ITpukaz Munzapasa P® ot 04.03.2003 N 80
(pen. ot 18.04.2007)

"O0 yrBepxkaenun OtpacieBoro ctanaapra "l[IpaBuia ormycka (pean3anuu) JeKapCTBEHHbIX
CpPE/CTB B allTeYHbIX Opranu3anusax. OCHOBHBIC ITOJIOKEHUS"

(Bmecte ¢ "OCT 91500.05.0007-2003...")
(3apeructpupoBano B Muntocte PO 17.03.2003 N 4272)

MMHUCTEPCTBO 3JPABOOXPAHEHNS POCCUNCKON ®EJIEPAITN

I[TPUKA3
ot 4 mapta 2003 r. N 80

Ob YTBEPXJIEHMNM OTPACJIIEBOI'O CTAHIAAPTA

"TIPABUJIA OTIIYCKA (PEAJIM3ALNN) JIEKAPCTBEHHBIX CPEJACTB
B AIITEYHBIX OPTAHU3ALIAX. OCHOBHBIE ITOJIOKEHW A"
Cnucok U3MEHSIMUX TOKYMEHTOB

(B pexn. IIpukazoB Munzapascoupaszsutus PO ot 29.08.2004 N 92,

ot 13.09.2005 N 576, ot 18.04.2007 N 278,

C U3M., BHECEHHbIMU perieHnneM BepxoBuoro Cyna PO

ot 11.09.2003 N I'KIIH 03-607,

[Tpuxazom Munszapasa PO ot 30.01.2004 N 31)

B HEIAX Pa3sBUTHUA CUCTEMBI CTaHAAPTU3alluU B 3APAaBOOXPAHCHNU U COBCPIHICHCTBOBAHUSA
(I)YHKI_II/IOHI/IPOBB.HI/IH C(pCpLI O6paH_ICHI/I$I JICKApPCTBCHHBIX CPCACTB NIPUKA3bIBAIO:

YTBepauth u BBecTH B zelictBue ¢ 30 mapra 2003 rona Otpacnesoii cranmgapt OCT
91500.05.0007-2003 "IIpaBuia oTmycka (peajln3anuu) JeKapCTBEHHbBIX CPEICTB B allTEYHbIX
opranuzanusx. OCHOBHbBIE TTOJIOKEHUS" (IPUITOKEHNUE).

Munuctp

I0.JI.IIEBYEHKO



[Ipunoxxenue

YTBEPKIECHO

[Ipukazom MunucrepcTBa
3/1paBOOXPAaHEHUs
Poccuiickoit ®enepanuu

ot 04.03.2003 N 80

HetictBue nanaHoro OTpacieBoro CTaHAapTa HE PACHPOCTPAHSIETCS Ha IESTEIbHOCTD allTeK
7e4eOHO-TTPOPMITAKTUYECKUX YIPESKICHUNA U MeXO0IbHUYHBIX anTek ([Tncemo
Mumnznpascoupazsutus PO ot 19.12.2006 N 6768-BC).

OTPACJIEBO CTAHJAPT
[IPABUJIA OTITYCKA (PEAJIM3ALIN)
JIEKAPCTBEHHBIX CPEJICTB B AIITEUHBIX OPI AHU3AIMAX.
OCHOBHBIE ITOJIOXKEHU S

OCT 91500.05.0007-2003

CIUCcOK M3MEHSIONINX JTOKYMEHTOB

(8B pea. IlpukazoB Munszapasconpaszsutus PO ot 29.08.2004 N 92,
ot 13.09.2005 N 576, ot 18.04.2007 N 278,

C U3M., BHECEHHbIMU perienneM BepxoBrnoro Cyna PO

ot 11.09.2003 N I'KIIH 03-607,

ITpuxazom Munsapasa PO ot 30.01.2004 N 31)

1. BBenenue

®enepanbHblii 3aK0H OT 22.06.1998 N 86-D3 yrpatun cumiy ¢ 1 centsiops 2010 roga B cBsizu €
npuHsatiueM PenepanbHoro 3akoHa ot 12.04.2010 N 61-D3 "O06 obpareHun JTeKapCTBEHHBIX
cpencts".



[TocranoBnenueM [IpaButensctBa PD ot 19.06.2012 N 608 yTBepxkeno HoBoe [lonoxenue o
MunuctepctBe 3apaBooxpaneHus Poccuiickoit dexneparumu.

