[okyMmeHT npepoctasneH KoHcynbTaHTIN0C

3apeructpupoBano B Muntocte Poccuu 9 ssuBaps 2017 r. N 45113

MUHUCTEPCTBO 3/IPABOOXPAHEHMSI POCCUIICKOI ®EJEPALIMN

INPUKA3
ot 31 aBrycra 2016 r. N 647n

. Ob YTBEP’KTEHUH NNPABHU.I
HAJVIEXKAINEU AIITEYHOU ITPAKTUKU JIEKAPCTBEHHBIX ITPEITAPATOB
AJIA MEJUIIMHCKOI'O ITPUMEHEHUA

Koncynprantllntoc: npumedanue.
B odunmanbHOM TEKCTe NOKYMEHTa, BUIUMO, JOMYIIEHa oledyaTrka: MMeeTcsl B BUIY MOJ-
nyHKT 5.2.164(1) ITonoxenus, a He noaAnyHKT 5.2.164.

B cootBerctBumn ¢ nynkrom 18 crateu 5 denepanbHoro 3akoHa ot 12 anpens 2010 r. N
61-®3 "O6 obpamennu nexkapcTBeHHBIX cpeacTB" (CoOpaHue 3akoHOAATenbCTBA Poccuiickoit
O®enepanun, 2010, N 16, ct. 1815; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; 2014, N 52, cr.
7540; 2015, N 29, ct. 4367) n nognynkrom 5.2.164 Ilonoxenus o MuHUCTEpPCTBE 31paBOOXpa-
Henust Poccuiickoit denepannu, yrBepKIeHHOro nocraHoBiaeHuemM [IpaButenscrBa Poccuiickoit
®eneparun ot 19 utons 2012 r. N 608 (Cobpanue 3akonogarenscTBa Poccuiickoit @enepamnmu,
2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477; N 22, ct. 2812; N 45, cr. 5822;
2014, N 12, ct. 1296; N 26, ct. 3577; N 30, ct. 4307; N 37, ct. 4969; 2015, N 2, ct. 491; N 12,
cT. 1763; N 23, cr. 3333; 2016, N 2, ct. 325; N 9, ct. 1268; N 27, ct. 4497; N 28, cT. 4741; N
34, ct. 5255), npuka3biBaio:

1. Y1Bepauths npuinaraemsie [IpaBuia Haamexaiie anTeyHOW MPAKTHUKU JIEKAPCTBEHHBIX
nmpenaparoB AJjid MCAULUHCKOTO MTPUMCHCHUA.

2. Hacrosmuii mpuka3 Betymnaer B cuiny ¢ 1 mapra 2017 roaa.

Bpuo Munucrtpa
N.HKATPAMAHSH

Y TBEPKICHBI

pUKa3oM MUHHCTEPCTBA 3/IpaBOOXPaHEHUS
Poccutickoit denepanuu

ot 31 aBrycra 2016 r. N 647H

ITPABHJIA
HAUIEXKAIIEA AITEYHOW MPAKTUKHA JJEKAPCTBEHHBIX ITIPEITAPATOB
A MEJUIIMHCKOI'O ITPUMEHEHUA

1. OOmue monoxeHus



1. Hacrosmue IlpaBuna Hagmexanmend anTeyHON MPAKTHUKHU JIEKAPCTBEHHBIX MpernapaToB
JUTSE METUITUHCKOTO MPUMEHEHUS (Jlaiee COOTBETCTBEHHO - [IpaBuia, nekapcTBEHHBIC TIpenapa-
ThI) YCT@HABJIMBAIOT TPEOOBAHMS K OCYLIECTBICHUIO PO3HUYHON TOPTOBIIM alTEYHBIMU OpraHU-
3aMUsIMH, UHAUBUAYAILHBIME MPEANPUHUMATEISIMU, UMEIOIIMMU JIMIIEH3UIO Ha (apMalieBTuye-
CKYIO AESTEIbHOCTb, MEAUIIMHCKUMH OpPraHu3alysIMU, UMEIOIIMMH JTUIEH3UI0 Ha (apMalleBTU-
YECKYIO JIEATEIbHOCTh, U UX 000COOJICHHBIMU TOJpa3IeIeHUAMH (aMOyIaTopusamMu, (empammep-
CKHMH " (HeTbIIIepCKO-aKyIEePCKUMH MTyHKTaMH, IIEHTpaMu (OTACIICHUsIMHI) 0011el BpaueOHOM
(ceMeliHOI1) MPaKTHUKH), PACTIONIOKECHHBIMU B CEJILCKUX HACEIEHHBIX MyHKTAX, B KOTOPBIX OTCYT-
CTBYIOT alTe€UHble OPTaHU3alMHU (J1aee - CyObEeKThl PO3HUYHOM TOPTrOBJIM), a TAKXKE allTE€YHBIMU
OpTaHU3AIUAMHU U MEIUIIMHCKUMHU OPTaHU3AIUSIMHU WIH UX 000COOICHHBIMU MOAPA3ICTICHUSIMH,
PacroIO)KEHHBIMA B CEJIbCKMX HACEJIEHHBIX NMYyHKTaX M YIaJEHHBIX OT HAacEJCHHBIX IMYHKTOB
MECTHOCTSIX, B KOTOPBIX OTCYTCTBYIOT allTE€UHbIE OpPraHU3alluu, P HAJIMYUU Y allTEYHBIX Opra-
HU3ALUWN, MEAUIMHCKUX OpraHu3alui, uX 000COOJIEHHBIX MOJAPa3JCICHUN JHUIEH3UHU, Tpery-
CMOTPEHHON 3aKOHOAATENbCTBOM Poccuiickoit denepanuy O JIMLEH3UPOBAHUU OTACIIBHBIX BH-
JIOB JIEATENBHOCTH, OCYLIECTBIISIIOIINX OTIYCK HAPKOTHYECKUX JIEKApPCTBEHHBIX MpPENnapaToB U
MICUXOTPOIHBIX JIGKAPCTBEHHBIX MPENapaToB GU3MUECKUM JIUIIAM.

2. Hacrosimue IlpaBuna HampaBieHbl Ha oOecriedeHUE HACEJIEHUs Ka4eCTBEHHBIMH, d(-
Q)CKTHBHBIMI/I u 6630HaCHBIMI/I JICKApCTBCHHBIMU IIpCriapaTtaMu, MCAUIIUHCKUMU HU3JCIUAIMU, A
TaKkKe JAe3MHOUIUPYIONIMMH CPEACTBAMU, IPEIMETaMU U CPEACTBAMU JIMYHON TUTHEHBI, TIOCY-
JIOM JUII MEIULMHCKUX LEeJIel, TpeAMETaMu U CPEACTBAMM, MPEIHA3HAUYCHHBIMU I yXO4a 3a
00JbHBIMU, HOBOPOXKICHHBIMH U JIETbMU, HE TOCTUTIIMMHU BO3pacTa TPeX JIET, OUKOBOM ONTHUKON
" CpCACTBAMH yXOa 3a Heﬁ, MUHCPAJIbHBIMH BOJAMHU, IMTPOAYKTAMU JIC‘I€6HOI‘O, JCTCKOI'O U JTUC-
TUYECKOTO MUTaHMs, OMOJIOTMYEeCKH aKTUBHBIMH J0OaBKaMH, Map(IOMEpHBIMH U KOCMETHYe-
CKUMHU CPCACTBAMU, MCAUTTUHCKUMHU U CAHUTAPHO-IPOCBCTUTCIbHBIMHA NICUATHBIMUA U3JAHUSAMU,
npelHa3HauYeHHBIMU JIJIS TIPOTIaraH/ibl 3I0pOBOro 00pa3a >kU3HHU <1> (fajiee - TOBaphl anTeyHO-
IO aCCOPTHUMEHTA).

<1> Yacts 7 cratbu 55 ®@enepanbHoro 3akona ot 12 anpens 2010 r. N 61-®3 "O6 obpa-
IeHUH JekapcTBeHHBIX cpencTB" (CoOpanue 3akoHomarenbcTBa Poccuiickoit deneparuu, 2010,
N 16, ct. 1815; N 31, cT. 4161; 2013, N 48, ct. 6165; 2014, N 52, ct. 7540; 2015, N 29, cr.
4388; 2016, N 27, ct. 4238).

II. YopaBnenue kauecTBOM

3. Po3Hu4Hass TOproBiid TOBapaMU aIlTEYHOIO ACCOPTUMEHTA OCYIIECTBIISIETCS MOCPEN-
CTBOM pealiu3allid KOMIUIEKCAa MEPOMNpPHSTHI, HANpaBICHHBIX Ha COONIO/eHHE TpeOOBaHUMN
HacToaumx [IpaBui v BKIIIOYAIONIUX B TOM YHUCIIE (J1ajiee - CUCTeMa KauecTBa):

a) oIpeaesieHHue MPOIECCOB, BIMAIONIMX HAa KA4eCTBO YCIYT, OKa3bIBAEMBIX CYOBEKTOM
PO3HHYHON TOPTOBIIM, W HANpPaBJICHHBIX Ha YAOBJICTBOPEHHUE CIIpOCa IMOKYIAaTeNeld B TOBapax
anTEeYHOr0 aCCOPTUMEHTA, MOJyYyeHHe WH(GOpMAIMK O MpPaBUIaX XPAaHEHUS W MPUMEHEHHS Jie-
KapCTBEHHBIX IPENapaToB, O HATMYMHU H IICHE JIKAPCTBEHHOTO TpernapaTa, B TOM YHCJIe Ha To-
Jy4YeHHE B TEPBOOYEPEIHOM TMOpsIKEe MH(OpMAIMHM O HAJIMYUH JIEKAPCTBEHHBIX IPENapaToB
HIDKHETO IIEHOBOTO CerMeHTa (J1anee - hapMarieBTUIeCKe YCIyTru);

6) yCTaHOBHeHI/IC IIOCJICO0OBATCIILHOCTU U B3aHMOﬂCﬁCTBHH HpOI_[eCCOB, H€O6XOI[I/IMBIX JUUIA
obecrieueHns CHCTEMbl Ka4eCTBa, B 3aBUCUMOCTH OT UX BIUSHHUS Ha 0€30MacHOCTh, 3 PeKTHB-
HOCTb U pallMOHAJIbHOCTH IPUMEHEHUS JIEKAPCTBEHHBIX MIPENapaToB;



B) OIIPENETICHUE KPUTEPUEB U METOJ0B, OTPAXKAIOIIMUX JOCTHKEHUE PE3YyIbTaTOB, KaK IIPU
OCYILECTBJICHUH IPOLIECCOB, HEOOXOAUMBIX AJIsi OOECIEUYEHUsT CUCTEMbl KauyecTBa, TaK U IpH
yIpaBJICHUN UMH C Y4eTOM TpeboBaHMIi 3aKoHOAaTenbcTBa Poccuiickoit denepaunn 06 obpa-
LICHUH JICKaPCTBEHHBIX IIPENApPaTOB;

') ONpeJieJICHUE KOJIMUECTBEHHBIX U KAU€CTBEHHBIX MMApaMETPOB, B TOM UHUCJIE MaTepUailb-
HBIX, (UHAHCOBBIX, MHPOPMAITMOHHBIX, TPYIOBBIX, HEOOXOUMBIX JJIS TIOJIEP>KaHUsI TTPOILIECCOB
CUCTEMBI Ka4eCcTBa U UX MOHUTOPUHTA;

1) oOecreyeHre HACEJICHWs Ka4eCTBEHHBIMH, Oe30macHbIMU, Y(H(PEKTHUBHBIMU TOBapamMHu
anTEYHOTO ACCOPTUMEHTA;

€) MPUHATHE Mep, HEOOXOTUMBIX IJIsi JOCTHKEHHSI 3aIUIAHUPOBAHHBIX PE3yJbTAaTOB U TO-
CTOSIHHOTO YIIYYILIEHUSI Ka4yeCcTBa OOCIY)KMBAHHs TOKYIATENIe M TMOBBIIICHUS MEePCOHATHHON
OTBETCTBEHHOCTH PaOOTHUKOB.

