud JUii  MEIUIMHCKOTO
MPUMEHEHUS U YHUUTOXKEHUS JIGKAPCTBEHHBIX CPENICTB JIJIT MEIUIIMHCKOTO TIPUMEHCHHS OTHECCHHUE
00BEKTa TOCYIapCTBEHHOT'O HAJ30pa K KAaTErOpUH PUCKA OCYIIECTBISETCS C YYETOM CIEAYIOLIHX
3Ha4YeHUM nokaszarens pucka (JI):

a) 3HAUYMTENIBHBIM pUCK — B ciyd4ae, ecilu mokaszareinb pucka (JI) cocraBisier cbiue 28
0ajos;

0) cpenHMi pUCK — B clly4yae, eCii moka3atenb pucka (JI) cocrabmsier ot 21 1o 28 6anios;

B) YMEPEHHBII PUCK — B ClTy4ae, ecJid mokasaTelnb pucka (JI) cocrasuser ot 15 10 20 6anos;

I') HU3KHI PUCK — B ciIy4ae, eciu mokasaresb pucka (JI) coctasiser menee 15 6amios.

8. 3nauenue nokazatens pucka (JI) onpenensercs myTeM CIOXKEHHUs 0aJIJIOB B 3aBUCHIMOCTH OT
MPOIIECCOB, OCYIIECTBIIIEMBIX 00BEKTOM rOCYAAPCTBEHHOI'0 HAZ30pa, COTNIACHO MpUIIoKeHu o N 2.

9. JInst mpOM3BO/ICTBA JIEKAPCTBEHHBIX CPENCTB ISl MEIUIIMHCKOTO MPUMEHEHUS! OTHECEHU e
00BEKTa TOCYIapCTBEHHOI'O HAJ30pa K KATErOPUM PUCKA OCYIIECTBIISIETCS C YYETOM CIEAYIOIIUX
3HAYEHUM MoKazaTenen pucka (M):

a) 3HAYUTEJILHBIN PUCK — B CITy4ae, €CIU MoKasaTesb pucka (M) cocTtaBiisieT cBbiie 8 0asioB;

0) cpenHmil pUCK — B clTy4yae, €Ciu 1mokas3aTtenb pucka (M) cocraBiisier oT 6 10 8 6anios;

B) YMEPEHHBII PUCK — B ClTydae, eclii Ioka3aTelb pucka (M) coctaBisier 4 unu 5 6aios;

I') HU3KHI pUCK — B cilydae, eciy nokasartenb pucka (M) coctaBisger meHee 4 6auioB.

10. 3nauenne nokazatesns pucka (M) onpenemnsieTcs Mo popmyie:

M =Ml x M2,

rac Ml, M2 — mnokaszaTeiu PUCKa, IPUCBAUBACMBIC IJI1 IIPOMU3BOJACTBA JICKAPCTBCHHBLIX
CpeACTB MJId MCAULIMHCKOI'O ITPUMEHCHUA, COTJIACHO IMPUIIOKCHUTIO N 3.

11. Ecin 00BEKT rocyaapCTBEHHOIO HaA30pa OCYLIECTBISIET BBIMYCK HECKOJBbKMX BHUOB
IPOAYKUUU WIA OJHOBPEMEHHO C BBIIYCKOM IPOAYKLHMHM OCYILUECTBIAECT MAEATEIbHOCTb II10
YIaKOBKE JIEKAPCTBEHHBIX IPENapaToB JUIsi MEAMLMHCKOIO IPUMEHEHUs, BbIOMpaeTrcs ojHa
MO3UIMS ¢ HAaMOOJIbIIUM KOJMYECTBOM OaJulOB, MpHUBEIEHHAs B NpHiIokeHUH N 3 K HacToslemy
JOKYMEHTY.

lll. Kputepuun BO3MOXHOro HecobnoaeHUA ob6sa3aTenbHbIX TpeboBaHUN
12. OOBEKTHI TOCYIApCTBEHHOTO HAJI30pa, MOJJISKAIINE OTHECEHUID B COOTBETCTBUH C
pasznenom Il HacTosiero JOKyMEHTa K KaTErOpUsSM CPEIHEr0, YMEPEHHOTO M HHU3KOTO PHCKOB,

moJIC)KaT OTHCCCHUIO K KaTCropusaM 3HAUUTCIBHOro, CpEAHEro W YMCEPCHHOI'O PHUCKOB
COOTBCTCTBCHHO IIPU HAJIMYUHU BCTYIIMBIINX B 3aKOHHYIO CHJIy B TCUCHUC 2 JICT, MPCAUICCTB YIOIIIUX
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JaTe MPUHATHS pelIeHus] 00 OTHECEHUU 00BEKTa ITOCyIapCTBEHHOTO HAJ30pa K KaTErOpuu prckKa, 2
wim 0oJiee MOCTAHOBIICHUH O IPUBIICUCHUH K a]MUHUCTPATUBHONW OTBETCTBEHHOCTH FOPUIUIECKOT O
JHIa, €ro JODKHOCTHBIX JIMIl WM WHAMBUAYAIRHOTO MPEANPHHUMATEIS] C Ha3HAYCHHEM
aJMMHHMCTPATUBHOTO HaKa3aHWs B BUAEC aJAMMHHMCTPATUBHOIO IITpada UM aAMHUHHCTPATUBHOIO
MIPUOCTAHOBJICHUS] JIEATEIBHOCTH 3a COBEpUICHHE aJIMUHUCTPATHUBHBIX IpaBOHApYIIEHU,
MPEIyCMOTPEHHbIX:

a) crateeii 6.33 Komekca P® 00 aaMHHHCTpaTHBHBIX MPABOHAPYIICHUSX B YaCTH
MPOU3BOJICTBA, POJAXKH MM BBO3a Ha TeppuToprio PD danbcupuinpoBaHHBIX JEKapCTBEHHBIX
CPEACTB JAJs MEAMLIMHCKOrO TPUMEHEHMs, MpoJakM WIM BBO3a Ha Tepputoputro Pd
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB JJIsI MEIUIIMHCKOTO TPUMEHECHUS, TTPOIaYKH WIIH BBO3a HA
tepputoputo PO  HemoOpokadecTBEHHBIX JIGKAPCTBEHHBIX CPEACTB Ui  METUIIMHCKOTO
MPUMEHEHHUs, a TaKXKe HE3aKOHHOr'o IMPOMU3BOJCTBA, MPOAAXKW WM BBO3a Ha TeppuTopuio PO
HE3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB JIJISI MEIUIIUHCKOTO MPUMEHEHHS;

