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MHHHCTEPCTBO 3IPABOO EHIS—
POCCHHCKOHN ®EJEPAIHH

(Muu3zapas Poccun)

IIPUKA3

MockBa

OO0 yTBepKIeHHH
IpaBua HajjIexamed anTeqHOH NPAKTHKH
- JIeKapCTBEHHBIX NpenapaTos A MeJHIMHCKOro NpuMeHeHHs

B  COOTBEICTBHHM C IyHKTOM 18  CTaThM 5 @epepanbHOIO  3aKOHA
ot 12 ampens 2010 r. Ne 61-®3 «O6 obpalleHuH JIEKapCTBEHHBIX CPEACTE» (Cobpanue
sakoHomareiascTBa Poccuiickoii ®Denepaiy, 2010, Ne16, ct. 1815; 2012, Ne26,
cr. 3446; 2013, Ne27, cr. 3477; 2014, Ne52, cr. 7540; 2015, Ne29, ct. 4367)
u noxmyHkroM 5.2.164 Tlonoxenus o MHHHCTEPCTBE 31PaBOOXPAHEHM Poccuniickoi
denepaliny, yTBEPKAECHHOIO MOCTAHOBICHUEM IIpasutensctBa Poccuiickoit Penepanuu
or 19 miomst 2012 1. Ne 608 (Cobpanue 3akoHomarenkcTBa Poccuiickoi @enepauny,
2012, Ne26, cr. 3526; 2013, Nel6, cr. 1970; Ne 20, cr. 2477; Ne22,
cr. 2812; Ne 45, ct. 5822; 2014, Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37,
cr. 4969; 2015, Ne2, cr. 491; Ne 12, cr. 1763; Ne 23, cr. 3333; 2016, Ne 2, cr. 325;
Ne 9, cr. 1268; Ne 27 ct. 4497; Ne 28, c1. 4741; Ne 34, ct. 5255), npuKa3bBIBalo:

1. YTBepmuTh npuiaraemble IlpaBuna — Hajiexamier anTe4YHol  IPaKTHKHU
JNIeKapCTBEHHBIX MIPENapaToB /ISl MEIULIUHCKOI0 MPUMEHCHHS.

2. Hacrosimuii IpuKa3 BCTynaet B cuily ¢ 1 mapra 2017 roga.

Bpuo Munuctpa N.H. Karpamansax
KOOI BEPHA

3amecTHrenb HadaabHUKA
Obuero oracna E.M. ITanuna

20/% r.
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VYTBEPX/EHbI
IprUKa3oM MUHHUCTEPCTBA 34paBOOXPaHECHUS
Poccuiickoii e nepanuu

ot «&&» % 2016 . Ne %25

IpaBuna
HaJJIexxalnei anTe4YHol NPaKTHKH
JIEKapCTBEHHBIX INpenapaToB A MeIMIHHCKOI0 IPUMEHEHM A1

1. O61mue nosoXeHus

1. Hactosamue [IIpaBuna Haafdexameld anTeyHol NpaKTHUKH JIeKapCTBEHHBIX
npernaparoB Uil MEIOULMHCKOrO IPUMEHEHHs (Jajiee COOTBETCTBEHHO — IlIpaBuia,
JIeKapCTBEHHbIE MpernapaThl) YCTaHABIUBAIOT TPeOOBaHHUS K OCYHICCTBICHHUIO PO3HUYHOMN
TOProBJIM aNT€YHbBIMU OpraHU3alMsIMHM, WHAUBUAYAIbHBIMH MpepHHUMATENSIMHU,
UMEIOIIMMM  JIMLEH3UI0 Ha  (¢apMaleBTHYECKYI0 JeATeNIbHOCTb, MEIULUHCKUMHU
OpraHu3alUsIMi, UMEIOLIMMH JIMLUEH3UI0 Ha (apMaleBTHYECKYIO HESATENbHOCTb, U HX
000CcO0IEeHHBIMH M0Apa3/ieNieHusAMU (aMOynaTopusaiMu, GelapAmepCKUMU U PebAILepCKO-
aKyLIEpCKUMH I[IyHKTaMH, LEHTpaMH (OTACJICHUsAMH) oOleld BpauyeOHOH (cemeiHOlt)
NpPaKTUKH), pacoOJIOKEHHBIMH B CEIbCKUX HACENEHHBIX MYHKTAaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OpraHu3aluy (Janee — cyObeKThl pO3HUYHON TOPrOBIIM), a TAKXKe alTeYHBIMU
OpraHu3alMsIMd ¥  MEJUUMHCKUMHU OpraHu3alusMd HWIM HUX 000CcOOIeHHBIMU
MOAPA3IENCHUAMH, PACIIOIOKEHHBIMU B CEJIbCKUX HACEJICHHBIX MYHKTaX U YAAJICHHBIX OT
HACEJICHHBIX IMYHKTOB MECTHOCTSAX, B KOTOPBIX OTCYTCTBYIOT alTeyHble OpraHu3aluu, pu
HaJIWYMUM y alTEeYHBIX OpraHusaluil, MEIULUUHCKUX OpraHu3aluii, UX 000COOJIEHHBIX
noApasfeeHuil  JIMLEH3UH, MpPefyCMOTPEHHON  3aKOHOJATEJIbCTBOM  Poccuiickoit
denepalvd O JIMLEH3UPOBAHUU OTJENIBHBIX BHUAOB AEATENBHOCTH, OCYILIECTBIAIOMINX
OTIyCK HApKOTHYECKHUX JICKAPCTBEHHBIX IIperapaToB U ICUXOTPOINHBIX JI€KapCTBEHHBIX
npenaparoB GU3NYECKUM JIULAM.

2. Hacrosmue IlpaBuna HanpasiieHBl Ha oOecriedeHHEe HaceleHUsl KaueCTBEHHBIMH,
3¢ dexTUBHBIMU H Oe30MacHBIMM JIEKQPCTBEHHBIMH MpenaparamMd, MeIHLMHCKUMU
U3JENUAMH, a TaKXke Ae3UHQUIUPYIOIUMU CpeACTBaMH, HpeJMeTaMHU U CpeACTBaMHU
JIMYHOM TUTHEHBI, TOCYION Ui MEOUUUHCKUX LeJield, npeaMeTaMM U CpeACTBaMU
IpelHa3HAYeHHBIMU JJIs yXoJa 3a OOJBHBIMHM, HOBOPOXIEHHBIMH U JeTbMHU, He
JOCTUTIIMMHU BO3pacTa TpeX JieT, OYKOBOM ONTHKONM U cCpeAcTBaMM yxoJa 3a Heil,
MHUHEpaJIbHBIMH BOJaMH, MPOLYKTaMHU JieueOHOro, AETCKOro U JUETHUYECKOro MUTaHUS,
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OMOJIOTMYECKH aKTUBHBIMU JT06aBKaMu, naphiOMEepHBIMH U KOCMETUYECKHUMH CPeICTBaMH,
MeTUIUHCKUMU 14 CAaHMTapHO-NIPOCBETUTEIbHBIMI  TEYaTHBIMH  HW3JaHUSIMU,
[pe/Ha3HAYeHHBIMH [UTS TPOTIAraHZBl 370pPOBOr0 oOpasa JKH3HH' (Halee — TOBaphl
anTe4YHOIo aCCOPTHUMEHTA).

II. YnpaBieHue KkauecTBOM

3. Po3HWYHas TOProBis TOBapaMH alTE€YHOTO AacCOPTUMEHTa OCYLIECTBIIAETCS
IOCPEJACTBOM peallu3allid KOMIUIEKCA MEpOINpUATUi, HalpaBJeHHBIX Ha COONIOJICHHE
TpeboBaHuii HacTosmmx [IpaBul M BKJIOYAIOIMMX B TOM 4YHcie (Jajlee — cHUCTEMa
KavecTBa):

a) OTpelie]IeHHe TPOLIECCOB, BIMSIONIMX Ha KayecTBO YCIYTr, OKa3bIBA€MBIX
CyOBEeKTOM pO3HHYHON TOProBiAM, U HalpaBJIeHHBIX Ha YJOBJIETBOPEHHE CIIpOCa
MoKyImareseii B ToBapax alTeuHOTO acCOPTHUMEHTa, MojiyueHHe HHGOpMaLMH O IpaBUIIax
XpaHeHUs U PUMEHEHUS JIEKapCTBEHHBIX MIPEeNapaToB, 0 HAIMYUY U LIEHE JIEKApCTBEHHOT'O
npemnapara, B TOM YHCJie Ha NOJy4YeHHe B IepBOOUEpeHOM Mopsiake HHpopMauuu o
HAJIMYUU  JIEKQpCTBEHHBIX MpernapaTroB HIKHEro LIEHOBOIO CerMeHra (Jajlee —
(hapMaLleBTUYECKUE YCIYTH);

6) YyCTaHOBJieHHWE [IOCJIeJIOBaTeJIEHOCTU M  B3aUMOJEWCTBHUI  INPOLECCOB,
HeOOXOOUMBIX IS obecrieyeHUs CUCTEMBI KayecTBa, B 3aBUCUMOCTH OT UX BJIMSAHUSA Ha
0e3omacHOCTh, 3((EKTUBHOCTh U PALMOHAIBHOCTh IPUMEHEHHUS JIEKAPCTBEHHBIX
Ipernaparos;

B) olipeZieJiecHUe KPUTEPHEB U METOJAOB, OTPAXKAIOLIMX JOCTIDKEHHE PpE3yJIbTaTOB,
KaK TPH OCYLIECTBJIEHUH NMPOLIECCOB, HEOOXOAUMBIX Ul 00ecreYeHust CUCTEMBI Ka4yeCcTBa,
TaK ¥ TPU YOpaBJICHMH HUMH C YydeToM TpeOGoBaHUI 3akoHoAarenbcTBa Poccuiickoit
deepannn 06 oOpalieHUH JeKapCTBEHHBIX NTPENapaTos;

T) ompe/esieHHe KOJMYEeCTBEHHBIX M KadyeCTBEHHBIX I[1apaMeTpoB, B TOM YHCJIE
MaTepUalibHBIX, (UHAHCOBBIX, WH(GOPMALUUOHHBIX, TPYAOBBIX, HEOOXOAUMBIX IS
MO AepXKaHUs MPOLECCOB CUCTEMBI KauecTBa U UX MOHUTOPHHIA;

I) obeclieueHHe HAaceJeHUs KavyeCTBEHHBIMH, Oe30MacHBIMH, 3(G(EKTUBHBIMH
TOBapaMH alTe4YHOr0 aCCOPTUMEHTA;

e) PUHATHE Mep, HEOOXOAUMBIX IJIS AOCTHXKEHMs 3aIlUIaHUPOBAHHBIX Pe3yJIbTaTOB
U IOCTOSHHOTO YJY4YIIEHHUS KadecTBa OOCTY)KMBaHUS MOKyNaTeJded M IOBBIIIECHHUS
NepPCOHANIBHOM OTBETCTBEHHOCTU PaOOTHHUKOB.

" Yacts 7 craten 55 ®enepansroro 3akoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 06palleHUH JEKAPCTBEHHBIX CPEICTBY
(CoGpaune 3axoHonarensctea Poccutickoii ®enepaimu 2010, Ne 16, cr. 1815; Ne 31, cr. 4161; 2013, Ne 48, cr. 6165; 2014,
Ne 52, c1. 7540, 2015, Ne 29, ct. 4388; 2016, No 27, cr. 4238).




