[okymeHT npepoctasneH KoHcynbTaHTIN0C

3apernctpupoBaHo B MuHiocte Poccum 9 anBapa 2017 r. N 45113

MMWUHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKOMN ®EAEPALIUMU

MPUKA3
ot 31 asrycta 2016 r. N 647H

OB YTBEPXXAEHUN NPABUN
HAONEMXALLENA ANTEYHON NPAKTUKU NEKAPCTBEHHbIX MPENAPATOB
Ana MEAUUNHCKOro NnPMMEHEHUA

KoHcynbTaHTlAKOC: NpumeyaHue.
B oduumanbHOM TeKCTe AOKYMEHTa, BMAMMO, AOMNyLLEHA OnevyaTka: MMeeTca B BMAY NOAMYHKT
5.2.164(1) MonorKeHua, a He NoANYyHKT 5.2.164.

B cooTBeTcTBMM € NyHKTOM 18 cTaTbm 5 PeaepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-d3 "O6
obpalueHnn nekapcteeHHbIx cpeacTts” (CobpaHune 3akoHoaaTenbcTBa Poccuinckoit deaepaumm, 2010, N
16, ct. 1815; 2012, N 26, cT. 3446; 2013, N 27, cT. 3477; 2014, N 52, ct. 7540; 2015, N 29, cT. 4367) u
nognyHktom 5.2.164 TMonoxeHnss o MuHUCTepcTBE 34paBooxpaHeHMa Poccuiickon degepaumuy,
YTBEPKAEHHOro noctaHosneHnem MpaButenbctBa Poccuiickon deaepaymm ot 19 mioHs 2012 r. N 608
(CobpaHue 3akoHogaTenbcTBa Poccuiickon deaepaymnm, 2012, N 26, c1. 3526; 2013, N 16, ct. 1970; N
20, c1. 2477; N 22, cT1. 2812; N 45, c1. 5822; 2014, N 12, cT. 1296; N 26, c1. 3577; N 30, cT. 4307; N 37, cT.
4969; 2015, N 2, c1.491; N 12, cT. 1763; N 23, cT. 3333; 2016, N 2, cT. 325; N 9, c1. 1268; N 27, cT1. 4497;
N 28, cT. 4741; N 34, cT. 5255), npuKasbiBato:

1. YtBepauTb npunaraemble [lpaBuna Hagfe)Kawel anTedyHoON MPaKTUKU eKapCTBEHHbIX
npenapaTos ANA MeAMLMHCKOro MPpUMEHEHMS.

2. Hactoawmin npukas Bctynaet B cuay ¢ 1 mapta 2017 roaa.

Bpno MuHuctpa
N.H.KATPAMAHAH

YTBEpKAEHDI

npukasom MuHucTepcTBa 34PaBOOXPaHEHMNA
Poccuinckoin egepaumm

ot 31 asrycta 2016 r. N 647H

NPABUNA
HALNEXALLEW ANTEYHOW MPAKTUKU NIEKAPCTBEHHbIX MPEMNAPATOB
Ana MEANLUUHCKOIO NPUMEHEHUA

|. ObLwue nonoxeHns

1. Hactoawume [MlpaBuna Hagnexaliei anTeyHoOM NPaAKTUKM /IeKapCTBEHHbIX MpenapaTtoB A/A
MeAMLMHCKOrO MpuMeHeHus (ganee COOTBETCTBEHHO - [lpaBMAa, /NeKapCTBEeHHble Mpenapathbl)



YCTaHaB/AMBAIOT TPebOoBaHMA K OCYLLECTBJIEHUIO PO3HWUYHOM TOProBAW aANTEYHbIMW OPraHU3aLUAMMU,
WHAMBUAOYANbHbIMM  MPEANPUHMMATENAMW,  UMEIOWMMU  JINLEH3UI0  Ha  dapMaLeBTUYECKYIO
OEATEeNbHOCTb, MEAULMHCKMMW OpraHM3auMsamMn, MMEeLUMN NLEH3NI0 Ha $apMaLleBTUYECKYHO
OeATeNbHOCTb, U WX 060C06NEHHbIMM nNoapasgeneHuamu (ambynatopmamu, ¢enbalepckumm u
denbalepcko-aKyWepCcKUMIN MyHKTaMK, UeHTpamu (oTaeneHusamu) obuielr BpavyebHol (cemenHol)
NPaKTUKK), PacnoONOXKEHHbIMU B CEMbCKMX HACENEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusaumnmn (ganee - cybbeKTbl PO3HMYHON TOProOB/AWM), @ TaKMKe anTeYHbIMW OpraHM3auuaMU U
MeAULMHCKMMW OopraHmMsauuamm mam mnx ob6ocobiieHHbIMW NoapasaeeHUAMM, PaACNoNOKEHHbIMU B
Ce/IbCKUX HACEeNIeHHbIX MYHKTaX W yAaneHHbIX OT HACENEHHbIX MYHKTOB MECTHOCTSIX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auuu, MpPU HaAWYUMKM Yy  anTeyHbIX OpraHM3auui, MeANLUHCKUX
opraHusauuii, nx o60cobaeHHbIX noapasaeneHuin IMUEH3nn, NPpeaycMoTPeHHON 3aKOHOAaTeIbCTBOM
Poccuitickoii depepaumm O ANUEH3UPOBAHUU OTAENbHbIX BUAOB AeATE/bHOCTU, OCYLLECTBAAOLLMX
OTNYCK HApPKOTUYECKUX NIEKAapPCTBEHHbIX MPenapaToB W MCUXOTPOMHbIX JIEKAPCTBEHHbIX MpenapaTos
du3nyeckMm nuuam.

2. Hacroauwme T[lpasuna HanpasaeHbl Ha obecneyeHMe HaceneHUA  KauvyeCTBEHHbIMMU,
3 dEKTUBHbIMM U BE30NacHbIMM 1EKAaPCTBEHHbIMM NpenapaTamm, MeaULMHCKUMM U3AeNAMU, @ TaKKe
Ae3nHOUUMPYIOWUMMN  cpeacTBamMM, NpeameTamu U cpeacTBamu JIMYHOM TUrMeHbl, nocygoin Aana
MeANUMHCKUX Uenei, npeameTamu M cpeacTBamM, npedHasHayeHHbIMM gns yxoda 3a 60/bHbIMM,
HOBOPOXAEHHBIMW U AeTbMMU, He AOCTUILMMK BO3pacTa TpPex JieT, OYKOBOW ONTUKOW U CpeacTBamu
yX0A4a 3a Heil, MUHepanbHbIMM BOAAMM, NPOAYKTaMU leyebHOro, AeTCKOro M ANETUYECKOro NUTaHus,
6MONOTMYECKN  aKTUBHbIMM  gobaBKamu, napdOMEPHbIMM U KOCMETUYECKMMWU  cpeacTBamMu,
MeANUNHCKMMU U CaHUTAPHO-NPOCBETUTE/IbHBIMU NeYaTHbIMU U3AaHUAMM, NpedHas3HaYeHHbIMU ANs
nponaraHabl 340pOBOro obpasa usHu <1> (anee - Topapbl aNTEYHOro aCCOPTUMEHTA).

<1> Yactb 7 ctatbm 55 dPenepanbHoro 3akoHa oT 12 anpensa 2010 r. N 61-d3 "06 obpalieHum
NeKapcTBeHHbIx cpeacTts” (CobpaHue 3akoHoaaTenbcTBa Poccuinckoit depepauum, 2010, N 16, cT. 1815;
N 31, cT. 4161; 2013, N 48, cT. 6165; 2014, N 52, cT. 7540; 2015, N 29, cT1. 4388; 2016, N 27, cT. 4238).

Il. YnpasneHne KayecTsom

3. PoO3HMYHaA TOproenAa TOBapaMum anTe4HOro acCCOPTUMEHTaA OCYLWLECTBIAETCA NOCPeACTBOM
peannsautmn Kommnnekca MepOﬂpMHTMVI, HanpaB/1IEHHbLIX Ha CO6J'IIO,£I,EHVI€ TpeﬁoBaHMVl HaCTOALWMNX
I'Ipanm M BKIIOYAKOWKMX B TOM YnNCne (,a,anee - cnucrtema KaLIeCTBa):

a) onpeaeneHne NPoLLeccoB, BAUAIOLMX Ha KauecTBO YCAYr, OKa3blBaeMbiX CYyObEKTOM PO3HUYHOM
TOProBAW, W HAMpPaB/eHHbIX Ha YAOB/METBOPEHME CNpoca MoKynaTtenei B TOBapax anTeyHoro
accopTMmeHTa, nosyyeHne WHGOpPMaUMM O NpaBuUNax XpPaHEHWA M MNPUMEHEHUA JIEeKapPCTBEHHbIX
npenapaTtoB, O Ha/AMYMM M LEHe JIeKapCTBEHHOro mnpenapata, B TOM 4YWCAE Ha MNOJyyYeHWe B
nepsooyepeaHOM NopsaaKke UHPOPMALUKM O HANMUYUM NEeKAPCTBEHHbIX NPenapaToB HUXKHEro LEeHOBOro
cermeHTa (ganee - dapmaleBTUUYECKUE YCAYTU);

6) ycTaHoBNAEHWe MoCNeAoBaTeNbHOCTU UM B3aMMOAENCTBMA MPOLLeCcoB, HeobxoAuMbiX AnA
obecrneyeHns cMCTeMbl KayecTBa, B 3aBUCUMMOCTM OT MX BAUAHMA Ha 6e30nacHOCTb, 3pPeKTUBHOCTL U
paLMOHaNbHOCTb MPUMEHEHWSA IeKapCTBEHHbIX NpenapaTos;

B) OonpeaesieHNe KpUTEpMEB W METOAOB, OTPAXKALWMX LOCTUNKEHWE Pe3y/ibTaToB, Kak npu
OCYLLECTB/IEHNN MPOLLECCOB, HEeobXxoauMbIXx Ans obecneyeHWs CUCTEMbl KayectTBa, TakK WU Mpu
yrnpaBAeHUN UMK C y4eToM TpeboBaHWUI 3aKoHogaTenbcTBa Poccuiickon depepaumm o6 obpalueHnn
JleKapCTBEHHbIX NPenapaTos;

r) onpeaeneHne KOAMYECTBEHHbIX M KauyeCTBEHHbIX MapamMeTpoB, B TOM 4YMC/ie MaTepuasibHbIX,
duHaHCOBbIX, MHOOPMALIMOHHbBIX, TPYAOBbLIX, HEOBXOAUMbIX ANA NOAAEP’KaHUA MPOLLECCOB CUCTEMbI



KavyectBa U UX MOHUTOPUHTIQ;

A) obecneyeHne HaceneHus Ka4yeCTBEHHbIMWU, 6e3OI'IaCHbIMVI, Bd)d)EKTMBHbIMVI TOBapamm
dNnTe4YHOro aCCoOpTUMeHTa,

e) npuHATME Mep, HeobXoAMMbIX ANA AOCTUMKEHMA 3amniaHUPOBaHHbLIX PE3yNbTaToB MU
MOCTOAHHOIO YAyYllEeHUA KayecTBa OOGCAYKMBAHMA MOKynaTeneil M MoBblWEHUA MepCcoHaNbHOM
OTBETCTBEHHOCTUN PabOTHUKOB.