4. JIOKyMEHTaIMsl CUCTEMbI KaueCTBa BEJETCSl YIOJTHOMOUYCHHBIMH PYKOBOJIUTENIEM CYOb-
€KTa PO3HHYHOW TOPTOBIM pPabOTHHKAMU Ha OyMaXKHBIX M (MJIM) DJICKTPOHHBIX HOCHUTEISIX U
BKJIKOYA€T B TOM YHCJIC:

a) JTOKYMEHT O TOJIMTUKE M LEJIAX JACATCIbHOCTH CyOBheKTa PO3HUYHON TOPTOBIIH, B KOTO-
POM OIpEeNeNsIOTCsl COCOObI 00ecTieueHus CIipoca MOKYMaTeIe Ha TOBaphl alTEYHOTO accop-
TUMEHTa, MUHUMH3AIMH PUCKOB IONAJaHUS B TPAXTAHCKHH 000pOT HEA0O0POKAYECTBEHHBIX,
(banbcuUIMPOBAHHBIX U KOHTPA(paKTHBIX JICKAPCTBEHHBIX MPENapaToB, MEAUIUHCKUX U3JEIUN
1 OMOJIOTHYECKH aKTUBHEIX J00ABOK;

0) PYKOBOJCTBO IO KaueCTBY, ONPEACISIONIEe HAMPABICHUS Pa3BUTHA CYOBEKTa pO3HUY-
HOM TOPTOBJIM, B TOM YHCIIE Ha OINpe/IeJICHHbIN NePHOJl BpEMEHH, U COoZepIKalllee CChUIKHM Ha 3a-
KOHOJATEJIbHbIE U UHBIE HOPMATHUBHBIE MPABOBBIC aKThI, PETYIUPYIOIINE MOPSAOK OCYIIECTBIIE-
HUs (hapMalleBTUYECKO 1eATENbHOCTH;

B) IOKyMEHTBI, OMCHIBAIOIINE TOPSIOK MPEIOCTABICHUS CYyObEKTOM POSHUYHON TOPTOBIU
(dhapmareBTUUECKUX YCIYT (J1ajiee - CTaHIapTHBIE ONepalliOHHBIC MTPOIIEAYPHI);

I') IPUKA3bl U PACTIOPSKEHUSI PYKOBOJIUTENS CYyOBEKTa PO3ZHUYHOM TOPTOBIHU MO OCHOBHOM
JEeATEIbHOCTH;

1) TUYHBIE KAPTOYKU paOOTHUKOB CyOBEKTa PO3ZHUYHOM TOPTOBIIH;

€) JUIIEH3HUs Ha TMPABO OCYIIECTBICHUS (HapMalleBTHICCKON NEATEITLHOCTH U MPUITOKCHHS
K Heli;

) JTOKYMEHTBI, KAacaroIIMeCsi MPUOCTAHOBJICHUS (BO30OHOBIICHHUS) peau3allii TOBApPOB
anTEeYHOTO aCCOPTUMEHTA, OT3bIBA (M3BATHUS) U3 O0pAIICHUS JIEKAPCTBEHHBIX MPENapaToB, BHISIB-
JICHUS CITyYaeB OOpaIleHUs] He3apeTruCTPUPOBAHHBIX MEAUIIMHCKUX U3/ICITUH;

3) aKThI POBEPOK CYOBEKTa POSHUYHON TOPTOBIU JOKHOCTHBIMU JIMIIAMU OPT'aHOB TOCY-
JApPCTBEHHOTO KOHTPOJIA (Ha/A30pa), OpraHOB MYHUIIMIIAIBHOTO KOHTPOJIA U BHYTPEHHUX ayAH-
TOB;

1) TOKYMEHTHI 10 3(Q(PEKTUBHOMY IUIAHUPOBAHUIO JEATEIBHOCTH, OCYIIECTBICHUIO IMPO-
[[ECCOB 00ECTICUCHMSI CHCTEMbI KQueCTBa U YIIPABJICHUS UMHU.

5. HoxkymeHTsl 10 3¢ (EeKTUBHOMY IUIAHUPOBAHUIO JI€ATEIHHOCTH, OCYLIECTBIECHUIO IPO-



IIECCOB O0ECTIEYEHHS CUCTEMbI KaueCcTBa M YIPABICHHUS MU B 3aBUCUMOCTH OT (DYHKIIMI peasu-
3yeMbIX CyOBbEKTOM PO3HUYHON TOPrOBIIH, BKIIOYAIOT:

a) OpraHu3alMOHHYIO CTPYKTYPY;
0) mpaBuJia BHYTPEHHETO TPYIOBOTO PACIIOPSAKA;

B) peecTp 3aperuCTPUPOBAaHHBIX LIEH Ha JIEKApCTBEHHBIE IpeNaparhl, BKIIOUEHHBIE B IIEpe-
YeHb KU3HEHHO HEOOXOUMBIX U BaKHEHILINX JIEKAPCTBEHHBIX;

') TOJDKHOCTHBIE MHCTPYKIIMU C OTMETKOW 00 O3HAKOMIIEHWH PabOTHHKOB, 3aHUMAIOIIUX
COOTBETCTBYIOIINE JOIKHOCTH;

1) ’KypHaJI pETUCTPAIIH BBOJHOTO MHCTPYKTaXKa 110 OXpaHe TPYAa;

€) JKypHaJI pETUCTPAllUA MHCTPYKTaXka Ha pabovyeM MecCTe;

) )KypHaJI yueTa HHCTPYKTaXKeH 1o MmoxapHoi 0e301acHOCTH;

3) )KypHAaJl PETUCTPAIIMU HHCTPYKTaXa 1O JIEKTPoOE30IMacHOCTH;

1) )KYpHAJ PETUCTPAIIH MIPUKA30B (PacHopsHKEHUi) o CyObEeKTY pO3HHYHON TOPTOBIIH;

K) JKypHaJI ©KETHEBHOM PETUCTPAIINN ITAPAMETPOB TEMIICPATYPhI U BIAKHOCTH B ITOMEIIIC-
HUAX OJIA XpaHeHI/I}I HeKapCTBeHHBIX HpenapaTOB, MCAUIIUHCKHUX H3,Z[€JIHI>'I nu 6PIOJ'IOFI/I‘-IGCKI/I aK-
THUBHBIX T00aBOK;

) )KypHaJl IEPUOIMUYECKON PEerucTpaluu TeMIepaTypbl BHYTPU XOJIOAMIBLHOTO 000pyI0-
BaHMS;

M) JKypHaJI yueTa Onepaiuii, CBI3aHHbIX C OOPAIEHUEM JIEKAPCTBEHHBIX CPEACTB, BKIIIO-
YEHHBIX B IIEPEUYCHB JIEKAPCTBEHHBIX CPEJICTB, MMOUIKAIINX MTPEIMETHO-KOJIHMYECTBCHHOMY Yy4e-
Ty (IpH HATTUYHH);

H) XypHaJI y4eTa MPOBEPOK IOPUIANYECKOro JIMIA, HHANBUAYAIBHOIO MpeANpUHUMATENS,
IPOBOAMMBIX OpPraHaMU T'OCYJapCTBEHHOI'O KOHTpPOJs (Hax3opa), opraHaMM MYHUIIUIAIBHOIO

KOHTPOJIS (TTpH HAIUYHUN);

0) KypHaJl 1Mo 00ecHeueHHUI0 JIEKApCTBEHHBIMH IpenapaTaMy, BXOAALIIMMHA B MUHUMAIIb-
HBIIl aCCOPTUMEHT JIEKAPCTBEHHBIX IPENapaToB, HEOOXOAMMBIX ISl OKa3aHUS MEIMLIMHCKOU
MIOMOIIM (Jlajiee - MUHUMAIIbHBIA ACCOPTUMEHT), HO OTCYTCTBYIOIIMMH Ha MOMEHT OOpalieHus
MOKYyIIaTes;

1) )KypHaJ y4eTa HelPaBUJIbHO BBIMUCAHHBIX PELIENTOB;

p) KypHaJ ydeTa JIEKapCTBEHHBIX MTPENapaToB ¢ OTPaHUICHHBIM CPOKOM TOJHOCTH;
C) ’KypHaJ ydeTa q1eeKTyphl;

T) mabopaTopHO-PacOBOYHBIHN KYpHAIT,

y) )KypHaJ peruCcTpaIliy Omepalui, CBI3aHHbIX ¢ 000POTOM HAPKOTHIECKHUX CPENICTB, NICH-
XOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB (IIPH HATHYNHN);

&) *KypHa perucTpanuy pe3yabTaToB IPUEMOYHOTO KOHTPOJIS;



X) )KypHaJI yyeTa MOCTYIUICHHS U PacXoia BaKIUH (IIPH HATUYHHN);

I1) )KypHaJ y4eTa PelenToB, HaXOIUBIIUXCS (HAXOIAIIUXCS) HA OTCPOUYESHHOM 00CITyKHBa-
HUU (IpU HAJIMYUN);

9) KypHaJa HHPOPMAIIMOHHON pabOThl C METUIIMHCKUMHU OPTaHU3alUSIMH O TOPSIKe o0ec-
MEYCHUS OTACTBHBIX KaTErOpHil TpaKIaH JIEKAPCTBEHHBIMU MpermapaTaMu U METUITUHCKUMHU
u3JlenusiMi  OecCIIaTHO, MPOJAaXKe JIEKApCTBEHHBIX INpEnapaTroB W MEAUIMHCKUX H3JEIH co
CKUIKOH.

PykoBonuTens cyObekTa pOZHUYHOW TOPrOBIH BIpPaBe YTBEPAUTH Apyrue BUIbI U POPMBI
KYpPHAJIOB.

6. PykoBogurenem cyObeKkTa pO3HMYHOW TOProBIM HA3HAYAIOTCS JIMIA, OTBETCTBEHHBIE 3a
BE/ICHUE U XpaHEHHE JOKYMEHTOB, IEPEUHCIICHHBIX B MMyHKTax 4 U 5 Hacrosmmx [Ipasui, obec-
IIeYeHHE JOCTYIAa K HUM U B ClIydae HE0OXO0AMMOCTH UX BOCCTAHOBJIEHHUE.

CpOK XpaHeHI/I}I JAaHHBIX ,Z[OKYMGHTOB onpe;[en;leTc;I B COOTBECTCTBHUU C TpCGOBaHI/IHMH 3a-
KOHozaTenbcTBa Poccuiickoit deaepannn 00 apxuBHOM JIEIe.

III. PykoBoauTenb cyObeKTa pO3HUYHON TOPTOBIIN

7. PykoBoauTens CyObeKTa pO3HUYHON TOPTOBIIA 00ECTICUNBACT:

a) TOBEJICHUE JI0 CBEJICHUSI paOOTHUKOB HacTOSsIUX [IpaBui u ux coOmroeHue, JOBEeIeHUE
10 CcBelleHUsl paOOTHUKOB UX MpPaB M O0S3aHHOCTEH, OMPEIEICHHBIX TOJKHOCTHBIMU HHCTPYK-
USMU, IPOPECCHOHATHHBIMU CTaHIAPTAMH;

0) ompenerneHue TONUTUKA U IIENEH NESTETbHOCTH, HANPaBJICHHBIX Ha YAOBJICTBOPEHUE
CIIpocCa HOKYHaTeJIeﬁ B TOBapax aT¢4YHOro aCCOpTUMCHTA, MUHHUMU3AIIUIO PUCKOB IOIIaIaHUs B
TPaKIaHCKUH 00OpOT HEMOOPOKAUYECTBEHHBIX, (PAbCH(PUIIMPOBAHHBIX M KOHTpa(aKTHBIX Jie-
KapCTBEHHBIX MPENapaToB, MEIUIIUHCKUAX U3ICTUI U OMOJOTUYECKH aKTHBHBIX 00ABOK, a TaK-
ke 2P (HEKTUBHOE B3aMMOICHCTBUE MEIUIIMHCKOTO pabOTHHKA, (papMalleBTHYECKOTO pabOTHUKA
U IOKYIIaTes;

B) CHM)KEHHE MPOU3BOJCTBEHHBIX MOTEPh, ONTHMHU3AIMIO JICSITEIbHOCTH, YBEIHMYCHHUE TO-
BapooOOpOTa, MOBBIIICHNE YPOBHS 3HAHUN U KBATU(UKAUHN (papMaleBTHIeCKUX paOOTHUKOB;

I') IPOBEJICHUE aHATTN3a COOMIOACHHUS MMOIUTUKH U LEeJeH JesITeIbHOCTH, aKTOB BHYTPEHHUX
ayJUTOB M BHEIIHUX MPOBEPOK C IEIHI0 COBEPIICHCTBOBAHMS MPEJOCTABISEMBIX (hapMalleBTH-
YECKHX YCIIYT;