3akoH PO ot 10.06.1993 N 5154-1 "O cranmaptuzauuu” yTpaTui CUIy B CBSI3U C PUHATUEM
®epnepanbHoro 3akoHa ot 27.12.2002 N 184-D3 "O TexHMUEeCKOM peryaupoBaHun’.

1.1. Orpacnesoii ctangapt 91500.05.0007-2003 "[IpaBuina otmycka (peaaru3aiiym)
JIEKApCTBEHHBIX CPEJICTB B alTeUHbIX opranm3anusiax. OcHoBHbIe nmojoxenus" (namee - OCT)
pa3paboTaH B cCOOTBETCTBHH ¢ 3akoHOM Poccutickoit @eaepanmu ot 10 utons 1993 roma N 5154-
1 "O cranpapruzanuu" (Benomoctu BepxoBrnoro Cosera Poccutickoit deneparuu, 1993, N 25,
ct. 917; Cobpanue 3akoHonarenscTBa Poccuiickoit deneparuu, 1996, N 1, ct. 4; 15.07.2002, N
28, cT. 2791; 29.07.2002, N 30, ct. 3033), ®enepanbubiM 3akoHOM OT 22 uroHs 1998 roga N 86-
@3 "O nekapcTBeHHbIX cpeacTBax” (Cobpanue 3akoHonarenbcTBa Poccuiickoit denepanuu,
29.06.98, N 26, ct. 3006; 10.01.2000, N 2, ct. 126; 07.01.2002, N 1 (1), cT. 2), [Tonoxxerrem o
Munucrepctse 3apaBooxpanenus Poccurickoit @enepanuu, yreepxacHabM [locranoBieHuem
[TpaButenscTBa Poccuiickoit @eneparuu ot 29 anpens 2002 roga N 284 (Cobpanue
3akoHoarenbcTBa Poccutickoit deneparuu, 06.05.2002, N 18, ct. 1771).

1.2. Hactostmmit OCT siBnisieTcs 00513aTeNbHBIM U1l BCEX allTEYHBIX OpPraHu3aIluil HE3aBUCUMO
OT OpraHU3alMOHHO-TIPAaBOBOM (POPMBI U POPMBI COOCTBEHHOCTH, OCYIIECTBISIOIINX
PO3HUUYHYIO TOPTOBJIIO JICKAPCTBEHHBIMHU CPEJICTBAMM.

Hacrosimuii craniapt He pacpoCTpPaHSIEeTCs:
- Ha JICSITENbHOCTD arTeK JeUYeOHO-TPOPUIAKTUIECKUX YUPEKICHUN U MeKOOTbHUYHBIX aNTekK;

- Ha JCATCIBHOCTD ITO paCIPpOCTPAHCHUTIO 06pa3u0B JICKApCTBCHHBIX MPCIIapaTOB
NpeaACTaBUTCIIIMA HpeI[HpHﬂTHfI-HpOH3BOJIHT€H€ﬁ B PCKIIAaMHBIX LTEJIAX,

- Ha JCATCIBbHOCTD IO PACHIPOCTPAHCHHUIO I'OCYAAPCTBCHHBIX CTAHAAPTHBIX O6p213HOB
JICKAPCTBCHHBIX IIPCIIapaTOB,

- Ha JIeATeNIbHOCTh, CBA3aHHYIO ¢ 000POTOM KPOBU U €€ KOMIIOHEHTOB, HCIOJIb3yEMBIX B
TpaHC(y3UOJIOTHH;

- Ha JIeSTEIbHOCTD, CBA3AHHYIO C MPOJAXKEN ChIPbS ) KUBOTHOTO IPOUCXOKACHUS U
He()acOBaHHOTO JIEKAPCTBEHHOTO PACTUTEILHOTO CHIPhS, MOISKANTUX TaTbHEUIIEH
MIPOMBINIICHHON TiepepaboTKe sk U3TOTOBICHHUS JIEKAPCTBEHHBIX MPEMapaToB.

I1. O61IMe mosoKEHUs

2.1. Anreunas opraHu3anus OCYHICCTBIACT CBOKO ACATCIBHOCTh HA OCHOBAHWHU JIMIICH3UU Ha
q)apMaueBTquCKy}o JCATCIIbHOCTD, BBI}IaHHOI)’I B YCTAHOBJICHHOM ITOPAJKE.