4, [JOKyMeHTaLMsi CUCTEMbl KayecTBa BeAETCA YMNOJHOMOYEHHbIMW pyKoBoauTenem cybbekta
PO3HUYHOWN TOProB/aM PaboTHUKAMM Ha BYMaXKHbIX U (MAKN) INEKTPOHHbIX HOCUTENAX U BKAKOYAET B TOM
yucne:

a) AOKYMEHT O MOJINTUKE WU LUensx AeAaTeNbHOCTM CyObeKTa PO3HWYHOM TOPros/in, B KOTOPOM
onpegenatoTca cnocobbl obecrneyeHMs cnpoca MoKynaTesei Ha TOBapbl AaNTEYHOrO aACCOPTUMEHTA,
MWHMMM3AUMM  PUCKOB  MOMajaHuMAa B TPaKOaHCKMIM  060poT  HesobpoKauyecTBEHHbIX,
$anbCUPUUMPOBAHHBIX M KOHTPAdaKTHbIX NEKAPCTBEHHbIX MPEnapaToB, MeUUMHCKUX M3LeNuin U
610I0TMYECKM aKTMBHbIX J,00aBOK;

6) pPyKOBOACTBO NO KayecTBy, onpeaenAlollee HanpasAeHUs pPa3BUTUA cybbeKkTa PO3HUUYHOM
TOProBK, B TOM 4UCNE HaA OMNpeJencHHbI MNepuos, BpPEeMEeHM, U coAepskalllee CCbIKM Ha
3aKOHOAATe/IbHbIe U MHble HOPMaTUBHbIE MPABOBbIE aKTbl, Peryanpyloume nopsaaok OCyLLeCTBAEeHUS
dapmaueBTUHECKON AeATeNbHOCTH;

B) OOKYMEHTbl, OMUCbIBalOWME MOPAAOK MNPenoCTaBAeHUAs CY6beKTOM PO3HWMYHOM TOProsBaAu
dbapmaueBTUYECKMX YCAYT (aanee - CTaHAaPTHbIe ONepaLMOoHHbIe NpoLeaypsbl);

r) NpvKasbl W PacrnopAXKEeHUs PYKOBOAMTENSA CyObeKTa PO3HMYHOM TOProBAM MO OCHOBHOW
AeATeNbHOCTH;

[) NMMYHble KapTO4YKM PabOTHMKOB Cy6beKTa PO3HUYHON TOProBAM;
€) MLEH3UA Ha NPaBOo OCYLLEeCTBAeHUA GpapmMaLEeBTMYECKON AeATENbHOCTU U NMPUIOKEHUA K Hell;

) [OOKYMEHTbl, Kacalowmeca nNpUoCTaHoBAeHUA (BO306HOBAEHWA) peanusauMM TOBapoB
anTe4yHoOro accopTUMEHTa, OT3biBa (M3bATMA) M3 0BpaLLEHMA NEeKapCTBEHHbIX MNPenapaTtos, BbiABAEHUA
c/Nly4aeB 0bpalLeHNa He3aPerncTPMPOBaHHbIX MEeANUMHCKUX U3LeNnid;

3) dKTbl MPOBEPOK Cyﬁ'bEKTa pO3HVI‘-IHOl7I Toproean  OONXKHOCTHbIMM  IMUAMMN  OPraHOB
rocygapCTBeHHOIo KOHTPOAA (Haﬂ,sopa), OpraHoB MyHULMNA/ZIbHOTO KOHTPOA U BHYTPEHHUX ayOUTOB;

n) OOKYMeHTbl No 3P EeKTUBHOMY MAAHUPOBAHUIO AEATENbHOCTU, OCYLLECTBAEHUIO MPOLEcCoB
obecneyeHnn CUCTEMbI KauecTBa 1 yNpaBaeHUA UMM,

5. [loKyMeHTbl Mo 3pPEKTUBHOMY MNNAHUPOBAHUIO AEATE/IbHOCTU, OCYLLECTBIEHUIO MPOLLECCOB
obecrneyeHnss CUCTEMbl KayecTBa W YMNpPaBAEHUA UMW B 3aBUCMMOCTM OT OYHKUMA peanmsyemblx
Cy6beKTOM PO3HMYHOM TOPrOBAM, BKAKOYAIOT:

a) OpraHU3auMOHHYO CTPYKTYPY;
6) NpaBWaa BHYTPEeHHEro TPYA0BOro pacnopsaaKa;

B) peecTp 3aperMcTpupoBaHHbIX LEeH Ha JIeKapCTBEeHHble npenapaTbl, BKAOYEHHble B MepeyvyeHb
U3HEHHO HEOBXOANMbIX U BaXKHEWLLIMX IEKAPCTBEHHbIX;

r) OOMKHOCTHbIE WMHCTPYKUMM C OTMETKOW 06 03HaKomaeHuM paboTHUKOB, 3aHMMAIOLLMX
COOTBETCTBYIOLNE AOIKHOCTY;



A) *KypHan perucrpaumm BBOAHOIO MHCTPYKTaXKa Mo oXpaHe TpyAa;

€) JKypHaa perucTpauumn MHCTPYKTaXKa Ha pabouyem mecTe;

XK) JKypHan yyeTa MHCTPYKTaXKen no noxapHoi 6e3onacHocTy;

3) }KypHan perucTpaumm MHCTPYKTaXKa no 371eKTpobesonacHoCcTH;

n) 3KYpHaN perncTpaumm npuKasos (PacnopsaxKeHuit) Nno cybbeKkTy pO3HUUYHOW TOProBu;

K) XypHan exeaHeBHOW pernctpauuy napameTpoB TemnepaTypbl U BAAXKHOCTM B MOMELLEHUAX
ONA  XpaHeHUA JfIeKapCTBEHHbIX MpenapaToB, MeAULMHCKUX WU34eNuiA M BUONOTMUYECKU aKTUBHbIX
[06aBoK;

1) }KYpPHaN Nepuoanyeckon perucTpaummn TeMmnepaTtypbl BHYTPU X0104MNbHOTO 060pyA0BaHMS;

M) XypHan y4eTa onepaumii, CBA3aHHbIX C 06palleHNneM eKapCTBEHHbIX CPeACTB, BKAOYEHHbIX B
nepeyeHb NE€KAPCTBEHHbIX CPEACTB, NOA/EXKALUMX NPeAMETHO-KONNYECTBEHHOMY yUeTy (Npu Hanuuum);

H) >KypHan yuyeTa MPOBEPOK OPUANYECKOrO AULA, WHAMBUAYaNbHOTO npeanpuHUMaTens,
NPOBOAMMbIX OPraHamm rocy4apCcTBeHHOro KOHTPoAna (Hagsopa), opraHamm MyHULMNANbHOrO KOHTPOASA
(npy Hannumn);

O) XKypHan no obecneyeHunto NEKapCTBEHHbIMUN NpenapaTtamu, BXogAWMMU B MWHMMA/TbHbIN
dCCOPTUMEHT NEKAPCTBEHHDbIX MPENAPATOB, HEO6XO,£I,MMbIX AnAa OKasaHuA ME,D,VILI,VIHCKOﬁ nomouwm (,u,anee
- MMHUMaNbHbIM aCCOpTMMEHT), HO OTCYTCTBYHOLWWMMU HA MOMEHT 06paLLI,eHMﬂ NOKynaTenA;

) *KypHan y4yeTa HenpasubHO BbIMMCAHHbIX PELENTOB;

p) *KypHan yyeTa IeKapCTBEHHbIX NPenapaToB C OrpaHUYeHHbIM CPOKOM rO4HOCTH;
C) XXypHan yyeta gedeKTypsbl;

T) nabopaTopHO-PaCOBOUHbIN KypHan,

y) KypHan perucTpauMu onepauui, CBA3aHHbIX C OOOPOTOM HAPKOTMUECKUX CPEeACTB,
MCMXOTPOMHbIX BELWECTB U MX MPEKYPCOPOB (NpN Hann4umnK);

&) KypHan perucrpaumm pesynbTaToB NPUEMOYHOTO KOHTPOS;
X) ¥KypHan ydeTa NOCTYNAEHMA U pacxoda BakKUMH (Npu Haanumm);

L) KypHan yyeTa peuenToB, HAXOAMBLUMXCA (Haxo4ALWMXCA) HAa OTCPOYEHHOM 0bCayKmnBaHUK (Npwu
Hannuuu);

4) KypHan MHGOPMALMOHHOW PaboTbl C MEeAULIMHCKMMM OPraHM3aLMamMm 0 Nopsake obecneyeHus
OTAE/bHbIX KaTeropuii rpaskaaH JIeKapCTBEHHbIMM Npenapatamn UM MeaUUMHCKUMU  U3L4EeNNAMM
6ecnnatHo, NPoAarke NeKapCTBEHHbIX NPEnapaTos M MeANUMHCKMX U3AEe/UI CO CKUAKOM.

PykoBoauTenb cybbeKkTa PO3HMYHOM TOProBAM Bhpase yTBepAMTb Apyrve Buabl U Gopmbl
YpHanos.

6. PyKOBOAMTeﬂeM Cy6'beKTa pO3HVI‘-IHOﬁ TOPros/in Ha3Ha4yarTCA /ULa, OTBETCTBEHHbLIE 3a
BeaeHne n XxpaHeHne JOKYMEHTOB, NEPEYNCNEHHbIX B NMYHKTaX 4 1 5 HacToAwmx I'Ipanm, obecneyeHune
A0CTyna K HUM U B Ciydae H806X0,£I,VIMOCTVI X BOCCTaHOBEHMNE.

CpoK XpaHeHMs [aHHbIX [OKYMEHTOB onpegenseTcA B COOTBETCTBUM C TpeboBaHUAMMU
3aKkoHogaTenbcTBa Poccuinickon depepaunn ob apxmBHom gene.



[ll. PykoBoAMTENb CYOBEKTA PO3HUYHOM TOPrOBAN

7. PykoBoauTenb cybbeKTa pO3HUYHOW TOProeav obecrneynsaer:

a) poseseHue o ceedeHUA paboTHUMKOB HacToAwmx MpasBun n ux cobaogeHune, aoseaeHue Ao
cBeAeHus paboTHUMKOB UX NpaB U o0bA3aHHOCTElN, onpedeneHHbIX AONMKHOCTHbIMU UHCTPYKUMAMM,
npodeccnoHanbHbIMU CTaHAAPTaAMMU;

6) onpeaeneHve NOAUTUKU U UeNel AeaTeNbHOCTU, HanpaB/ieHHbIX Ha YA0BJAETBOPEHME Cnpoca
nokynatenen B ToBapax anTeYHOro acCOPTMMEHTa, MMHUMMU3ALMIO PUCKOB NONaAaHMA B rpaykAaHCKKUiA
060poT HepobpoKayecTBeHHbIX, panbcMdULMPOBAHHBIX U KOHTPadaKTHbIX IEKapCTBEHHbIX NpenapaTtos,
MeANLMHCKMX U34eNnin U BUONOTMYECKN aKTUBHbIX A00aBOK, a TaKKe 3pdeKTMBHOEe B3anmoaencTamne
MeAULMHCKOro paboTHUKa, dapMaleBTMYecKoro paboTHMKa U NoKkynaTtens;

B) CHWKEHWe MNpPOU3BOACTBEHHbIX MOTEepb, ONTUMM3ALMIO AEeATe/IbHOCTM, yBeAudYeHue
TOBapoobopoTa, MOBbILEHNE YPOBHA 3HAHUI U KBaMOUKALMM GpapmaLeBTUUECKUX PabOTHUKOB;

I') nposeaneHMe aHain3a CO6J'IIO,£I,€HVIF! NOJINTUKN U u,eneﬁ AeATeNbHOCTU, aKTOB BHYTPEHHUX
dyaAUTOB M BHELWIHUX NMPOBEPOK C LLe/IbIO COBEPLIEHCTBOBAHMNA NpeaoCTaBAAEMbIX d)apMaLl,eBTMLIeCKMX

yenyr;