1) HeOOXOAUMBIMU pecypcamu I (PyHKITMOHUPOBAHMS BCEX MPOLIECCOB PadOThI CyOBEKTa
PO3HUYHOM TOPTOBIAM C LENbI0 COOJIIOEHUS JIMIIEH3MOHHBIX TpeOOBaHMWil, CaHUTapHO-
AMUJIEMHOIOTUYECKUX TPEOOBAHUH, TPABUII OXPAHbI TPY/a U TEXHUKH O€30MAaCHOCTH, MPOTHUBO-
MO>KapHBIX MPaBUJI U UHBIX TPeOOBaHMIA, YCTAHOBIIEHHBIX 3aKOHOIaTeILCTBOM Poccuiickoi de-
JepaLuu;

e) pa3pabOTKy MEpONpPHUATHIA, HAIPABICHHBIX Ha CTUMYJIMPOBAHHE ¥ MOTUBAILINIO JIESTEIb-
HOCTH pabOTHHKOB;

) YTBEp)KIACHHE CTaHAAPTHBIX ONEPAIlMOHHBIX TPOLEAYD;

3) YCTaHOBJIEHHE BHYTPEHHETO IMopsAaKka oOMeHa mH(popMmanue, BKIOYas HHPOPMALHIO,



OTHOCAIIYIOCA K q)yHKI_[I/IOHI/IpOBaHI/IIO CUCTCMBI Ka4€CTB4, B TOM YUCJIC TOCPECACTBOM UCIIOJIB30-
BaHMsI TUCbMEHHON (POPMBI (JINCT O3HAKOMJICHHS), CTCH/IOB JIJIsi OOBSIBICHUN B OOIIEAOCTYITHBIX
MecTax, NMPOoBeJeHNE WHPOPMALMOHHBIX COBEIIAHUN C ONPENETICHHON MePUOANYHOCTHIO, dJIEK-
TPOHHOM PacChUIKH WH(POPMALIUU Ha aApPEC FIEKTPOHHOU MOYTHI;

I/I) HaJIn4ue I/IH(bOpMaI_[I/IOHHBIX CHUCTCM, IMTO3BOJIAIOIHUX OCYIICCTBJIATL ONICpPAllMU, CBA3AH-
HBIE C TOBapOJBIIKEHHWEM M BBISBICHUEM (DabcuPUIIMPOBaHHBIX, KOHTpapaKTHBIX U HEZ00pO-
KaUCCTBCHHBIX JICKAPCTBCHHLIX MPCIIapaToB.

8. PykoBoguTens cyObeKkTa pOSHUYHOW TOPTOBJIM B LEAX Oecrepe0oitHOro odecreueHus
MOKYIIaTeIei TOBapaMy alTEYHOTO aCCOPTUMEHTA OPTaHHU3YeT:

a) oOecreYeHne CHCTEMBbI 3aKyMOK, MPeIOTBpAIIAroNIeii pacripocTpaneHne (harbcuduim-
POBaHHBIX, HEAOOPOKAUECTBEHHBIX, KOHTPa(aKTHBIX TOBAPOB alITEUHOTO ACCOPTUMEHTA;

0) ocHaIllCHHE TIOMEIICHU 000pyI0BaHNEM, 00SCIIEUMBAIOIINM HaAJIeXkKaIlee o0paiieHmne
TOBapOB alTEUHOTO ACCOPTHUMEHTA, BKIIOUYAs MX XpaHEHHE, YUET, peaTH3aIUIo U OTITYCK;

B) IOCTYI K HH(GOPMAIIMU O TOPSAKE MPUMEHEHHSI WM UCIIOJIh30BAHUS TOBAPOB allTEYHOTO
ACCOPTHMEHTAa, B TOM YHKCJE O MpaBUJIaX OTIyCKa, Coco0ax mpuema, pekuMax T03UPOBaHUS,
TEPaNeBTHYECKOM JIEHCTBHH, MPOTUBOIIOKA3aHUAX, B3aMMOICHCTBHIH JIEKAPCTBEHHBIX Tpenapa-
TOB MPHU OJHOBPEMEHHOM IpUEME MEXAY cOO00W W (WIM) ¢ MUIICH, MpaBUiaX UX XpPaHCHHS B
JIOMAIITHUX YCJIOBHSIX (fanee - (hapMalieBTHIeCKoe KOHCYJIbTHPOBAHUE);

r) “HPOPMHUPOBAHUE TMOKYMATeNeii 0 HAJMYUU TOBAPOB, B TOM YHUCIIE O JIEKAPCTBEHHBIX
Ipenaparax HUKHEro LEHOBOI'O CErMEHTa.

9. PykoBoauTenemM cyObeKTa pO3HUYHOW TOPTOBIIH JIO CBEIEHUS PAOOTHUKOB TOBOIUTCS
uHpopmarus:

a) 00 M3MEHeHUsAX 3aKoHoAaTenbeTBa Poccuiickoii deaepannu, peryaupyromero npaBooT-
HOLIEHHUs, BO3HUKAIOIIME MPU OOpaIlleHUH TOBApOB alTEYHOI'O aCCOPTUMEHTA, B TOM YHCIE 00
U3MEHEHUSX IIPABUII OTIIyCKa JIEKAPCTBEHHBIX IIPENapaToB;

0) 0 pe3ynbTaTax MPOBEIEHHBIX BHYTPEHHUX U BHEIIHUX MPOBEPOK;

B) O HEOOXOIMMBIX MPEIYNPENKAAIOUNX U KOPPEKTHPYIOUNX NEHCTBUAX MO yCTPAHECHHUIO
(HeMOMYIICHHIO) HApYIICHUH JIMIICH3MOHHBIX TPEOOBAHMIA;

I') 0 pe3yibTaTax pacCCMOTPEHUS KajJ00 U MPEIOKEHUH MOKyaTenei.

10. PykoBoauTeneM cyObeKTa pOSHUYHONW TOPTOBIIA C yUYE€TOM TpeOOBAaHUN TPYIAOBOTO 3a-
KOHOAATCJIbCTBA U MHBIX HOPMATHBHLIX MIPABOBLIX aKTOB, COACPIKAIINUX HOPMBI TPYAOBOTO ITpa-
Ba, Ha3HAYaeTCs JIMI0, OTBETCTBEHHOE 3a BHEApPEHUE U o0ecrieueHrne CUCTEMbI KauecTBa (Jajiee -
OTBETCTBEHHOE JIUIIO).

11. PykoBoauTens cyObeKTa POSHUYHOW TOPTOBIM aHAIM3UPYET CUCTEMY KadecTBa B CO-
OTBETCTBHH C YTBEPKJACHHBIM UM IJIAHOM-TPa(UKOM.

AHanu3 BKJIIOYAeT B ce€0s1 OLIEHKY BO3MOXKHOCTH YJIYUIIEHUH U HEOOXOAUMOCTH M3MEHE-
HUW B OPraHM3allMM CUCTEMBbI KayeCTBa, B TOM 4YHCIIE B IOJUTUKE U LEIAX ACATEIbHOCTH, U
OCYILECTBIISICTCS ITOCPEACTBOM PACCMOTPEHMSI PE3yNbTaTOB BHYTPEHHHUX ayAUTOB (IPOBEPOK),
KHUTH OT3bIBOB M NPEAJIOKEHUN, aHKET, YCTHBIX MOKETaHWN MOKymnaTeneil (oOpaTHas CBs3b C
IIOKYIaTeIeM), COBPEMEHHBIX JTOCTHKEHUN HAyKM M TEXHHUKH, CTaTbeil, 0030pOB M MHBIX JlaH-



HBIX.

[lo uroram aHanmu3a CHCTEMbI KauecTBa PYKOBOJUTENb CyOBEKTa PO3HUYHON TOPrOBIH
MOYET MPUHATH PEIICHUE 0 HEOOXOIUMOCTH U (HJTH) 11eTIeCO00Pa3HOCTH MOBBILICHUS Pe3yIbTa-
TUBHOCTH CHCTEMbI KaueCTBa U €€ MPOIECCOB, YIyUlICHUs KadecTBa OKa3aHHs (apmMaleBTHYe-
CKHUX YCIyT, 00 U3MEHEHUX MOTPEOHOCTU B pecypcax (MaTepHalbHbIX, (PUHAHCOBBIX, TPYJOBBIX
U UHBIX), HEOOXOJUMBIX BIIOKEHUSAX JJIs YIyULIEHUS OOCITYKHBaHHUS MOKYIaTeNel, CUCTEMbI
MOTHUBAIMK PaOOTHUKOB, IOMOJHUTEIBHON IMOATOTOBKE (MHCTPYKTake) paOOTHHKOB U WHBIC
peuieHusl.

IV. Ilepconan

12. JIns coOmroneHusl yCTaHOBICHHBIX HacTosimmMu [IpaBunamu TpeOGoBaHMIT CyOBEKT
PO3HMYHON TOPTOBIHM C Y4E€TOM 00beMa OKa3bIBaeMbIX MM (hapMaleBTHUECKUX YCIYT JOJDKCH
UMETh HEOOXOAUMBIN TIEPCOHAIL.

PykoBomuTens cyObeKkTa pO3HUYHONW TOPTOBIHM YTBEPXkAAET INTATHOE paclUCaHue, KOTO-
pO€ CONEPXHT IMepeueHb CTPYKTYPHBIX TOIpa3/elICHUH, HAUMCHOBAHHS JTOJDKHOCTEH, CIIeIH-
aJIbHOCTEH, podeccuii ¢ ykazaHueM KBaTU(HUKAIMH, CBEJCHNUS O KOJINYECTBE IITATHBIX €IMHHIL
1 (OHE OIIATHI TPY/IA.

Kaxapiii paboTHUK MOMHKEH ObITh O3HAKOMIIEH TOJ MOMAINKCH CO CBOMMHM MPaBaMU U 00s-
3aHHOCTSIMH, COJICPIKAIUMHUCS B JIOJDKHOCTHBIX HHCTPYKIHUSX, POPECCHOHAIBHBIX CTaHAapTaX.

13. PaGoTHUKY, BRIMOTHSIOMUN paboTy, OKa3bIBAIOIIYIO BIMSHUE Ha KAYECTBO MPOIYKIINH,
JIOJDKEH MMETh HEOOXOIUMYIO KBATM(DHUKAIIMIO W OMBIT pabOThI JUIsl COONIIOICHHST TPeOOBaHMIA,
YCTaHOB.HeHHBIX HaCTOAIINUMHU HpaBI/IJ'IaMI/I.

14. JIns BHOBb HAHSATHIX PAaOOTHHKOB B COOTBETCTBHM C JIOKAJBHBIMHU aKTaMU CyOBEKTa
PO3HMYHON TOPTOBJIM BHEIPSETCS MpOorpaMMa aJanTalii U PeryssipHO MPOBEPSIOTCS KBalu(pu-
Kallys, 3HaHUs, OTBIT TAKMX PAOOTHHUKOB.

[IporpamMma agantanuy BKIIOYAET B TOM YHCIIE:

a) BBOJIHBIA MHCTPYKTAX NPH MprUeMe Ha paboTy;

0) mOArOTOBKY (MHCTPYKTaX) Ha pabodeM MecTe (MIepBUYHBIN U MOBTOPHBIA);
B) aKTyaJU3aINI0 3HAHWM:

3akoHojaTenbcTBa Poccuiickoit denepannu B chepe oOpalieHNH JeKapCTBEHHBIX CPEICTB
U OXpaHe 3/10pOBbsI IPaX/iaH, 3alllUTe IPaB NOTpeOUTENE;

IpaBHJI JIMYHOU TUTUCHBI,

0 MOPSIIKY OKa3zaHus (apMaleBTHUECKUX YCIYyT, B TOM 4Hcie (apMaleBTUYECKOTr0 KOH-
CYIBTUPOBAHUS U IPUMEHEHUSI MEAUIIMHCKIUX U3EUN B JJOMAITHUX YCIOBUSX;

I') pa3BUTHE KOMMYHUKATUBHBIX HaBBIKOB U MPEJOTBpAlleHNe KOH(INKTOB,;
1) MHCTPYKTaX 1O TEXHUKE 0€30MaCHOCTH U OXpaHe Tpy/a.