4. JlokyMeHTaLusi CUCTEeMBl Ka4ecTBa BEAETCS YHOJIHOMOYEHHBIMH PYKOBOAUTENIEM
CyObeKTa pO3HMYHOM TOProBlIM paGOTHUKAMH Ha OYMaXHBIX M (MJIH) 3JIEKTPOHHBIX
HOCHTENAX U BKIIOYAeT B TOM YHUCIIE:

a) TOKyMEHT O TOJHMTHKE U LENAX AesITeNBHOCTH CYObeKTa PO3HMYHON TOProBIlM,
B KOTOpPOM OIpEAENAIoTCss Ccrnocobsl obecneyeHus crpoca INOKymaTteleli Ha TOBaphbl
anTe4YHOro acCOPTHMEHTA, MHHHMHU3alU¥ DPUCKOB MOMAJaHUs B IpaXJaHCKH 060poT
He0OpOKaueCTBEHHBIX, (anbCHULUPOBAHHBIX M KOHTpa(akTHBIX JIEKAPCTBEHHBIX
IpenapaToB, MEAULIMHCKUX U3JeNUNA U OHOJOrMYeCKU aKTHBHEIX T0OABOK;

0) pyKOBOJACTBO IO KayecTBY, OMpeJelisiollee HAMpaBJIEHHUS pPa3BUTUS CYOBEKTa
PO3HHUYHOH TOPrOBJM, B TOM YHCJIe Ha ONpeJesIeHHbIH MepHoa BpeMEHH, U COJepKallee
CCBUIKM Ha 3aKOHOJATeJIbHBlE M WHBIE HOPMATUBHBIE IPaBOBBIE aKThI, PETYIHPYIOIIHE
HOPANIOK OCYLIECTBIICHUS (papMalleBTHYECKOH AeATeIbHOCTH,;

B) IOKYMEHTEI, ONHUCHIBAIOLINE MOPANOK IMpPENOCTaBIeHUsI CYOBEKTOM pPO3HHUYHOMN
TOProBM (hapMalleBTHYECKHX YCIIYT (Jjanee — CTaHIApPTHEIE ONlepallHOHHEIE TIPOLELYPHI);

I) IpUKa3sl M PacropsKEHHs PYKOBOIUTENS CyObeKTa PO3HHUYHOM TOPrOBIM IO
OCHOBHOI1 JIeSTeJIbHOCTH;

1) TNYHBIE KApPTOYKU pabOTHUKOB CyOheKTa pO3HHYHOM TOPTOBIIH;

€) IMIEH3Ns Ha MpaBO OCYLIECTBICHUS (apMaleBTHYECKON HEATENBHOCTH U
MIPUIIOJKEHHS K Hell;

)K) IOKYMEHTHI, Kacalolluecs MNpHOCTAHOBIEHHs (BO30GHOBIIEHUA) pealu3aluy
TOBAapOB aNTE€4YHOTO ACCOPTUMEHTA, OT3bIBa (M3BATHS) M3 OOpallleHUs JeKapCTBEHHBIX
NpenapaToB, BBISIBICHHS CIIy4aeB OOpallleHUs He3aperuCTPUPOBAHHBIX MeAMIMHCKUX
HU3ACTIUN;

3) aKThl POBEPOK CyOBEKTa PO3HUYHOH TOPrOBJIM JODKHOCTHBIMH JIMI[AMH OPraHOB
rOCYAapCcTBEHHOTO0 KOHTpOJIA (HaA30pa), OpPraHOB MYHHUIUNAJIBHOIO KOHTPOJA M
BHYTPEHHHUX ayJIUTOB;

M) JOKYMEHTHl 10 3()(EKTUBHOMY IUIaHUPOBAHHUIO JEATENBHOCTH, OCYIIECTBIIEHHUIO
IpOLECCOB 00eCneYeHNs CUCTEMBI Ka4eCTBa M YIPaBICHUS HMH.

5. ToxyMeHTHI 110 3¢ (HEKTUBHOMY IIAHUPOBAHUIO AEATENBHOCTH, OCYLIECTBIICHUIO
IpOLECCOB O0ECTeYeHuss CHCTeMbl KauecTBa M YIpaBJIEHHS HMH B 3aBUCHMOCTH OT
(GyHKUMHA peann3yeMbIX CyObeKTOM pO3HUYHON TOPTOBIIH, BKJIIOYAIOT:

a) OpraHU3alMOHHYIO CTPYKTYPY;

0) mpaBKJ1a BHyTPEeHHETO TPYAOBOTO PacIopsaKa;

B) peecTp 3aperuCTPUPOBAHHBIX II€H Ha JIeKapCTBEHHbIE MpenapaThl, BKIIOYEHHBIE B
nepeyeHb XHU3HEHHO HEOOXOAUMBIX U BaKHEHIIUX JIEKapCTBEHHBIX;

I) AOJDKHOCTHBIE HMHCTPYKHMHM C OTMETKOM 00 O03HaKoMJIEHHH pPaGOTHHKOB,
3aHUMAIOIIUX COOTBETCTBYIOIINE JOJIKHOCTH;
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1) )KYpPHAJ peTUCTPALIMM BBOJHOTO MHCTPYKTaXka [0 OXpaHe TPYyAa;

€) JKypHaJl peTUCTPaLlU1 HHCTPYKTaXxka Ha pabodyeM MecTe;

) XKYpHaJ yueTa HHCTPYKTaxei Mo moxapHoii 6e3011acHOCTH;

3) )KypHaJl perUCTPali MHCTPYKTaXa 10 3JIeKTpoOe3011acHOCTH;

M) )KypHaJl peTrHCTpallMid MpPUKa30B (paclopsbKeHHid) 1o cyOBEeKTY pO3HHYHOM
TOPTOBJIH;

K) )KypHaJl €XeJIHEBHOHW perucTpaluu NapaMeTpoB TeMIepaTypbl M BIaKHOCTH B
HNOMENIEHUAX ISl XpaHeHUs JIEKapCTBEHHBIX IPeNnaparoB, MEIHIUHCKUX H3Je/IUd H
OUOJIOTHYECKH aKTUBHBIX T0OABOK;

J) )KYpHal TMEpPUOAUYECKOH periucTpalld TeMIepaTypbl BHYTPU XOJIOAUJIBHOIO
00opyaoBaHus;

M) XYpHaJl y4eTa olepalliii, CBSI3aHHBIX ¢ OOpallleHHeM JIEKapCTBEHHBIX CpPEICTB,
BKJIIOYEHHBIX B IlepeYeHb JIEKAPCTBEHHBIX CpEACTB, MOMIEKAUUMX IpeAMETHO-
KOJINYECTBEHHOMY y4eTy (IIp{ HAJIU4MK);

H) KypHaJl y4eTa TPOBEPOK  IOPUAUYECKOrOo  JIMI@, HUHAUBHUAYAJILHOTO
NpeAlpUHUMATENS, MPOBOAUMBIX OpraHaMHM TOCYJapCTBEHHOTO KOHTposid (Haazopa),
opraHaMi MyHULIUMNIAIBHOTO KOHTPOJIA (IIpH HAJIMYUN);

0) XXypHall MO 0O0ecleyYeHUI0 JIeKapCTBEHHBIMU IIpenapaTaMy, BXOJAALIMMH B
MHHHUMAJIbHBI acCOPTHUMEHT JIeKapCTBEHHBIX NpenaparoB, HEOOXOOUMBIX AT OKa3aHUs
MeIUIIUHCKON MOMOIIH (Janee — MUHUMAaJIbHBIA acCOPTUMEHT), HO OTCYTCTBYIOIUMH Ha
MOMEHT 0o0pallieHusl TOKYyNaTeNs;

1) X)KypHaJl yuyeTa HeMPaBUIIbHO BEIITUCAHHBIX PELIETITOB;

p) )KYpHaI ydeTa JIeKapCTBEHHBIX MpenapaToB ¢ OrpaHUYEHHBIM CPOKOM FOIHOCTH;

C) XXypHaJl yueTa ae(HeKTypHl;

T) 1a60paToOpHO-(haCOBOYHBIH KypHAaT;

y) )KypHaJl perucTpallliii OlNepauuii, CBSA3aHHBIX € O00OPOTOM HAapKOTHYECKUX
CpeICTB, ICUXOTPOIHBIX BEIIECTB U MX MPEKypcOpoB (IIpHU HAJIUYHH);

¢) )KypHa perucTpaliy pe3yabTaToB IPUEMOYHOTO KOHTPOJIS;

X) XKypHaJI y4eTa MOCTYIUIEHUS M pacXo/ia BaKIMH (IIpU HAIUYHHU);

) )KypHaJI ydeTa peleNToB, HaXOMUBIIMXCA (HAaXOMAIIMXCSA) Ha OTCPOYEHHOM
00CITy)KUBaHUH (IIpU HAJIMYUH);

Y) XKypHaJl ”HPOpMaLIMOHHOU paboTel ¢ MEAUUUHCKMMH OpraHU3aLUAMH O TOPAIKE
obecrieyeHHsT OTHAENBbHBIX KATerOpWid TrpaxJaH JieKapCTBEHHBIMHU IIpernapaTaMd MU
MEIUIMHCKUMUA HU3JeNusiMUA OecIuiaTHO, MpoJaXKe  JIEKAPCTBEHHBIX IIpenaparoB |
MeIULUHCKHUX U3[eIuil CO CKUIKOH.

PykoBogutenp cyObeKkTa pO3HUYHOU TOProBJIM BIIpaBe YTBEPAUTH ApyrHe BHIBLI U
(hOpMBI XKYpHAJIOB.




6. PykoBomuTenem cyOBeKTa  pO3HMYHOM TOProOBIM  Ha3HAYalOTCA  JIMLA,
OTBETCTBEHHBbIE 3a BEJCHHE M XpaHEeHHE NOKYMEHTOB, NEPEUUCIICHHBIX B MyHKTax 4 U 5
Hactosammx [IpaBun, obOecrnedyeHwe JoCcTyna K HUM U B ClIydae HEOOXOJUMOCTH HX
BOCCTaHOBJICHHE.

Cpok XxpaHeHUs [JaHHBIX [IOKYMEHTOB OIIpeAeisAeTCs B COOTBETCTBUH C
TpeboBaHUAMU 3aKkoHOAaTeNnbcTBa Poccuiickoil @enepaunu 00 apXUBHOM JIEelie.

III. PykoBoauTens cy0ObeKTa pO3HUYHON TOPTrOBIIH

7. PykoBoauTenb cyObekTa pO3HUYHON TOPrOBII 00ECIIEYUBAET:

a) IOBeJIeHWE 10 CBeJCHUs pabOTHUKOB HacTosumux IIpaBun U uUX coOmioAeHue,
JIOBeJlcHHe JI0 CBelieHUs pabOTHUKOB HMX MpaB U 00s3aHHOCTEH, OIpeJe/ICHHBIX
JOJDKHOCTHBIMU MHCTPYKLUSMU, pogeCCHOHATIBHBIMU CTaHAapTaMy;

0) ompesieNieHHe TIOJIMTHKA M Uesield  JesTeNbHOCTH, HAlpaBIE€HHBIX Ha
VAOBJICTBOpEHHE cCHpoca IMOKyHarelelli B ToBapax alnTeYHOIO0  acCOPTUMEHTA,
MHHHMH3AI[HI0O PHUCKOB TOMaJaHus B TIpaXJaHCKHA o000poT HeAoOpoKayeCTBEHHBIX,
(baNbCUGUIIMPOBAHHBIX U KOHTpaaKTHBIX JIEKApPCTBEHHBIX MpEnapaToB, MEIULIMHCKHX
U3Jenii U OUOJIOTMYECKU aKTHBHBIX 100aBOK, a Takke 3Q(eKTUBHOE B3aMMOJAEHCTBHE
MeIMIUHCKOTO paboTHHKA, (papMalieBTUIeCKOro paboTHHKA U NIOKYIIaTeis;

B) CHIDKEHHE  TPOU3BOACTBEHHBIX  MOTEpPb, ONTHMH3ALMIO  AEATEIBHOCTH,
yBeJIMU€HUE TOBapooOOpOTa, TMOBBIIIEHHWE YPOBHA 3HaHUWH H  KBaIM(UKALHMU
¢apmalleBTHUECKHX pabOTHHUKOB;

T) IpoBeJieHNe aHaliu3a COOJIOJEHHS TOJUTHKHM W LeJled JEATENIbHOCTH, aKTOB
BHYTPEHHUX ayJUTOB W BHEIIHUX IPOBEPOK C 1LEJBI0 COBEPLICHCTBOBAHUSA
[peIoCTaBIgeMbIX (hapMalleBTHUYECKHUX YCIIYT;