A) HeobxoauMmbiMM pecypcamn Ans GYHKUMOHMPOBaAHMA BCex npoueccoB paboTbl cybbekTa
PO3HUYHON  TOProBAM C UeNblo  cobnogeHna  AUUEH3MOHHbIX  TpeboBaHMW,  CaHUTApPHO-
3aNNAEMMONOINMYECKMX  TpeboBaHWIA, MpPaBMA  OXpaHbl Tpyda M TexXHUMKM  bHe3onacHocCTy,
NPOTUBOMNOXAPHbIX MPaBU/ U WMHbIX TPebOBaHWIA, YCTAaHOBNEHHbIX 3aKoHoAaTenbCcTBOM Poccuiickoi
depepaunuy;

e) pa3paboTKy MeponpuUATUA, HanpaB/ieHHbIX Ha CTUMY/IIMPOBaHUE U MOTUBALMIO AeATeNbHOCTU
paboTHUKOB;

X) yTBEPKAEHME CTaHAAPTHBLIX ONEPALMOHHbIX MPOLeayp;

3) ycTaHOBNEHWEe BHYTpPeHHero nopsaka obmeHa wuWHbopmauuen, BKAYaa MHPopmaumio,
OTHOCALYOCA K PYHKLUMOHMPOBAHMUIO CUCTEMbI KayecTBa, B TOM 4YMCae NOCPeacTBOM WCNO/b30BaHMUA
NUCbMeHHOoM GopmMbl (UCT 03HAKOM/IEHMA), CTEHAOB A/Aa 06bABNEHUI B 06LLEAOCTYMHbIX MecTax,
nposesieHne MHPOPMALMOHHbBIX COBELWAHUIN C ONpeaesieHHOW MepuoOANYHOCTBLIO, 3/IEKTPOHHOM
PacCbIKU MHGOPMALIMK Ha aipec 3NEKTPOHHOMN NoYThI;

VI) Han4mne MHd)OpMaLI,MOHHbIX cncrem, no3BosIAOWMKUX OCYWeCTBNATb onepauunun, CBA3aHHbIe C
TOBapoABUXEHUEM U BblABIEHNEM d)aﬂbCVId)VILI,VIpOBaHHbIX, KOHTpad)aKTHbIX n HE,D,O6pOKaLIeCTBEHHbIX
NEeKapPCTBEHHbIX NMPenapaTos.

8. PyKoBoauTenb cybbeKTa pPO3HMYHOM TOprosaM B Lensx 6becnepebolHoro obecneyeHus
noKynaTteneln ToBapamm anTe4yHOro aCCOPTMMEHTA OpraHuU3yeT:

a) obecneuyeHne cucTembl 3aKynoK, npeaoTBpaLlatoLLein pacnpocTpaHeHue
banbCcnPUUMPOBaHHbIX, HeA06POKAYECTBEHHbIX, KOHTPadaKTHbIX TOBAPOB anTe4YHOro aCCOPTUMEHTA;

6) ocHauleHMe nomelleHnin obopyaoBaHMeM, obecrneymBalolWMM Haanexalee obpalleHune
TOBapOB anNTeYHOro aCCOPTUMEHTA, BK/IOUYAA X XpPaHEHWe, yUYeT, peannsaLmio U OThycK;

B) OOCTYNn K WHPOpMauun O nopagKe MPUMEHEHMA WM MCNONb30BaHMA TOBApPOB anTeYyHOoro
accopTMMeHTa, B TOM uucne O npaBuaax OTNyCKa, cnocobax npuema, pexkumax [03UPoBaHMUA,
TepaneBTUYECKOM AeWCTBUM, NPOTMBOMOKa3aHUAX, B3aMMOAENCTBUN NeKapCTBEHHbIX MpenapaTos npu
OfIHOBPEMEHHOM Npueme mexay coboit U (ManM) ¢ nuwiei, npaBuaax MX XpPaHeHUA B AOMAaLLHWUX



ycnosuax (ganee - papmaueBTUYECKOE KOHCY/IbTUPOBaHUE);

I') VIHd)OpMVIpOBaHME I'IOKYI'IaTeJ'IEI‘;I O Haanymm TOBApPOB, B TOM 4YUCNe O JN1EKAPCTBEHHbIX
npenapatax HWXKHETro LEHOBOIoO CermeHTa.

9. PykoBoauTenem cybbeKTa pPO3HUYHOM TOProBAW [0 CBeAeHus pPaboTHUKOB [0BOAUTCA
nHpopmauua:

a) 06 uM3MeHeHMAX 3aKoHogaTenbctBa  Poccuiickoit  degepaumn,  peryanpyowero
NPaBOOTHOLEHNA, BO3HUKaloWMe nNpy obpalleHMn TOBapoB anTeyHoro acCopTMMeHTa, B TOM Yncne o6
N3MEHEHMAX NPaBUA OTNYCKa NEeKapCTBEHHbIX MPenapaTos;

6) 0 pesynbTaTax NPOBELEHHbIX BHYTPEHHWUX U BHELUHWUX NPOBEPOK;

B) O HeobXoAMMbIX nNpeaynpeXaallWwmx W KOPPEKTUPYIOWMX AeUCTBMAX NO  YCTPaHEHWIo
(HeponyLWeHMIO) HAapYyLEeHUM NNLEH3UOHHbIX TPeboBaHWUIA;

r) o pesynbTaTax pacCMOTPEHMUA }Kanob 1 NpeasioxKeHUit NoKynaTenen.

10. PykoBoauTenem cybbekTa pPO3HMYHOM TOProBAM C Yyy4eTom TpeboBaHUA TPYyAOBOrO
33aKOHOAATEeNbCTBA M MHbIX HOPMATMBHbIX MPaBOBbLIX AKTOB, COAEpPMKALLMX HOPMbl TPYAOBOro npaga,
Ha3HayaeTca /IMUO, OTBETCTBEHHOE 3a BHeapeHWe M obecrneyeHue cuCTemMbl KadvecTBa (panee -
OTBETCTBEHHOE NLO).

11. PykoBoguTeNb Cy6bEKTA PO3HMYHOM TOPrOBAM aHANIU3MPYET CUCTEMY KayecTBa B COOTBETCTBUM
C YTBEPKAEHHBIM MM NJAAaHOM-TPadUKOM.

AHanu3 BKAOYaeT B cebA OLLEHKY BO3MOXHOCTU YAy4YLIEHWI U HEeobXOAMMOCTU U3IMEHEHWUNA B
OpraHM3aunmM cUCTEMbI KauecTBa, B TOM YMUC/ie B NOUTUKE U LENaxX AeATeNbHOCTU, U OCyLLecTBAAeTCA
NnocpeacTBOM PACCMOTPEHUS Pe3ynbTaTOB BHYTPEHHUX ayauMTOB (MPOBEPOK), KHUTM OT3bIBOB U
NPeanoXKeHUn, aHKeT, YCTHbIX MOXenaHWn nokynatenein (obpatHaa cBA3b C MOKynaTenem),
COBPEMEHHbIX SOCTUHKEHWUA HAYKU U TEXHUKM, CTaTbel, 0630POB U MHbIX AAHHbIX.

Mo uMToram aHanM3a CUCTEMbI KayecTBa PyKOBOAUTENb CY6beKTa PO3HWYHOW TOProBAM MOXKET
NPUHATL pelleHne O HeobxoaMmocTM U (Uan) uenecoobpasHOCTM MOBbIWEHUA PEe3yAbTaTUBHOCTU
CUCTEMbI KayecTBa M ee NPOLLECCOB, Y/AYYlIEHWA KayecTBa OKasaHWA ¢apmaueBTUYECKUX ycayr, ob
n3mMeHeHuaxX NoTpebHoCTU B pecypcax (MaTepuanbHbiX, PUHAHCOBBIX, TPYAOBbIX U UHBIX), HEOBXOAMMBbIX
B/IOMKEHUAX AN yAydlWeHUs ob6CNy:KMBaHUA MOKynaTeneln, CUCTeMbl MOTMBALMM PAabOTHUKOB,
AOMONHUTENBHOW NOATOTOBKE (MHCTPYKTaXKe) pabOTHUKOB U UHbIE peLleHus.

IV. MepcoHan

12. OnA cobnogeHns yCTaHOBAEHHbIX HacToAWwMMM MNpaBunamm TpeboBaHMI CyObeKT PO3HUYHOW
TOProBAM C y4eTOM 06beMa OKasbiBaeMbIX MM GapMaLLEBTUYECKUX YCNYT AO/IKEH UMETb HEOOXOANMbIN
nepcoHan.

PykoBoauTenb cybbekta PO3HUYHON TOProBAM YTBEPXAAeT LWTaTHOe pacnucaHue, KoTopoe
COAEPKUT MNepeveHb CTPYKTYPHbIX noapasfaeneHuin, HauMeHOBaHWA [A0/XHOCTEN, creuuanbHocTen,
npodeccnin ¢ ykasaHmem KsanmduKaumm, CBEAEHNA O KOMYECTBE LUTATHbIX eanHuL, U GoHAe onnaThl

TpyAa.

Ka)K,D,bIﬁ pa6OTHMK AO0/KEH 6bITb  O3HaKOMAEH nog noanncb CoO CBOMMMU TMNpaBamMmun U
06H3aHHOCTHMM, cogepawmmmca B 4O0/IKHOCTHbIX MHCTPYKLLUAX, I'IpOd)eCCVIOHaJ'IbeIX CTaHAapTax.

13. PabOTHWKKM, BbINOAHAIOWMIA pPaboTy, OKasbiBalOWY BAUAHME Ha KayecTBO NPoAYKUWW,
OOMKEeH MMeTb Heobxoaumyr KBanuvduKaumio M onblT paboTtbl gns cobntogeHus TpeboBaHWUi,



YCTAHOBJ/IEHHbIX HAaCTOALWMNMU I'IpanmaN\M.

14. ina BHOBb HAHATbIX pa6OTHMKOB B COOTBETCTBUU C JIOKA/ZIbHbIMU aKTaMU Cyﬁ'bEKTa pO3HVI‘-IHOﬁ
TOPros/in BHeZPAETCA NpPorpamMmma agantaulmn mn perynapHo npoBepAaroTca KBaJ'IVId)VIKaLI,VIﬂ, 3HaHUA, onbIT
TaKuUXx p360THMKOB.

Mporpamma agantaumu BKAKOYAET B TOM YMCie:

a) BBOAHbIN MHCTPYKTaXK NpuU npueme Ha paboTy;

6) NoAroToBKY (MHCTPYKTaXK) Ha paboyem mecTte (NepBMYHbLIN U NOBTOPHbIN);
B) aKTya/in3aumio 3HaHWIA:

3aKoHogaTenbCcTBa Poccuiickolt depepaumm B coepe 0OPALLEHMM SIEKAPCTBEHHBIX CPeacTB U
OoXpaHe 340p0BbA rpakAaaH, 3aluTe npas noTpebutenei;

npasun NINYHOM FTMrneHbl;

No MOPAAKY OKasaHuAa dapmaueBTUYECKMX Yycayr, B TOM uucine ¢apmaueBTUYECKoro
KOHCYNbTMPOBAHMA U NPUMEHEHUA MEANLNHCKMX U3AENMI B AOMALLHUX YCOBUAX;

r) pasBUTHE KOMMYHMKATUBHbIX HAaBbIKOB U NPeAoTBpaLLeHNe KOHONKTOB;
[) VHCTPYKTaX No TexHMKe 6€30MacHOCTM 1 OXpaHe Tpyaa.