15. K ocHOBHBIM GyHKIHSIM (hapMarieBTUIECKIX PaOOTHUKOB OTHOCSTCS:



a) npoaaxxa TOBapOB alITCYHOTO ACCOPTUMCHTA HAAJICIKAICTO Ka4CCTBA,

0) mpemocTaBiieHHe JOCTOBEPHOM MH(OpPMAIMKM O TOBapax amTEYHOI'O0 ACCOPTUMEHTA, UX
CTOUMOCTH, (hapMaIieBTHIeCKOe KOHCYIbTHPOBAHUE;

B) HH(POPMUPOBAHKE O PALIMOHAIBHOM MPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB B LENIX
OTBETCTBEHHOI'O CAMOJICUCHHS;

T') U3TOTOBJICHHUE JIEKAPCTBEHHBIX MPENapaToB MO PeLenTaM Ha JIEKapCTBEHHBIN MpenapaT u
TpeOOBaHUSM-HAKIIATHBIM METUITUHCKUX OpPraHu3aInii;

1) ohopmiIeHHE YUETHON TOKYMEHTAIIHH;
€) cobmoieHne MPOoPeCCHOHATBHON ITHKH.

16. TpebGoBanus kK KBATM(PUKAIMHA U CTAXKY PaOOTHl PYKOBOAUTENS CYOBEKTa PO3HUYHOMN
TOPTOBJIM U €ro (apMaleBTUYECKUX pabOTHUKOB ycTaHOBJIEHHI [lojoXkeHneM o JIHMIIEH3UpOBa-
HUU (hapMaIleBTHUECKOM IeATeTLHOCTH <1>,

<1> IlocranoBnenue I[lpaBurenscrtBa Poccuiickoii ®@enepanuu ot 22 mexadbps 2011 r. N
1081 "O nunensupoBanuu (apmareBTudeckoir nestenbHocTH" (CoOpaHue 3aKOHOIATENIbCTBA
2012, N 1, ct. 126; 2012, N 37, cT. 5002; 2013, N 16, cT. 1970; 2016, N 40, ct. 5738).

17. PykoBonuTenb CyObEKTa POZHHYHON TOPTOBIM OOECIEYMBAET MPOBEJCHUE MO YTBEP-
XKIEHHOMY MM IUIaHy-TpaguKy MEepBHYHON U MOCIEAYIOMIEH MOATOTOBKH (MHCTPYKTaXka) paboT-
HUKOB II0 CJIEIYIOIIMM BOIIPOCaM:

a) MpaBUJIa OTIIYCKa JIEKaPCTBEHHBIX IIPENapaToB JIJIsl MEAULIUHCKOIO IPUMEHEHUS;

0) mpaBuia OTIYCKAa HapKOTUYECKUX CPEACTB M ICUXOTPOMHBIX BELIECTB, 3aPETUCTPUPO-
BaHHBIX B KAueCTBE JIEKAPCTBEHHBIX IIPENApaTOB, JIEKAPCTBEHHBIX IPEMAPATOB, COAEPIKAIIMX
HAapKOTHYECKUE CPEJCTBA U IICUXOTPOIIHBIC BEIIECTBA;

B) TMpaBuia OTOyCKa JIEKAPCTBEHHBIX IPENapaToB, MOMJISKAIIUX  IPEIMETHO-
KOJIMYECTBEHHOMY YYETY, MIPAaBUJIa BEJICHUS KypHAJIa ydeTa JIEKapCTBEHHBIX IPEnaparoB, MOA-
JeKALUX IPEAMETHO-KOJINYECTBEHHOMY YUETY;

I') IpaBujia OTIyCKa JIEKAPCTBEHHBIX IPENapaToB, COIEPKaAlINX Majble KOJMYeCTBa HapKo-
TUYECKUX CPEJ/ICTB;

1) TIOPSAZIOK XPaHEHHS PELIETITOB;
e) cobuoieHre TpeOOBaHUH O HATMYUU MUHUMAJIBHOTO aCCOPTUMEHTA;

) coOJIroIeHNe TpeOOBaHUHN HaJIeKAIICH MPAKTUKW XPAaHEHUS U MEPEBO3KU JICKAPCTBEH-
HBIX IIPENapaToB;

3) IpUMEHEHHUE YCTAHOBJICHHBIX MpeeIbHbIX Pa3MEPOB PO3HUYHBIX HAZA0aBOK K (pakThye-
CKHM OTIYCKHBIM II€HaM MPOU3BOJIUTENECH Ha JIEKAPCTBEHHBIE MpErNapaThl, BKJIIOUCHHbIE B MEpe-
YEeHb KU3HEHHO HEOOXOJUMBIX U BaXKHEUIINX JIEKAPCTBEHHBIX MPENapaToB, NOPAI0K GopMHUpo-
BaHUs I[€H Ha TaKHUe JICKAPCTBEHHBIC MPENaparhl;

1) cobmoaeHue TpeboBaHuil paboThl ¢ (hambCUuPUITMPOBAHHBIMUA HEAOOPOKAYECTBEHHBIMH,



KOHTpa(akTHHIMH TOBapaMH alTeYHOT'O aCCOPTUMEHTA;

K) COOJIIOICHNE OTPaHUYCHHM, HaJlaraeMbIX Ha (hapMaleBTHUECKUX paOOTHUKOB IPH OCY-
IIECTBJICHUU UMU IPOPECCUOHATIBHOMN IEATEIIbHOCTH;

JI) COBEPIIECHCTBOBAHKUE 3HAHUI O JIEKAPCTBEHHBIX Npenaparax, B TOM YHCIIE BOCIPOU3BE-
JICHHBIX JIEKaPCTBEHHBIX IMpernapaTax, B3auMO3aMEHAEMbIX JICKAPCTBEHHBIX MperapaTax, yMeHHE
MPEJICTaBISITh CPAaBHUTENbHYIO HH(DOPMAILIMIO MO JIEKAPCTBEHHBIM IpernapaTaM U IieHaM, B TOM
YHClIe JIEKAPCTBEHHBIM IIperaparaM HI)KHETO IIEHOBOI'O CETMEHTAa, O HOBBIX JIEKAPCTBEHHBIX
npernaparax, JeKapCcTBEeHHbIX (opMax JIEKapCTBEHHBIX MPENnaparoB, MOKa3aHUAX K IPUMEHEHUIO
JIEKAPCTBEHHBIX MPEMapaToB;

M) METO/bI 00pabOTKM aHHBIX, MOJTYYEHHBIX OT MOKYyMaTeseil mo BonpocaM MPUMEHEHUS
JICKapCTBEHHBIX TIPENapaToB, BHIIBICHHBIM B MPOIECCE MPUMEHEHUs, MOOOYHBIM JCHCTBHSIM,
JOBeJIeHUE 3TON MH(POPMAIUH /10 3aUHTEPECOBAHHBIX JIUIL;

H) coOItoieHre TpeOOBaHMIA IO OXpaHe TPyIa.
V. Uudpactpykrypa

18. PykoBonuTens cyObekTa pO3HHYHOW TOPTOBIM OOECIEUMBACT M TOJJIEPKUBACT B pa-
0oueM COCTOSTHUH MHPPACTPYKTYPY, HEOOXOIUMYIO /Uil BBHITTOJTHCHUS JIMIICH3UOHHBIX TpeOoBa-
HUH, MPEABABISIEMbIX K OCYIIECTBICHHIO (DapMaleBTUUECKON AEATENbHOCTH, KOTOpas B TOM
YHCIIe BKIIIOYACT:

a) 31aHus, paboyee MPOCTPAHCTBO U CBA3aHHBIE C HUM CPEACTBA TPY/Ia;
0) o0opymoBaHME JJIsl TPOLIECCOB (TEXHUYECKUE U TIPOTPaMMHBIC CPEJICTBA);
B) cyxObl oOecrieueHus (TpaHCIOPT, CBSA3b U MH(DOPMAITMOHHBIE CUCTEMBI).

19. Ilomemennss u 060pyI0BaHNE HEOOXOJMMO pacIojararh, OCHaIIaTh U AKCILTYaTHPO-
BaThb TaKUM 06pa30M, qTO6BI OHHU COOTBETCTBOBAJIN BBIITOJIHACMBIM (byHKI_[I/ISIM. Nx IMJIaHUPOBOY-
HOE€ pelIeHHe U KOHCTPYKILHUS JOJDKHBI CBOJIUTh K MUHUMU3ALIMK PUCK OMIMOOK U 00ecCreurnBaTh
BO3MOXHOCTH Bq)(beKTHBHOﬁ OYHNCTKH U OGCHy)KI/IBaHI/ISI B [EIAX UCKIIFOUCHUS HAKOIIJICHUA TIBIJIN
WU TPSI3U M JIOOBIX (DaKTOPOB, CIIOCOOHBIX OKa3aTh HEOJAroNMpUATHOE BO3JEHCTBHUE Ha Kade-
CTBO TOBapOB alITEYHOTO aCCOPTHMEHTA.

20. Bce nmomemiennsi CyObeKTa pOZHUYHON TOPTOBIIM JTOJDKHBI OBITH PACIOJIOKEHBI B 3/1a-
HUHM (CTPOCHMHU) U (PYHKUHMOHAIHHO OOBEAMHEHBI, M30JUPOBAHBI OT JIPYTrUX OpPraHMU3alUN H
o0OecreunBaTh OTCYTCTBHE HECAHKIIMOHHPOBAHHOTO JOCTYIA MOCTOPOHHUX JIUI] B IMOMEIICHHUS.
JlomyckaeTcst BX0Jl (BbIXO/) HAa TEPPUTOPHIO CYOBEKTa pO3HMYHONM TOPTOBIU Yepe3 MOMEIEeHUE
JIPYyroi OpraHu3aluu.

2]1. CyObekTy pO3HHUYHOW TOProBIM HEOOXOAMMO MPEIYCMOTPETh BO3MOXKHOCTH 00Y-
CTpOicTBa OECHPENATCTBEHHOr0 BX0/1a ¥ BBIXOAA ISl JIML C OTPAaHUYEHHBIMU BO3MOXKHOCTSIMU B
COOTBETCTBUH C TPEOOBAHUSIMH 3aKOHOIATENIBLCTBA O 3ALUTE WHBAINIOB.

B cnyyae, eciii KOHCTpYKTHBHAsI 0OCOOCHHOCTh 3[IaHHS HE ITO3BOJISIET 00YCTPOHCTBO BXO/Ia
" BbIXOJa Ui JIUI C OrPaHUYCHHBIMU BO3MOKHOCTAMU 310POBbA, CYGT;GKTy pOBHH‘IHOﬁ TOPIroB-
JM HEOOXOJMMO OPraHHW30BaTh BO3MOXKHOCTH BBI30Ba (papMareBTUYECKOTO paOOTHHKA IJIsi 00-
CJIY’KMBAaHUS YKA3aHHBIX JIUII.

22. CyOBeKT pO3HUYHOM TOPTOBIHU JOJIKEH UMETh BBIBECKY C YKa3aHUEM:



a) BUJIa anTE4YHOW OpraHU3allMM Ha PYCCKOM M HAllMOHAJIBHOM s3bIKax: "AmnTeka" win
"AnTeyHblil TyHKT" Wian "ANTeUHbIA KHOCK";

0) mosHOTO U (B CiIy4ae, €ClIi UMEETCs1) COKpAIlEHHOTO HAaMMEHOBAHUs, B TOM 4Hcie Qup-
MEHHOT'O HANMEHOBAHUS, U OPraHU3aI[MOHHO-TIPABOBOH (hOPMBI CyObEeKTa POSHUYHON TOPTOBIIH;

B) peXrMa paboTHI.

CyOBeKT pO3HUYHOUN TOPTOBIIH, OCYIIECTBIISIONINNA TOPTOBIIIO TOBApAMH alTEYHOTO accop-
TUMEHTa B HOYHOE BpeMsi, OJDKCH MMETh OCBEIIEHHYIO BBIBECKY ¢ MH(popmanmeir o padborte B
HOYHOE BpeMS.

[Tpu pazmMenieHuun cyObeKTa pO3HUYHOM TOPrOBIM BHYTPH 37JaHUS BBIBECKA JIOJKHA HAXO-
JMTHCS] Ha HApY)KHOH CTEHE 3JaHUs, €CIIM 3TO HEBO3MOXHO, JIONTyCKAeTCsl YCTAaHOBKA yKas3aTels,
TpeOOBaHUS K KOTOPOMY aHAJOTHYHBI TPEOOBAHUSM K BBIBECKE.

23. IlomenieHus: AOIKHBI COOTBETCTBOBATh CAaHUTAPHO-TUTHEHUYECKUM HOpMaM U Tpedo-
BaHUSM U 00€CIeunBaTh BO3MOKHOCTh OCYIIECTBICHHUS OCHOBHBIX (YHKUUH CyOBEKTa PO3HUY-
HOM TOProOBIIM ¢ COOJIIOICHUEM TPEOOBaHUH, YTBEPKIECHHBIX HacTosumMu [IpaBunamu.