0) cratbeit 14.4.2 Konexca P® 00 anMMHUCTPaTUBHBIX IPaBOHAPYIICHUSX;

B) ctatbel 14.43 Konekca P® 00 aaMUHUCTPAaTUBHBIX NPAaBOHAPYIIEHUSAX B YACTU XpaHEHMUS,
MIEPEBO3KH U pealIn3allii JIEKapCTBEHHBIX CPEICTB JIJISI MEIULIMHCKOI O ITPUMEH EHUS;

r) crateeli 14.44 Kogexkca P® 00 aIMUHHCTPAaTUBHBIX TIPABOHAPYUICHHSIX B YaCTH
HEIOCTOBEPHOT'O JEKJIAPUPOBAHUS COOTBETCTBHS JIEKAPCTBEHHBIX CPEACTB IS MEAMIIMHCKOIO
IpUMEHeHUS;

n) ugacteto 21 crateu 19.5 Komexkca P® 00 agMUHUCTPATHBHBIX MpPaBOHAPYIICHUSX 3a
HEBBINOJIHEHHE B YCTAHOBJICHHBI CpPOK 3aKOHHOTO MpeanucaHusi (QeaepajbHOro opraHa
WCIOJHUTENBHOW BJIACTH, OCYIIECTBISIOUIEr0o (QYHKIMM IO KOHTPOJII W Haa3opy B cdepe
3[IpaBOOXPAHEHUS, UM €r0 TEPPUTOPHAIBLHOTO OpraHa 00 YCTpaHEHUHU BBISBICHHBIX HAPYIICHHA
00s13aTeNbHBIX TpeOoBaHUU B cdepe oOpalleHHs JEKAPCTBEHHBIX CPEICTB JUISI METUIIMHCKOTO
MPUMEHEHUsI, KacaroUIMXCsl U3TOTOBJICHUSI, TEPEBO3KH, PEAU3alMi U XPAaHEHHS JIeKapCTBEHHBIX
CPEACTB JUIsl MEIUIIUHCKOT O IPUMEHEHHUS.

13. OOBEKTBI TOCYIAapCTBEHHOTO HAA30pa, OTHECCHHBIE B COOTBETCTBUM C pazaenoMm Il
HACTOAIICTO JOKYMCHTA K KaTCT OPUAM 3HAYUTCIIBHOI O, CPCAHETO 1 YMECPECHHOI'O PUCKOB, IMOJJIC)KAT
OTHCCCHHUIO K KaTCropusiM CpeaHero, yMCpPCHHOI'0O H HHU3KOI'O PHUCKOB COOTBCTCTBCHHO IIpU
OTCYTCTBUU B TCUCHUC 2 JICT, MPCAMCCTBYOMUX JAaTC MPHUHATHA PCHICHUA 00 OTHECEHHH O0BLEKTa
TOCYyAapCTBCHHOI'O HA/I30Ppa K KaTCropur pucCKa, BCTYIIMBIIMX B 3aKOHHYIO CHITY IIOCTAaHOBJICHUH O
MPUBJICYCHUUN K aI[MHHHCTpaTHBHOﬁ OTBCTCTBCHHOCTH HOPUIAUYCCKOro Jula, €ro MJOJLKHOCTHBIX
JIMI WA UHAUBUAYAJIbHOT'O NPCANIPUHHUMATEIIA ¢ HA3BHAUYCHUEM UM aAMUHUCTPATUBHOI'O HAKA3aHUA
B BHJE aJMHMHHCTPAaTHBHOrOo IuTpada WIM aJIMUHUCTPATUBHOTO MPHUOCTAHOBIEHHUS HX
JeSITENbHOCTH 32 COBEPILEHUE aJIMUHUCTPATHUBHBIX MPaBOHAPYIIEHUH, yKa3aHHBIX B MyHKTe 12
HACTOSIIET 0 JOKYMEHTA.

[Tpunoxenue N 1 K KpuTepusiM OTHECEHUSI 00BEKTOB TOCYAapPCTBEHHOT0 HaA30pa B cepe
oOpaIteHus IeKapCTBEHHBIX CPEACTB ISl MEITUIIMHCKOTO IPUMEHEHHSI K OIpPEe/IeIEHHON KaTer OpHu
pucka

MokasaTenu pucka, npucBanBaemble AN ONTOBOW TOProBNu nekapcTBEHHbIMU
cpeacTBaMu Ansi MeAULIMHCKOro NpUMeHeHuUsA

ITokazarenu Ycenous XapakTepUuCTUKU bamnst
OCYLIECTBIICHUS
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eI TENHLHOCTH
K1 Hanuuue miomaaku Uis aBTOMAaTHYECKHE BOPOTA JJOKOBOT'O TUIIA C 3
pasrpy3Ku MOTPY30YHO-PA3TPY30YHBIMHU TLJIOIIAIKAMHU
aBTOTPAHCIIOpTA peryiampyemMoil BBICOTHI
TaMOYPHO-IILTIO30Bast pa3rpy3Ka 6
MEXaHU3UPOBaHHBIE BOPOTA JIOKOBOI'O THIIA C 7
MOTPY30YHO-PA3TPy30YHBIMHU ILJIOMIAIKAMHU
MaHIyC sl pa3rpy3KH TOBapa, B TOM YKCIIE C 10
HCIIOJIb30BAaHUEM PAMITBI
K2 CreneHb MEXaHU3AlIMU  aBTOMAaTHYECKHE 2
CKJIAJICKUX OIEepaui
ABTOMaTHU3UPOBAHHBIE 3
KOMIIJIEKCHO-MEXaHU3UPOBAHHBIC 8
HEMEXaHU3UPOBAHHBIC 10
K3 BricoTa ykimanku rpy3a  BeICOTHOCTEIUIaXHBIE (Oosee 10 m) 1
onHOATaXHBIE (OoJiee 6 u 10 10 M) 2
OJTHOATaXKHBIE (O0Jiee 3 1 10 6 M) 5
najuieTHoOe XpaHeHue (10 3 M) 7
K4 ITonnepxxanue aBTOMAaTHYECKOE 2
CHEHaIbHOr 0 pexKuMa
TeMIepaTypbl aBTOMATU3UPOBAHHOE 3
XOJIOMWIIbHBIE KaMEPbI, ITPOMBIILJICHHBIE 7
XOJIOAWIIbHUKHA
XOJIOJWIBHUKU (papMalieBTHUECKHE 10
K5 Pexxum xpaneHus ¢ (DMKCHUPOBAHHBIM TEMIIEPATYPHO- 4
BJIQYKHOCTHBIM PEKUMOM
OTaITUBAEMbI€ I[EHTPAIBHBIM CHA0XEHUEM 5
OTaIlINBaeMbIE€ aBTOHOMHO 8
OTaIUIMBAEMbI€ OTOMUTEIbHBIMHU MTPUOOPAMH 10