15. K 0CHOBHbIM GYHKUMAM PapmaLeBTUYECKMX PaBOTHUKOB OTHOCATCA:

a) NpoAaka ToBapoOB anTeYHOro aCCOPTMMEHTA HaANEXKALLLEero KayecTsa;

6) npegocrasaeHune AOCTOBEPHOVI VIHd)OpMaLI,VIVI O TOBapax anTte4yHoro acCopTuMeHTa, Wux
CTOMMOCTH, cbapN\au,eBTqucr(oe KOHCYy/1IbTUPOBaHUE;

B) MHd)OpMMpOBaHVIe O pauynoHaibHOM MNPUMEHEHUUN NEKAPCTBEHHbLIX MPENnapaTtoB B UENAX
OTBETCTBEHHOIO CamoJ1Ie4HeHUA;

r) M3roToB/leHWE NEeKapCTBEHHbIX NPenapaToB MO peuenTam Ha JIeKapCTBEeHHbIM npenapaT U
TpeboBaHMAM-HAKNAAHbIM MeAULMHCKMX OpraHn3aumii;

) obopmneHue y4eTHOM AOKYyMeHTaLUuu;
e) cobnogeHne NpodeccnMoHanbHON ITUKN.

16. TpeboBaHMA K KBaMOUKALMM U CTaXKy PaboTbl pyKoBoAMTeNs CyObeKTa PO3HUYHONM TOpProsan
M ero <¢apmaueBTUYECKMX pPabOTHMKOB  yCTaHOBAEHbl [losoXKeHWeM O  IMUEH3UPOBAHUK
dapmaLLeBTMUYECKON AeATebHOCTUN <1>.

<1> MNocTaHoBneHue lNpaBuTenbctsa Poccuinckon Pepepaumm ot 22 aekabpsa 2011 r. N 1081 "O
NnueHsnpoBaHum dapmalesTmyeckon geatenbHoctu" (CobpaHue 3akoHoaatenbctea 2012, N 1, cT. 126;
2012, N 37, ct. 5002; 2013, N 16, cT. 1970; 2016, N 40, cT. 5738).

17. PykoBogmuTenb cybbeKkTa pPO3HMYHOM TOproBaM obecrneumBaeT MpoBegeHMEe Mo
YTBEPKAEHHOMY MM MNaHy-rpaduKy MNepBUMYHOM W Moc/iedylowern NOATOTOBKM  (MHCTPYKTaXKa)
PaboTHMKOB MO CNeAyoLLMM BOMPOCaM:

a) npasuaa OTNYCKa NE€KAPCTBEHHbIX NpenapaTtos ANA MegnunHCKOro NpuMeHeHuA,;



6) npasuia OTNYCKa HAPKOTUYECKUX CPencTB U NMCUXOTPONMHbIX BeWwecTB, 3apermctpupoBaHHbIX B
Ka4yecTBe J1eKapPCTBEHHbLIX MPEnapaTtoB, J/1EKAPCTBEHHbIX MpenapaTtoB, coAepXKawnx HapKOTUYEeCKue
cpencrtea U NCUXOTPONHbIE BEWECTBA,

B) npasunia OTNYCKaA JIEKAPCTBEHHbLIX MpenapartoB, nognexawux npegmeTtHO-KO/IM4eCTBEHHOMY
y4yeTy, npaBuaa BeAEHUA HKYPHa/sa Yy4deTa JIEKAPCTBEHHbLIX MNpPenapaTtoB, nogsiexXawnx npeameTtHo-
KO/IN4EeCTBEHHOMY Y4ETY,

r) npasuna OTNyCKa NEKapCTBEHHbIX MPEenapaTtoB, COAEPMKaWMX Majble  KO/AMYecTBa
HapPKOTUYECKMX CPEACTB;

) NopAaoK XpaHEeHNA peLenTos;
e) cobntogeHne TpeboBaHMN O HAIMYUU MUHMMAJIbHOTO aCCOPTUMEHTA;

X) cobntofeHne TpeboBaHUI HagneKallei NPaKTUKM XPaHEHWUA U NepeBO3KM NeKapPCTBEHHbIX
npenaparos;

3) NPMMeEHEeHMe YCTaHOB/IEHHbIX MpeAe/bHbIX Pa3MepPoB PO3HUYHbLIX HaAbaBOK K GaKTUYEeCKUm
OTMYCKHbIM LLeHaM Mpou3BoAMuTeNeil Ha JieKapcTBeHHble npenapaTbl, BK/IOYEHHble B MNepeyeHb
U3HEHHO HEeO0BX0AMMBIX U BarKHEWMLMUX NEKAPCTBEHHbIX NPenapaTos, NOPAA0K GOPMMPOBAHUA LIEH Ha
TaKue IeKapCTBeHHble NpenapaThbl;

n) cobnogeHne TpeboBaHM paboTbl € danbcuPUUMPOBAHHBIMU HeA06pPOKAYECTBEHHbIMMU,
KOHTpadaKTHbIMK TOBapaMm anTe4yHOro acCOPTUMEHTA;

K) cobniogeHue OrpaHUYeHU, Hanaraembix Ha ¢dapmaueBTUYECKMX pPabOTHUKOB Npu
OCYLLECTB/IEHNN UMM NPODECCUOHANBHOM AeATENbHOCTH;

/1) COBEpPLUEHCTBOBAHME 3HAHUI O NEKAPCTBEHHbIX Npenapartax, B TOM Yuc/ie BOCMPOU3BEAEHHbIX
NleKapcTBEHHbIX NpenapaTax, B3aMMO3aMeHAEeMbIX JIeKapCTBEHHbIX Npenapartax, ymeHue npeacraBaatb
CpaBHUTE/IbHYIO MHOOPMALLMIO NO SIEKAPCTBEHHbIM NpenapaTam M LeHam, B TOM YMCe IeKapCTBEHHbIM
npenapaTtam HUMKHEro LEHOBOrO0 CErMeHTa, O HOBbIX /IEKAPCTBEHHbIX MpenapaTtax, JIeKapCTBEHHbIX
dbopmax NekapcTBEHHbIX NpenapaToBs, MOKa3aHMAX K NPUMEHEHWNIO NeKapCTBEHHbIX MPenaparos;

M) meToabl 06paboTKM [AaHHbIX, MOJYYEHHbIX OT MOKymnaTefnei no BOMpocam NPUMEHEHUA
NIeKapCTBEHHbIX MPenapaTtos, BbIABNEHHbIM B MPOUECcce MPUMEHEHMUS, MOBOYHbIM  AeNCTBUAM,
AoBesieHne 3ToN MHPOPMaLMK A0 3aMHTEPECOBAHHDBIX JINLL;

H) cobntoaeHne TpeboBaHMIN MO OXpaHe Tpyaa.
V. MHdpacTpyKTypa

18. PykoBoauTenb cybbekTa pO3HUYHON TOProBan obecneumsBaeT M NoanepKuBaeT B pabouem
COCTOSIHUM  MHOPACTPYKTYPY, HEoOXOooMMYIO AO/1A  BbINOJHEHMA  JIMUEH3UOHHbIX TpeboBaHWiA,
npeabaABASEeMbIX K OCyLecTBAEHUIO GapMaLLEBTUYECKOWN AeATENbHOCTMU, KOTOPAs B TOM YMC/IE BKIOYAET:

a) 34aHusA, paboyee NPOCTPaAHCTBO U CBA3aHHbIE C HUM CPpe/CcTBa Tpyaa;
6) obopyaoBaHMe ANsA NPOLLECCOB (TEXHUYECKME N NPOorpaMMHbIe CPpeacTBa);
B) cny*Kbbl obecneyeHma (TpaHCNOPT, CBA3b U MHPOPMALMOHHbIE CUCTEMDbI).

19. NomeweHuna wu oﬁopyp,osaHme H806XOAMMO pacnonaratb, OCHAWATb M 3KCNAYaTUpPOBATb
TaKUM o6pa30N\, 4TO0b6bl OHM COOTBETCTBOBA/IM BbINO/HAEMbIM d)yHKLI,MﬂM. MX nNaHMPOBOYHOE pelleHune
M KOHCTPYKUMA AOO0JIXKHbl CBOAUTL K MUHMMU3AUUU PUCK ownbok M obecneymBaTb BO3MOMKHOCTb



3¢¢GKTMBHOVI OYUCTKN U 06CJ'IY)KVIBaHVIFI B UenAax UCKNKYEHNA HAKONIEHUA Nbl/IU U TPA3SU U NobbIX
d)aKTOpOB, CNOCOBHbIX OKasaTb He6ﬂa|’0|’|pMﬂTHOE BO3,£I,€VICTBME Ha Ka4yeCcTtBO TOBApOB ante4yHoro
dCCOPTUMEHTA.

20. Bce nomeuweHMs cybbeKkTa PO3HUMYHOM TOProBAW AO/KHbI ObiTb PACNOIOXKEHbI B 34aHUU
(cTpoeHUUn) M dyHKUMOHANBHO 0O6bEeAMHEHbI, N30AMPOBAHbI OT APYrUX opraHMsauuii U obecneumsaTtb
OTCYTCTBME HECAHKLMOHMPOBAHHOIO AOCTyna MOCTOPOHHWMX /ML, B MomelleHus. [onycKaeTca BXOZ,
(Bblx04) Ha TeppUTOPMIO CYBbEKTA PO3HNYHOW TOProB/AM Yepes NomeLLeHNe APYroii opraHM3aLmu.

21. Cyb6beKTYy PO3HUYHOM TOProBAM HeobxoAMMO MNpPeaycCMOTPETb BO3MOMKHOCTb ODYyCTpolicTBa
6ecnpenaTCTBEHHOro BXOZa W BbIXOAa ANSA /ML, C OrPaHUYEHHbIMU BO3MOMKHOCTAMM B COOTBETCTBUM C
TpeboBaHMAMM 3aKOHOLATENLCTBA O 3aLUMUTE MHBAINLOB.

B Cnydae, eCnn KOHCTPYKTUBHAA 0C0b6eHHOCTb 30aHNA HE NO3BONAET O6YCTpOl7ICTBO BX0o4a w”
BbIXo4a A4n4 nuvl, C OrpaHMYeHHbIMMU BO3MOXKHOCTAMU 3400POBbA, Cyﬁ'beKTy pO3HVI‘-IHOl7I TOprosun
HeO6XOAMMO OpraHn3oBaTb BO3MOXHOCTb BbI30Ba cbapmau,eBTqucr(oro paﬁoTHMKa ana O6CJ'IY)KVIBaHMﬂ
YKa3aHHbIX L.

22. Cy6bEeKT PO3HMYHOM TOPrOB/IN A0MKEH MMETH BbIBECKY C YKa3aHMEM:

a) BMAa anTeYHOW OpraHU3aLMK Ha PYCCKOM U HaLMOHaAbHOM f3bikax: "AnTeka" mnaum "AnteyHbii
NYHKT" nnm "AnTeyHbln KWOCK";

6) nonHoOro 1 (B cnydyae, eCAn UMEETCs) COKPaLLEHHOr0 HaMMEHOBaHMA, B TOM Yncae GUpMeHHoro
HaMMeHOBaHUA, M OpPraHM3aLMOHHO-NPaBoOBON GOpPMbI CybbeKTa PO3HUYHON TOPTroBAW;

B) pekMma paboTbl.

CY6'bEKT pO3HVI‘~IHOﬁ TOPros/nu, OCYLLI,ECTBJ'IFIIOLLI,Mﬁ TOPros/1t0 TOBapamu anTe4HOro aCCoOpTMMeEHTA
B HOYHOE BpemMA, JO0NKEH MMETb OCBELLEHHYHO BbIBECKY C MHd)OpMaLI,MeVI o pa60Te B HOYHOE BpeEMA.

Mpu pasmelleHUM CybbeKTa PO3HUUYHOW TOProBAM BHYTPU 34aHMA BblBECKA AO/KHA HAX0AMTbCA
Ha HapYHOW CTeHe 34aHuNA, eCN 3TO HEBO3MOKHO, AOMYCKAETCA YCTaHOBKa yKasaTtens, TpebosaHua K
KOTOPOMY aHaforM4YHbl TpeboBaHMAM K BblBECKE.