24. Ilnomaapb TMOMEIIEHUH, HMCIOIB3YEMbIX CYOBEKTOM PO3HMYHON TOPTOBIIH, IOJDKHA
OBbITh pa3zieiicHa Ha 30Hbl, IPEAHA3HAYECHHBIE JUIs BBIITOJHEHMS CIEIYIOMNX (QyHKIIMMI:

a) TOPTOBJIIM TOBapaMU alTEUYHOTO aCCOPTUMEHTA C 00ECIeYeHNEM MECT XpaHEeHHUS, He J0-
MyCKaIoIIMM CBOOOJHOIO JOCTYIA MOKyHaTeynel K ToBapaM, OTIyCKaeMbIM, B TOM YHCJIE IO pe-
LEINTY;

0) MpUEMKHU TOBapOB allTEYHOI'0 ACCOPTUMEHTA, 30Ha KAPAHTUHHOTO XPAHEHHUS, B TOM YHC-
JIe OTJIEIBHO J1JIsl I€KAPCTBEHHBIX MPENapaToB;

B) pa3aebHOTO XPaHEHHUS OACK 1Bl pa0OTHUKOB.

B cnydae, ecnu cyOBbeKT pO3HHYHONW TOPTOBIM PACHOJIOKEH B 3[aHUM BMECTE C JPYTUMHU
OpraHu3alusAMU, JOIYCKAETCs COBMECTHOE UCIIOIB30BAHUE CAHY3IA.

25. Hannyne MHBIX 30H M (WJIM) MIOMEUICHUH B COCTaBe MOMEIICHUH CyOBheKTa POZHUYHOM
TOPIOBJIM OIpPEENAETCS] PYKOBOJUTENIEM CYOBEKTa PO3HHYHOM TOPrOBIM B 3aBUCUMOCTH OT
00BbeMa BBITIOJIHAEMBIX paboT, OKa3bIBAEMBIX YCIYT.

26. Ilomemennss cyObeKTa PO3ZHHUYHOW TOPTOBIIM JOKHBI OBITH OCHAIIEHBI CHCTEMaMH
OTOIUICHHUSI ¥ KOHAWIIMOHUPOBaHUs (MIPH HAIMYUH), €CTECTBEHHOW WM TMPUTOYHO-BBITSKHOU
BEHTWIALMEH (TTPY HAJTMYIKMH), 00E€CTIEUNBAIOIIIMMHU YCIOBUS TPYJa B COOTBETCTBUH C TPYAOBBIM
3aKOHOJATENHLCTBOM Poccuiickoit denepalriu, a Takxke coOM0aeHIEe TPEOOBAHM HaJIeKAIICH
MPAKTUKHU XPAHEHUS U NEPEBO3KU JIEKAPCTBEHHBIX MPENapaToB.

27. Matepuaibl, HCHIOJIb3yeMble TIPU OTIENIKE U (MJIM) PEMOHTE MOMENICHUH (30H), TOJIK-
Hbl COOTBETCTBOBAaTh TPEOOBAaHUSAM MOKapHOW OE30MACHOCTH, YCTAHOBJICHHBIM 3aKOHOJATENb-
ctBoM Pocculickont @enepanuu.

[Tomemienust cyObeKkTa pO3HUYHOM TOPTrOBIM JTOJKHBI OBITH CIIPOEKTUPOBAHBI U OCHALIECHBI
TakuM 00pa3oM, 4TOOBl 0OeCreuyuBaTh 3aIIUTy OT MPOHUKHOBEHHS HACEKOMBIX, I'PBI3YHOB WJIH
JIPYTUX )KMUBOTHBIX.

B IIOMCIICHUAX Cy6’beKTa pO3HI/I‘IHOI>'I TOProBJIK, MPCAHA3HAYCHHBIX JJISI U3TOTOBJICHUSA JIC-



KapCTBEHHBIX IPENapaToB, MOBEPXHOCTU CTE€H M MOTOJKOB JTOJDKHBI OBITH INIAAKUMH, O6€3 Hapy-
IIEHUS L[EIOCTHOCTU TMOKPBITUS (BOAOCTOMKHE KPACKH, IMATIHM WU KaQelbHbIE IJIa3ypOBaHHBIE
IUIUTKHA CBETJIBIX TOHOB), OTAENBIBATHCS MaTepUallaMH, JOMYCKAIONIMMHU BIIAXXHYIO YOOpKY ¢
IPUMEHEHHEM JIe3UH(UIMPYIOLINX CPEICTB (HEraa3ypoBaHHas KepaMHUuecKas IJIMTKA, JIMHOJIe-
yM ¢ 00513aTeNIbHON CBAapKOM IIBOB UJIM JPYTUE MAaTEPUAIIbI).

MecTa npUMbIKaHUS CTEH K MOTOJIKY U MOy HE JOJKHBI UMETh YIi1yOJeHuM, BHICTYIIOB U
KapHU30B.

28. IlomemeHust cyObeKkTa PO3HUYHOM TOPTOBIM MOTYT MUMETh KaK €CTECTBEHHOE, TaK U
UCKYCCTBEHHOE ocBeleHue. O01ee HCKYCCTBEHHOE OCBELICHHE JOKHO OBITh MPEAYCMOTPEHO
BO BCEX MOMEILEHUSX, I OTAEIbHBIX padOouyuX MECT IpU HEOOXOAMMOCTH MpeaycMaTprUBaeTCs
MECTHOE UCKYCCTBEHHOE OCBEIIECHUE.

29. CyOBeKT pO3HHUYHON TOPTOBJIM JOJKEH pacrojiarath 000pyJ0BaHWEM M MHBEHTAPEM,
o0ecreynBaroIUMU COXpaHEeHUEe KayecTBa, 3(h(HEKTUBHOCTU U OE30MAaCHOCTH TOBAPOB ANTEYHO-
T'0 aCCOPTUMEHTA.

30. ITomemenust Ui XpaHEHUs! JICKAPCTBEHHBIX MpPENapaToB JOJDKHBI OBITh OCHAICHBI
000pyI0BaHNEM, TTO3BOJISIONIUM OOCCIICUNTh MX XPAHEHHE C yU4eTOM TpeOOBaHMI HaJJIeKaIIeH
MPAKTUKU XPAHEHHS U IEPEBO3KH JICKAPCTBEHHBIX MPEapaToB.

[Tomemienusi, a Takke 00OpyIOBaHHE, MUCHOJB3YeMOE CYOBEKTOM PO3HHYHON TOPrOBIH
npu OCYHmECTBJICHUN ACATCIIBHOCTH, NOJDKHBI OTBCYATh CAHUTAPHBIM Tp€6OBaHI/I$IM HO)KapHOﬁ
0€30MacHOCTH, a TaK)Ke TEXHHUKE O€30MacHOCTH B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuii-
ckoil dexpepanuu.

31. YcranoBka o00opyaoBaHus JOJKHA TIPOU3BOIUTHCS HAa paccTosHUHM HEe MeHee 0,5 meT-
POB OT CTE€H WJM JPYyroro oOOpYyJOBaHUs, YTOOBI UMETh JOCTYI JUIsl OYMCTKH, AC3HMH(EKIHH,
PEMOHTA, TEXHUYECKOTO O0CTY>KUBaHUS, MIOBEPKHU U (WIJIH) KaTMOPOBKU 00OpyAOBaHUs, oOecte-
YUBATh AOCTYI K TOBapaM anTeYHOTr0 aCCOPTUMEHTA, CBOOOIHBIN MPOX0/1 PAOOTHUKOB.

O6opynoBaHue He AOHKHO 3aropa)KMBaTh €CTECTBEHHBIM MIIM MCKYCCTBEHHBIM MCTOYHHK
CBETa U 3arpOMOKIATh TPOXO/BI.

32. JlocTyn B momemieHus (30HbI) JOJKHBI UMETh TOJBKO JIMLA, YIIOJIHOMOYEHHBIE PYKO-
BOJIUTENIEM CYOBEKTa PO3HUYHOM TOProBiH. /[oCcTynm MOCTOPOHHUX JIMII B YKa3aHHBIE MTOMeEIIe-
HUS UCKITFOYAETCS.

33. OGopynoBaHue, UCIOJIb3yeMOe CYOEKTOM PO3HUYHON TOPTOBIH, JOKHO UMETh TEeX-
HUYECKHUE ITacTopTa, XPaHSIIUECS B TEUCHHE BCEr0 BPEMEHH IKCIUTyaTalliid 000PYIOBaHHUS.

O6opynoBaHue, UCIIOIB3YEMOE CYOBEKTOM PO3HUYHON TOPTOBIHM M OTHOCSIIEECS K Cpell-
CTBaM M3MEPEHHM, 10 BBOJA B AKCIUTyaTaIMIO, a TAK)KE MOCJIe PEMOHTA U (UJIM) TEXHUYECKOTO
00CTyXKMBaHUS TOJJICKUT MIEPBUYHON MOBEepKe U (WIK) KaauOpOBKE, a B MPOIECCE IKCILTyaTa-
WU - TIEPUOUIECKON TTOBEpKE U (MJIM) KATHOPOBKE B COOTBETCTBUU C TPEOOBAHUSIMHU 3aKOHO-
natenbcTBa Poccuiickoii @enepariu 00 oOecrieueHuN eIMHCTBA U3MEPECHHIA.

34. ToproBoe nomenieHue u (WIKM) 30Ha JOJDKHBI OBITh 000PYI0BaHBI BUTPUHAMH, CTEIJIa-
*aMu (TOH/I0JIaMH) - TIPH OTKPBITON BBIKJIAJIKE TOBapa, 00ECIeUNBAIOIIMMU BO3MOKHOCTH 0030-
pa TOBapOB alTEYHOTO aCCOPTHUMEHTA, Pa3pEIICHHBIX K MPOAAXKE, a TakxKe 00ecrieuuBaTh yao0-
CTBO B paboTe 111 paOOTHUKOB CyOBEKTa pO3HUYHOW TOPTOBIIH.

JlomyckaeTcsi OTKpbITasi BBIKJIaKa JIEKAPCTBEHHBIX MpPENapaToB 0e3perenTypHOro OTIycKa



U IpyTrUX TOBAapOB allTEUHOT'O aCCOPTUMEHTA.

35. Madopmanus o JeKapCTBEHHBIX MperapaTax, OTITYCKaeMbIX 0€3 perenTa, MOXKeT ObITh
pa3MmelieHa Ha TOJIKE B BHJAE MOCTepa, BoOJepa M MHBIX HOCHUTENSX HMHPOPMALUU B LEIAX
NPEJOCTABIICHHUS TIOKYIIATEII0 BO3MOXKHOCTH CJ/IejaTh OCO3HAHHBIA BBHIOOp TOBapa amTeyHOTO
ACCOPTUMEHTA, MOJIYIUTh HH(POPMAIIHIO O MPOU3BOIUTENE, CIIOCOOE €r0 MPUMEHEHHUS U C LEII0
COXpaHEHHsI BHEIIHErO BHJA TOBapa. Takke B yIOOHOM Juisi 0003pEHHUs] MeCTe JOJDKEH OBITh
MOMEIIEH IIEHHUK C yKa3aHWEM HAMMEHOBAHUS, TO3WPOBKH, KOJMYECTBA /103 B yIAaKOBKE, CTpa-
HBI IPOU3BOIUTEIIS, CPOKA TOAHOCTH (TTPH HATMYHWH ).

36. JIekapcTBEHHBIE TpeTaparthl, OTITyCKaeMble 0e3 pelernTa, pa3MeIaTcs Ha BUTPUHAX C
YUETOM YCIIOBHUI XpaHEHUs, MPETYCMOTPEHHBIX HHCTPYKIUEH M0 MEAUIIMHCKOMY MTPUMEHEHHUIO,
U (WIM) Ha YITaKOBKE.

JlekapcTBeHHBIE ITpenaparsl, OTIIYCKAEMbIE IO PELENTY Ha JIEKApCTBEHHBIN Npernapar, J10-
IyCKAeTCsl XpaHUTh Ha BUTPHHAX, B CTEKJISTHHBIX M OTKPBITHIX IIKadax MpH YCIOBUH OTCYTCTBHUS
JIOCTYIIa K HUM TOKYyTaTeJIeH.