[Tpunoxenue N 2 K KpUTEPHUSIM OTHECEHHsI 00BEKTOB TOCYJapCTBEHHOTO Haa30pa B cdepe
06pan1eHH;1 JICKaApCTBCHHEBIX CPEACTB AJId MCAUIUMHCKOTO IPUMCHCHHS K onpeneneHHoﬁ KaTCropuu
pucka
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MokasaTenu pucka, npuceamBaemble ANs AOKIUHUYECKUX uccrnenoBaHumn
rleKapCTBEHHbIX CPeaAcCTB ANA MeAULMHCKOro NPUMeHeHUs!, KNMHUYEeCKNX
uccrneaoBaHUN NeKapCTBEHHbIX NpenapaToB ANsl MeAULUHCKOro NPUMEHEHUs,
PO3HMYHOM TOProBNU NieKapCTBEHHbIMU NpenapaTtaMmu AN MeaULMHCKOro
NPUMEHEHUSA U YHUUYTOXEHUS NIeKapCTBEHHbIX CPpeacTB AN MegULUHCKOro

npUuMeHeHusA
Opranuzanuu [Ipoueccol oOpateHus TeKapCTBEHHBIX CPEICTB I METUIIUHCKOTO
(MHIUBHTyaTbHBIC MIPUMEH CHUS
eI pUHUMATENN )
Hoxmunau | Knunnge | Usroro | IlepeBo| Otnyc | YHuut | Peanmus | Xpane
YeCcKHe CKHME | BJIEHHE | 3Ka K OXKEHH | aIus HUE
UCCIIEZIOB | UCCIIEIOB | JIeKapce | Jekapce | Jexkapce e JeKapc | iekapc
aHus aHus TBEHH | TBEHH | TBEHH |JieKapc | TBEHH | TBEHHBI
JIEKapCTB | JIEKapCTB |  BIX BIX BIX TBEHH BIX X
SHHBIX CHHBIX |IIpenap | cpeicT |mpemnap | bIX | [penap | cpenct
CPEACTB |mpemnapar | aToB B aTOB | CPEACT | aToB B
OB B
Hayuno- 1 - - - - - - -
UCCIIeIOBATEIIbCKAs
OpraHu3aIus
O6pa3oBaTenbHas 1 - - - - - - -
OpraHu3anus
BBICILIETO
oOpa3zoBaHus,
OpraHU3aIHs
JIOTIOJTHUTEIBHOTO
po¢hecCHOHaIbHOTO
o0pa3oBaHUs
MenuiuHckas - 3 - 4 3 3 - )
OpraHU3aIHs
AnTteka - - 10 4 3 3 10 7
MIPOM3BOJICTBEHHAS C
IPaBOM
W3TOTOBJICHUS
aCeNTUYECKUX
JIEKapCTBEHHBIX
npenapaToB
AnTteka - - 9 4 3 3 9 6
IIPOU3BOICTBEHHAs
ATTeKka rOTOBBIX - - - 4 3 3 5 4

JIEKapCTBEHHBIX (hopMm
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ATITEYHBIH IMYHKT - - - 4 3 3 8 8
ANTEUHBIH KHOCK - - - 4 - 3 2 4

WNuauBuayanbHbIi - - 9 4 3 3 4 8
IpeAN pHHIMATEITh

O6ocobenHoe - - - 4 - - 2 4
CTPYKTYpHBIE
nojpasieneHue
MEIUIINHCKOHN
OpraHU3aIH
(amOymaTopus,
¢enpaepckuii
MyHKT,
GbenpamepcKo-
aKyIIEepCKUH MyHKT,
LHEHTp (OTIesIeHue)
o01reit BpaueOHOM
(cemeiiHoit)
HPAKTUKH)

[Tpunoxenue N 3 K KpUTEpUSIM OTHECEHUSI 00BEKTOB TOCYJIapPCTBEHHOT O Ha/130pa B chepe
oOpaIieHus JIGKaPCTBEHHBIX CPEICTB JJISI METUIIMHCKOTO MMPUMEHEHHUS K ONPEIeICHHON KaTer opuu
pHucKa

MokasaTtenu puckKa, npuceanBaemMblie O4nd npon3BoacTtBa JieKapCTBeHHbIX CpeacTB
Anda MeguunHCKOro npuMmeHeHus

I. 3HayeHune nokasaTensa pucka M1

Bu BeITTycKaeMoit mpoyKIuu, AesITEIbHOCTh Bamnbl

1. HubekunoHHbIE U MHPY3UOHHBIE CTEPUIIbHBIE JIEKAPCTBEHHBIE MIPErapaThl IS 4
MEIULIUHCKOTO ITPUMEHEHUS

2. HMMyHOOMOIOTHYECKHE TIperapaTsl 4

3. IIpemapaTsl KpoBH, IOTy4aeMbIC METOIOM I'€HETHYeCKON HHKEHEPHH, 4
IpernapaTbl KPOBH, MOJy4yaeMble U3 KPOBU YEIOBEKa

4. HecrepusbHble JeKapCcTBEHHBIC GOPMBI I MEAUIIUHCKOTO IIPUMECH CHHSI, 3
dapmareBTHYECKUe CyOCTaHIIUN

5. JledarenbHOCTb IO YIAKOBKE JeKapCTBEHHBIX MpernapaToB 2

6. PagmodapmarneBTrueckue mpemnapaTel 2
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7. MenuuuHcKue ra3pl, TOMEONAaTUYECKHUE JIEKapCTBEHHbIE CPENICTBA, IPENapaThl, 1
MOJIy4aeMbl€ U3 JIEKAPCTBEHHOI'O PACTUTEIBHOT O ChIPhS