23. MomeLLeHNA A0NXKHbI COOTBETCTBOBATb CAHUTAPHO-TUTMEHUYECKUM HOPMaM U Tpe6boBaHMAM U
obecneynBaTb BO3MOMKHOCTb OCYLLECTBNEHMS OCHOBHbIX QYHKUWMIA CyObEKTa PO3HMYHOM TOProBAM C
cobnogeHnem TpeboBaHWi, YTBEPKAEHHbIX HACTOALLMMM MpaBunamm.

24. Mnowanb NOMeLLEeHWUN, WUCMOb3yeMblX CYOBEKTOM PO3HWMYHOM TOProBAM, AO/MKHA ObiTb
pasfeneHa Ha 30Hbl, NpeAHa3HaYeHHble 415 BbINOJHEHNUA CaeayolmxX GyHKLMNA:

a) ToprosnM TOBapamMM anTeYHOro accopTUmeHTa C obecrneyeHMem MeCT XpaHeHusa, He
AOnycKatloLmm cBoboAHOro A0CTyMNa NoKynaTtenen K Tosapam, OTMyCKaembIM, B TOM YMC/IE MO PeLenTy;

6) NpuMemKuM TOBapOB anTeYHOro acCOPTUMEHTa, 30HA KapaHTMHHOIO XpaHeHMA, B TOM 4ucie
OTAEeNbHO ANA IeKapCTBEHHbIX NpenapaTos;

B) pa3fenbHOro XpaHeHus oaexabl paboTHUKOB.

B Cnyydyae, ecnm Cyﬁ'beKT pO3HW~IHOﬁ TOPros/in pacnonoxeH B 34aHUMKN BMeCTe C Opyrnmu
opraHnsaumnamm, onyckaeTca CoeBMmecCTtHOe NCnosib30BaHMeE CaHy3na.

25. Hannume uHbIX 30H U (MAK) MOMeLLeHUA B cCOCTaBe MOMeLLeHUA CybbeKTa pPO3HMYHOM
TOProB/n onpegenaeTca pykosoguTenem cyb6bekta PO3HWYHON TOPros/nM B 3aBUCMMOCTM OT obbema
BbINOJIHAEMbIX PaboT, OKa3blBaE€MbIX YCAYT.



26. NomelleHMsA cybbeKkTa PO3HMUYHOWM TOProBAW A0MXHbI BbITb OCHALLEHbI CUCTEMAMU OTONNEHUA
N KOHOMUMOHUPOBaAHMA (NPW HAaNW4YMK), €CTeCTBEHHOW WAM MPUTOYHO-BLITSKHOW BeHTUAALMEN (npu
Hanuumu), obecneuymsBaloWMMN YCNOBUA Tpyda B COOTBETCTBUM C TPYAOBbIM 3aKOHOAATE/IbCTBOM
Poccuitckolt depepaumn, a Takke cobntogeHue TpeboOBaHWMN HagneKalen MNPaKTUKUM XPaHeHusa U
nepeBO3KU IeKapCTBEHHbIX NPenapaTos.

27. Matepuanbl, Ucnosiblyemble MpU OTAENKE U (MM) pemMOoHTe MOoMeLLeHUNA (30H), AOMMKHbI
cooTBeTcTBOBaTb TpeboBaHUAM MoOMKapHOW 6e30MacHOCTU, YCTaHOB/IEHHbIM 3aKOHOAaTeNbCTBOM
Poccuiickoin Pepepaunn.

MomeLlleHnn cybbekTa PO3HUYHON TOPrOBAM A0/KHbI BbITb CNPOEKTUPOBAHbI U OCHALLEHbI TAKUM
obpasom, uytobbl obecneymBaTb 3aWMUTY OT MPOHWKHOBEHMA HACEKOMbIX, FPbI3YHOB WAM APYIUX
KMBOTHbIX.

B nomeweHnsax CcybbekTa pPoO3HWMYHOM TOProBaAW, npegHasHauyeHHbIX A/ W3roToB/NEHMUsA
NleKapCTBEHHbIX MPEenapaToBs, NOBEPXHOCTU CTEH M MOTONKOB AO/KHbI ObITb rNagKkumMu, 6e3 HapyweHus
LLeNIOCTHOCTM NOKPLITUA (BOAOCTOMKME KPACKW, 3Maau UAKN KadenbHble r1asypoBaHHbIe NIUTKU CBET/bIX
TOHOB), OTAENbIBaTbCA MaTepuanamu, LOMNYCKAWMMU  BNAXkKHY0 yBOpKY C  NpUMeEHeHWeM
Ae3nHPUUMPYIOLLMX CpeacTB (HernasypoBaHHas Kepamuuyeckan NMTKa, AMHONeym C 06s3aTesibHOM
CBApPKOM WBOB U/ ApYyrve MmaTepuanbl).

MecTa NpUMbIKaHWA CTEH K MOTOAKY M MOAYy He A0/KHbl UMETb Yray6/eHWin, BbICTYNnos W
KapHU30B.

28. TlomelieHMs cybbekTa PO3HUYHOW TOProBAM MOTYT MMETb KaK ecTecTBEeHHOoe, TakK W
NCKycCTBEeHHOe ocBelleHne. ObLiee NCKYCCTBEHHOE OCBelLeHNe A0KHO BbiTh NpeayCcMOTPEHO BO BCex
NoOMeLLeHUAX, ANA OTAe/bHbIX Pabounx MecT npu HeobxoAMMOCTM NpeaycMaTpuBaeTca MecTHoe
MCKYCCTBEHHOE OCBELLEHME.

29. CybbeKT pPO3HMYHON TOProBAM AOJ/IKEH pacrnonaraTtb 060pyAOBaHMEM W MHBEHTApEM,
obecneynBaloWMMM COXpaHeHWe KauyecTBa, 3PDEKTMBHOCTM M 6e30MacHOCTM TOBAPOB aNTEYHOro
accopTMMEHTa.

30. MNomelueHUs A[NA  XPaHEHWA JIeKApPCTBEHHbIX NpPenapaToB [AO/XHbl ObiTb  OCHALEHbI
obopygoBaHnem, Mo3BOAAKOWMM o0becneunTb MX XpaHeHWe C yd4eTom TpeboBaHWI Haa/erkallen
NPaKTUKKN XPaHEHMA U NEPEBO3KMN 1EKAPCTBEHHbIX NPEenapaTos.

MNomelleHUs, a TaKKe obopyaoBaHWe, UCNONb3yeMoe CYObEeKTOM PO3HWYHOW TOProBAM MNpU
OCYLLECTB/IEHUN  AEATeNIbHOCTM, [AO0/KHbl  OTBEYaTb  CaHUTapHbIM  TpeboBaHMAM  MOXKapHOWM
6€e30nacHOCTN, a TaKXKe TexHWKe 6e30nacHOCTU B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuitckol
depepaumn.

31. YcTaHoBKa 060pyf0BaHMA A0KHA MPOU3BOANUTLCA Ha PACCTOSHMU He MeHee 0,5 MeTpoB OT
CTeH WAM Apyroro obopyAoBaHWA, 4YTOObI MMETb AOCTYyNn AR OYUCTKU, OAe3nHOEKUUW, PEeMOHT],
TEXHUYECKOro 06CNYKMBaHUA, NOBEPKU U (Man) KanmbposKM obopyaoBaHusA, obecneunsBaTb AOCTyn K
TOBapam anTeYyHOro acCOPTMMEHTA, CBOBOAHbIN Npoxoa paboTHMKOB.

O6opy,u,OBaHme He OO/IXXHO 3aropa*mnBatb €CTEeCTBEHHbIN UK MCKYCCTBEHHbIﬁ UCTOYHUK CBETa U
3arpomoXxgatb npoxoabl.

32. [foctyn B nomeweHUA (30HbI) AO0AXKHbI WMMETb TOAbKO AMLA, YNONAHOMOYEHHble
pykoBoauTenem cybbekTa pO3HUYHOW TOpProsau. [oCTyn NOCTOPOHHUX /ML, B YKa3aHHble nomelleHuA
NCKNtoYaeTca.

33. O6opypoBaHMe, WCMOJb3yeMOe CyObEKTOM PO3HUYHOW TOProBAM, AOMKHO WMETb
TEXHUYECKME NAacnopTa, XpaHaALWMEeCcs B TEYEHNE BCEro BpeMeHW aKcnnyaTaunm obopyLoBaHus.



O6opynoBaHMe, UCNONb3yeMoe CYyObeKTOM PO3HUYHOM TOProB/AM M OTHOCALWLEecs K cpeacTBam
n3mepeHuid, 4O BBOAA B IKCMAyaTaLMIO, a TaKXKe Nocae PemMoHTa U (Man) TeXHUYECKoro o6cnyK1MBaHUA
NoANIeXUT NepBuYHOIN noBepKe U (MAKM) KannMbpoBKe, a B npolecce 3KcnayaTauuu - Nepuoamnyeckoi
nosepke W (MnuM) KanubpoBKe B COOTBETCTBUM C TpebOBaHMSAMM 3aKOHoAATenbcTBa Poccuinickol
depepaunn o6 obecneyeHnn egUHCTBA U3MEPEHNN.

34. Toprosoe nomelieHune 1 (UAn) 30Ha AOAXKHbI BbiITb 060PYA0BAHBI BUTPUHAMM, CTENNAXKAMM
(roHOonamm) - Npu OTKPbLITOM BblKNAaZKe ToBapa, obecneynBaloWwMmM BO3MOKHOCTb 0630pa ToBapoB
anTe4yHoro accopTMMEHTA, paspeLleHHbIX K MpoAake, a TaKKe obecneymsaTtb yaobcTeo B pabote ans
paboTHUKOB cybbeKTa PO3HUYHON TOProB/IN.

[onyckaeTca OTKpbITaa BblKAagKa /JEKapPCTBEHHbIX MpenapatoB 6e3peuenTypHOro OTnycka w
APYrvMx TOBapoB anTeyHoro acCopTMMeEHTa.

35. MHpopmauma o NeKapCTBEHHbIX MpenapaTax, OTNycKaemMblx 6e3 peuenta, MOXeT 6biTb
pasmMellleHa Ha MOAKe B BMAe nocTepa, Bobsepa WM UHbIX HOCUTENsX WHpopmauum B Lensx
npeaocTaBAeHUA MNOKynaTento BO3MOMKHOCTU cAenaTb OCO3HaHHbIA BblI6Op ToBapa anTeyHoro
accopTMMeHTa, NoAy4YuTb UHbOpPMaumio O npousBoauTene, cnocobe ero NPUMEHEHUA U C Lenblo
COXpaHeHWs BHelHero BMAa ToBapa. TakKe B yA06HOM Ana 0603peHns mecTe AonxeH 6biTb NomelleH
LEHHWK C yKazaHMem HauMeHOBaHWsA, A03NPOBKM, KOIMYECTBa 403 B YNaKOBKe, CTPaHbl Npon3soauTens,
CpOKa rogHocTu (Npu Hanuumnn).

36. /lekapCTBeHHble NpenapaTbl, OTNyckaemble 6e3 peLenTa, pasMeLlaloTca Ha BUTPUHAX C y4eTom
YCNOBUI XpaHEeHMA, NPeayCMOTPEHHbIX MHCTPYKUMEA MO MeAUUMHCKOMY NPUMEHEHWUo, U (Mau) Ha
ynaKoBkKe.

JlekapcTBeHHble npenapaTtbl, OTNYCKaemble NO pPeuenTy Ha JieKapcTBeHHbIM npenapart,
[OOMYCKAeTcA XPaHWTb Ha BUTPUHAX, B CTEKAAHHbIX M OTKPbITbIX LWKAadax NpuW YCNOBUM OTCYTCTBUSA
[OCTYNa K HAM NoKynaTtenen.