1) HeoOXOAMMBIMU pecypcaMu I (YHKIHOHHPOBaHMS BCEX IMPOLECCOB pabOTHI
cyObeKTa PO3HHUYHON TOProBIM C ILeNbl0 COOJIOJNEHUs JIMUEH3UOHHBIX TpeOOBaHMH,
CaHUTAPHO-SMUIEMHOJIOTHYECKUX TpeOOBaHUM, NpaBWJl OXpaHbl Tpyda U TEXHUKH
0e30macHOCTH, MPOTHBOMOXAPHBIX MPAaBWI W UHBIX TpeOOBaHUM, YCTAaHOBJIEHHBIX
3akoHo arenbcTBoM Poccuiickoii denepauun;

€) pa3spaboTKy MepoINpUATHH, HalpaBJIeHHBIX Ha CTUMYJIMpPOBAaHHE H MOTHBALUIO
JIeITeIBHOCTH pabOTHUKOB;

XK) yTBep)KIeHHe CTaHJapTHBIX ONEPALMOHHBIX NPOLEAYD;

3) YCTAaHOBJIECHHE BHYTPEHHEro Tmopsaka oOMeHa HHGopManued, BKJIOYas
UHQOpMALMIO, OTHOCAIIYIOCS K (YHKLIMOHMPOBAHHIO CHUCTEMBI KayeCTBa, B TOM HYHCIIE
MOCPEICTBOM HCIOJIb30BaHMs MUCHhMEHHOH (POpMBI (JIMCT O3HAKOMIIEHHS), CTEHJOB s
0OBABIIEHUI B OOIIEJOCTYNHBIX MECTaX, NpOoBeJeHHe MH(POPMALMOHHBIX COBEIIAHUHA C
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OIpeIeIEHHOM TePHOUYHOCTBIO, 3NIEKTPOHHOH pacchUIKM HHG(OpMalM¥ Ha aJpec
3JIEKTPOHHOH MOYTHI;

1) HaJIMYke HHGOPMALMOHHBIX CHCTEM, IMO3BOJIIOIIUX OCYILECTBIIATH OINEPALUH,
CBSI3aHHBIE C TOBApPOJBH)XCHUEM M BBIABIICHHEM (panbcUHIHMPOBAHHBIX, KOHTPapaKTHBIX
1 HeI0OpOKa4YeC TBEHHBIX JIEKAPCTBEHHBIX IIPENaparoB.

8. PykoBoauTenh CyOBEKTa PpO3HHYHOW TOProBAM B LelsIx Oecrepe6oiiHOro
obecrieYeHHs OKyTaTelleit ToBapaMH aliTe4HOro aCCOPTUMEHTa OpraHU3yeT:

a) obecrieueHHe CHCTeMBl  3aKyNOK, MpeJOoTBpallalolledl  paclnpocTpaHEeHHe
GanbcUPUIIUPOBAHHBIX, HeJI0OPOKaYeCTBEHHBIX, KOHTpaaKkTHBIX TOBApPOB AaNTEYHOTO
aCCOPTUMEHTA;

0) ocHallleHHe TOMelleHuiH oO0opynoBaHUEM, OO0€CIEYMBAIOIIMM HaJUIeKallee
oOpallleHHe TOBapoOB alTe4YHOI'0 acCOPTHMEHTa, BKIIIOYas UX XpaHEHHUe, YUET, pealu3alltio
U OTITYCK;

B) IOCTYNn K MH(pOpManuu O MOpsAKe MPUMEHEHMs HIIH HCIOJb30BaHHs TOBApOB
aNTeYyHOro acCCOPTUMEHTa, B TOM YHCJIE O IpaBUiIaX OTIYCKa, Clocobax MpHeMa, pexumax
JIO3UPOBaHUs, TepaleBTUYECKOM MAEHCTBHH, IPOTHUBOIOKA3aHUAX, B3aUMOJEHCTBUU
JIEKapCTBEHHBIX TPETApaToB IpU OJHOBPEMEHHOM IIpHeMe Mexay coboifl u (unm) c
OMINEN, MpaBUaaX HUX XpaHEHUS B JOMAIHUX YCJIOBHAX (Jalee — (apMaleBTHYECKOE
KOHCYIbTHpPOBaHUE);

r) uHbGOpMHpOBaHHE TIOKyNaTeleil O HalWYUM TOBAapoOB, B TOM YHCIE O
JIeKapCTBEHHBIX Mpernaparax HUKHEro LIEHOBOIO CErMEHTA.

9. PykoBoauresleM CyObeKTa pPO3HHYHON TOProBiAM 10 CBeJeHHs pabOTHHKOB
JOBOIUTCS MH(pOpMaLKA:

a) 00 M3MEeHeHUAX 3aKoHoAaTenbcTBa Poccuiickoii ®Dejepauyy, peryaHpyroLIETo
MpaBOOTHOIUEHHUS, BO3HUKAIOMKE NPH OOpallleHHH TOBapOB aNTE€YHOIO acCOPTHMEHTA, B
TOM 4YHCJIe 00 U3MEHEHHX MpaBMJl OTIIyCKa JeKapCTBEHHBIX MTPENaparTos;

0) 0 pe3yibTaTax MPOBeJCHHBIX BHYTPEHHUX U BHELIHUX IIPOBEPOK;

B) 0 HEOOXOOUMBIX MpeAyNpeKJAlolMX ¢ KOPPEKTHPYIOIUMX JEHCTBHSAX IIO
yCTpaHeHHIO (HeAOMYIIEHUI0) HapyeHU  IMIEH3NOHHBIX TpeOOBaHMI;

T) 0 pe3yibTarax pacCMOTPEHHMS Kajob U IpeIJIOKEH UM MTOKYIIaTesIeH.

10. PykoBoauTeNieM CYOBEKTa pO3HHYHOM TOProBIM C Yy4eToM TpebGoBaHM
TPYIOBOTO 3aKOHOJATeNIbCTBA M HHBIX HOPMAaTHBHBIX IIPaBOBHIX AaKTOB, COAEpIKaIIUX
HOPMBI TPYAOBOTO paBa, Ha3HaYaeTcs JIUIO, OTBETCTBEHHOE 32 BHEAPEHHUE U 0OecTeueHre
CHCTEMBI KauecTBa (Jlajiee — OTBETCTBEHHOE JIULIO).

11. PykoBoauTeNb CyObeKTa POSHUYHON TOPrOBIIM aHAJIM3UPYET CHCTEMY KavyecTBa
B COOTBETCTBHUHM C YTBEP)KJACHHBIM UM IUIaHOM-TpadHKOM.

AHanu3 BKIIOYAaeT B ce6s OLEHKY BO3MOXXHOCTH YJIyYIIEHHH M HEe0O0XOJMMOCTH




U3MEHEHUH B OpraHM3allUd CUCTEMBl KauecTBa, B TOM YHUCJE B MOJUTHKE M LENAX
JEATEJIBHOCTH, U OCYLLECTBIISIETCA MOCPEACTBOM PACCMOTPEHUS Pe3yJIbTATOB BHYTPEHHHUX
ayJuToB (NIPOBEPOK), KHUIM OT3BIBOB M TMpPeJUIOKEHUH, AHKET, YCTHBIX IOXeJaHH
nokynareneii (oOpaTHasd CBfA3b C MOKYINAaTeJeM), COBPEMEHHBIX JIOCTHXKEHHUH HayKd H
TE€XHHUKH, CTaTbel, 0630pOB U UHBIX JAHHBIX.

Ilo wroram aHanM3a CHUCTEMBl KadyecTBa DPYKOBOAUTENb CYOBEKTa pPO3HUYHOM
TOPrOBJIM MOXET IPHHATH pELICHHEe O HEeoOXOAMMOCTH W (WJIH) LenecooOpa3HOCTU
MOBBILIEHHs Pe3yJIbTATUBHOCTH CUCTEMBI Ka4eCcTBa U ee MPOLECCOB, YIyYIIeHUs KauecTBa
OKa3aHUs (apMaleBTHYECKHX YCIyr, 00 H3MEHEHUSAX TMOTPeGHOCTH B pecypcax
(MaTepualbHBIX, (UHAHCOBBIX, TPYIOBBIX U HHBIX), HEOOXOJMMBIX BJIOKEHHAX JIS
ylIydlleHuss  oOCIIy)KMBaHMs  IOKynaTesled, CHUCTEMBl MOTHUBali  pPabGOTHHKOB,
JOIOJIHUTEIbHOM MOAr0TOBKE (MHCTpYKTaXxe) paGOTHUKOB U UHBIE pelleHUs.

IV. IlepcoHan

12. ins cobnroieHusT YCTAaHOBJIEHHBIX HacTosmMMHU [IpaBunamMu TpeGoBaHHI
CyOBEKT pO3HMYHON TOPIrOBIM C y4eTOM oOBbeMa OKa3hiBacMBIX MM (hpapMalleBTHUYECKUX
YCIIYT JOJDKEH UMETh HeOOXOANMEI MepcoHall.

PykoBoautens cyOpekTa po3HUYHOH TOProBIIM YTBepKJAaeT IITAaTHOE paclUCaHHe,
KOTOpO€E COJAEPKUT MepeyueHb CTPYKTYPHBIX MoApa3JeieHHi, HAMMEHOBAaHUS TOJDKHOCTEI,
CrenUaIbHOCTENW, Mpodeccuil ¢ yKa3aHUEM KBalU(PMKALMH, CBEJCHHSA O KOJIHUYECTBE
IITaTHBIX €JUHHUL U POHJE OTUIATHI TPYAa.

Kaxap1if paGoTHUK A0DKEH OBITH 03HAKOMJIEH MOJ MOIIMHUCH CO CBOMMH MpaBaMH U
0053aHHOCTSMH, COJEPXKAIIMMUCA B JOJDKHOCTHBIX HHCTPYKUMSX, NMPO(HeCCHOHATbHBIX
CTaHJapTax.

13. PaGoTHUKY, BBINOJHAIOMUA paboTy, OKa3bIBAIOIIYIO BIIMSHHE Ha KadecTBO
OpOAYKUUH, HIOJDKEH HMEeTh HeoOXOAMMyHO KBaTHM()UKALMIO H ONBIT paboTHl IJIs
cobmoaeHus Tpe6oBaHuUi, ycTaHOBIEHHBIX HacTosIUMU [IpaBunamu.

14. Ins BHOBb HAHATBIX PaOOTHUKOB B COOTBETCTBHM C JIOKAIBHBIMH aKTaMU
cyObeKTa pO3HMYHOM TOProBIM BHeApsAeTCs MporpaMma aganTalMd W  PETYNISpHO
NpOBEPAIOTCA KBATU(PHKALMSA, 3HAHUSA, OIBIT TAKUX PAOOTHUKOB.

IIporpamma ajantanuy BKIIOYAeT B TOM YUCIIE:

a) BBOAHBIN MHCTPYKTaX MPH MIpHeMe Ha paboTy;

0) MoAroToBKY (MHCTPYKTax) Ha pabouyeM MecTe (MTepBUYHBII U IOBTOPHBIA);

B) aKTyaJIM3aLUIO 3HaHUH:

3aKoHoJaTenscTBa Poccuiickoii @enepanuu B chepe oOpalleHUU JeKapCTBEHHBIX
CPEJCTB M OXPaHe 30pPOBbA IPpa(aH, 3alUTe NpaB NOTpeOUTeNei;




HpaBWJI JIMYHOU T'MTUEHBI;

TI0 TIOPAAKY OKa3aHUs (hapMalleBTUUECKUX YCIIYT, B TOM 4YHcie (GapMalleBTHYECKOTO
KOHCYJIbTUPOBAHUS U MPHUMEHEHUS MEJULMHCKUX H3/e/IUI B JOMAIIHUX YCIIOBHSX,

I) pa3BUTHE KOMMYHHKATHBHBIX HAaBBIKOB H IIpeA0TBpallleHhe KOHQIIMKTOB,;

1) THCTPYKTaX 10 TEXHUKe Oe30MMacHOCTH U OXpaHe TpyJa.