JlexapcTBeHHbIE IIpemapaThl, OTIYCKAEMbIE IO PELENTY Ha JIEKapCTBEHHBIN IIpenapar,
pa3MeIaoTCs OTAEIBHO OT 0e3pELEenTYPHBIX JEKapCTBEHHBIX MPENapaToB B 3aKPbITHIX IIKadax
C OTMETKOM '"MO perenty Ha JICKApCTBEHHBIN Npernapar”, HaHeCEHHOW Ha IMOJIKY WX 1IKag, B
KOTOPBIX Pa3MELIEHbI TAKHUE JIEKAPCTBEHHBIE IIPenapaThl.

VI. Ilpouecchl ACSITENHHOCTH CYObEKTa POSHUYHONU TOPTOBIH
TOBapaMu alnTEYHOTO aCCOPTUMEHTA

37. Bce mporiecchl AeITenbHOCTH CyOBEKTa POSHHYHOM TOPTOBIIHU, BIHSIONINE HA KAYECTBO,
3 PeKTUBHOCTh M OE30MaCHOCTh TOBAPOB ANTEYHOI'O ACCOPTUMEHTA, OCYIIESCTBIISIOTCS B COOT-
BCTCTBUU C YTBCPIKICHHBIMU CTAHAAPTHBIMHU OINCPAIIMOHHBIMU ITPOLCAYPAMHU.

38. PykoBonauTeleM anTe4HOW OpraHu3alud, HWHAWBUIYAJIbHBIM MPEANPUHUMATENEM,
UMCHOIIIUM JIMIICH3UIKO Ha q)apMal_IeBTI/I‘IeCKYIO ACATCIIbHOCTD, OGGCHG‘-IHB&CTCH HaJIN4YnUC MHUHU-
MaJbHOTO aCCOPTUMEHTA.

39. PykoBoauTens cyObeKTa PO3HUYHOM TOPTOBIHM JOJDKEH OCYIIECTBISATH KOHTPOIb KO-
JMYECTBCHHBIX W KAYECTBEHHBIX ITAPAMETPOB 3aKyIUICHHBIX TOBAPOB AlTEYHOTO ACCOPTHMEHTA,
a TaKKe CPOKOB UX MOCTABKH B COOTBETCTBUH C IOTOBOPAMH, 3aKJIIOYCHHBIMUA B COOTBETCTBHH C
TpeOOBaHUAMU 3aKOHOaTeIbCcTBa Poccuiickoit deneparim.

40. PykoBoautenem cyObeKTa pO3SHMYHONH TOPTOBIHM JIOJKEH OBITH YTBEpPKIEH MOPSIOK
0TOOpa M OLIEHKH MOCTaBILIMKOB TOBAPOB AlTEUHOI'O ACCOPTUMEHTA C YYETOM B TOM YHCIIE Clle-
NYIOIIUX KPUTEPUEB:

a) COOTBETCTBHE IOCTABIIMKA TPEOOBAHUSAM JIEHCTBYIOIIETO 3aKOHOJATeIhCcTBa Poccuii-
CKOﬁ d)e;[epaulxm (0) .HI/II_IGHSI/IpOBaHI/II/I OTACJIBHBIX BUJOB ACATCIBHOCTH,

0) nenmoBasi peryTarys NOCTABIIMKA HA (apMaleBTUYECKOM DBIHKE, UCXOJIS W3 HAJIHMUIHS
¢axToB OT3bIBa (hanbCU(UIIMPOBAHHBIX, HEAOOPOKAUECTBEHHBIX, KOHTpA(paKTHBIX TOBAPOB aIl-
TEYHOTO aCCOPTUMEHTA, HEHCITOJTHEHUE UM TPHHATHIX TOTOBOPHBIX 003aTENbCTB, MPEANICAHNI
YIIOJIHOMOYEHHBIX OPraHOB TOCYAAPCTBEHHOTO KOHTPOJIA O (pakTax HapylIeHHs TpeOOBaHHI
3akoHojJatenbcTBa Poccuiickoit denepanuy;

B) BOCTPEOOBAHHOCTH TOBAPOB AlTEYHOTO ACCOPTUMEHTA, MPEJIaraéMbIX MOCTaBIIUKOM
JUISL JAJIbHEHIIEeW peaau3aly, COOTBETCTBUE KAa4eCcTBAa TOBAPOB alTEYHOIO aCCOPTUMEHTa Tpe-



OoBaHUSM 3aKOHOAATENLCTBA Poccuiickoit denepanuu;

') coOJI0/IeHNe MOCTAaBIIMKOM TpeOOBaHMM, YCTaHOBIEHHBIX HacTosmumu [IpaBunamu, K
O(QOPMIICHHUIO JOKYMEHTAIUH, HATMYUIO JOKYMEHTa C MEepEeYHEeM ACKJIapalfii 0 COOTBETCTBUU
NPOAYKIMHM YCTAaHOBJIECHHBIM TPEeOOBaHUSIM, NMPOTOKOJIA COTJIACOBAHUS LIEH Ha JIEKAPCTBEHHBIE
npernaparsl, BKIIOYCHHBIE B MEPEUYCHb KU3HEHHO HEOOXOIMMBIX M BOKHEUIIHNX JIEKApCTBEHHBIX
[IpenapaTos;

1) COOJI0/ICHNE TTOCTABIIUKOM TEMIIEPATypPHOTO PEXUMA IPU TPAHCIIOPTUPOBKE TEPMOJIa-
OMJIBHBIX JICKAPCTBEHHBIX IPENapaToB, B TOM YUCIE MMMYHOOMOJOIMUYECKUX JICKApCTBEHHBIX
IpernapaTos;

e) MpEaAOCTaBJICHUEC IMTOCTABIIUKOM I'apaHTHH Ka4€CTBa Ha IMOCTABIACMBIC TOBAPhbl alITCYHO-
T'O aCCOPTUMCHTA,

) KOHKYPEHTOCIIOCOOHOCTH MpeylaraéMbIX MOCTaBIIUKOM YCIOBHI 10TOBOpPA;

3) PKOHOMHYECKAss 000CHOBAHHOCTH MPEAJIaraéMbIX MOCTABIIUKOM yCIOBHI IMMOCTaBKH TO-
Bapa (KpaTHOCTb MOCTABIISIEMBIX yIIaKOBOK, MUHUMAJIbHASI CyMMa IOCTaBKH);

1) BO3MOXKHOCTb MTOCTABKH IIUPOKOTO ACCOPTUMEHTA;
K) COOTBETCTBHE BPEMEHHU MMOCTAaBKU paboyeMy BpEMEHH CYObEKTa POSHUYHOU TOPTOBIIH.

41. CyObeKT pO3HHYHON TOPTOBJIH U MOCTABIIMK 3aKJIIOYAIOT JOTOBOP C YYETOM TpeOoBa-
HUI 3aKOHOAATENbCTBA 00 OCHOBAX rOCYapCTBEHHOI'O PEryJIMpPOBaHMs TOProOBOM JESTEIbHOCTH
B Poccuiickoit @enepannu, a Takke ¢ y4eToM TpeOOBaHMI TPaKIAaHCKOTO 3aKOHOJATENbCTBA,
IIPEyCMATPUBAIOIIUX CPOKHM HMPHUHATHS MOCTABIIMKOM IPETEH3MH IO KAYECTBY HMPOAYKIHUH, a
TaKKe BO3MOXHOCTh BO3BpaTa (hanbCcu(UIIMPOBAHHBIX HEJOOPOKAaUYECTBEHHBIX, KOHTPa(haKTHBIX
TOBAPOB AITEYHOI'O0 aCCOPTUMEHTA MOCTAaBILUKY, €CIM MHPOpMaLus 00 3TOM MOCTYyNUIa Mocye
IPUEMKHU TOBapa U 0(hOPMIICHHUS] COOTBETCTBYIOIINX JTOKYMEHTOB.

42. B OTHOIICHUH TOBAPOB allTEYHOTO aCCOPTHUMEHTA (32 UCKIIOUCHUEM MEIUITUHCKHUX H3-
nenuil) CyObeKTOM PO3HMYHOI TOPTOBIIM JIOMYCKAeTCs OKa3aHWE MOCTABLIMKY HAa BO3ME3IHOM
OCHOBE YCIYT, MPEIMETOM KOTOPBIX SBJISIETCSI BBINOJIHEHUE JACHCTBUN, S3KOHOMHYECKH BBITOJI-
HBIX TIOCTABIIMKY U CIIOCOOCTBYIOIIUX YBEIMUYCHHIO MIPOJAX TOBAPOB allTE€YHOTO0 aCCOPTUMEHTA
(32 UCKJIFOUEHHEM MEIUIIMHCKUX U3IENINI) U JIOSUIbHOCTH MOKYyTaTesei.

[TocTaBImIMK CaMOCTOSTENBHO PelIaeT BONPOC O HEOOXOIUMOCTH MPUOOPETEHUSI UM TaKUX
yCIIyT, ¥ HaBSI3bIBAaHUE TOCTABUIMKY TAKOrO poJia yCIyr CyOBEeKTOM PO3HUYHON TOPTOBJIHM HE
JIOITYCKaeTCsl.

43. 3akyrka TOBapOB alTEYHOTO aCCOPTUMEHTA CYOBEKTOM PO3HHYHON TOPTOBJIH, CO3/IaH-
HBIM B BUJIC FOCYI[apCTBeHHOI‘O 148 MyHI/II_II/IHa.HI:HOFO YHI/ITapHOI‘O Hpe,Z[HpI/ISITI/IH, OCyIJ.I@CTBJ'DleTCSI
B COOTBETCTBUHU C TpeOOBaHUAMHM 3aKoHOAATeNlbcTBa Poccuiickoit denepanuu 0 KOHTPAKTHOU
cucTeMe B cdepe 3aKylnoK TOBapoB, padOT, yCIyr Uit 0OecledeHNs TOCYAapCTBEHHBIX U MYHH-
[IUTIAJTEHBIX HYXI.

44. B mpornecce MPUEMKH TOBApOB AaNTEYHOI'O aCCOPTUMEHTA, B TOM YHUCIE TPEOYIOMIUX
CHEeLMaNbHbBIX YCIOBUI XpaHEHHsS U Mep 0€30IaCHOCTH, OCYIIECTBIISETCS OLEHKA COOTBETCTBUS
IPUHUMAEMBIX TOBAPOB TOBAPOCOIPOBOJAUTENBHON JOKYMEHTAIMU 110 ACCOPTUMEHTY, KOJIUYe-
CTBY M Ka4eCTBY, COOJIIOJCHUIO CIIELUAIBHBIX YCIOBUM XpaHEHUs (IpU HAIMYMM Takoro Tpedo-
BaHUS), @ TAKXKe ITPOBEPKA HATMYUS MOBPEXKACHUIN TPAHCIIOPTHOM Taphl.



Komnerenmus cyObekTa po3HUYHOM TOPTOBJIH 1O MPOBEPKE KayecTBa MOCTABICHHBIX TO-
BapoOB alTEYHOI'0 aCCOPTUMEHTA OIrPAaHUYMBACTCS BU3YaJIbHBIM OCMOTPOM BHEIIHETO BUAA, IIPO-
BEPKOH COOTBETCTBUS COIPOBOAUTEIBHBIM JOKYMEHTAaM, IOJHOTHI KOMIUIEKTA COIPOBOAUTEIIb-
HBIX JIOKyMEHTOB, B TOM YMCJIE€ PEECTpa TOKYMEHTOB, MOATBEPKAAIOIINX Ka4eCTBO TOBApOB all-
TEYHOT0 accopTuMeHTa. CyObeKTy pO3HHYHOM TOPrOBIM HEOOXOAUMO YUUTHIBATH OCOOCHHOCTH
IIPUEMKH U NIPEANPOJAXKHON TPOBEPKU TOBAPOB AIITEYHOI'O aCCOPTUMEHTA.

45. IlpueMka TOBAapOB alTEYHOI'O ACCOPTHUMEHTA OCYILECTBISETCS MAaTEpPUAIBHO OTBET-
CTBEHHBIM JTUIIOM. Eciu TOBaphl anTeqyHOro acCOPTUMEHTA HaXOSATCs B TPAHCIIOPTHOM Tape 6e3
HNOBPEXACHUN, TO MPUEMKA MOXKET IIPOBOAUTHCS MO KOJIMYECTBY MECT WJIM IO KOJUYECTBY TO-
BapHbBIX €JAMHMII 1 MapKUpoBKe Ha Tape. Eciu mpoBepka (hakTUuecKoro Hajauuus TOBAapOB arl-
TEYHOTO0 aCCOPTUMEHTA B Tape He MPOBOJUTCA, TO HEOOXOIUMO CIeNaTh OTMETKY 00 3TOM B CO-
MPOBOAUTEIHLHOM JJOKYMEHTE.