JNlekapcTBeHHble MpenapaTtbl, OTNYCKaemble NO pPeuenTy Ha JieKapcTBEHHbIM npenapart,
Pa3sMeLLaloTCa OTAENIbHO OT 6e3peLenTypHbIX JIEKapCTBEHHbIX MNPEnapaToB B 3aKPbITbiX LWKadax c
OTMETKOM "Mo peuenTy Ha JIeKapCTBEHHbIN npenapaTt”, HaHeCeHHON Ha MOJIKY WAKW WKad, B KOTOPbIX
pasmeLLeHbl TaKMe IEKAPCTBEHHbIE MPenapaTsl.

VI. MNpoueccbl 4eATeNnbHOCTU cybbeKTa PO3HUYHOM TOProBaAn
TOBapamM anTe4YHOro aCCOPTUMEHTA

37. Bce npoueccbl AeATENbHOCTU CybbeKkTa PO3HMYHOM TOProBAM, BAMAIOWIME HA KayecTso,
3¢ deKTUBHOCTb 1 6e30NacHOCTb TOBAPOB anTeyHOro acCoPTUMEHTA, OCYLLLECTBAAIOTCA B COOTBETCTBUM C
YTBEPKAEHHbIMU CTaHAAPTHLIMU ONepPaLMOHHbIMU NpoLeaypamMu.

38. PYKOBO,D,MTGIIEM anTeyHou OopraHnsaunun, MHOuBMAyaJibHbIM npeanpuHMmMmaTesiem, MMeLWNM
TNLEH3UIKD  Ha d)apMaLI,eBTVI‘-IeCKle AeATENbHOCTD, obecneuymBaeTca HanMume MUHUMANBHOIO
dCCOPTUMEHTA.

39. PykoBoaguTeNb CybbeKTa PO3HUYHOW TOProBAM AO/KEH OCYWECTBAATb KOHTPOAb
KO/IMYECTBEHHbIX M KayYeCTBEHHbIX MapameTpOB 3aKyMJEeHHbIX TOBAPOB anNTeYHOro acCOPTUMEHTA, a
TaKXe CPOKOB MX MOCTaBKM B COOTBETCTBMM C [OroBOpPamMM, 3aKNHOYEHHbIMWM B COOTBETCTBUWU C
TpeboBaHMAMM 3aKOHOAaTeNbCcTBa Poccuiickoin Peaepaumu.

40. PykoBoauTenem cybbeKTa po3HUYHOM TOProBAM A0/IXKEH ObITb YTBEPXKAEH NOPAAOK oTHOopa U
OLLEHKM MOCTaBLLMKOB TOBApOB anNTe4YHOro acCCOPTUMEHTA C YYETOM B TOM YMC/IE CieAyOLWNX KPUTEPUEB:

a) cooTBeTCTBME MOCTaBlUMKa TpeboBaHMAM AeNCTBYIOLLEro 3akoHogaTenbcTBa Poccuiickoi
denepaunn 0 MMLEH3IUPOBAHUN OTAENbHbIX BUAOB AEATENbHOCTY;



6) fenoBas penyTauma NOCTaBWMKA Ha GAapMaLEBTUYECKOM PbIHKE, UCXOAA M3 Hanmuma $akTos
oT3blBa  PaNbCUPULMPOBAHHBIX, HeL0OPOKAYECTBEHHbIX, KOHTPAdaKTHbIX TOBAapOB  aNTEYHOro
acCopTUMEHTa,  HEUCMOJHEeHMEe WM  NPUHATbIX  LOrOBOPHbIX  06A3aTenbcTB,  NpeanvcaHuit
YNO/HOMOYEHHbIX OPraHOB TOCYAAPCTBEHHOrO KOHTPOAA O ¢aKTax HapyweHua TpeboBaHuWi
3aKoHogaTenbcTBa Poccuiickoit deaepauumy;

B) BOCTpebOBaHHOCTb TOBApPOB anNTeYHOro acCOpTUMEHTa, npeAnaraembiX MNOCTaBLIMKOM ANA
JanbHenlen peannsauumn, COOTBETCTBME KayecTBa TOBapOB anTeYHOro accoptumeHTa TpeboBaHMAM
3aKkoHogaTenbcTsa Poccunitickon depepaunu;

r) cobniogeHne nocTaslMKOM TpeboBaHWUI, YCTAHOBAEHHbLIX HacToAlwmMmK [lpasunamn, K
0DOPMIEHUIO AOKYMEHTALMMU, HAAMUMIO AOKYMEHTa C nepeyHem JeKnapaumii 0 COOTBETCTBUU
NPOAYKLUMM YCTaHOB/AEHHbIM TpeboBaHMAM, MPOTOKONA COMMacoBaHMA LEeH Ha JeKapcTBeHHble
npenapatbl, BK/IOYEHHble B MNepevYeHb MU3HEHHO HEeOBXOAMMbBIX W BarKHEMLIMX SeKapCTBEHHbIX
npenaparos;

A)  cobnlogeHne  MOCTaBLWIMKOM — TeMNepaTypHOro  pekuma  npuv  TPaHCMOPTUMPOBKe
TEPMONAbUIbHBIX NEeKAPCTBEHHbIX MPENapaTos, B TOM YMCle MMMYHOBMOMIOTMYECKMX IEKAPCTBEHHbIX
npenaparos;

e) npepnocrtassieHne NOCTaBWMKOM rapaHTUM KayveCTBa Ha MNOCTaB/AeMble TOoBapbl anTe4yHOoro
dCCOPTUMEHTQ,

) KOHKYPeHTOCNoCcobHOCTb NpeasiaraeMblix NOCTaBLLMKOM YC0BUIA A0Or0OBOpPa;

3) 3KOHOMMYEecKan 0B60CHOBAHHOCTb npegnaraembiX MOCTaBUWMKOM YCJ'IOBVIVI NOCTaBKMN TOBapa
(KpaTHOCTb NOoCTaB/1IA€MbIX YNAaKOBOK, MMHUMAJ/IbHAA CyMMa I'IOCTaBKM),'

1) BO3SMOKHOCTb MOCTAaBKM LUMPOKOr0 aCCOPTUMEHTA;
K) COOTBETCTBME BpEeMeHWN NOCTaBKM paboyemy BpemeHM cybbeKTa PO3HUYHOMN TOProBu.

41. CyObEeKT PO3HUYHOM TOProBAM WM MNOCTABLLMK 3aKAlO4YaloT AOroBOP C y4eTomM TpeboBaHWi
3aKOHOAaTeNnbCTBa 06 OCHOBAxX rOCYAApPCTBEHHOrO pPeryinpoBaHMA TOProBOM AeATeNbHOCTM B
Poccuiickoli depepaummn, a TaKkKe C yd4eTomM TpebOBaHMUIN TrparkAaHCKOro 3aKOHO4ATE/NbCTBA,
npeaycMaTpUBaOWMX CPOKU NMPUHATUA NOCTABLUMKOM MNPETEH3MM MO KayecTBY MNPOAYKUMM, A TaKKe
BO3MOHOCTb BO3BpaTa ¢anbcuPUUMPOBAHHBIX Heso0bpOKAYECTBEHHbIX, KOHTPadaKTHbIX TOBapoB
anTe4yHoro acCOPTUMEHTA MOCTABLLMKY, eC/iM MHPOPMaLMs 06 STOM NOCTYNMAA Noc/ie NPUEMKMU TOBapa U
0dOpMIEHUA COOTBETCTBYOLMX OKYMEHTOB.

42. B OTHOLWEHUN TOBAPOB anTe4YHOro acCOPTUMEHTa (3a MCKAOYEHNEM MeAULMHCKUX U34ennit)
Cy6BbEeKTOM PO3HMYHOI TOProB/AM AOMNYCKaeTCs OKa3aHWe NOCTaBLMKY Ha BO3ME3AHOW OCHOBE YCAYT,
NpeAmMeTOM KOTOPbIX fABNAETCA BbINOJSIHEHUE AOEWCTBUIA, 3KOHOMWMYECKU BbIFOAHbIX MOCTaBLUKY M
CNOCOBCTBYIOWNX YBENMYEHMIO MNpOoAa)k TOBApPOB anTEYHOro accopTUMeHTa (3a  UCKAUYeHUem
MeANLUNHCKUX U34eNNin) U NOANBHOCTU NoKynaTenen.

MocTaBLWMK CAMOCTOATE/IbHO peLlaeT BOMpoc 0 HEOBXOANMMOCTU NMPUOBPETEHNA UM TaKUX YCAYT, U
HaBA3blBaHWE NOCTaBLLMKY TAKOTO POAa YCAYr Cy6beKToM PO3HMYHOM TOProBAN He A0MNYCKaeTcs.

43, 3aKynka TOBapoOB anTeYHOro acCopTMMEHTa CYEbEeKTOM PO3HWYHOW TOProBAM, CO3A4aHHbLIM B
BMAE TrOCYAAapPCTBEHHOTO W MYHWUUMNAAbHOTO YHWTApPHOrO MPeAnpuATUA, OCYLLEeCTBAAETCA B
COOTBETCTBMM C TPpebOBaHWAMM 3aKOHOAATENbCTBa Poccuiickoin deaepaumm o KOHTPAKTHOW cucTeme B
cdepe 3aKyrnok ToBapoB, paboT, ycayr 41a obecrnedyeHns rocy4apCTBEHHbIX U MyHULIMNANbHbIX HYXKA,

44, B npouecce NpPMEMKM TOBApOB aNTEYHOrO aCCOPTUMEHTa, B TOM uuc/ie Tpebyowmx
CNeuManbHbIX YCOBUIA XpaHeHMA W mep 6e30MacHOCTM, OCYLLECTBASETCA OLEeHKa COOTBETCTBUA



NPYHMMaeMbIX TOBAapOB TOBAPOCOMPOBOAMUTENIbHOM AOKYMEHTALUUW MO acCCOPTUMEHTY, KOJMYECTBY W
KayecTBy, COB/IIOAEHMIO CeumnanbHbIX YCI0BUIA XPaHEHUs (NPY HaANYMKM Takoro TpeboBaHMsA), a TaKkKe
NpoBepKa HaMuMA NOBPEKAEHMI TPAHCMOPTHOM Tapbl.

KomneTeHuua cybbekTa PO3HMYHOW TOProBAM MO MPOBEPKE KayecTBa MOCTaB/EHHbIX TOBApPOB
anTe4YHOro acCoOpPTUMEHTA OFpPaHWYMBAETCA BM3YasibHbIM OCMOTPOM BHELIHEro BWAA, MPOBEPKOM
COOTBETCTBMA CONPOBOAUTE/IbHBIM AOKYMEHTAM, MOJIHOTbI KOMM/IEKTa CONPOBOANTENbHbBIX JOKYMEHTOB,
B TOM 4YuC/ie peecTpa AOKYMEHTOB, MOATBEPXKAAMOLMX KAYeCcTBO TOBAPOB anTeYyHOro acCOPTUMEHTA.
CybbeKTy pPO3HMYHOW TOProBAM HEOOXOAMMO YUYMTbIBAaTb OCOOEHHOCTM MPUEMKM M NpeanposarkHOM
NPOBEPKM TOBApPOB anTe4YHOro aCCOPTUMEHTA.

45, MpMemKa TOBapOB anTeYHOro acCOPTUMEHTA OCYLLECTBAAETCA MaTePMaNbHO OTBETCTBEHHbIM
nmuom. Ecnm ToBapbl anTeYHOro acCoOpTUMEHTA HAXO4ATCA B TPAHCNOPTHOM Tape 6e3 noBpeXKaeHui, To
NpMemMKa MOKeT MPOoBOAUTLCA MO KOAMYECTBY MEeCT MAM MO KOIMYecTBy TOBApHbIX eauHUL, W
MapKMpOoBKe Ha Tape. Eciv nposepKa GaKkTUYECKOro HaiMuymMA TOBapoB anTe4HOro acCopTMMeEHTa B Tape
He NPoBOAMTCSA, TO HEOBXOANMO cAeNaTb OTMETKY 06 3TOM B CONPOBOAMUTE/IbHOM LOKYMEHTE.