15. K ocHOBHBIM (pyHKIHSAM (papMalieBTHUEeCKMX paOOTHUKOB OTHOCATCS:

a) IpojaXka TOBapOB allTe4HOTO aCCOPTUMEHTa HaUIEXKAILEro KauecTBa,

0) mpeocTaBlieHHEe  JOCTOBepHOH  HHQopManUMM O  TOBapax  amTeYyHOro
aCCOPTUMEHTA, X CTOUMOCTH, (papMalieBTHYecKOe KOHCYJIbTHPOBAHME;

B) MH(GOpPMHpPOBaHHE O PAaLlMOHATIFHOM IMPHUMEHEHHH JIEKAPCTBEHHBIX IpENaparoB B
LeJISIX OTBETCTBEHHOTO CaMOJICYEHU;

T) M3rOTOBJIEHHE JIEKapCTBEHHBIX IpeNnaparoB IO peLeNTaM Ha JIEKapCTBEHHBIH
npenapar ¥ TpeOoBaHUAM-HaKJIaAHBIM MEJULIMHCKHX OpraHu3aliii;

1) ohopMIIeHHE YIETHON TOKYMEHTALUU;

e) cobmoaeHue npodeccHoOHATBHON 3TUKHU.

16. TpeGoBanus K KBaIUPUKAUUM ¥ CTaXy paboTel PyKOBOAUTENd CyObeKkTa
PO3HHYHOI TOPTOBJIM U €ro (apMaLeBTUUECKUX pabOTHUKOB ycTaHOBJIEHH [lojoXeHHEM
0 JMLEH3UPOBAHHH (papMaleBTHIECKOH AeATeNHHOCTH .

17. PykoBoauTens cyOBeKTa pO3HHYHONW TOProBiM 00ecreYuBacT IPOBEJCHHUE II0
yTBEpXKJEHHOMY WM IUlaHy-TpaQuUKy MEpBHYHOM M MOCIEAYIOWEH IOArOTOBKH
(MHCTpYKTaXka) pabOTHHKOB IO CIEIYIOIIUM BOIIPOCaM:

a) IpaBUJIa OTIIYCKa JIeKAPCTBEHHBIX NPENapaToB AJIsl MEIUIMHCKOIO IIPHMEHEHHUS,

6) npaBuJia OTIOYCKa HApKOTUYECKUX CPEJICTB M IICUXOTPOIHBIX BEIIECTB,
3aperICTPUPOBAHHBIX B  KayecTBE JIEKAPCTBEHHBIX IPENaparoB, JIEKAPCTBEHHBIX
NpenaparoB, CoAepKalINX HapKOTHYECKHE CPEACTBA U IICUXOTPOITHEIE BEIECTBA,

B) paBWJIa OTIYCKa JIEKApCTBEHHBIX IIPENaparoB, MNOMJIEKAIIUX IpPeAMETHO-
KOJIMYECTBEHHOMY YyUeTy, MpaBuia BeleHHs XXypHalla yyeTa JIEKapCTBEHHBIX IpeIapaTos,
HOJUTEXKAIIUX MpeIMETHO-KOJINYECTBEHHOMY YUETY;

I) mpaBUJIa OTIIYCKa JIEKAPCTBEHHBIX MpPENapaToB, COACPIKaIlMX MaJible KOJNYeCTBa
HapKOTUYECKUX CPEJCTB;

1) IOPAIOK XpaHEHUs peLEeNTOB;

e) cobmoneHre TpeGoBaHUil 0 HATMYMKY MUHUMAJIbHOTO aCCOPTHMEHTA,

XK) cobmoneHrne TpeOoBaHUI HaJUIexalleld IMPaKTHKM XpaHEeHWs W IIepEBO3KH
JieKapCTBEHHBIX NpernaparoB;

2 [locranonenne IlpaButensctea Poccumiickoii Depepamuu ot 22 aekabps 2011 Ne 1081 «O /MLEH3UPOBAHHH
dapmauesTHUeCKOl aesTenbHOCTH» (Cobpanue 3akonomarenscta 2012, Ne 1, cr. 126; 2012, Ne 37, cr. 5002; 2013,
Ne 16, cr. 1970; 2016, Ne 40, ct. 5738).
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3) IpUMEHEHHE YCTAHOBJEHHBIX IpeJeNbHBIX Pa3MepOB PO3HHYHBIX HaJ0aBOK K
(akTHUECKUM OTIYCKHBIM LleHaM IIPOM3BOAMTENIEH Ha JIEKapCTBEHHBIE Iperaparsl,
BKJIIOUYEHHBEIE B TIEpeYeHb KM3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX
TpernapaToB, HOpAI0K GopMHUpOBaHUS LIEH HAa TaKKE JIEKAPCTBEHHEIE MPENaparThl;

1) cobmoneHue TpeGoBaHMIA paboTHI c dbanbcuuLy poBaHHEIMU
HeJ0OpOKavYeCTBEHHBIMH, KOHTpa(aKTHEIMH TOBapaMH allTeYHOT0 aCCOPTUMEHTA,

K) coOJIIo/ieHMe OrpaHUYeHU#, HaJlaraeMBIX Ha (papMalieBTHYECKUX PaOOTHUKOB IIpH
OCYIIIECTBJCHIU UMHU NTPOGECCHOHATIBHON NeATEILHOCTH.

J) COBEpIIIEHCTBOBAHHWE 3HAaHMH O JEKapCTBEHHBIX IIpernaparax, B TOM YHCIIE
BOCIIPOM3BEJICHHBIX JIeKapCTBEHHBIX IpenapaTrax, B3auMO3aMEHAEMBIX JIeKapCTBEHHBIX
npenaparaM, yMeHHe IpPeJCTaBJIATH CPABHHTENbHYIO MHGOPMAIMIO IO JIEeKapCTBEHHBIM
mpernapaTtaM W IeHaM, B TOM YHCJe JIEKapCTBEHHBIM IIpernaparaM HHKHETO LEHOBOTO
CEerMeHTa, 0 HOBBIX JIEKAPCTBEHHBIX Mpemnaparax, JIEKapCTBEHHBIX (popMax JIEKapCTBEHHBIX
npernapaToB, MOKa3aHUAX K PUMEHEHHIO JIEKapCTBEHHBIX NIPENaparos;

M) METOBI 00pabOTKM JaHHBIX, TOJYYEHHBIX OT IIOKyMaTesieil 10 Bompocam
NPUMEHCHUs JIEKapCTBEHHBIX IMpENaparoB, BBIABICHHBIM B TMpolecce NpPUMEHEHHU,
NOOOYHBIM JEMUCTBUAM, TOBeAeHUE 3TONH NHPOPMALMH 10 3aMHTEPECOBAHHBIX JIMII,

H) coOrofieHne TpeOOBaHuil N0 OXpaHe TpyJa.

V. Undpactpykrypa

18. PykoBoauTeNb CyOBeKTa pO3HUUHOM TOProBIK 00eCclIeYnBacT U MOAICPIKUBAET B
paboueM COCTOSHUU HH(PACTPYKTYpy, HEOOXOJUMYIO JJs BBHITIOJIHEHHS JIMLEH3UOHHBIX
TpebOBaHU#l, TpeIbABIAEMBIX K OCYIUECTBICHHIO (apMalleBTHYECKON OEATEIBHOCTH,
KOTOpas B TOM YUCJIE BKJIIOYAET:

a) 31aHus, paboyee MPOCTPAHCTBO M CBA3aHHBIE C HUM CpeJICTBA TPYIa,

6) o6opymoBaHHUe I HPOLECCOB (TEXHUUYECKHE U IPOrPaMMHBIE CPEJICTBA);

B) CJIyXOBI 0OecTieueH s (TpaHCTIOPT, CBA3b U HH(POPMALIMOHHBIE CUCTEMBI).

19. ITomemenus u ob6opynoBaHHe HEOOXOJMMO pacmojlaraTb, OCHamiaTh M
SKCIUTyaTHpOBaTh TakuM oOpa3oM, 4YTOOBI OHHM COOTBETCTBOBAIM BBIMOJHAEMBIM
¢yHkuusaM. MX mIIaHUpOBOYHOE pELIEHWE M KOHCTPYKUHMsS JOJDKHBI CBOJUTH K
MHHMMHM3AIMA PUCK OIMOOK M obecreyuBaTh BO3MOXHOCTH >()(PEKTUBHON OYHUCTKH H
06CIy)KMBaHUA B LEIAX UCKIIOYEHUsS HAKOIUIEHUS MBUIM WM TPA3U M JIIOOBIX (aKTopoB,
CIOCOOHBIX OKa3aTh HeONarompusTHOE BO3JEHCTBHE Ha KavyeCTBO TOBApOB alTEeYHOIo
aCCOpPTHUMEHTA.

20. Bce noMeleHHs CyObeKTa PO3HUYHOM TOProBJIM JOJKHBI OBITH PACIONIOKEHB! B
30aHUU  (CTPOEHHMH) M (QYHKIIMOHANBbHO OOBEIAMHEHBI, H30JUPOBaHbH OT JAPYTHUX
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opraHuzaluii U obecrneynBaTh OTCYTCTBUE HECAaHKIIMOHUPOBAHHOTO JOCTYIa IOCTOPOHHUX
aun B noMeineHus. Jlomyckaercs BXoJ (BBIXOA) Ha TeppUTOPHIO CYOBEKTa PO3HUYHOU
TOProOBJIM Yepe3 OMELeHNe IPYroi opraHu3alyy.

21. CyOpekTy pO3HMYHOH TOProBIM HEOOXOAUMO MpPeXyCMOTPETh BO3MOXKHOCTH
o0ycTpoiicTBa OecHpeniaTCTBEHHOTO BXOJa W BBIXOJa Ui JIML C OrpaHUYEHHBIMU
BO3MOXKHOCTSIMU B COOTBETCTBUM C TpeOOBaHUSAMH 3aKOHOJATENbCTBA O 3alllUTe
WUHBAJIMJIOB.

B ciydae, eciii KOHCTPYKTHUBHasi 0COOEHHOCTh 3/laHMs He MO3BOJISET 00yCTpOiiCTBO
BXOJa W BBIXOJa AJS JIMI C OlPAaHUYEHHBIMU BO3MOXHOCTSMM 3I0pOBBS, CYOBEKTY
PO3HUYHON  TOpProBAM  HEOOXOAMMO  OpPraHM30BaTh  BO3MOXKHOCTH  BBI30BA
(hapMaLieBTUYEeCKOr0o pabOTHUKA [Tl 00CTy)KMBaHHsl yKa3aHHBIX JIULL.

22. CyObeKT po3HUYHOM TOProBIIU J0JKEH UMETh BHIBECKY C YKa3aHHEM:

a) BUAa anTeYHOW opraHM3allM¥ Ha PYCCKOM M HaLlMOHAJIBHOM S3BIKAX: «ANTeKa»
WIN «ANITeYHBIH MYHKT» WIH « ANITEYHBIH KHOCKY;

0) nosnHoro M (B cliydae, ecli UMEEeTCs) COKPALIEHHOT0 HAUMEHOBaHUs, B TOM YHUCJIE
(GbUpMEeHHOT0 HaUMEHOBaHHUs, U OpraHU3allMOHHO-TIPaBOBOI (OpPMBI CyObeKTa PO3HUYHOI
TOPrOBJIY;

B) peXKUMa paboTHI.

CyO6BeKT po3HUYHON TOProBid, OCYIIECTBISAIOMINIA TOProOBIIKO TOBapaMH alTEYHOI'0
aCCOpPTUMEHTa B HOYHOE BpeMsl, IOJDKEH MMEThb OCBELIEHHYIO BBIBECKY ¢ MH(opMaLuei o
paboTe B HOUHOE BpeMs.

IIpu pazMelieHuu cyObeKTa pO3HUYHON TOProBIM BHYTPH 3[aHHs BBIBECKA J0JDKHA
HaXOJMThCS Ha HapY)KHOH CTeHe 3J1aHMsl, €CJIM 3TO HEBO3MOXHO, JOIYCKAeTCsl YCTaHOBKa
yKazaTeld, TpeOoBaHHA K KOTOPOMY aHAIOTUYHBI TPeOOBaHUAM K BBIBECKE.

23. ITomenieHNs: AOJDKHBI COOTBETCTBOBATh CAHUTApPHO-TUTHEHHMYECKMM HOpMaM H
Tpe6oBaHHAM M obecneynBaTb BO3MOXXHOCTh OCYIIECTBJICHUS OCHOBHBIX (QYHKLMIHA
cyObeKkTa pO3HMYHOH TOProBiM ¢ coOMOJeHHeM TpeOOBaHUH, YTBEp)KIECHHBIX
HacTosAWuMH IIpaBuiamu.