[Tprobperenue, XpaHeHHE U peanu3alis HapKOTHYECKUX CPEJCTB U IICUXOTPOIHBIX BEUIECTB,
BKJIFOYCHHBIX B [lepedueHh HApKOTHYECKUX CPEJCTB, TICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB,
MOTIeXKAITMX KOHTPoITIo B Poccuiickoii Deepanyu B yCTAHOBICHHOM TOPsIKE (1anee -
HapKOTUYECKUE CPEICTBA M TICKUXOTPOITHBIE BEIIECTBA), TOHKHBI OCYIIECTBISATHCS TOIBKO TIPH



HaJIMYHUH JIMIICH3UHU HAa BUABI JCATCIIbHOCTH, CBA3aHHBIC C O60pOTOM HAapKOTUYCCKHUX CPEACTB U
IICUXOTPOIIHBIX BEIIICCTB.

2.2. [lopsaok, yCIOBUS MPEIOCTABICHUS U MIPOJICHUS JIMIICH3UH Ha (PapMaleBTUIECKYIO
JIESITENIbHOCTD, YCIIOBUS OTKa3a B MPEJOCTABICHUM JIULIEH3UU, IPUOCTAHOBKHU JEHCTBUSI UIIU
AQHHYJIMPOBAHUS JIMIIEH3UH YCTAaHOBJIEHBI 3aKOHOIaTEIbHBIMU M HOPMaTUBHBIMU IIPABOBBIMU
akramu Poccuiickont ®denepanun.

2.3. AnteyHble opraHu3aliy B CBoel padoTe JOHKHBI PyKOBOJCTBOBATHCS OIMPEIeICHHBIMU
TpeOOBaHUSIMU, YCTAHOBJICHHBIMU T'OCYIaPCTBEHHBIMU CTaHIAPTAMU, CAHUTAPHBIMU,
MIPOTUBOIIOXKAPHBIMU MPABUIIAMU U JPYTUMHU HOPMATUBHBIMH JIOKYMEHTaMH (Jajee -
CTaH/apThl), IPaBUIIAMU OXPaHbl TPY/Aa U TEXHUKHU O€30IaCHOCTH.

2.4.1lo XapaKTEpy ACATCIbHOCTH AlITCUHBIC OPraHu3aluy IoApasaAcCiIAr0OTC Ha:

- U3rOTaBJIMBAIOLIME JIEKApCTBEHHBIE IIPENapaTsl [0 peLenTam Bpaueil, TpeOoBaHUsAM
YUPEKACHUHN 3ApaBOOXPaHEHUs, CTaHAaPTHBIM IPOMKCAM, C ITOCIENYIOIEe UX peann3anueil B
npezenax IpUIMIEecKOro JHUIa Mo penenTaM u 0e3 peenToB Bpaya; OCYLIECTBISOIIE
peau3alMio roTOBBIX JEKapCTBEHHBIX MpenapaToB U IPYTUX TOBAPOB, Pa3pEeIICHHBIX K OTIYCKY
U3 alTeYHbIX OpraHU3aluil, HACEIEHUIO 110 peLenTaM Uiu 0e3 pelenToB Bpaya U yupeKICHUSIM
3/IpaBOOXPAaHEHHsI, TPOCBEIICHHS, COLUAIBHOTO 00ECTICYSHHS U IPYTHE TI0 TPEOOBAHUSAM HIIH
3asiBKaM (anreka ¢ Mpou3BOJICTBEHHBIM OT/I€JIOM, alITEUHBIH IMYHKT C IPAaBOM U3TOTOBJICHUS
JIeKapCTBEHHBIX IIPENapaToB);

- OCYILECTBIIAIONINE PeaTn3aliio TOTOBBIX JIEKAPCTBEHHBIX MPEMAapaToOB U APYTUX TOBAPOB,
pa3pelIeHHBIX K OTIIYCKY U3 allTeYHBIX OPraHu3alui, HACeIEHUIO TI0 perentaM win 6e3
PEIEeNnTOB Bpaua U YUPEKACHHUSIM 3IpAaBOOXPAHEHUS IO TPeOOBAaHUSAM HIIM 3asBKaM (arTeka
TOTOBBIX (hOPM, aNTeUHBIN MyHKT 0€3 MpaBa U3rOTOBIICHUS JIEKAPCTBEHHBIX MIPENapaToB,
anTeYHBIM KUOCK, alITCYHBIN Mara3uH).

2.5. Anteunslie opraHn3alyvii MOT'YT OBITh MPEACTAaBJICHLI allTCKaMH, alITCYHBIMW ITYHKTaAMU,
allITCYHBIMH KMOCKaMH, alilTCYHBIMHY Mara3uHaMU.