Il. 3HayeHune nokasartensa pucka M2

KosnuecTBo BpINyCKaeMbIX HAMMEHOBAHUMN JIEKAPCTBEHHBIX CPEICTB bamsl
1. bonee 50 3
2. Or10 1050 2
3. Menee 10 1

[Mpunoxxenue N 2 x [Tonoxkenuto o ¢enepabHOM roCyJapcTBEHHOM Ha30pe B cdepe oOpaieHus
JIEKapCTBEHHBIX CPEACTB

KpuTepumn oTHeceHUs1 06bLEKTOB rocyJapCcTBeHHOro Haa3sopa B cthepe obpalleHus
neKapcTBeHHbIX CPeACTB ANs BeTePMHAPHOro NpUMeHeHUs K onpeaerneHHon
KaTeropuu pucka

Cnucok u3MeHsonmMx 10KyMeHToB (BBeneHbl [loctanoBinenuem IlpaBurenscrea PO ot
23.10.2017 N 1286, B pen. [Tocranosnenus [TpaButensctBa PD ot 04.02.2021 N 114)

. Obwme nonoxeHus

1. [Ipu ocymiecTBieHnu (enepasbHOro rocyAapCTBEHHOI0 Ha[30pa OTHECEHUE 1eITeIbHOCTH
IOPUINYECKUX JIUI, WHIAUBUIYAILHBIX TpEANpUHUMATeei B chepe oOpalieHus JIEKapCTBEHHBIX
CpEICTB Il BETEPUHAPHOTO NpHUMEHEHHs (Jajniee — OOBEKThl T'OCYJIAapCTBEHHOTO HAI30pa) K
OTIPEEIICHHON KaTerOpuM pPHUCKA OCYIIECTBISETCS B COOTBETCTBUHM C KPUTEPUSIMH TSKECTH
MOTEHIIMANIBHBIX  HETaTUBHBIX  TOCIEACTBUUA  BO3MOXHOTO  HECOOMIOJEHUS  00s3aTEIbHBIX
TpeOOBaHMil, MPeTyCMOTPEHHBIMU pa3zaenoMm Il HacTosmero AOKymMeHTa, U C y4eTOM KPHUTEpHEB
BEPOSITHOCTH HECOOJIIO/IeHUsT 00s3aTeNbHBIX TpeOOBaHMM, MNpPeayCMOTpPeHHBIX pasnenom 11
HACTOSIIET 0 JOKYMEHTA.

2. OtHeceHne 00BEKTOB TOCYAaPCTBEHHOTO HA/I30pa K KATErOPHSIM PUCKA OCYILECTBISETCS C
y4eToM HH(OpMaIMKU, COIEpKaIlIeiHCs B PeecTpe JIMIEH3U Ha MPOU3BOJCTBO JICKAPCTBEHHBIX
CPEACTB JUIsl BETEPUHAPHOIO TPUMEHEHUs, peecTpe JMIICH3UA Ha  OCYIISCTBIICHUC
(dapManeBTUYCCKOW JIeATEIBHOCTH B cepe oOpalieHus JIEKAPCTBEHHBIX CPEACTB IS
BETEPHHAPHOTO TIPUMEHEHUs, BEICHUE KOTOPhIX ocymiecTBiseT DenepanpHas cioyxkba 10
BETCpUHAPDHOMY W  (UTOCAHUTAPHOMY HAA30py, Hu B (deaepanbHO  TOCYIapCTBEHHOM
WH(POPMAITMOHHOW CHCTEME B 00J1aCTH BETEpPUHAPUH.

Il. Kputepum tAXeCTU NOTeHUUaNbHbIX HEraTUBHbIX NOCNeACTBUA BO3MOXHOIO
Hecob6noaeHusa obs3aTenbHbIX TPe6oBaHUMN

3. KpI/ITepI/II/I TSOKCCTHU IIOTCHIMAJIBbHBIX HCraTUBHBIX IIOCIC CTBUH BO3MOXHOI'O
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HECOOII0/IeHUsI 0053aTENbHBIX TPEOOBAHMI MIPUMEHSIOTCS TyTEM pa3JelIbHOr0 OTHECeHHsI 00BhEeKTa
roCyapCTBEHHOI'0 Ha/130pa K KaTErOPUM pUCKa MO0 KAKJIOMY U3 CIEIYIOLIUX BUAOB JEATEIbHOCTH:

a) ONTOBAsl TOPrOBJISI JIEKAPCTBEHHBIMU CPEACTBAMU JJIsl BETEPUHAPHOI'O IPUMEHEHNS;

0) po3HHMYHas TOProBJs JIEKAPCTBEHHBIMM IpenapaTtaMu s BETEPHUHAPHOIO IPUMEHEHMUS,
JOKJIIMHUYECKHE HCCIECNOBAaHUs JICKAPCTBEHHBIX CPEACTB JJI BETEPUHAPHOIO IIPUMEHEHUS,
KIIMHAYECKHE HCCIEAOBAHUA JIEKAPCTBEHHBIX IIPENapaToB [Js BETEPUHAPHOIO IIPUMEHEHUS,
XpaHEHHE JIEKapCTBEHHBIX CPEACTB AJI1 BETEPUHAPHOIO IMPUMEHEHUS (32 UCKIIOYEHN €M XPaHEHHUs,
OCYLIECTBJISIEMOTr O IIPU MPOU3BOJCTBE JIEKAPCTBEHHBIX CPEACTB JJIs1 BETEPUHAPHOTO IPUMEHEHUS 1
IpU OINTOBOW TOProBj€ JEKAPCTBEHHBIMH CpPEACTBAMH JJi BETEPUHAPHOTO MPUMEHEHHS),
MepeBO3Ka JIGKAPCTBEHHBIX CPEACTB JJIsI BETEPUHAPHOIO TMPHUMEHEHUs (3a UCKIIOYCHHEM
MIEPEBO3KH, OCYLIECTBISIEMOM MHpPH MPOU3BOJCTBE JIEKAPCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO
IIPUMEHEHUsT M IpU OITOBOM TOProOBJIE JIEKAPCTBEHHBIMU CPEACTBAMHU JUIsI BETEPUHAPHOTO
IIPUMEHEHUS ), YHUUTOXKEHUE JIEKAaPCTBEHHBIX CPEJCTB JIJISl BETEPUHAPHOIO IPUMEH EHUS;

B) MMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB IJId BETCPUHAPHOTO ITPUMCHCHU .