24 TInomans TMOMEIIEHUH, HCIOIB3YEMBIX CYOBEKTOM PpO3HHUYHOM TOProOBIIH,
JO/DKHA OBITh pa3fielieHa Ha 30HBI, MpeJHa3HAuYeHHBbIe I BHITIOJHEHHS CIeIyoUuX
¢GyHKUMIA:

a) TOProBJY TOBapaMHU allTeYHOI0 acCOpPTHUMEHTa ¢ oOeclieYeHHEM MECT XpaHEHHs,
He JOMyCKalomMuM CBOOOJHOTO IOCTyIa MOKymnarejeil K ToBapaM, OTIIyCKa€MbIM, B TOM
qucJIe 110 peLernTy;

0) IpeMKU TOBapOB alTEYHOI'O ACCOPTHMEHTA, 30Ha KapaHTHHHOIO XpaHEHUsd, B
TOM YHCJIe OTIENBHO IS JIEKAPCTBEHHBIX IIpeNaparos;

B) pa3leNbHOTO XpaHeHHUs 0/1eXkK bl pabOTHHKOB.




11

B ciydae, ecinu CyObeKT pO3HHMYHOHM TOProBIIM PAacIOJIOXKEH B 3JaHMM BMECTE C
APYrUMH OpraHU3alMsIMU, JOIYCKAeTCsl COBMECTHOE MCIIOJIb30BaHKE CaHy3a.

25. Hannune WHBIX 30H M (WIM) MOMEIIEHHWHA B COCTaBe MOMEIIeHUHl cyOBeKTa
PO3HHUYHOM TOPrOBIU OIpedeNnseTcs PYKOBOAUTENEM CyOheKTa PO3HHYHOWM TOProBIH B
3aBHCHMOCTH OT 00'b€Ma BHIMOHIEMBIX paboT, OKa3blBaEMBIX YCIIYT.

26. IToMelieHUs CYOBEKTAa PO3HUYHOM TOProBIM JOJDKHBI OBITh OCHAIIEHBI
cUCTEMAMHM OTOIUIEHWS M KOHJUIMOHUpOBaHUA (IIpU HAJIWYMU), €CTECTBEHHOM MM
IPUTOYHO-BHITSDKHON BeHTWIIsIMEH (pH HaMM4uK), 06eceYMBaOMIUMU YCTIOBHS TpYa B
COOTBETCTBHH ¢ TPYJOBBEIM 3aKkoHoJaTelbcTBOM Poccuiickoii ®enepauuu, a TaKke
cobmoneHne TpeGoBaHUil Haexalleld NPaKTUKY XpaHEHHU U MEPEBO3KU JIEKaPCTBEHHBIX
npenaparos.

27. MatepHalisl, UCIONB3yeMbie MPU OTJeNIKE M (WIH) PEMOHTE MOMELICHHUH (30H)
JOJDKHBI  COOTBETCTBOBaTh TpeOOBaHHAM TOXApHOH O0€30IacCHOCTH, YCTaHOBJIEHHBIM
3aKOHOJaTeabCcTBOM Poccuiicko denepanum.

[ToMeleHuss cyObeKTa PO3HUYHON TOPrOBIM JOJIKHBI OBITH CIHPOEKTHPOBAHBI M
OCHAIIlEHBl TaKUM 00pa3oM, 4ToObl 00ecrieunBaTh 3aIlUTY OT NPOHUKHOBEHUA HACEKOMBIX,
IPBI3YHOB WM JPYTUX )KMBOTHHIX.

B nomemeHHsIX cyObeKTa pPO3HUYHONW TOProBJIM, TMpeAHa3HAaYeHHBIX JJIA
M3rOTOBJIEHHS JIEKAPCTBEHHBIX MPENaparoB, IOBEPXHOCTU CTEH U MOTOJIKOB JOJDKHEI OBITH
rMagKuMH, Ge3 HapyUIeHHs IeJOCTHOCTH MOKPBITHA (BOJOCTOMKHE KPacKd, dSMald WIH
KadenbHble TIJa3ypOoBaHHBIE IUIUTKH CBETIBIX TOHOB), OTAENBIBATBCA MarepHaiaMmi,
JOMYCKAIOIIAMHM BJI@KHYI0 YOOpPKY ¢ IpMMEHEHHEM Je3MHOULUUpPYIOIIHX CpPeICTB
(HernasypoBaHHas KepaMUiecKas IUIMTKA, JIMHOJIEYM ¢ 00sA3aTebHOM CBApKOi LIBOB HUIIH
JpyTHe MaTepuasbl).

MecTa NMpUMBIKaHWS CTE€H K HOTOJNKY M IOy He JO/DKHBI HUMETh YIIIyOleHHH,
BBICTYIOB U KapHH30B.

28. IToMelneHUS CyObeKTa PO3HUYHOIH TOProOBIM MOTYT MMETh KaK €CTECTBEHHOE,
TaKk M HMCKYCCTBEHHOe ocBelieHHe. OOllee HMCKYCCTBEHHOE OCBEILEHHE OJDKHO OBITH
NpeAyCMOTPEHO BO BCceX MOMENIEHHAX, JJIs OTAENbHBIX paboyux MeCT TpH
HEOOXOAUMOCTH MpeaycMaTpUBaeTCs MECTHOE UCKYCCTBEHHOE OCBEIICHHE.

29. CyOBeKT pO3HMYHON TOpProBiM JOJDKEH pacrojaraTb o0OpyJoBaHUEM H
MHBEHTapeM, 06eCIIeYHBaAOUIMMU COXpaHEeHHe KauecTBa, 3(QHEKTUBHOCTH U O€301aCHOCTH
TOBAapOB alTE€YHOI'0 aCCOPTUMEHTA.

30. [ToMemeHust Uil XpaHeHHs JIEKApCTBEHHBIX IpenaparoB JO/KHBI OBITh
OCHallleHBl 000pyAOBaHHEM, MO3BOJAIOLIMM OOECIEYHTh HX XpaHEHHE C Y4YeTOM
TpeGoBaHUIl HayIexalel NPaKTUKA XpaHEHUs U IIEPEBO3KH JIEKApPCTBEHHBIX MperapaToB.

IMoMeweHusi, a Takxke OOOpYyIOBaHHE, HCIOJIb3yeMOe CYOBEKTOM pPO3HHYHOM
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TOPTrOBIIU pH OCYLIECTBICHUH JesTeIbHOCTH, JIOJDKHBI OTBeYaTh
CaHMTApHBIM TPeOOBAHMAM MOXXapHOU 06e30MacHOCTH, a TaKkKe TEXHHKe 0e30MacHOCTH B
COOTBETCTBHH C 3aKOHOJATENLCTBOM Poccuiickoii ®enepanum.

31. YcTaHoBKa 000OpYZOBaHHUS AOJDKHA MPOM3BOIUTHECA HAa PAaCCTOSHUH HE MEHee
0,5 MeTpoB OT CTEH WIM APYroro obopynoBaHMs, YTOOB MMETh JOCTYN Ui OYHCTKH,
NEe3UH(EKINK, PEMOHTA, TEXHHMYECKOTO OOCIY)XMBaHMs, IOBEPKH M (WIH) KaTHOPOBKH
060opyaoBaHus, 06eCIeYHBATh JOCTYI K TOBapaM alTeYyHOTro acCOPTHMEHTa, CBOOOIHbIN
NpoxoJi pabOTHUKOB.

O6opynoBaHie He JOJDKHO 3aropaXuBaTh €CTECTBEHHBIM HIIM MCKYCCTBEHHBIN
HUCTOYHHK CBETa U 3arPOMOXKIATh POXOMBI.

32. JTocTymn B moMemeHus (30HbI) JAOJDKHBI MMETh TOJIBKO JIMLA, YIOJHOMOYEHHBIE
PYKOBOJHTENIEM CyOBeKTa pO3HHYHOM TOProBiH. J[OCTYl OCTOPOHHHX JIMI] B YKa3aHHBIE
TIOMEIIIEHUS HCKJTFOUAETCH.

33. OGopynoBaHHe, HCIOJNb3yeMOe CYOBEKTOM PO3HMYHOH TOPIrOBIH, HOJDKHO
UMeTh TEXHHYECKHME MacIlopTa, XpaHAllecs B T€YEHHE BCEr0 BPEMEHH I3KCILTyaTallud
000py10BaHUsl.

O6opynoBaHHe, HCIOIb3yeMOe CYOBEKTOM PO3HMYHOM TOProBJIU M OTHOCSIIEecs K
CpelIcTBAM HM3MEPEHHil, 10 BBOJAa B SKCIUTyaTalMIO, a TakKe IOCIE peMOHTa ¥ (MIIH)
TEXHMYECKOI0 OOCIY)XKHMBaHHS IOJIEKHUT MepBUYHON MOBepke M (MIIM) KaJUOpOBKe, a B
MpolLecce HKCIUTyaTalliy — IIepHOJHYecKoii MoBepKe U (WId) KalIMOpOBKE B COOTBETCTBUU
¢ TpeGoBaHMAMHU 3aKOHOAaTeNbcTBa Poccuiickoit @enepauun 06 obecneuyeHnH €UHCTBA
U3MEPEHUI.

34. ToproBoe momeuieHue ¥ (WIKM) 30Ha JOJDKHBI OBITE 000pYIOBaHBI BUTPUHAMY,
cTeJylakaMu (TOHIOJIaMH) — MpPH OTKPHITOM BBIKNIaJIKe TOBapa, OOeCIEUYUBAIOIIMMH
BO3MO)XHOCTb 0030pa TOBapoB allTeYHOIO acCOPTHMEHTA, paspellieHHBIX K IMpoJaxe, a
TaKoKe obecreuynBaTh y00cTBO B paboTe i pabOTHUKOB CYOBEKTa PO3HUYHON TOPTOBIIH.

Jlomyckaercss OTKpbITas BHIKJIQJKa JIEKAPCTBEHHBIX IpeNaparoB Oe3pelenTypHOro
OTITyCKa U IpYrUX TOBApOB allTeYHOr'0 acCOPTUMEHTA.

35. UHopMarus o JeKapCTBEHHBIX MpelnapaTax, OTIyCKaeMBIX 0e3 pelernTa, MOKeT
OBITH pa3MellleHa Ha TOJIKe B BHJE IOCTepa, BoOlepa M MHBIX HOCUTEIIX HH(pOpMaluH B
LeJIAX MpeJOCTaBIEH s MOKYMAaTel0 BOBMOKHOCTH CJeJIaTh OCO3HAaHHBIA BBHIOOp TOBapa
aNTe4yHOro AacCOpTHMEHTA, MONyYUTh HHOGOPMALMIO O IPOU3BOAMTENE, CIOCOOE ero
MPUMEHEHUs. M C LEJbI0 COXpaHeHWs BHEIIHero BHMJAa ToBapa. Takxke B yHOOGHOM s
0003peHHsT MecTe JODKeH OBITh MOMEIIeH ILEHHMK C YKa3aHWeM HanMeHOBaHu,
JIO3UPOBKH, KOJIMYECTBA 103 B YMAKOBKE, CTPaHBI NPOM3BOJUTENS, CPOKAa TOAHOCTH (TIpH
HAJIMYKH).

36. JlekapcTBeHHBIE TIpemapaThl, OTIycKaeMble Oe3 pelenTa, pa3sMellaloTcs Ha
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BUTPUHAX C YYETOM YCJIOBUHA XpaHEHUs, MpPelyCMOTPEHHBIX WHCTPYKUMEH II0
MeAUILUHCKOMY IIPUMEHEHUIO U (WIH) Ha YIIaKOBKE.

JlexapcTBeHHBIE Ipenaparsl, OTIyCKaeMble [0 pelenTy Ha JeKapCTBEHHBIH
npemnapar, JOIMYCKaeTCid XpPaHUTh Ha BUTPHHAX, B CTEKJISHHBIX U OTKPHITHIX INKadax mpu
YCJIOBUM OTCYTCTBUS JOCTYIA K HUM MOKYyMHaresei.