46. EC'M KONMYECTBO M KayecTBO TOBApPOB anTeYHOro acCOPTUMEHTa COOTBETCTBYET yKasaHHOMY B
CONPOBOAMTE/IbHBIX AOKYMEHTaX, TO Ha COMPOBOAUTE/IbHLIX AOKYMEHTax (HakNagHoM, cyeT-dakType,
TOBApPHO-TPAHCMOPTHOM HAK/A3aAHOW, peecTpe JAOKYMEHTOB MO KayecTBy M APYrMX OOKYMeHTaXx,
YAOCTOBEPAIOLWMX KOJMYECTBO UM KAayecTBO MOCTYMNMBLUMX TOBApPOB) MPOCTaBAAETCA WTaMM NPUEMKM,
noAaTBepXKAaloWmii  GpaKkT COOTBETCTBMSA MPUHATbIX TOBAPOB aNnTeYHOrO aCCOPTMMEHTA AaHHbIM,
YKa3aHHbIM B CONPOBOAUTE/NbHbIX AOKYMeHTax. MaTepranbHO OTBETCTBEHHOE /ML, OCYLLECTBAALLee
NpMeMKy TOBapoB anTeYHOro aCCoPTMMEHTA, CTaBUT CBOKO MOANMUCH Ha COMPOBOAMUTENbHbIX AOKYMEHTaX
1 3aBepAeT ee nevyaTbio CybbeKkTa PO3HMYHOMN TOProBAK (MPK HanMumm).

47. B cnyyvae HeCOOTBETCTBUA NOCTAB/IEHHbIX CYObEKTY PO3HMYHOW TOProB/M TOBAapOB anTe4yHOro
aCcCoOPTMMEHTa YCI0BMAM [0OroBopa, AaHHbIM COMPOBOAMUTE/IbHLIX AOKYMEHTOB KOMWUCCMEN CybObeKTa
PO3HWYHON TOProBAM B COOTBETCTBUM C YTBEPXAEHHOM CTaHAAPTHOW OnepauMoHHOW npoueaypon
COCTAB/AETCA aKT, KOTOPbIA ABASETCS OCHOBAHWEM A5 NpPeabABNEeHUs NPeTeH3Mi MOCTaBLLMKY
(cocTaBneHue aKkTa B OAHOCTOPOHHEM MOPALKE MaTepUanbHO OTBETCTBEHHbIM JIMLLOM BO3MOMKHO MpU
COr/IacuM NOCTaBLLMKA MM OTCYTCTBUA ero NpeacTaBuTens).

CY6'bEKTOM pO3HW~IHOﬁ TOPros/in NO COrnacoBaHMo C MOCTaBWMKOM MOXKET 6bITb yTBEPXKAEH
MHOM cnocob yBeaoOMNeHNA NoCTaBWMKa O HECOOTBETCTBMU MNOCTAB/IEHHbIX TOBAPOB aNnNTe4YHOro
dCCOPTUMEHTA conpoBOAUTE/IbHbIM AOKYMEHTAM.

48. JleKapcTBeHHble MpenapaTbl HE3aBUCMMO OT WMCTOYHMKA WX MOCTYN/JEHUA MoABepraloTcs
NPMEeMOYHOMY KOHTPOAIIO C Le/ibio npeaynpexaeHus nocTynaeHns B npoaaxky ¢panbcuduLmpoBaHHbIX,
He406pOoKaYeCTBEHHbIX, KOHTPadaKTHbIX 1EKAPCTBEHHbIX NPenapaTos.

MprMemoYHbIi KOHTPOAb 3aK/lo4yaeTcAa B MPOBepKe MOCTYNaloWMX /SIeKapCTBEHHbIX NpenapaTos
NyTEM OLEHKMU:

a) BHelWHero BMAa, LBeTa, 3anaxa;
6) LeNOCTHOCTU YNAKOBKY;

B) COOTBETCTBMA MapPKMPOBKM /IEKAPCTBEHHbIX MNpenapaToB TpeboBaHMAM, YCTAHOBAEHHbIM
3aKoHoZaTeNbcTBOM 06 06palLleHUN NeKapCTBEHHbIX CPEACTB;

r) npaBnAbHOCTU 0GOPMIEHUA CONPOBOANTENbHbBIX AOKYMEHTOB;

,D,) Hanuna peecrtpa ,u,eKnapau,Mﬁ, noATBEPXKOAKWMX KayvyeCTBO JNEKAPCTBEHHbLIX CpeacTB B
COOTBETCTBUU C ,D,eVICTBy}OU.LMMM HOPMaTUBHbIMUN OOKYMEHTaMMW.



49. [na nposeaeHWs NMPUEMOYHOTO KOHTPOJIA MPUKA3OM PYKOBOAWUTENS CYyObeKTa PO3HWYHOM
TOProBAW CO3JaeTcA NMPUemMHas KoMuccua. YneHbl KOMUCCUM [0/KHbI BbITb 03HAKOMJIEHbI CO BCEMMU
3aKOHOZATENIbHBIMA U MHBIMM  HOPMAaTMBHbIMM MPABOBbIMM  aKTamu Pocculickoit depepaumuy,
onpesenAlWwMMM  OCHOBHble TpeboBaHMA K TOBapam anTeyHoro accopTMMeEHTa, OdOPMAEHMIO
COMPOBOAMTENbHBIX LOKYMEHTOB, X KOMMJIEKTHOCTHU.

50. ToBapbl anTeYHOTO acCOPTMMEHTa A0 MOo43aYM B TOProBYID 30HY LOJ/IKHbI MPOMNTU
npeanpoAaskHylo NOAroTOBKY, KOTOPas BK/OYAET PacnakoBKY, PacCOPTUMPOBKY M OCMOTP, MPOBEPKY
KayecTBa ToBapa (Mo BHEWHMM MpU3HaKam) M HaaMuma HeobxoaMmon MHbopmaLMM O ToBape U ero
nocTaBLUMKe.

51. MpoayKTbl Ne4ebHOro, AETCKOro M ANETUUYECKOro NUTaHuUA, 6MONOrMYECKN aKTUBHbIE A06aBKK
ABNAIOTCA MULLEBLIMM NPOAYKTaMM, KOTOPbIE 40 WX MNOAAYM B TOProBYO 30HY MW MHOE MECTO TOProB/M
AONXKHbI 6bITb 0CBOBOMKAEHbI OT Tapbl, 06EPTOUHbIX N YBA3OYHbIX MaTEPMaAN0B, METANNNYECKUX KAMUNMC.
Cy6beKT PO3HWUYHONM TOProB/M AO/IKEH TaKXKe NPoM3BECTM NPOBEPKY KayecTBa NpPOAyKTOB JeyebHoro,
OEeTCKOTO M AMETUYECKOro NUTaHWus, BMONOrMYeckM aKTMBHbLIX L06ABOK MO BHEWHWM MPU3HaKaMm,
NPOBEPUTb Ha/iMuMe HeobXxoAMMON [OKYMEHTAUMW W MHOPOPMALMM, OCYLECTBUTL OTOPAKOBKY M
COPTUPOBKY.

Toproeas npoayKTamm ne4yebHOro, AeTCKOro U ANETUYECKOro NUTAaHNUS, BUONOTMYECKM aKTUBHbLIMM
no6aBKaMu 3anpeLLaeTcs NpU HapyleHMM LLeNOCTHOCTU ynakoBKK. KayecTBO AaHHOM rpynnbl TOBapoB
NnoATBEepPKAAETCA CBUAETENbCTBOM O TOCYAApPCTBEHHOM perMcTpaumm, B KOTOPOM YyKasaHa obnactb
NPUMEHEHUA W  WUCMNOJIb30BaHUA, U  AOKYMEHTOM npoussBoauMtena w  (MAM)  NOCTaBLIMKA,
noaTeep}aatollero 6esonacHoCTb NPOJAYKTa, - AeKNAapauuein o COOTBETCTBUM KayecTBa WU PeecTpom
AeKknapayumn.

B cniyyae HapylueHWs LesoCTHOCTU YNaKoBKK, OTCYTCTBUA NMOJIHOMO NakeTa AOKYMEHTOB MPOAYKTbI
NevyebHoro, AETCKOro 1 AMETMYECKOro NUTaHna, BUOIOrMYecKn aKTUBHbIe A06aBKM noaiexaT Bo3BpaTy
MOCTaBLLUUKY.

52. [e3suHduumpylolme cpeactBa A0 MNOAAYM MX B TOProBylo 30HY, pasmMelleHus B MmecTe
NPOAa)KM AOJ/IKHbI NPOWTU NpPeanpPOAaXKHYI0 MOArOTOBKY, KOTOpas BKAOYaeT OCBOOOMKAeHWe oT
TPaAHCMNOPTHOW Tapbl, COPTUPOBKY, MPOBEPKY LENOCTHOCTM YNAKOBKM (B TOM uncie GpyHKLUMOHMPOBAHUSA
aspo30/bHOM YMAKOBKM) M KayecTBa ToBapa MO BHEWHWM MpM3HAKaMm, HaauMuusa Heobxoaumoit
MHPOpPMaLUN 0 Ae3NHPULMPYIOLLMX CPEACTBAX U €ro U3roTOBUTENE, MHCTPYKLMIA MO NPUMEHEHMUIO.

MapdromepHO-KOCMETUYECKasA  MPOAyKLMA, MNogaBaemas B TOProByld  30HY,  [AOJIXKHa
COOTBETCTBOBATb TpeboBaHWAM, onpegeneHHbim PelweHnem Komuccum TamorKeHHOro cotosa oT 23
ceHTa6ps 2011 r. N 799 "O npMHATUM TEXHMYECKOTO pernameHTa TamoxKeHHoro coto3a "O 6e3onacHocTH
napgromepHoO-KOCMeTMUECKOM npoaykumn".

VII. Peannsayma ToBapoB anTe4YHOro acCCOPTUMEHTA

53. Po3HMYHaA TOPros/iA TOBapamMu anTe4YHOro acCOPTUMEHTAa BK/OYaeT MpoAaxy, OTMYCK,
dbapmaueBTUYECKOEe KOHCYNbTUPOBaAHME.

Ona  npepoctaBneHus ycayr no  ¢$GapmMaueBTUYECKOMY KOHCY/IbTMPOBAHMIO  AOMyCKaeTcs
BblZE/IEHME CMeunanbHol 30Hbl, B TOM YMC/e A8 OXUAAHUA noTpebuTenei, C yCTaHOBKON WAu
0603HaYeHMEM cneLmanbHbIX OrpaHMYMTENIel, OpraHn3aunein caaunx mecT.

54. Mpn peanusauun NeKapCTBEHHbIX NpenapaTtos ¢apmaueBTUYEecKUii pPaboTHWMK He Brpase
CKpbIBaTb OT MOKynaTena WUHGOPMALMIO O HAAMYMKM UHbIX JE€KAPCTBEHHbIX NPenapaToB, MMEILWMX
0AMHAKOBOE MeXAYyHapoAHOEe HemnaTeHTOBaHHOE HAaMMEHOBaHWE W LEHbl Ha HWUX OTHOCUTENbHO K
3anpoLeHHomy.