4. J11s1 oNTOBOM TOPrOBIM JICKAPCTBEHHBIMH CPEACTBAMH JIJIsl BETEPHUHAPHOT'O MPHUMEHEHUS
OTHECEHHE O0BEKTa IOCYIAapPCTBEHHOI'O HAA30pa K KAaTErOpUM PUCKA OCYIIECTBISETCS C y4eTOM
CIIeqyIONMX 3HaYeHu# nokazarens prucka (K):

a) 3HAYMTENBHBIA PUCK — B ciy4ae, eciau mokasarens pucka (K) cocrasmser cpwime 39
0asioB;

0) cpenHMi puCK — B cllydyae, eciu rnmokas3arteib pucka (K) cocrabiser ot 27 1o 39 6amios;

B) YMEPEHHBII PUCK — B Clly4ae, ecyid mokasaTenb pucka (K) cocrasiser or 16 10 26 6aios;

I') HU3KH pHUCK — B cilydae, eciu nmokasaresb pucka (K) cocrasisier 15 6aioB u MmeHee.

5. 3navenwne nokaszarens pucka (K) onpenensercs mo hopmyie:

K=KI1+ K2+ K3 + K4 + K5 + K6,

rae K1, K2, K3, K4, K5, K6 — nokazarenu pucka, mpucBauBaeMble JJIsl ONTOBOW TOPTOBIU
JIEKapCTBEHHBIMU CPEICTBAMU JJII BETEPUHAPHOTO IPUMEHEHUS, COriacHo mpuiiokennto N 1.

6. 3nauenue nokazareneir K1, K2, K3, K4, K5, K6 onpenensiercs myrem BbIOOpa OZHOU M3
XapaKTepPUCTUK MO KaXJAOMY M3 YCIOBUH OCYIIECTBIEHHUS JAESITEIbHOCTH, MPEAyCMOTPEHHBIX
npunoxkenrneM N 1 K HacTosIEeMy JOKYMEHTY.

7. Ansa pO3HUYHOM TOPrOBIM JICKAPCTBEHHBIMM IIpenapaTaMd Ul BETEPUHAPHOIO
IIPUMEHEHUS, TPOBEAECHUS JOKJIMHUYECKMX MCCIEAOBAHUM JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOIO MPUMEHEHHUS, KIMHUYECKUX MCCIEIOBAaHUN JIEKaPCTBEHHBIX IIpENapaToB IJIs
BETEPUHAPHOIO IPUMEHEHHUS], XPAHEHUS JIEKAPCTBEHHBIX CPEACTB JI1 BETEPUHAPHOI O IIPUMEH EHUS
(33 UCKIIIOUEHMEM XPaHEHHUs, OCYILECTBIISIEMOIO IIPU IIPOU3BOJCTBE JIEKAPCTBEHHBIX CPEACTB I
BETEPUHAPHOT'O TPUMEHEHHs] U IpU ONTOBOM TOProBiie JIEKAPCTBEHHBIMH CPEICTBAMHU IS
BETEPUHAPHOI'O0 IMPUMEHEHHUs), IEPEBO3KH JIEKAPCTBEHHBIX CPEACTB JJIi BETEPUHAPHOIO
MpUMEHEHUs (32 UCKIIIOUEHUEM IEPEBO3KH, OCYLIECTBIISIEMON MPHU MPOU3BOJACTBE JIEKAPCTBEHHBIX
CPEACTB Ul BETEPUHAPHOIO NPUMEHEHHS U NIPU ONTOBOM TOProBJIE JIEKAPCTBEHHBIMH CPEICTBAMU
JUIl BETEPUHAPHOI'O NPUMEHEHHUS), YHUUYTO)KEHMs JIEKAPCTBEHHBIX CPENCTB AJI1 BETEPUHAPHOIO
IIPUMEHEHHUsI OTHECEHHE 00bEKTa roCy1apCTBEHHOI0 HaJ30pa K KaTErOpUU PHCKA OCYIIECTBIISETCS
C YYETOM CIICAYIONINX 3HAYeHU I moka3aTtens pucka (JI):
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a) 3HAYUTENIBbHBIM PUCK — B Cily4dae, eciid mokasatenb pucka (JI) cocraBmser cBeime 20
0asioB;

0) cpenHMi pUCK — B cllydyae, eciM rmokas3artenb pucka (JI) cocraBisier ot 16 mo 20 6anios;

B) YMEPEHHBII PUCK — B CiIy4ae, ecyid mokaszaTenb pucka (JI) cocraBnser ot 10 qo 15 Gamos;

I') HU3KHI PUCK — B ciIydae, eciy mokasaresb pucka (JI) coctasiseT 9 6auioB u MeHee.

8. 3naueHue mokaszatens pucka (JI) onpenensiercst myTeMm ClIoKeHHs 0AJIJIOB B 3aBUCHMOCTH OT
MPOIIECCOB, OCYIIECTBISIEMBIX 00BEKTOM TOCYapCTBEHHOT 0 HAa[30pa, COTIACHO MPHIIOKEHHIO N 2.

9. 11 mpou3BOJICTBA JIEKAPCTBEHHBIX CPENICTB JUIsl BETEPUHAPHOTO MPUMEHEHUSI OTHECEHUE
00BEKTa TOCYIapCTBEHHOT'O HAJ30pa K KAaTErOpHUU PUCKA OCYIIECTBISETCS C YYETOM CIEAYIOLIHX
3HAYCHM MmokaszaTesen pucka (M):

a) 3HAYUTEJILHBINA PUCK — B clly4yae, eciM rnokaszatens pucka (M) coctaBinser cBbiie 8 6asos;

0) cpenHMi pUCK — B clly4yae, €CiM 1mokas3aTtesb pucka (M) coctaBisier ot 6 10 8 0asios;

B) YMEPEHHBII PUCK — B ClIydae, eclii mokasaTelns pucka (M) cocraBisier 4 unu 5 6aJuioB;

I') HU3KHUH pUCK — B cilydae, eciy nokasartenb pucka (M) coctaBnser 3 6aia 1 MeHee.