JlexapcTBeHHBle TIpenaparbl, OTIyCKaeMble [0 peLeNnTy Ha JIeKapCTBEHHBIN
npenapat, pa3MeIlaloTCs OTAENBHO OT Oe3pelenTypHBIX JIEKapCTBEHHBIX IpernapaTtoB B
3aKpBITBIX LIKadaX ¢ OTMETKOM «I0 PeLenTy Ha JIEKapCTBEHHBIH Npernapary, HaHECEHHON
Ha MOJIKY WJIH IKad, B KOTOPHIX pa3MeIIeHbl TaKUe JIEKAPCTBEHHBIE IIperapaTrhl.

VI. IIpouecch aesTeTbHOCTH CyObeKTa pO3HUYHOM TOProBIX
TOBapaMHU alTeYHOI'0 aCCOPTUMEHTA

37. Bce mpouecchl JeATeNbHOCTH CyOBEKTa PO3HMYHOM TOPIrOBIH, BIMAIOLIUE Ha
KayecTBO, J(PQEeKTUBHOCTE U 0O€30IacCHOCTh TOBApOB AaNTEYHOIO AaCCOPTUMEHTA,
OCYIIECTBJISIOTCS B COOTBETCTBUU C YTBEP)KICHHBIMHU CTaHAAPTHBIMU OIEPalMOHHBIMU
npouesypaMH.

38. PykoBogutenem anTe4yHou OpraHu3allkH, WHJWBUyaJIbHBIM
NpeJNpUHUMATEIEM, HUMEIOIIUM JIMLEH3MI0 Ha (apMaleBTUYECKyI0 JESTEIbHOCTD,
obecrieynBaeTCsl HATUIME MUHUMAIBHOIO aCCOPTUMEHTA.

39. PykoBouTelNb CYOBEKTa POZHUYHOM TOPTrOBIIK JOJIKEH OCYLLECTBIATh KOHTPOJIb
KOJIMYECTBEHHBIX M KayeCTBEHHBIX IapaMeTpPOB 3aKyIIEHHBIX TOBapOB alTe€YHOI'o
acCOpTUMEHTa, a TakXKe CPOKOB HUX I[IOCTaBKM B COOTBETCTBUM C JOrOBOPaMH,
3aKJIFOYeHHBIMU B COOTBETCTBMM ¢ TpeOoBaHUAMHU 3aKoHojaresbcTBa Poccuiickoit
®eiepaliii.

40. PykoBoauTesieM CyObeKTa PO3HUYHON TOProBIM JOJDKEH OBITH YTBEpXKAEH
NopsAAOK oTOOpa U OLEHKU NOCTABIIMKOB TOBApOB alT€YHOro acCOPTHUMEHTa C YYETOM B
TOM YHCJIE CIeAYIOLUIUX KpUTePUEeB:

a) COOTBETCTBHUE IIOCTABIIMKA TpeOOBaHHUAM [EHCTBYIOLIEro 3aKOHOJATENIbCTBA
Poccuiickoit denepaluu o JIULEH3UPOBAHUH OTAEIIBHBIX BU/IOB JESATENIbHOCTH;

0) menoBas pemyTalMs MOCTaBIIMKa Ha (apMalleBTUYECKOM pBIHKE, HCXOIA W3
HaJIn4us ¢akToB OT3bIBa ¢danbcuGUINPOBaHHBIX, HeJ0OpOKaYeCTBEHHBIX,
KOHTpa(akTHEIX TOBapOB aNTeYHOrOo AacCOPTHMEHTAa, HEWCIIOJHEHHE WM IIPUHATHIX
JOTOBOPHBIX 00s3aTeNbCTB, NPEeANUCAaHUN YIIOJTHOMOYEHHBIX OPraHOB IrocyJapCTBEHHOIO
KOHTpOJI 0 (akTax HapylleHUs TpeOoBaHUIl 3akoHOAaTeNbCcTBa Poccuiickoi ®Deaepanuy;

B) BOCTpeOOBaHHOCTh  TOBapOB  aNTEYHOTO  acCOPTMMEHTa,  IIpeJlaraeMbIX
MOCTaBIUMKOM JJIs JajibHeilell pealu3alyy, COOTBETCTBHE Ka4eCTBAa TOBAPOB allTEYHOTO
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acCOpTHMeHTa TpeOoBaHUAM 3aKOHOJaTeIbCTBOM Poccuiickoil denepanuy;

r) cobmofieHe  TOCTaBUIMKOM  TpeGoBaHUM, YCTaHOBJIEHHBIX  HACTOSIIUMU
IMpaBuwiaMu, K OQOPMIIEHHIO JOKYMEHTAUMM, HAIUYMIO JOKYMEHTa C IepevyHeM
JeKIapaudii 0 COOTBETCTBUM MPOXYKLHH YCTAHOBJICHHBIM TpeOOBaHUAM, IPOTOKOJIA
COTIJIACOBAaHUSA LIEH Ha JIeKapCTBEHHBIE MpernapaTrhl, BKIIOYEHHBIE B MEepeueHb XU3HEHHO
HeO0OXOAUMBIX M BaXXHENINX JIEKapCTBEHHBIX MpEIapaToB;

1) coOMmoieHHe IOCTaBIIMKOM TEMIEpaTypHOrO peXuMa IpU TPaHCIOPTUPOBKE
TepMOJTa0MIBHBIX JIEKAPCTBEHHBIX IpernapaToB, B TOM 4YHCJIE HMMYHOOHOJIOTMYECKHX
JIeKapCTBEHHBIX MpenapaTos;

€) MpeJocTaBieHHe MOCTABIIMKOM TapaHTUU KayecTBa Ha IIOCTaBIIsIEMBIE TOBapHI
anTevHoOro aCCOPTUMEHTAa;

) KOHKYPEHTOCTIOCOOHOCTh NpeiaraeMbIX MOCTaBIIMKOM YCJIOBUI JOr0BOpa;

3) DKOHOMHUYECKass OOOCHOBAHHOCTh IIpe/UlaraéMbIX IIOCTABIIMKOM  YCIIOBH
MIOCTaBKHU ToBapa (KPaTHOCTh MOCTABJIIEMBIX YIIaKOBOK, MUHUMAaJIbHas CyMMa IOCTaBKH);

1) BO3MOXKHOCTb ITOCTaBKH IIUPOKOI0 aCCOPTUMEHTA;

K) COOTBETCTBHE BPEeMEHHU TMOCTaBKUM paboueMy BpeMEHHM CyOBeKTa pPO3HUYHOM
TOPrOBJIU.

41. CyObekT pO3HHYHON TOpProBiM U MOCTABLIMK 3aKIIOYAIOT JOTOBOP C Y4YETOM
TpeGoBaHMil 3aKOHOJaTeIbCTBA 00 OCHOBAaX rOCyAapCTBEHHOI'O PEryJIMpOBaHHUSA TOProBOi
HesTensHOCTH B Poccmiickoit Denepaiiuy, a Takke ¢ y4eTOM TpeOoBaHUN I'pakAaHCKOro
3aKOHOJaTeIbCTBa, MPEeAyCMATPUBAIOIIUX CPOKH NMPUHATHUSA [OCTABIIMKOM IIPETEH3HH IT0
KayecTBY MNPOAYKIMHM, a TaKkKe BO3MOXXHOCTh BO3BpaTa (QalbCUPULMPOBAHHBIX
HeJJ0OpOKaYeCTBEHHBIX, KOHTpagakTHEIX TOBApPOB allTE€YHOIO0 acCOPTUMEHTA MOCTaBINMKY,
ecid uUHPOpMaUUsA 00 3TOM TMOCTYMWIa Mocjie NPUEMKH ToBapa M O(OpMIIEHUS
COOTBETCTBYIOIIMNX JOKYMEHTOB.

42.B OTHOUIEHMM TOBapoOB alTEYHOTO AacCOpTUMEHTa (3a HCKIIOYEHHEM
MEIUIMHCKUX M3/eNIUii) CYObeKTOM PpO3HUYHONH TOProBIM [OIIYCKAETCs OKa3aHHe
MOCTABIIMKY Ha BO3ME3AHOW OCHOBE YCIYT, NIPEMETOM KOTOPBIX SIBJISETCS BBHINIOJIHEHHE
JIeficTBHf, SKOHOMHUYECKH BBITOJHBIX IOCTAaBLIMKY U CIMOCOOCTBYIOUIMX YBEIHYEHHMIO
MpoJaX TOBAapOB alNTeYHOTO acCOPTUMEHTA (3a UCKIIOYEHHEM MEeIAMLUHCKUX H3JCIHi) U
JIOSUTBHOCTH TIOKYyINaTese.

ITocTaBLUIMK CAaMOCTOSATENIFHO pelaeT BONPOC O HEOOXOAUMOCTH MPUOOPETEHHs UM
TAaKUX YCIYr M HaBsA3bIBaHMe IMOCTABLIMKY TaKOro poJa yCIyr CyOBEeKTOM PpO3HMYHOMN
TOPrOBJIM HE JAOIMYCKAETCs.

43. 3akynka TOBApOB allT€YHOrO aCCOPTUMEHTA CYOBEKTOM PO3HUYHOM TOPIOBIIH,
CO3JJaHHBIM B BHUJE TOCYJApCTBEHHOTO M MYHMLMMNAJIBHOIO YHUTApHOIO NpPEANpPUATHS,
OCYIIECTBIISIETCSI B COOTBETCTBUM C TpeOOBaHUSIMM 3aKOHoOAATeNbCcTBa Poccuiickoi
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degepauv 0 KOHTPAKTHOH cucTeMe B cdepe 3aKymok TOBapoB, paboT, yciuyr s
obecreyeHus: ToCyJapCTBEHHBIX U MYHULIMITATBHBIX HYX].

44. B mnpoiecce MNpUEMKU TOBApOB alTE€YHOIO acCOPTUMEHTa, B TOM YHCJIC
TpeOyIOIMX CHELHMalbHBIX YCJIOBUH XpaHEHUS U Mep Oe30MacHOCTH, OCYILIECTBIISETCS
OlLleHKa COOTBETCTBHUSI NPHUHUMAEMBIX TOBApOB TOBAapOCOINPOBOAUTENBHOM NOKYMEHTAIH
[0 AacCOPTUMEHTY, KOJIMYECTBY M KauecTBY, COOIIOJNEHHUIO CIEIUAIbHBIX YCJIOBUI
XpaHeHus (MpU HAJTMYMU TaKoro TpeOOBaHMsl), a TakxKe IMPOBEepPKa HAJIUMYHA MOBPEKIEHUI
TPAHCIIOPTHOM Taphbl.

KoMmneTeHuust cyOpekTa pO3HMYHOW TOProBiAM 1O TMPOBEPKE  KadecTBa
NOCTABJICHHBIX TOBApOB aNTEYHOIO AacCOPTUMEHTa OrpaHUYMBAeTCs BH3YyalbHBIM
OCMOTPOM BHEILIHEro BHUJA, NPOBEPKOH COOTBETCTBUS CONMPOBOJUTENBHBIM IOKYMEHTaM,
MOJTHOTHl KOMILJIEKTa COMIPOBOAMTENBHBIX JOKYMEHTOB, B TOM YHKCJIE peecTpa JOKYMEHTOB,
NOATBEPXKJAIOIUX KauyeCTBO TOBApoOB alTeYHOro accopTuMeHTa. CyObBeKTy PO3HUYHOI
TOPrOBJIM HEOOXOJAMMO YYHUTHIBaTh OCOOEHHOCTH MPHEMKH U MPeANpoNaXHON MPOBEPKU
TOBAapOB aNTe€YHOr0 aCCOPTUMEHTA.

45. IlpreMka TOBapoB alTEeYHOIO0 AacCOPTUMEHTA OCYILECTBISETCS MaTepUalbHO
OTBETCTBEHHBIM JIMLOM. Eciau ToOBapbl aNnTeYHOro acCOPTHMEHTa HaxXoIATCsS B
TPaHCIIOPTHOH Tape 6e3 MOBpeXACHU, TO MPUEMKa MOXKET IPOBOJUTHCS MO KOJIHYECTBY
MeCT WIHM T0 KOJMHYECTBY TOBapHBIX €IUHHI U MapKHpoBKe Ha Tape. Ecim mpoBepka
(aKTHYEeCKOro HaIW4Yus TOBApOB alT€YHOrO0 acCOPTUMEHTa B Tape He MPOBOIUTCS, TO
HE00X0AMMO c/IeaTh OTMETKY 00 3TOM B CONPOBOIUTENEHOM JOKYMEHTE.