46. Ecin KONMYECTBO U KaueCTBO TOBAapOB allTEYHOI'O0 ACCOPTUMEHTA COOTBETCTBYET YyKa-
3aHHOMY B CONPOBOAMTENBHBIX JTOKYMEHTaX, TO Ha CONPOBOAMTEIBHBIX JTOKYMEHTaxX (Hakyaj-
HOH, cueT-(hakType, TOBAPHO-TPAHCIIOPTHOW HAKIJIAIHOM, peecTpe JOKYMEHTOB IO KayeCTBY U
JIPYTUX IOKYMEHTaX, yJOCTOBEPSIOIIMX KOJMYECTBO MM KadyeCTBO IOCTYNHBIIHUX TOBapOB)
IPOCTABISIETCS IITAMIT MPUEMKH, MOATBEPKIAIOMIMNA (AKT COOTBETCTBHUSI MPUHSATHIX TOBAPOB
anTEYHOTO aCCOPTUMEHTA JAHHBIM, YKa3aHHBIM B CONPOBOJMTENBHBIX JOKyMEHTax. Marepu-
aJIbHO OTBETCTBEHHOE JIMIIO, OCYLICCTBIISIOLIEE IPUEMKY TOBAPOB ANTEYHOI'O ACCOPTUMEHTA,
CTaBUT CBOIO IOJMMCH HAa CONPOBOJUTENIBHBIX JOKYMEHTaX U 3aBepseT €€ MedaTblo CyObeKTa
PO3HMYHON TOProBIH (IPY HAJTUYUN).

47. B ciaydae HECOOTBETCTBHSI TTOCTABICHHBIX CYOBEKTY POZHHYHON TOPTOBJIM TOBAPOB all-
TCYHOI'0 ACCOPTUMCHTA YCJIIOBHUAM OOIOBOpPA, JAHHBIM COIPOBOAUTCIIBHBIX JOKYMCHTOB KOMUC-
cuel cyObeKTa pO3HHYHON TOPTOBJIM B COOTBETCTBHM C YTBEP)KICHHOW CTAaHIAPTHOU OmeEpariu-
OHHOM HpOHGI[ypOﬁ COCTaBJISICTCA aKT, KOTOpBIfI ABJISICTCA OCHOBAHUCM JIA MPCABABICHUSA IIPC-
TEH3UH MOCTABIIMKY (COCTaBJICHHUE aKTa B OJHOCTOPOHHEM IOPSJIKE MaTEpPUATIbHO OTBETCTBEH-
HBIM JIMIIOM BO3MOJKHO ITPU COIJIACHHU MOCTABIIUKA UJIN OTCYTCTBUA CTO Hpe,Z[CTaBI/ITeJBI).

CyObeKkToM pO3HUYHOU TOPTOBJIM IO COTJIACOBAHUIO C MOCTABIIUKOM MOXET OBbITh YTBEp-
XKJICH MHOW CIOCO0 yBEIOMIICHHUS TMOCTABIIMKA O HECOOTBETCTBHH MOCTABJICHHBIX TOBAapOB arl-
TEYHOT'0 ACCOPTHUMEHTA COMPOBOAUTEIBHBIM JOKYMEHTAM.

48. JlexapcTBEHHbIE IIpeNapaThl HE3aBUCUMO OT UCTOYHHKA UX MOCTYIIJIEHUS MTOIBEPIatOT-
Csl IPUEMOYHOMY KOHTPOJIIO C LIEJIbI0 MPEIYNPEKACHUS TOCTYIIICHUs B IPpoAaxy (anbcuduiu-
POBaHHBIX, HEAOOPOKAUECTBEHHBIX, KOHTPAa()aKTHBIX JIEKAPCTBEHHBIX MPETAPATOB.

[IprieMOYHBIN KOHTPOJIb 3aKJIIOYAETCS B MPOBEPKE MOCTYNAIOUIUX JIEKAPCTBEHHBIX Ipena-
paToOB MyTEM OLICHKHU:

a) BHEIITHETO BHJIA, [[BETA, 3aI1axa;
0) LIeTOCTHOCTH YIIaKOBKH;

B) COOTBETCTBHSI MAPKHPOBKH JICKAPCTBEHHBIX IPETAapaTOB TPEOOBAHUAM, YCTAaHOBICHHBIM
3aKOHOJIATENILCTBOM 00 0OpalleH!H JeKapCTBEHHBIX CPE/ICTB;

T') IPaBWIBHOCTH O()OPMIIEHUS COMTPOBOAUTENBHBIX JOKYMEHTOB;

1) HalTM4usl peecTpa JeKIapaluid, TOATBEPKAAIOIIUX Ka4eCTBO JEKaPCTBEHHBIX CPEACTB B
COOTBETCTBUU C JECUCTBYIOIIUMH HOPMATUBHBIMHU JOKYMEHTAMM.



49. Jlnst mpoBeieHUs] MPUEMOYHOTO KOHTPOJIS TIPUKA30M PYKOBOAUTENS CyOBEeKTa pO3HUY-
HOM TOPTOBJIM CO3/1a€TCs MPUEMHAass KOMHUCCHS. UeHbI KOMUCCHH JOHKHBI OBITh 03HAKOMJICHBI
CO BCEMHU 3aKOHOAATEJbHBIMU M MHBIMH HOPMAaTUBHBIMU NPAaBOBbIMU akTamu Poccuiickoit @e-
Jiepariy, OIMPEESISIONMMA OCHOBHBIE TpeOOBaHWS K TOBapaM anTEYHOTO acCOPTHMEHTA,
O0(OPMIICHHUIO CONTPOBOAUTEIHHBIX IOKYMEHTOB, X KOMIUIEKTHOCTH.

50. ToBapbl anTe4HOro aCCOPTUMEHTA JO MOJA4Yd B TOPTrOBYIO 30HY JOJDKHBI MPOUTH
MPEIPOJAKHYIO TIOJTOTOBKY, KOTOpask BKJIIOYAET PACIaKOBKY, pACCOPTUPOBKY M OCMOTP, MPO-
BEpPKY KauecTBa ToBapa (10 BHENIHUM MpPHU3HAKaM) M HAJIWYUS HEOOXOAMMOW WH(POpPMAIHH O
TOBapE U €ro MOCTABIIHKE.

51. IIpoayKThl JIe4eOHOTO, NETCKOTO W AUETUYECKOTO IMHUTaHUs, OMOJOTHYECKH aKTHBHBIC
N00aBKU SBJISIIOTCS MUIIEBBIMU MPOAYKTAMH, KOTOpBIE A0 MX IOJA4Yd B TOPTOBYIO 30HY WM
MHOE MECTO TOPTOBJIM JOJDKHBI OBITH OCBOOOXKICHBI OT Taphl, 00CPTOYHBIX M YBSI30YHBIX MaTe-
puanoB, mMetauinyeckux Kiurc. CyObeKT PO3HHYHOM TOPTOBIM JOJDKEH TaKXKe IMPOU3BECTH
NIPOBEPKY KadyecTBa MPOJYKTOB JICYEOHOTO, TETCKOTO M TUETUYCCKOTO MUTAHUS, OMOIOTHICCKH
AKTHUBHBIX ;[06a1301< IO BHCIITHUM IIpHU3HAKaM, IMIPOBCPUTH HAJIUIUC HGOGXOHHMOﬁ AOKYMCHTAaIUN
1 nH(OpMAIUHU, OCYIIIECTBUTh OTOPAKOBKY i COPTUPOBKY.

Toprosust mpoayKTamMu Je4e€OHOTO, TETCKOTO U AUETUYECKOTO MUTAaHUs, OMOJIOTHUECKH aK-
TUBHBIMH JJOOABKaMHM 3aIlpelaeTcs Py HapYIICHUH LEIOCTHOCTH ynakoBku. KauecTBo naHHOM
CPYIIIBI TOBAPOB MOATBEPKIAETCS CBUAETENHCTBOM O TOCYJIapCTBEHHOM PErucTpaluu, B KOTO-
poM ykazaHa 00JacTb NPUMEHEHUS U HCIIOJIb30BAHUS, U TOKYMEHTOM IPOU3BOJIUTENS U (WUIIN)
MOCTABIIMKA, TIOATBEPHKIAIOIIET0 OE30MaCHOCTh MPOJYKTA, - ACKJIapalueil O COOTBETCTBUH Ka-
YECTBA UJIM PEECTPOM JCKIapaALIHil.

B cnyyae HapyleHHs LEJIOCTHOCTH YIAKOBKH, OTCYTCTBHS IIOJHOTO IAaKeTa JOKYMEHTOB
IPOAYKTHI JIEUEOHOTO, AETCKOrO0 M JAMETHYECKOro MUTaHUs, OMOJIOTMYECKN aKTUBHBIE T0OABKU
IIO/JIEXKAT BO3BPATY IOCTABILHUKY.

52. Jlesaundunupyronme cpencTa 0 MoJa4dl UX B TOPTOBYIO 30HY, Pa3MEIICHUS B MECTE
MPOJAXKU JTOJDKHBI IPOUTH TPEINPOJAKHYIO MOATOTOBKY, KOTOpasi BKIIOYAET OCBOOOXKICHHUE OT
TPAHCIIOPTHOM Tapbl, COPTUPOBKY, MPOBEPKY LIETOCTHOCTH YIAKOBKH (B TOM 4Hciie QyHKINOHH-
POBaHUs a3pPO30JILHOM YITAKOBKM) M KayecTBa TOBapa IO BHEIIHUM MpU3HAKaM, HAIUYHs HE0O-
XoIuMoM HHpOpMaLMK O Ne3UHPUIHUPYIOMINUX CPEJCTBAX U €ro M3rOTOBUTENE, HHCTPYKIUHN 1O
MPUMEHEHHUIO.

[TapdromepHo-KOCMeTHUECKasT TPOAYKIUS, MOJaBaeMasi B TOPrOBYIO 30HY, JOJKHA COOT-
BETCTBOBATh TpeboBaHMsM, onpeneneHHbM Pemennem Komuccun TamosxeHHOro coroza ot 23
cents0ps 2011 r. N 799 "O npuHATHH TEXHHYECKOTO perjameHTa TaMoxeHHOTO coro3a "O 6e3-
OTIaCHOCTH MapPrOMEepHO-KOCMETHYECKON MPOAYKIUH".

VII. Peanu3zanus TOBapoB anT€4YHOr0 ACCOPTUMEHTA

53. Po3Hu4Has TOProBiis TOBapaMy alTEUHOI'0 aCCOPTUMEHTA BKJIIOUAET MPOJAXKy, OTIIYCK,
(apMmalnieBTHUECKOE KOHCYJIbTUPOBaHHE.

Jlis mpemocTaBieHusT YCIyr mo (apManeBTHYeCKOMY KOHCYJIBTHUPOBAHHIO JIOTYCKAETCs
BBIJICJICHHE CIICIIMAILHON 30HBI, B TOM YHUCJIE JIJIS OKUJAHUS MOTpeOUTEeNeH, ¢ YCTAHOBKON HIIH
0003HAaYCHUEM CIEIIUATBHBIX OTPAaHUYUTENCH, OpraHU3AIUEeH CUITINX MECT.

54. Tlpu peanu3aruu JeKapCTBEHHBIX MpenapaToB (apMaIeBTUUeCKHil paOOTHHUK HE BITpa-
BE€ CKPBIBATh OT MOKYMATEest HHPOPMALMIO O HATWYUH MHBIX JICKAPCTBEHHBIX MpENapaToB, UMe-



IOIIKUX OJJMHAKOBOE MEXIYHAPOJAHOE HEMAaTEHTOBAHHOE HAMMEHOBAHUE M 1IEHbl HA HUX OTHOCH-
TEJIbHO K 3aMPOLLIEHHOMY.