10. 3nauenne nokazatens pucka (M) onpenemnsiercs: mo popmyie:
M =M1 x M2 x M3,

rae M1, M2, M3 — nokasarenud pucka, IpucBauBaeMble JJIsl MPOU3BOACTBA JIEKapPCTBEHHBIX
CPEICTB U1l BETEPUHAPHOIO IPUMEHEHUS, COTJIACHO MPHIIoKeHnto N 3.

11. Ecim 00BEKT TOCyAapCTBEHHOTO HAA30pa OCYIIECTBISIET BBINYCK HECKOJBKHUX BHUIOB
MPOAYKIIMA WM OJHOBPEMEHHO C BBITYCKOM MPOAYKIIUU OCYIIECTBISET MACATEIBHOCTh IO
YIaKOBKE JIEKapCTBEHHBIX MpEMapaToB, BHIOMpAETCs OJHA CTPOKA C HAMOOJBIIUM KOJIUYECTBOM
6asioB.

lll. Kputepuun BO3MOXHOro HecobnoaeHUA 0b6sa3aTenbHbIX TpeboBaHUN

12. OOBEKTHI TOCYJApPCTBEHHOTO HAJ30pa, MOJJICKAIIUE OTHECEHUID B COOTBETCTBUH C
pasznenom Il HacTosmIero JOKyMEHTa K KaTErOpUsSM CPEIHEr0, YMEPEHHOTO M HHU3KOTO PHUCKOB,
HOJUIeKAT OTHECEHUI0 K KaTeropusM 3HAUUTEIbHOIO, CPEIHEr0 M YMEPEHHOI'0 pHCKOB
COOTBETCTBEHHO IMPU HATMYUHU BCTYMUBIINX B 3aKOHHYIO CUJTy B T€UEHUE 2 JIET, MPEIIIECTBYIOIINX
JlaTe MPUHSTHS PEIICHUsI 00 OTHECEHUH 00BEKTa rOCyJapCTBEHHOI0 Ha/130pa K KaTEropuu pucka, 2
unu 0oJiee MOCTaHOBJICHUH O MPUBJICYEHUH K ]MUHUCTPATUBHON OTBETCTBEHHOCTH FOPUINYECKOT O
JHIa, €ro JOJDKHOCTHBIX JIUI] WM WHIUBUIYaJbHOTO MPEANPUHUMATENSI 34 COBEpIICHUE
aJIMMHHMCTPATUBHBIX MpPaBOHAPYIICHHUH, MPEeIyCMOTpEeHHBIX cTaTthell 10.6, mubo yacTeio 4 cTaThu
14.1, mu6o cratheit 14.43 (B 4acTH COOTBETCTBHS JICKAPCTBEHHBIX CPEICTB ISl BETCPUHAPHOTO
MPUMEHEHUS, HAXOIAIIMXCA B TPAXITAHCKOM O0OOpOTE, YCTAaHOBJICHHBIM TpPEOOBAaHHMIM K HX
Ka4eCcTBY, a TaKXX€ B YACTHU XPAHCHMUs, TEPEBO3KH U peaJM3alliu JICKAPCTBEHHBIX CPEACTB JJIs
BETEPUHAPHOTO NTPUMEHEeHus1), ctatherd 14.4.2, mubo vacteio 1 crateu 19.4, mubo vyacteio 1 cTaThu
19.5, mmubGo crateeii 19.6, 6o cratbeir 19.7 Komekca P® 00 aaMUHHCTPaTHBHBIX
MIPaBOHAPYIICHUSX.

13. OOBEKTHI TOCYAapCTBEHHOTO HAaa30pa, OTHECEHHBIE B COOTBETCTBHHM C pazaenom Il
HAaCTOSIIET0 JOKYMEHTA K KaTerOpUsiM 3HAUUTEIILHOT O, CPETHET0 U YMEPEHHOTO PUCKOB, MOJIEKAT
OTHECEHHUIO K KaTEeropusM CpeJHEro, YMEPEHHOI0 W HHU3KOTO PUCKOB COOTBETCTBEHHO MpPHU
OTCYTCTBHUH B T€UCHHE 2 JIET, MPEAMIESCTBYIONINX 1aTe€ MPUHATHUS PEIICHUs] 00 OTHECEHUU 00BEeKTa
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roCyJJapCTBEHHOI'0 HaJ30pa K KaTErOpMU pUCKa, BCTYNUBIINX B 3aKOHHYIO CUJy IIOCTAaHOBJIEHUN O
MPUBJICYEHUU K aJMUHHUCTPATUBHOW OTBETCTBEHHOCTH HOPUAMYECKOrO JIMLA, €r0 JTOJKHOCTHBIX
JIML UJIM UHIUBUAYAIBHOIO MPEANPUHUMATENS ¢ HA3HAYEHUEM aIMUHUCTPATUBHOIO HAKa3aHUs 3a
COBEpIIECHUE AaJMUHUCTPATUBHBIX IIPAaBOHAPYIICHWH, YyKa3aHHbIX B IyHKTe |2 HacTodIero
JIOKYMEHTA.

[Tpunoxenue N 1 K KpUTEpUsIM OTHECEHUSI 00HEKTOB TOCYJIapPCTBEHHOTO Ha/130pa B chepe
oOpaleHus JISKapCTBEHHBIX CPEICTB I BETEPUHAPHOTO MIPUMEHEHUS K ONpeAeIeHHONW KaTerOpUu
pucka

MokasaTenu pucka, npuceamBaemble AN ONTOBOW TOProBnu fIeKapCTBEHHbLIMU
cpeacTBamMu Ans BeTepUHAPHOro NpUMeHeHus

IToka3zarenu Ycnosus XapaKkTepUCTUKH bamnsl
OCYILIECTBJICHUS
JesITeTIbHOCTU
K1 HaJIWYHUE MIOMAAKI aBTOMAaTUYECKUE BOPOTA JOKOBOT'O THIIA C 3
JUTSL pa3rpy3Ku MOTPY3049HO-Pa3Tpy304HBIMU TIJIOMIAIKAMH
aBTOTpaHCIIOPTa perynmpyeMoii BbICOTBI
TaMOypHO-IILTI030Bas pa3rpy3Ka 6
MEXaHU3UPOBAHHbIE BOPOTA JIOKOBOT'O THIIA C 7
MOrPY304HO-PA3rPy30YHBIMH IO IKAMHU
MaHYC IS pa3rpy3KH TOBapa, B TOM YHUCIIE C 10
WCIOJIb30BAaHUEM PaMITBI
K2 CTENEHb MEXaHN3alUH aBTOMATHYECKUE 2
CKJIaJICKHX
MTOMELIEHU
aBTOMAaTU3MPOBAHHbBIE 3
KOMITJIEKCHO-MEXaHU3HUPOBAHHBIE 8
HEMeXaHU3UPOBAHHbIE 10
K3 BBICOTA YKJIQJKU I'Py3a BBICOTHOCTEILIAXHBIE (Oosee 10 M) 1
onHOdTaxkHbBIE (0T 6 10 10 M) 2
OJIHO3TaxkHbIE (0T 3 10 6 M) 5
najuieTHOe XpaHeHue (10 3 M) 7
K4 MO/ IEpKaHUE aBTOMAaTHYECKOE 2
CMEeLHaIbHOTO peKuMa
TeMITePaTyphI
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ABTOMaTH3UPOBAaHHOE 3