46. Ecnu KoJIM4ecTBO U Ka4eCTBO TOBApOB alTEYHOIO aCCOPTUMEHTA COOTBETCTBYET
yKa3aHHOMY B CONpPOBOJUTENbHBIX JOKYMEHTAaX, TO Ha CONPOBOAUTEIIBHBIX JOKYMEHTax
(HakyagHOM, cueT-(pakType, TOBapHO-TPAHCHOPTHOM HaKJIaJHOW, peecTpe AJOKYMEHTOB IO
KayecTBY W JpPYTMX JOKYMEHTaX, YAOCTOBEPSIOMHUX KOJWYECTBO WJIM KayecTBO
NOCTYNMBIIMX TOBAapoOB) MpPOCTaBAAETCSA IUTaMN MpPHUEMKH, MOATBEpXKIAIOLIMNA (paKT
COOTBETCTBHSl MPHUHATHIX TOBAapOB aNTEYHOTO AacCOPTUMEHTA [aHHBIM, yKa3aHHBIM B
COIPOBOIUTEBHBIX JAOKYMEHTaX. MaTepuanbHO OTBETCTBEHHOE JIUIIO, OCYUIECTBISMOLIEe
INpUEMKY TOBapoB  aNT€YHOIro  acCOPTUMEHTa, CTAaBUT CBOK  MOJNUCH Ha
COMPOBOJUTENLHBIX JOKYMEHTaX U 3aBepsieT ee IMeuaThio CyObheKTa po3HUYHOI TOProBIM
(Ipu HANMUYUH).

47.B cny4ae HECOOTBETCTBHUS IOCTaBIEHHBIX CYOBEKTY pPO3HUYHON TOProBIH
TOBapoB AaNTEYHOI0 acCOPTUMEHTa YCJIOBUSM JOTOBOpa, AAHHBIM COMPOBOJUTENbHBIX
JOKYMEHTOB KOMUCCUEH cyObeKTa pO3HUYHON TOPTrOBJIM B COOTBETCTBUM C YTBEPKACHHOM
CTaHAAPTHOM ONEpALMOHHONW TNpoLeNypoi COCTaBNIsfeTCs aKT, KOTOpBIA SBISgETCA
OCHOBaHHEM s TMpeAbsABICHHUS TMpeTeH3UH IMOCTaBIUUKY (COCTaBlieHHMEe aKTa B
OJHOCTOPOHHEM IIOPSAJKE MaTepHaIbHO OTBETCTBEHHBIM JIMLIOM BO3MOXKHO TPH COTJIaCHH
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MOCTABIIMKA WK OTCYTCTBUS €r0 NMpeJCTaBUTENA).

CyObeKTOM PO3HMYHOM TOProBiM IO COTJIACOBAHHUIO C MOCTaBIIUKOM MOXET OBITH
YTBEpXKAEeH HHOM crmoco0 yBeJOMJIEHHS MOCTaBIIMKAa O HECOOTBETCTBHH IIOCTABJICHHBIX
TOBApOB alTE€YHOT0 aCCOPTUMEHTA CONPOBOAUTENBHEIM JOKYMEHTaM.

48. JlekapcTBeHHBIe MpemapaTsl HE3aBUCUMO OT HCTOYHHKA WX MOCTYIUICHUS
MOJABEPraloTcs MPUEMOYHOMY KOHTPOJIIO € LENbI0 MpPeAYyNpeKACHUS IOCTYIUICHHUS B
MPOJaXy ¢banbcupUIMPOBAHHBIX, HeZJ0OpOKaYeCTBEHHBIX, KOHTpadaKTHBIX
JIeKapCTBEHHBIX MpenapaToB.

IIprieMOYHBIH KOHTPOJIb 3aKII0YaeTcs B MPOBEPKE MOCTYMAOIIUX JIEKAPCTBEHHBIX
TMpenapaToB MyTeM OLEHKHU:

a) BHEIIHETO BUJIa, LIBETA, 3aIlaxa;

0) LIEJIOCTHOCTH YIIAKOBKH;

B) COOTBETCTBHSI MAapKHPOBKH  JIEKQPCTBEHHBIX IMpemnapaToB  TpeOOBaHUSAM,
YCTaHOBJICHHBIM 3aKOHOJaTeIbCTBOM 00 00pallleHnH JIeKapCTBEHHBIX CPEJICTB;

I') IPaBWJIBHOCTH 0OPMIICHHS CONIPOBOAUTENIbHBIX JOKYMEHTOB;

1) HaIM4MsA peecTpa AeKiapallMii, MOATBEP)KAAIOLIMX KayeCTBO JIEKapCTBEHHBIX
CPEJICTB B COOTBETCTBHUH € JeHCTBYIOIIMMH HOPMAaTUBHBIMHU AOKYMEHTaMH.

49. llns npoBeJieHUs MPUEMOYHOTO KOHTPOJIS NMPHKAa30M PYKOBOAUTENS CyObekTa
PO3HUYHON TOPTrOBJIIM CO3JaeTcs MpueMHasi KoMUccHsS. YneHbl KOMUCCHM JOJDKHBI OBITH
O3HAaKOMJIEHBI CO BCEMH 3aKOHOAATEJIbHBIMU W HMHBIMU HOPMAaTHUBHBIMU IIPaBOBBIMH
aktaMu Poccuiickoii ®enepaiuu, onpeaeNsOllUMUA OCHOBHBIE TpeOOBaHUS K TOBapaM
anTe4YHOro  acCOpPTUMEHTa, OQOpPMIEHHIO COIPOBOJUTEIBHBIX  JOKYMEHTOB, HX
KOMILIEKTHOCTH.

50. ToBaphl anTeyHOrO aCCOPTUMEHTA JI0 MOAAYu B TOPrOBYIO 30HY JOJDKHBI IIPOUTH
IpeanpoJaXHYIO MOArOTOBKY, KOTOpas BKJIFOYAET paclakoBKY, paCCOPTHPOBKY U OCMOTD,
NpOBEpKY KauecTBa ToBapa (MO0 BHEIIHMM IIpU3HaKaM) U HalW4us HEOOXOAUMOM
uHGOpMaLMHU O TOBape U €ro MOCTABILMKE.

51. IlpoaykTel ne4yeOHOro, OETCKOTO M AUETHYECKOro MUTaHMs, OHMOJIOTMYECKH
aKTHBHBIE HOOABKM SBJIAIOTCS MHILEBBIMH MPOAYKTaMHU, KOTOpBIE A0 MX I[OJa4yu B
TOProBYI0 30HY WM HHOE€ MECTO TOPrOBIIM JO/DKHEI OBITH OCBOOOXIEHBI OT Taphl,
00epTOYHBIX M YBSA30YHBIX MaTepUanoB, MeTaiMueckKux Kiaunc. CyObekT po3HUYHOM
TOPrOBJIM JOJDKEH TakKe IMPOM3BECTH IPOBEPKY KadecTBa IPOLYKTOB Jie4yeOHOrO,
JETCKOTO M JUETHYECKOTrO NHUTaHHUSA, OHOJOTHYECKH aKTHUBHBIX J00ABOK MO BHELIHUM
Npu3HaKaM, IPOBEPUTh HaJlMude HEOoOXOAUMOH JOKyMeHTauuu U HHOOpMaLUH,
OCYLIECTBUTh OTOPAKOBKY ¥ COPTUPOBKY.

Toproens mnpoaykTaMu Je4eOHOro, JOETCKOr0 U JAUETUYECKOro IHUTaHus,
OHOJIOTHUECKH AaKTUBHBIMH JOOaBKaMH 3alpellaeTcs MpU HapyLIEHUU LEeJIOCTHOCTH
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ynmakoBkd. KadecTBo AaHHON Trpynmbl TOBapOB IOATBEPXKAAETCS CBUAETEIBCTBOM O
roCyJapcTBEeHHOH perucTpaldd, B KOTOPOM YKa3aHa oOJiacTb IpUMEHEHHS W
HCTIOJIB30BaHUS M JOKYMEHTOM MPOU3BOAUTENS U (M) [IOCTAaBIIMKA, MOATBEPKAAIOIIETO
0e30MacHOCTh MPOAYKTa — JeKiapaldeii O COOTBETCTBHMM KayecTBa MM PEECTPOM
IeKJIapaluii.

B cnyuyae HapylleHHs LEJIOCTHOCTA YIAKOBKH, OTCYTCTBUSL IIOJIHOTO IIaKeTa
JOKYMEHTOB TMpPOJYKTHI JIEYeOHOTO, JETCKOr0 U JHETHYECKOTrO NMHUTaHHA, OMOJIOTHYECKH
aKTUBHBIe J0OaBKH MMOAJEXKAT BO3BpaTy IMOCTaBIIMKY.

52. He3uHbuypylolye cpeacTBa A0 MOJa4l UX B TOPrOBYIO 30HY, pa3MEIUEHUs B
MecTe MpoJaXH MOJDKHBI TNMPOWTH MpPeANpoAdKHYI IMOArOTOBKY, KOTOpas BKJIIOYaeT
OCBOOOXIeHHE OT TPAHCIOPTHON Tapbl, COPTUPOBKY, MPOBEPKY LIEJIOCTHOCTH YIAaKOBKH
(B ToM uucie GYHKUMOHHPOBAHUS adpO30JIbHOM YNAaKOBKM) M KadecTBa ToBapa
10 BHEIIHHUM MpHU3HaKaM, HaJU4usi HeoOXoAuMod HH(OpMaUuH O Ae3HHPULHPYIOIIHX
CpelCTBaX U €ro U3roTOBHTEJIE, MHCTPYKIUH 110 IPUMEHEHHIO.

[MapdroMepHO-KOCMeTHYECKAsA TPOTYKIMs, NI0JaBaeMasi B TOProBYIO 30HY, JOJDKHA
COOTBETCTBOBAaTh TpeOOBaHUsM, olpeleieHHbIM PemenneM Komuccum TamoxeHHOTro
coroza oT 23 ceHtabps 2011 r. Ne 799 «O npuHATHM TEXHHYECKOrOo perjiaMeHTa
TamoxxeHHOT0 coro3a «O 6e30macHOCTH NapdIOMEpHO-KOCMETHUECKON ITPOAYKLINI.

VII. Peanusanus ToBapoB anTEYHOI0 aCCOPTUMEHTA

53. Po3HHYHAs TOProBJis TOBapaMH allTE€YHOTO0 acCOPTHMEHTa BKIIOYAET MPOJaXY,
OTIYCK, hapMaleBTUYECKOe KOHCYIbTHPOBAHUE.

JIng  TmpefocTaBleHUS ycIyr 1o (apMaLeBTUYECKOMY KOHCYJIbTHPOBAHHIO
JOIIYCKaeTCs BBIIeJICHUE CIe[abHOM 30HEBI, B TOM YHCie IJI OKUAAHUs MOTpeOUTeNeH,
C YCTaHOBKOW WJIM 0003HaYeHHEM CIIELUAIbHBIX OIpaHMYUTENEH, OpraHu3aluei cuasaunx
MecT.

54. TIpy peanu3aumu JieKapcTBEHHBIX NpenaparoB (papmaneBTUYECKUN pabOTHUK He
BIpaBe CKpHIBaTh OT IOKymaTeas HWHGOPMALMIO O HAIMYUM HHBIX JIEKapCTBEHHBIX
MpenapaTroB, UMEIOIIUX OJMHAKOBOE ME)XIyHapOJHOE HElaTeHTOBAHHOE HaMMEHOBAHUE H
LIeHBl HA HUX OTHOCHUTEJIBHO K 3aIIPOIIEHHOMY.