55. B ToproBoii 30He B y406HOM A1 0603peHMs MecTe pasmelLaloTcs:
a) Konusa MLEeH3nMn Ha GapMaLLEBTUYECKYHO AEeATE/IbHOCTb;

6) KoNWA NMUEH3UN AeATeNbHOCTM Mo 060POTY HAPKOTUYECKMX CPEACTB, NMCUXOTPOMHbIX BELWECTB U
NX NPEKYPCOPOB, KY/IbTUBMPOBAaHNE HaPKOCOAEPKALLMX PacTEHNI (MPK HanMumm);

B) MHbOPMALMA O HEBO3MOMHOCTM BO3BpaTa M obmeHa TOBapOB anTeYHOro accopTUMEHTa
Hag/1exalllero KayecTsa;

r) UHble AOKYMEHTbI U MHbOpPMaLMA, KOTopana A0/XKHa bbITb AOBeAeHa A0 CBeAeHUs NoKynaTenei.

56. Mo TpeboBaHMIO MNokynaTena dapmaueBTUYECKUA PaBOTHWK AOMKEH O3HAKOMUTb €ro ¢
CONPOBOAMTENLHOM [AOKYMEHTaUMel Ha TOBap, COAEep’Kallei No KarKAOMYy HaMMEeHOBaHMIO ToBapa
cBefeHus o6 o6s3aTenbHOM NOATBEPKAEHUM COOTBETCTBMA COMIACHO 3aKOHOAATENbCTBY PoccuiicKoi
denepaunn o TEXHUYECKOM PeryMpoBaHun (cepTUPUKAT COOTBETCTBUSA, EF0 HOMEP, CPOK Ero AencTeus,
OopraH, BblAABWWIA cepTUdUKAT, UAN CBEAEHUA O AeKAapauuuM O COOTBETCTBMM, B TOM uuc/e ee
PErucTPaLMOHHbIA HOMeEpP, CPOK ee AEWCTBUA, HAaMMEHOBAHME NWNLA, NPUHABLUErO AEKAapaumio, U
OpraH, ee 3aperncTpMpoBaBLUNit). ITU AOKYMEHTbI AOKHbI ObITb 3aBEPEHbl NOANMUCHIO U NeYaTblo (Npwu
HaAN4yMM) NOCTaBLWMKA WM MPOAABLUA C YKasaHMEM agpeca ero mecta HaxOoXMAEeHWS M KOHTAKTHOro
TenedoHa.

57. PoO3HWYHaA TOProsAsA TOBapamu anTeYHOro acCoOpPTUMEHTa, He OTHOCALMMMUCA K
JIeKapCTBEHHbIM  Mpenapatam,  MOXEeT  OCYLEeCTBAATbCA  paboTHUKAMKM, He  MMEelLLUMM
dapmauesTMyeckoro obpasosaHMa UAN AOMNOJAHUTENBHOMO npodeccmoHanbHoro o6pasoBaHUA B HacTu
PO3HWYHON TOProBAW JieKapCTBEHHbIMW MpenapaTamMn B ciaydyae UX paboTbl B 060C06/1eHHbIX
nogpasgeneHusax (ambynatopuax, odenbawepcknx u denbalepcko-akylepCcKnx MNyHKTax, LeHTpax
(oToenenunsx) obwelit BpayebHON (cemMelHON) NpPaKTUKKM) MeAUUMHCKUX OpraHu3auni, UMeroLLmx
NIMLIEH3UIO Ha oOcylecTBieHue dapmaLeBTUYECKOW [AeATeNbHOCTU W PaCMoJIOXKEHHbIX B CeNbCKUX
Hace/IeHHbIX NYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHn3aumu.

58. Kaxaplii CyOBbeKT pPO3HWYHOW TOProB/AM AO/KEH MMETb KHUTY OT3bIBOB M MNPeasorKeHWUH,
KOTOpasn NpeaoCcTaBAAeTCsA MOKynaTeto no ero TpebosaHuio.

VIII. MpoBeaeHne oueHKN AeATeNIbHOCTH

59. PykoBoauTeNb CybbeKkTa PO3HMYHOW TOProB/AM MPOBOAMT OLEHKY AEATe/IbHOCTU C Le/blo
NPOBEPKN MONAHOTbl BbINOAHEHWA TpeboBaHMMA, YCTAHOBAEHHbIX HacToAwMMM [lpaBunamu, U
onpeaeneHna KOPPEKTUPYIOLWMX AENCTBUNA.

60. Bonpocbl, Kacalolwmeca nepcoHana, nNomelleHUt, obopyaoBaHMsA, OOKYMEHTaLMMK,
cobnogeHns npasBua TOProBAM TOBapaMK anTeYHOro acCOPTUMEHTa, MeponpuATuiA no pabote c
OT3blBaMM U MpPenjIoKeHUsAMM Nokynatenei, paboTbl No BbiABAEHUIO (PanbCUPULUPOBAHHDIX,
Hef06pOKayecTBeHHbIX, KOHTPadaKTHbIX TOBAPOB anTEeYHOro acCOPTUMEHTA, a TaKKe AeATe/bHOCTb Mo
npoBeAeHUI0 BHYTPEHHEro ayauTa, AOJ/IXKHbl aHaAM3MpoBaTbCA pyKoBoauTenem cybbeKkTa pPo3HUYHOM
TOProB/AN B COOTBETCTBUU C YTBEPKAEHHBIM NNAHOM-TPadUKOM.

61. BHYTpEHHMI ayauT [OJKEH MPOBOAUTLCA HE3aBMCMMO W TWATE/IbHO CcheuMasnbHo
HasHa4YeHHbIMW pyKoBOoAMTENeM CybbeKkTa PO3HWMYHOM TOProBAM NMLAMMW, COCTOALMMM B LITaTe
cybbeKkTa PO3HMYHOM TOProBAK U (MAKN) NPUBAEKAEMbIMM Ha AOrOBOPHOM OCHOBE.

Mo peweHUo pyKoBOoAUTENA Cy6beKTa pPO3HWMYHOM TOProBAM MOXKeT 6biTb nNpoBeaeH
He3aBMCUMbIN ayauT, B TOM YMCAEe SKCMEepPTaMU CTOPOHHUX Cy6beKTOB PO3HUYHOMN TOPTroBAM.

62. Pe3ynbTaTbl BHYTPEHHEro ayamTa opopmMaAOTCA LOKYMEHTAbHO.



[ OKYMEHTbI, COCTaB/IeHHble MO pe3y/ibTaTaM ayamuTa, AO/IKHbI BK/IOYaTb B Ce6A BCIO NOJTyYEeHHYo
MHPOPMaLMIO U NPEASIOKEHWNS MO HEOHXOAMMbIM KOPPEKTUPYHIOLWMM AEACTBUAM.

Mepbl, npeanpuHUMaemMble MO pe3ynbTaTaM MPOBEAEHHOr0 BHYTPEHHEro ayauTa, TaKkKe
0hOPMNAIOTCA AOKYMEHTA/BHO.

63. BHYTpeHHUI ayauT NPOBOAMTCA TaKXKe C Ue/blo BbiABNEHUSA HEeAO0CTAaTKOB MO BbIMNOJHEHUIO
TpeboBaHMiW 3akoHopaTenbctBa Poccuiickoit ®Pepepaumm U BbIHECEHUA pPeKOMeHAauui no
KOPPEKTUPYIOLWUM U Npeaynpexaatowmm AeNCTBUAM.

64. lporpamma BHYTPEHHEro ayamuTa AO0J/XKHA Y4WUTbIBaTb Pe3y/bTaTbl MpesLecTBYOWero
BHYTPEHHEro ayamnTa, NPOBEePOK KOHTPOIMPYHOLLMX OPraHoB..

65. Jlnuo, OTBeTCTBEHHOe 3a npoBepsemylo 06/acTb AeATeNbHOCTU cybbeKkTa PO3HUYHOM
TOProBnAn, [ONXKHO  obecneuynTb  He3ameaNUTENbHOE  BbIMOAHEHWE  KOPPEKTUPYHOLWUX U
npeaynpexaatowmx 4eUcTBui.

JanbHenwme [elcTBMA [OMKHbI BKAOYATbL B ceba ayauT (NpoBepKy) npegnpuHATbIX
KOPPEKTUPYIOLWMX U Npeaynpexxaatolnx AeNCTBUN U OTYET O pesy/bTaTaXx BbINOJHEHHbIX AeCTBUIA U KX
3ppeKTUBHOCTH.

66. PyKkoBoauTenb cybObeKTa PO3HUYHOM TOProBAW A0MXeH obecneymBaTb waeHTUPUKaLMIO
TOBAPOB aNTEYHOro aCCOPTUMEHTA, HE COOTBETCTBYHOLLMX TPeOOBAHNAM HOPMATUBHOM AOKYMEHTaUMK, B
Lenax npeaoTBpaLleHna HenpeaHaMepeHHOro UX UCNOb30BaHMA UAN NPOL4ANXKN.

cDaJ'IbCMd)l/ILI,MF)OBE:!HHbIe, Heﬂ,OﬁpOKa‘-leCTBeHHble, KOHTpad)aKTHbIE TOBapbI anTe4yHoro
dCCOPTUMEHTA OO0/1XKHbI 6bITb MAEHTMd)VILI,MpOBaHbI N N30/1IMPOBaAHbI OT OCTAJ/IbHbIX TOBAapPOB aNTe4YHOro
dCCOPTUMEHTA B COOTBETCTBUU CO CTaHAAPTHbIMU ONepaLlMOHHbIMU nNpoueaypamu.

MapKupoBKa, MecTo 1 cnocobbl BblAeEHUA KaPaHTUHHOW 30Hbl, @ TaKXe ML, OTBETCTBEHHOE 33
paboTy C yKa3aHHbIMW TOBapaMm anTe4yHOro acCoOpTUMEHTA, YCTaHAB/IMBAOTCA NPUKA30M PYyKOBOAMUTENS
cybbeKTa PO3HUYHOM TOPros/n.

67. PykoBoauTenb cybbekTa pPO3HWYHOW TOProBAM  AO/MKEH MOCTOAHHO  MNOBbIWATH
pe3yNbTaTMBHOCTb CUCTEMbI KauecTBa, MCMO/1b3ya B TOM YMCAe pe3y/bTaTbl BHYTPEHHEro ayauTa, aHaams
AaHHbIX, KOPPEKTUPYIOLLME M Npeaynpeskaatowme eicTBna.

68. B cTaHZapPTHBIX ONepaLMOHHbIX NpoLLeaypaXx LOKHbI 6bITb ONUCAHbI MOPALKK:
a) OCyLeCcTB/IeHMA aHaIM3a Kanob 1 NpeasoKeHUI NOKynaTenein u NPUHATUA MO HUM pPeLleHnit;

6) ycTaHOBNEHMA MPUUYMH HapylleHWs TpeboBaHMUI HacToawmx MpaBuMA U MHbIX TpeboBaHUM
HOPMATUBHbIX MPAaBOBbIX AKTOB, PEryJMPylOWMX BOMNPOCbI 0OpalleHMs TOBApPOB anTe4yHoro
aCCOPTUMEHTAa;

B) OLLeHKM HEO6XOAVIMOCTVI n u,enecoo6pa3Hocm NPUHATUA COOTBETCTBYHOLUX BO n3berkaHue
NOBTOPHOINo BO3HMKHOBEHNA aHA/IOTMYHOTO HapyLlleHUA,

r) onpeaeneHna n ocywecTBaeHMa HeobXoaMMbIX AEeNCTBUIA C LeNbio HeaonyweHMA nonagaHusa
danbcndPpmnunpoBaHHbIX, HeA0BPOKAYECTBEHHbIX, KOHTpadaKTHbIX TOBAPOB anTeYHOro acCopTUMEHTa K
nokynaTento;

A) OCylecTBNeHUA aHanu3a pPesynbTaTUBHOCTU  MPEeANPUHATLIX  Npeaynpexpalowmx  wu
KOPPEKTUPYOLWMX AeNCTBUIA.