XOJIOIUIIbHBIE KaMEpPhl, IPOMBILIICHHbIE 7

XOJIOAWIbHUKA

XOJOAWIBHUKU (papMalieBTHUeCKHe 10
K5 PEXKUM XpaHEHUSA ¢ (UKCUPOBAHHBIM TEMIIEPATYPHO- 4

BJIA>)XHOCTHBIM PCKHUMOM

OTaIUIMBaeMbIe IIEHTPAJIbHBIM CHa0KEeHHUEM 5
OTaIUIMBAaEMbl€ aBTOHOMHO 8
OTaIUIMBAaEMbI€ OTONUTEIbHBIMU ITpUOOpaMu 10
K6 nepeBo3Ka HE OCYILIECTBJIAETCS [TepEeBO3Ka 0
[IepeBO3Ka B TPAHCIOPTHOM CPEJICTBE C 3

PEryIMPYEMBIM TEMIIEPATYPHBIM PEKUMOM

IIepPEeBO3Ka B TPAHCIIOPTHOM CPE/ICTBE C 10
HEpEryJIUpPyEMbIM TEMIIEPATYPHBIM PEXUMOM

[Tpunoxenue N 2 K KpUTEPHUSIM OTHECEHUsI 00BEKTOB TOCYJapCTBEHHOTO Haa30pa B cdepe
oOpallleHus IEKapCTBEHHBIX CPEACTB JJIsl BETEPUHAPHOI0 MPUMEHEHHS K ONPEeeIeHHOM KaTeropuu
pHucKa

MokasaTenu pucka, npucBanBaemble AN PO3HUYHOW TOProBN NleKapCTBEHHbIMU
npenapatamMu Ans BeTepMHapHOro NpUMeHeHus, NpoBeAeHUst AOKITMHUYECKUX
uccrnenoBaHU NekapCcTBEeHHbIX CPeACTB ANl BETEPUHAPHOIO NPUMEHeHuUs,
KINMMHMYECKUX UccrefoBaHU NeKapCTBEHHbIX NpenapaToB ANisi BeTePUHAPHOro
NpPUMEHEHUsA, XPaHEeHUA NeKapCTBEeHHbIX CPeACTB ANA BeTEPUHAPHOro NPUMeHeHuUsA
(3a ncknro4YeHnem xpaHeHusl, OCyLLEeCTBNAEeMOro Npu Nnpou3BoaCcTBe
neKapCcTBEHHbIX CpeAcCTB AN BeTePUHAPHOIro NpMMeHeHUst U NP ONTOBOM
TOproBre fekapcTBeHHbIMU CpeACTBaMU ANA BeTePUHAPHOIro NPUMEHEeHUsl),
nepeBO3KU NleKapCTBEHHbIX CPeACTB AN BeTePUHAPHOro NpPUMMeHeHus (3a
UCKIIOYEeHNEeM NepeBO3KU, OCYLLEeCTBISeMON NPy NPOU3BOACTBE NIeKapCTBEHHbIX
cpencTB ANs BeTepUHApPHOro NpUMMEHEeHUst U Npu ONTOBOM ToproBre
neKapcTBeHHbIMU cpeacTBaMu ANsi BETePMHAPHOro NpUMeHEeHUs ), YHUUTOXEeHUS
NeKapCcTBEHHbIX CpeaAcTB AN BeTePUHAPHOro NpuMeHeHus

OOBEKTHI TOCYIAPCTBEHHOTO [Tpoueccer
HaA30pa
AOKJIMH | KIMHUY | U3TOTOB | ICPEBO | YHUUTO | p€ajii3a | XpaHCH
WYECKU | €CKHE€ |JIeHME U | 3Ka JKeHue | 1us ue
e UCCIIe]l | OTIYCK |JIEKapCT |JIEKapCT | JIEKAPCT | IEKapCT

HCCJICHA | OBAHMA | JICKAPCT | BECHHBIX | BEHHBIX | BEHHBIX | BEHHBIX
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OBaHMsI | JISKAPCT | BEHHBIX | CPEACTB | CPSICTB | Mperap | mpermap
JICKapCT | BEHHBIX | TIpenap |  Jis JUTST aToB aToB
BEHHBIX | [IpeTap | aTOB | BETEpPH | BETepH | s TUTS
CpEICTB| aToB JUIA | HAPHOT | HAPHOT | BETEPH | BETEpHU
TUTS Ui | BeTepu 0 0 HApHOT | HAPHOT
BETEPH | BETEPH | HAPHOT | IPUMEH | TPHUMEH 0 0
HApHOT | HAPHOT 0 CHUS CHHsSI | IPUMECH | IPUMEH
0 0 pUMEH CHUS CHHUS
MPUMEH | IPUMEH | CHUs
CHHS CHHUS
BerepunapHnast anreunast - - 10 7 2 8 6
OpraHU3aIIHS
BetepunapHbie opraHu3anuu - 10 - 7 2 - 6
a) OpraHu3aluy Uin - 10 - 7 2 - 7 <*>
WHIUBUIYaTbHbIC
MIPEI PUHUMATEITH,
OCYIIECTBIISIONINE
pa3BefieHHe, BhIpalBAaHUE,
COZIEpKaHUE KUBOTHBIX
0) UHIMBUIyabHBIC - - 10 7 2 8 6
TPEI PUHUMATEIH, 32
HCKITFOUCHHEM
WHIUBUIYaTbHBIX
MpeANPUHUMATEINEMN,
OCYIIECTBIISIONIIX
pa3BejicHHE, BRIpAIBAHUE,
COZIep)KaHUE KUBOTHBIX
HcnpiTaTenbHbIe Ta00OpaToOpun
a) MCTIBITATeIbHBIC 10 10 - - - - -
nabopatopuu (LIEHTPHI), HE
IPOIIEIIINE aKKPEIUTALIUIO
B HALlMOHAJILHOM CUCTEME
AKKpeAUTALAN
0) UCIIBITATEIIbHBIC 5 5 - - - - -
nabopatopuu (LIEHTPHI),
MPOLIEIINE AKKPETUTAIIIO
B HAIIMOHAJILHOM CHCTEME
AKKpeAUTALNN
B) UCHIBITATENbHbIC 1 1 - - - - -