55. B ToproBoii 30He B yA0OHOM J1s1 0003peHHs] MECTE Pa3MELAOTCS

a) KOMUSA JIMLIEH3UH Ha (apMaLleBTHYECKYIO AEATEIbHOCTD;

0) KoM JIMLEH3UU JAeATEIbBHOCTH 110 000pOTy HAapKOTHYECKHMX CPEACTB,
NCUXOTPOMHBIX BEIIECTB M HMX IPEeKypcopoB, KyJIbTUBMPOBAHHE HApKOCOJEpXKalUX
pacTteHui (py HAJTUYHUH);

B) UHQopMallMd O HEBO3MOXXHOCTU BO3BpaTa W OOMEHa TOBAapOB allTE4YHOrO
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acCOPTHMEHTa Ha/Jiexallero KayecTna;

I) MHble JOKYMEHTHl M HHpOpMalUs, KOTopas T0/DKHA OBITH JoBedeHa A0 CBeIeHHS
MOKYyHaTene.

56.Ilo TpeGoBaHHIO TmoOKymHaTelsd ¢apMaleBTHYeCKHiA pabOTHUK  JOJDKEH
O3HAaKOMHUTb €ro C COINPOBOJUTENBHON JOKYMEHTallueii Ha ToBap, coJepaued o
KaXIOMY HalMEHOBaHUIO TOBapa CBeJeHHA 00 00sA3aTeNbHOM IOATBEP)KAEHUU
COOTBETCTBUS COIJIACHO 3aKOHOAATENbCTBY Poccmiickoil ®Depepaliui 0 TeXHHYECKOM
perynupoBaHuu (cepTUUKAT COOTBETCTBHA, €r0 HOMEp, CPOK €ro IeHCTBUs, Opra,
BBIJIABIIUIA cepTHU(UKAT, UIH CBEJEHHUS O JeKJapalud O COOTBETCTBUH, B TOM YHCIE ee
pErMCTpallMOHHBI HOMEpP, CPOK €€ JeWCTBUs, HaUMEHOBaHHWE JIMLa, IPUHSIBLIErO
IeKIapalliio, U OpraH, €€ 3aperucTpUpOBaBIIUii). OTH JOKYMEHTBI JOJDKHBI OBITH
3aBEPEHBI MOANUCHIO U MeYaThio (MpY HAJIMYMK) [MOCTAaBIIMKA WM MpoJaBla ¢ yKa3aHHEeM
ajJipeca ero MecTa HaXx0XkIeHUs ¥ KOHTaKTHOro TeledoHa.

57. Po3Hu4Hasi TOProBiisg TOBapaMH alT€YHOrO acCCOPTUMEHTA, He OTHOCAIIMMHUCS K
JIEKapCTBEHHBIM IMperapaTaM, MOXXET OCYIIECTBISAThCA pabOTHHUKAMH, HE HMMEIOLIUMU
¢dapmaneBTHYECKOTO0  00pa3oBaHMs WJIM  JOMOJIHUTENBHOIO  MpodecCHOHAIBHOTO
o0pa3oBaHMs B 4YacCTU PO3HUYHOI TOProBiIM JIEKAPCTBEHHBIMH MpernapaTaM B CiIy4yae MX
pabotel B 000coONeHHBIX moJpazfieyieHUsX (amOynaropusax, (QelbAlepcKux U
¢denpAlepcKo-aKymIepCKUX — MyHKTaX, LeHTpax (oTHeneHusx) oOmel BpauyeOHON
(ceMmeifHOIM) MpakTUKH) MEAMLHUHCKUX OpraHu3aluii, HMEIOMUX JUIEH3UI0 Ha
ocyllecTBlIeHHe (apMaleBTHUYECKOM JESATEIbHOCTU U PACMONOXEHHBIX B CEJbCKHUX
HaceJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeYHble OpraHU3alUu.

58. Kaxxapili cyObeKT pO3HUYHOW TOProBJM JAOJDKEH UMETh KHUTY OT3BIBOB H
1IpeJI0KEeHUI, KOTopast IpeloCTaBIsAeTCs MOKYNaTeNio Mo ero TpeboBaHuIo.

VIII. IlpoBeaeHNE OLIEHKHU ACATENBHOCTH

59. PykoBoauTenb cyOBeKTa poO3HUYHOMN TOProBIIM MPOBOAUT OLEHKY AeSATeIbHOCTH
C LeJIbI0O MpPOBEPKU IOJHOTHl BBHINOJHEHUS TpeOOBaHWiA, YCTAaHOBIEHHBIX HACTOSIIMMHU
IIpaBuniamu, U onpeiesIeHUsI KOPPEKTUPYIOIIUX IEUCTBUM.

60. Bompockl, Kacaroluecs NIepCcOHaa, MOMELICHUH, obopynoBaHus,
JOKYMEHTallU1, CcOOMIOAeHUs MpaBUj TOProBlM TOBapaMH AalTEeYHOIO acCOPTHMEHTA,
MeponpUATHH 1Mo paboTe € OT3BIBAMU M MpeJIOKEHUAMH MOKymatesed, paboThl MO
BBISBICHUIO (panbCHUPUUHUPOBAHHBIX, HEAOOPOKAUECTBEHHbIX, KOHTpa(aKTHBIX TOBAapOB
anTeyHOro acCOPTHUMEHTa, a TakKe JEATENbHOCTb I0 MPOBEJCHUIO BHYTPEHHEIO ay/auTa,
JO/DKHBI  aHAJIM3UPOBAThCS  PYKOBOJMTENEM CyObeKTa pO3HUYHONW TOpProBidM B
COOTBETCTBUY C YTBEPKIACHHBIM IIIIaHOM-TpapUKOM.
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61. BHyTpeHHHMIT ayOuT JOJ/DKEH TPOBOJWTHCS HE3aBUCHMO M TIIATEJHHO
CIlellHaJIbHO Ha3HAYeHHBIMU DPYKOBOJHUTEJIEM CYOBEKTa PO3ZHUYHOW TOPrOBIM JIMIIAMH,
COCTOSIIIMMM B IUTaTe CyObEeKTa pPO3HUYHOW TOpProBid W (WIHM) IpHBJIEKAEMBIMH Ha
JOTOBOPHOI OCHOBE.

Ilo pemenunto pykoBoauTe s CyOBbeKTa pOZHUYHOM TOProBIU MOXET OBITh POBEAEH
HE3aBUCHMBIN ayIUT, B TOM 4YHUCJIE JKCIEepTaMH CTOPOHHUX CYOBEKTOB pPO3HMYHOMA
TOPTOBJIN.

62. Pe3ynbTaTsl BHyTpeHHEro ayauTa o(hopMIISIOTCS JOKYMEHTAIBHO.

JIOKYMEHTEHI, cOCTaBJIEHHBIE 110 pe3yJibTaTaM ayInuTa, JOJDKHBI BKIIIOYATh B €0 BCIO
MONY4YEHHYI0 HUHQOpMALMI0O M MpeIoKEHUS 10 HEeOOXOAUMBIM KOPPEKTHPYIOIIUM
JEeVCTBUSAM.

Mepel, NnpeAlnpUHEMaeMBble MO pe3ynbTaTaM IMpPOBEJCHHOTO BHYTPEHHETO ayAWTa,
TaKkke 0QOPMIIAIOTCA TIOKYMEHTAIBHO.

63. BHyTpeHHMIT ayIUT MPOBOAUTCS TAKXKE C IIEJIbIO BBIIBJICHUS HEIOCTATKOB IIO
BBINOJIHEHUIO TpeOoBaHMH 3akoHoJaTelbcTBa Poccuiickoit ®eaepanii ¥ BBIHECEHHS
PEKOMEH AU 110 KOPPEKTUPYIOLIUM U MpeAYIPEx JAOMINM JeHCTBUAM.

64. IIlporpaMMa  BHYTpeHHero ayAuTa JOJDKHA  YYHTHIBaThb  PE3YJIbTAThI
MPEALIECTBYIOIIEr0 BHYTPEHHETO ayIUTa, IPOBEPOK KOHTPOIMPYIOLIUX OpraHoB.

65. JIno, OTBETCTBEHHOE 3a MpoBepseMyl0 O0O0JIaCThb JeATEIBLHOCTH CYOBbeKTa
PO3HMYHON  TOProBiM, JAODKHO  00eCleuyuTh  He3aMeIUTELHOE  BBINOJHEHHE
KOPPEKTHPYIOLIUX U NIpeAYNPEK AAOIMIMNX ASHCTBUIA.

HanbHedmne JAeHCTBUA JOJDKHBI BKJIIOYaTh B cebs  ayaur (IPOBEpPKY)
NPeANPUHATEIX KOPPEKTUPYIOIIUX U Npe yNpeKJaloIUX eCTBUN U OTUET O pe3ybTaTax
BBINOJIHEHHBIX JeHCTBUHN U UX 3 (PEKTUBHOCTH.

66. PykoBoguTenp CyOBeKTa pO3HHYHOW TOProBIM JOJDKEH 00€ecleuynuBaTh
UAEHTU(DHUKALMIO TOBapOB allTEYHOTO aCCOPTUMEHTA, He COOTBETCTBYIOLIMX TPeOOBaHUIM
HOPMATHBHOM [JOKYMEHTallud, B LEIAX IMpeJOoTBpAalleHUs HeNpeJHAMEPEHHOro UX
UCTIONb30BaHUS WIH PO JaXH.

QdanbcupuuUpOBaHHEIE, HeJ00poKaYeCTBEHHEIE, KOHTpa(akTHblE  TOBaphbl
anTe4YHOro acCcOpTMMEHTa JOJDKHBI OBITH HUIACHTUGHULUHUPOBAHBI U  M30JIMPOBAHBI
OT OCTAIbHBIX TOBApOB allT€YHOI'0 ACCOPTUMEHTA B COOTBETCTBHUU CO CTaHAAPTHHIMHU
OIepallMOHHBIMU IIpOlieAypaMHu.

MapkupoBka, MecTo U cHocoObl BBIAECNICHHUS] KapaHTHHHON 30HBI, a Takxke JIUIO,
OTBETCTBEHHOE 3a paboTy C YyKa3aHHBIMH TOBapaMH anTe4YHOTO0 AacCOPTHUMEHTa,
YCTaHaBJIMBAIOTCA [IPUKA30M PYKOBOAUTENS CyOBEKTa POSHUYHOM TOPTOBIIH.

67. PykoBoautenb cyObekTa pO3HHYHON TOPTOBIH AOJDKEH MOCTOSHHO IOBHIIIATE
pe3ynbTaTUBHOCTH CHCTEMBI Ka4yeCTBa, UCIOJIb3ys B TOM YHUCIIE€ pe3yJbTaThl BHYTPEHHETO
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ayJuTa, aHaJIU3 JAHHBIX, KOPPEKTHPYIOLUE U IPEAYIIPEXK AAOIINE IeHCTBUS.

68. B cTaHIapTHRIX OTIepallUOHHBIX MPOLIeAYypax JI0JDKHBI OBITh ONTMCAHbI OPSAAKY:

a) OCYILICCTBICHHUS aHalu3a Xajlo® U NpelIoKEeHHH MoKynaresied U MPUHATHA 10
HUM pellUCHUN;

0) ycTaHOBJICHHS TPUYMH HapylleHHs TpeOoBaHW Hactosmmx IlpaBUiI W HHBIX
TpeOOBaHWIT HOPMAaTHBHBIX IMPABOBBIX AaKTOB, DPEryIHPYIOIIUX BOMPOCH OOpalleHus
TOBAapOB AITE€4YHOI'0 ACCOPTUMEHTA;

B) OLICHKH HEOOXOIUMOCTH M LieJIecOOOpa3HOCTU MPUHATHUS COOTBETCTBYIOIIUX BO
n30exxaHue NOBTOPHOIO BOZHUKHOBEHUs aHAJIOTMYHOTO HapyIUECHHUS,

T) onpeAe/ieHUs. U OCYIIECTBICHUS HEOOXOAMMBIX JEHCTBUH € LeIbI0 HEJOMYLICHUS
nonafaHus (GaTbCUPULUPOBAHHBIX, HEJOOPOKAYEeCTBEHHBIX, KOHTpadakTHBIX TOBAapOB
alITeYHOr'o acCOPTHMEHTA K ITOKYIATelo;

1) OCYILIECTBIIEHU aHaJIU3a pe3yJbTaTUBHOCTU MPEANPUHATHIX IIpeAYNPEKAAOLINX
Y KOPPEKTHUPYIOIIUX AEHCTBHUIA.