55. B ToproBoii 30He B y100HOM 1111 0003pEHHSI MECTE Pa3MEIatoTCs:
a) KONHS JINIIEH3NH Ha (papMaleBTUYECKYIO JIeSITEIbHOCTB;

0) KOs JMLEH3UU JESITEIBHOCTH MO 000pOTY HApKOTHUYECKUX CPEACTB, MCHUXOTPOITHBIX
BEIIECTB U UX MPEKYPCOPOB, KyJIbTUBUPOBAHNE HAPKOCOAEPKAIIUX PACTEHUH (MIPH HATUYHH);

B) nH(pOpMaIMsI O HEBO3MOKHOCTH BO3BpaTa 1 0OMEHa TOBapOB alTEYHOI'O aCCOPTUMEHTA
HaJlJIeKallero KauecTna,

') HHBIE TOKYMEHTHI U HH(OpMaIHsi, KOTopas JOHKHA OBITh JOBEJIEHA IO CBEACHHS MOKY-
raTeJeH.

56. Ilo TpeboBanmIo MoKymnaresns (papMaleBTHIECKUN PaOOTHHUK JOJKEH 03HAKOMHTH €T0 C
CONPOBOAUTEIBLHON JOKYMEHTAIIMEN HA TOBAp, COJIEpKALIEH MO KaKJIOMY HAUMEHOBAHHIO TOBA-
pa cBeneHus 00 00s3aTENLHOM MOJTBEPXKICHUU COOTBETCTBHUSI COTJIACHO 3aKOHOAATEILCTBY
Poccuiickoit denepanuu 0 TEXHHYECKOM PETYIHPOBaHUH (CEpTU(PHUKAT COOTBETCTBHS, €ro HO-
Mep, CPOK €ro JACWCTBUSI, OpTraH, BBIIABIINN CepTU(UKAT, WIH CBEJCHUS O JCKIApaIlh O COOT-
BETCTBUH, B TOM YHUCIJIE €€ PETUCTPALIMOHHBIA HOMEp, CPOK ee JCHCTBUS, HAaMMEHOBaHUE JIMIIA,
MPHUHSIBIIETO JEKIapalliio, U OpPTaH, €¢ 3aperuCTPUPOBABIINI). DTH TOKYMEHTHI TOJDKHBI OBITH
3aBepeHbI MONKUCHIO U MeYaThio (MPU HAJIMYMH) MOCTABIIMKA WM IPOJAaBIa C yKa3aHUEM ajpe-
ca ero Mecra HaX0XJIEHUS U KOHTaKTHOTO TenedoHa.

57. Po3HU4HAasi TOPrOBIIS TOBAPAMH AlITEYHOTO ACCOPTUMEHTA, HE OTHOCSIIIMMUCS K JIEKap-
CTBEHHBIM TIperiapaTtaM, MOXET OCYIIECTBIATHLCS paOOTHUKAMK, HE UMEIONTUMU (papMarieBTuIe-
CKOT0 00pa3oBaHMs WA JAOTOTHUTEIHHOTO MPOPECCHOHAIIBHOTO 00pa30BaHMUs B YaCTU PO3HUY-
HOW TOPTOBJIH JIGKAPCTBEHHBIMHU MpENapaTaMu B cliydae uX paboThl B 000COOIEHHBIX MOIpa3ie-
neHusx (amOymatopusx, Qenpamepckux u (QenpamepcKo-aKymepckuxX MyHKTax, MeHTpax (OT-
NENIeHUsX) o01mel BpaueOHOU (CeMeWHOM) MPaKTUKKU) MEAMIIMHCKUX OpPraHHU3allfi, WMEIOIUX
JUIEH3UIO0 Ha OCYIIEeCTBIIEHUE (hapMalleBTUUECKON AESITEIbHOCTH U PACIHOJIOKEHHBIX B CEllb-
CKHX HACEJICHHBIX MMYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEYHBIC OPTaHU3AIIHH.

58. Kaxxnprit cyObeKT PO3HUYHOM TOPTOBIIU JIOJDKEH MMETh KHHUTY OT3BIBOB U IMPEIIOXKE-
HUH, KOTOpast MPEIOCTABIISCTCS MOKYMATENIO IO €ro TPeOOBAHHUIO.

VIII. IIpoBeneHue OLCHKH AeATEIbHOCTH

59. PykoBoauTenb cyObeKTa PO3ZHUYHON TOPTOBJIM MPOBOAMUT OLEHKY AEATEIBHOCTH C Lie-
JbI0 TIPOBEPKHU TOJHOTHI BBIIIOJHEHUs TPeOOBaHMI, yCTaHOBIEHHBIX HacTosmuMmu IIpaBuiamy,
U OIIPENIEICHUS KOPPEKTUPYIOIIUX JEHCTBUMN.

60. Bompocsl, kacaromuecs nepcoHaia, MOMEIeHU, 000pyaoBaHus, TOKYMEHTAIUH, CO-
OJI0JICHNs TIPABWJI TOPTOBIM TOBApaMM alTEYHOTO ACCOPTUMEHTA, MEPOIPHIATUH 1Mo pabdoTte ¢
OT3bIBAMHU M TIPEIJIOKEHUSMU TIOKyTMaTeseld, padoThl MO BBIABICHUIO (adbCH(DHUIIMPOBAHHBIX,
HET0OPOKAYECTBEHHBIX, KOHTPA(aKTHBIX TOBAPOB alTEUHOTO ACCOPTHUMEHTA, a TAKXKeE JIeATelb-
HOCTH TIO0 MTPOBEACHUIO BHYTPEHHETO ayaNUTa, JOJKHBI aHAJIM3UPOBATHCS PYKOBOAUTEIEM CYOh-
€KTa PO3HUYHON TOPTOBIIM B COOTBETCTBUHU C YTBEPKIECHHBIM INIAHOM-Tpa(uKOM.

61. BHyTpeHHUI ayauT AOJKEH HPOBOAUTHCA HE3aBUCHUMO W THIATEIBHO CIEIUAIbHO
Ha3HAUYEHHBIMU PYKOBOJIUTEIEM CYObEKTa POSHUYHON TOPTOBJIM JIMIIAMH, COCTOSIIIUMH B ILTATE
cyOBeKTa pO3ZHHYHON TOPTOBJIM U (MJIM) MPUBIIEKAEMBIMH Ha JIOTOBOPHOM OCHOBE.



ITo pemeHuto pykoBOIUTENS CyOBEKTa PO3HUUHOW TOPTOBIM MOXET OBITh IPOBEACH HE3a-
BHUCUMBIH ay/IUT, B TOM YHCJIE SKCIIEPTaMU CTOPOHHUX CYOBEKTOB POZHHUYHOM TOPTOBIIH.

62. Pe3ynbTaThl BHYTPEHHETO ayIuTa 0(OPMIISIOTCS TOKYMEHTAIBHO.

JIOKYMEHTBI, COCTaBJIEHHBIEC 10 pe3yjbTaTaM ayAuTa, JOJKHBI BKIIIOUaTh B ceOsl BCIO MO-
JTy4eHHYI0 HH()OPMALIHIO U MPEATIOKEHHUS TI0 HEOOXOIUMBIM KOPPEKTHPYIOIIUM JEHCTBHUSIM.

Mepsl, npeAnprUHUMaEeMbIE 10 PE3yJIbTaTaM IMPOBEICHHOTO BHYTPEHHETO ayAnuTa, TAKKe
0(pOPMIIAIOTCS JOKYMEHTAJIBHO.

63. BHyTpeHHHUI ayIUT TPOBOAUTCS TAKKE C ILIEJIbIO BBISIBICHHUS HEIOCTATKOB IO BBINOJ-
HEHUIO TpeOOBaHMI 3akoHOAaTenbcTBa Poccuiickoit Denepanuu U BEIHECEHHS] PEKOMEHIAINI
M0 KOPPEKTUPYIOIIUM U NMPEAYIPEKAAIOIIUM JICHCTBUSIM.

64. [IporpamMMa BHYTPEHHETO ayIUTa J0JKHA YUUTHIBATh PE3YJIbTAThl IPEIIECTBYIOLIETO
BHYTPEHHETO ayJUTa, IPOBEPOK KOHTPOJIUPYIOIUX OPTaHOB.

65. JIuilo, OTBETCTBEHHOE 3a MPOBEPSEMYIO 00JaCTh ACSITEILHOCTH CYOBEKTa PO3HUYIHOMN
TOPIrOBIIM, JOKHO OOECHEeUUTh HE3aMEeUINTEIbHOE BBIMOJHEHHE KOPPEKTHUPYIOIIMX U Mpeny-
IIPEXKAAIOIINX JEHCTBUMN.

JlanpHelimme AedCTBUS JOJDKHBI BKIIFOUATh B ce0s ayquT (MPOBEPKY) MPEIMPUHSATHIX KOP-
PEKTUPYIOIMUX U MPEAYNPEHKTAOIMUX JEHCTBUI M OTYET O pe3yabTaTaX BBINOJHEHHBIX JEH-
CTBUM U UX 3P(HEKTUBHOCTH.

66. PykoBoauTens CyObEKTa PO3ZHMYHOW TOPTOBIU JOJDKEH OOecredynBaTh HICHTU(DUKA-
IIUI0 TOBapoOB alTEYHOTO ACCOPTUMEHTa, HE COOTBETCTBYIOIIUX TPEOOBAaHHUSIM HOPMATHBHOM
JOKYMEHTAIUH, B IEJIAX MMPEAOTBPAIICHUSI HETIPEIHAMEPEHHOTO MX HCIIOIh30BAHUS WM MPOJa-
KH.

danscuduuupoBaHHBIE, HEAOOPOKAUYECTBEHHbIE, KOHTpa(aKTHbIE TOBAphl alTEYHOTO ac-
COPTUMEHTA JIOJDKHBI OBITh MIEHTU(UIIMPOBAHBI M H30JIMPOBAHbI OT OCTAJIBHBIX TOBAPOB arTed-
HOT'O aCCOPTUMEHTA B COOTBETCTBHH CO CTAaH/IAPTHBIMHU ONEPALMOHHBIMU MPOLIETyPAMHU.

MapxkupoBka, MECTO U CIHOCOOBI BBIJICICHHS] KapaHTUHHOM 30HBI, @ TaKXe JIUI0, OTBET-
CTBEHHOE 3a paboOTy C yKa3aHHBIMH TOBapaMH alTEYHOrO ACCOPTHMEHTAa, yCTaHABIMBAIOTCS
MPUKA30M PYKOBOJIUTENS CyOBEKTa POSHUYHOM TOPTOBIIH.

67. PykoBonuTens cyObeKTa pO3HUYHONW TOPTOBIIH JOJKEH MOCTOSHHO MOBBIIIATH PE3YIIb-
TaTUBHOCTH CUCTEMBI KaueCTBa, UCIOJb3Yys B TOM YKCIIE€ PE3YyJIbTaThl BHYTPEHHErO ayIuTa, aHa-
JIU3 JTaHHBIX, KOPPEKTUPYIOIIKE U NIPEAYNPEKIAIOIINE JCHCTBHUS.

68. B craHgapTHBIX OTMEPallMOHHBIX MPOIEAYPaX MOJKHBI OBITh ONMTUCAHBI TIOPSIKU:

a) OCYIIECTBJICHHS aHAJM3a Kajlo0 U MpeUIOKEHUH MOKyNnaTeNIe U MPUHATUS 110 HUM pe-
IIEHUH;

0) yCTaHOBJICHHUS NPUYMH HapyleHus TpeOoBaHui HacToauwmx IIpaBun u MHBIX TpeboBa-
HUN HOPMATHUBHBIX MPABOBBIX aKTOB, PETYIHPYIOIIKUX BOMPOCH! 00OpaIlleHHs TOBAPOB allTEYHOIO
ACCOPTHMEHTA;

B) OIICHKHA HEOOXOJAMMOCTH W IIEJIECO00Pa3HOCTH MPHUHATHUS COOTBETCTBYIOIIMX BO H30e-
KAaHUC HOBTOpHOFO BO3HHUKHOBCHHUA aHAJIOTHUYHOI'O HapyH_IeHI/ISI;



F) ONpCaACICHUA U OCYHICCTBIICHUA HGOGXOI[I/IMBIX HeﬁCTBHﬁ C ICJIBIO HCAOIMYIICHUS ITOIa-
nanus (ambCcuPUIMPOBaHHBIX, HETOOPOKAYECTBEHHBIX, KOHTpPa(aKTHBIX TOBApOB ANTECYHOTO
ACCOPTHMEHTA K MOKYTATEIo;

1) OCYILECTBJICHHMS aHalu3a pPE3yIbTaTUBHOCTH MPEIIPUHATBHIX MPEIyNpeKIAOMUX U
KOPPEKTUPYIOIIMX JECHCTBUMN.