nabopaTtopuu (LLEHTPHI),
BKJIFOUEHHBIE B PEECTP
WCIIBITATEIbHBIX
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nabopatopuii (IIEHTPOB),
COOTBETCTBYIOIIUX
MPUHIUIIAM HaJJIeXalen
1a60paTOPHOM MPAKTHKH,
COOTBETCTBYIOIIUM
MPUHIIMIAM HaJJIexKalen
71a060paTOPHOM MPAKTUKU
Opranuzanuu
SKOHOMHYECKOr0
COTPYJTHUYECTBA U Pa3BUTHS

Wuble opranusanmi, - - - 10 - - -
OCYILIECTBIISIOIINE IEPEBO3KY

JIEKapCTBEHHBIX CPENICTB IS

BETEPUHAPHOT O IIPHMEH CHUS

<*> CobmoaeHne 00s3aTenbHBIX TPeOOBAaHUN K XPaHEHUIO JIEKAPCTBEHHBIX CPENCTB JUIS
BETEPUHAPHOTO TMPUMEHEHHUS OpraHu3alUsIMU WM HMHIWBUIYaTbHBIMU TPEANPUHUMATEIAMU,
OCYIIECTBISIONUMHU pa3BEICHUE, BBIpAIIUBAHUE, COACPKAHUE >KUBOTHBIX, MOXKET MPOBEPATHCA
YIOJIHOMOUYEHHBIM (periepabHbIM OPraHOM HCIOJHUTEIBFHOW BJIACTH COBMECTHO C MPOBEICHUEM
MEpOINpUATHA 10 (¢eAepaibHOMY TOCYIapCTBEHHOMY BETEPHHAPHOMY HAA30py B Mpeaeax
YCTAHOBJIEHHOIM KOMITETECHIUH.
(B pen. [TocranoBnenus [IpaBurensctBa PO ot 04.02.2021 N 114)

[Tpunoxenue N 3 kK KpUTEpHUSIM OTHECEHHsI 00BEKTOB TOCYJapCTBEHHOTO Haa30pa B cdepe
O6paHIeHI/ISI JICKAapCTBCHHBIX CPEACTB JJIsI BETCPUHAPHOI'O IPUMCHCHU K OHpCHCJ’ICHHOﬁ KaTCT Oprun
pucka

MokasaTtenu puckKka, npuceanBaemMblie O4nd npon3BoacTBa JieKapCTBeHHbIX CpeacTB
AnAa BeéeTepuHapHoOro npuMmeHeHunsA

l. 3HauyeHune nokasaTensa pucka M1

Bun BellTycKaeMoi IpOLyKIUH, ACATEINBHOCTD bamnsl

1. UVubexkuuoHHbIE U NH(Y3UOHHBIE CTEPHUIIbHBIE JIEKAPCTBEHHbIE IIPENapaThl JIs 4
BETEPUHAPHOI O IPUMEHECHHUS

2.  MmmyHOOMONOrHYeckue nmpenaparsl A1 BETEPUHAPHOT O IPHUMEH CHUS 4
3. IlpenapaTsl KpOBH JJIsl BETEPUHAPHOTO MTPUMEHEHHS 4
4.  HecrepuiibHble Je€KapCTBEHHbIE (OPMBI I BETEPUHAPHOTO IPUMEHEHMUS, 3

(dhapmareBTHUECKHE CYOCTaHITUN

5. JlesaTenbHOCTh IO YIaKOBKE JIEKAPCTBEHHBIX MPENapaToB /1Jisi BETEPUHAPHOT O 2
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MocTtaHoBneHue MNpasutensctea PP o1 15.10.2012 N 1043 — O6 ytBepxaeHum NonoxeHna o degepansHOM rocyaapcTBEHHOM
Haasope B chepe obpalleHns nekapcTBeHHbIX cpeacTs — [encteyowas nocnegHasa pegakuns ot 04.02.2021 — Pepakuma N 13 —

Hauano gencrteusa pegakumm 16.02.2021

MIPUMEH CHUS
6. PammodapmarieBTHUecKre Ipenaparhl 1Jisi BETEPUHAPHOTO IPUMEH CHHS 2
Il. 3HayeHne nokasarensa pucka M2
KonmruecTBo BBITycKaeMbIX HANMEHOBAHUH JICKAPCTBCHHBIX CPEIICTB bambt
1. bomnee 50 3
2. Ot 10 mo 50 2
3. Menee 10 1
lll. 3HayeHune nokasartensa pucka M3
CooTBercTBHE MPOU3BOACTBA JIEKAPCTBEHHBIX CPENCTB AJI BETEPUHAPHOTO bamnbt
MIPUMEHEHUS MTPaBUIaM HaIIeKale MPOU3BOICTBEHHON MPAKTHKU
1. cooTBercTBYET 1
2.  HE COOTBETCTBYET 4

160 akTyasbHBIX MocTaHoOBIeHUH [IpaBuTenscTBa PO B AeiicTByIOMUX peAaKIusaX B chepe
MCIUIUHBI, 31PaBOOXPAaHCHH, (bapMaI_[eBTI/IKI/I H alITCKAapCKOro Jcjia — Ha HallleM caurTe.
Wurepuer-cepiika: http://disuria.ru/load/zakonodatelstvo/postanovlenija_pravitelstva rf/12.

Ecnu rie-To keM-To JaHHBIN JOKyMEHT ObLII paHee paclieyaraH, JaHHOe u300paxxenue QR-kona
MTOMOXET BaM OBICTPO IMEPEUTH IO CChUIKE ¢ OyMaXKHOW KOITMHM — B HEM HaXOAUTCS 3Ta CChLIKA.
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