[TyHkT 2.5 mpu3HaH yTPaTUBLIMM CHIIy B TOW 4aCTH, B KAKOH OH OrpaHMYUBaeT (QyHKIIUU
anTEeYHbIX MYHKTOB, alITEUYHBIX KNOCKOB M AaITEYHBIX Mara3uHoOB IO pealn3alluy MPoyKIUH,
pelycCMOTPEHHOM MYHKTOM 9 ctaTthu 32 denepanbHoro 3akoHa ot 22.06.1998 N 86-d3 "O
nexapcTBeHHbIX cpeacTBax" (IIpuka3z Munznpasa PO ot 30.01.2004 N 31).

Pemenunem Bepxosnoro Cyga P® ot 11.09.2003 N I'KIIN 03-607 myHKT 2.5 nmpu3HaH
HEJIEHCTBYIONIMM (HE3aKOHHBIM) B TOM 4acTH, B KAKOH OH OIpaHMYUBAET (DYHKIIMH alTEYHBIX
IIYHKTOB, alITEYHBIX KMOCKOB M alITE€YHBIX MAra3uHOB 10 PeAIM3alluU IPELyCMOTPEHHOM 1. 9 CT.
32 ®epepanpHOro 3aKkoHa "O JEKapCTBEHHBIX CPEICTBAX ' MPOLYKIUU.

Onpenenennem Bepxosaoro Cyna P® ot 13.11.2003 N KAC 03-523 ykazanHoe pelieHne
OCTaBIIEHO 0€3 U3MEHEHUSI.

ArnTeyHsie opraHu3aln MOTYT OCYHICCTBJIATH CIICAYIOIINC (I)YHKI_[I/II/IZ

AnTeka:



- peasin3alnio HaCEJICHHUIO TOTOBBIX JIEKAPCTBEHHBIX MPEnapaToB (B TOM YHUCIIE
rOMEONaTHYECKUX IPENapaToB) M0 peLenTaM 1 0e3 perenToB Bpaya, yUpeKICHUSIM
3/IpaBOOXpaHEHHS 1O TPeOOBAHUSIM UJIH 3asBKAM;

- U3TOTOBJICHUE JIEKAPCTBEHHBIX MPEMAPaTOB IO PelenTaM Bpauei U TpeOOBAHUIM YUPEKICHUN
3/IpaBOOXpPaHEHUS], U3TOTOBJICHUE BHYTPUANITEYHOM 3arOTOBKH B COOTBETCTBUU C
YTBEPKACHHBIMU MPONUCIMH U (DacOBKY JIEKAPCTBEHHBIX MPENApaToOB U JIEKAPCTBEHHOTO
PACTUTENIBHOTO ChIPBS € MOCIEAYIOLIEH UX peau3aluei;

- OTIIYCK JICKapPCTBEHHBIX IIPENapaToB OECIIaTHO WU CO CKUJIKOM OTIENbHBIM IpyIamM
HAaCeJICHUs B COOTBETCTBUU C ACHCTBYIOLIMM 3aKOHOAATEIbCTBOM Pocculickon denepanyu u Ha
OCHOBAHUU 3aKJIFOYEHHBIX JOTOBOPOB C TEPPUTOPUAIBHBIMUA OPraHaMHU YIIPABJICHUS
3/IpaBOOXPaHEHHUEM, JIEYEOHO-IPOPHIAKTUICCKUMH YUPESIKICHUSIMU U CTPAXOBBIMH
KOMIIaHUSIMU;

- pean3alnio JIEKapCTBEHHOI'O PACTUTEIBHOIO CHIPhS B 3aBOJICKOM YIaKOBKE; U3IETHIMA
MEAMIIMHCKOTO HAa3HAYeHHs (B YACTHOCTH, MIPEAMETOB yX0/1a 3a OOJbHBIMU, U3ACTUI
MEIUITMHCKOW TEXHUKH, B T.4. MPOPUIAKTUUSCKOTO Ha3HAYCHUS, ITMAaTHOCTUICCKHUX CPEJICTB,
Je4eOHO-TTPOQUIAKTUYECKOTO Oelbs, YyTOYHBIX H3AeNui, OaHgaxel, MpeaMEeTOB yXo/1a 3a
JIEThbMH, allTe4eK MepBON METUIIMHCKON MOMOIIY U IPYTHX); Ae3UHPUITUPYIOIINX CPEJICTB;
MpPeIMETOB (CPENICTB) INYHOU TMTUEHBI (B YaCTHOCTHU, CPEJCTB YXO/1a 3a KOKel, BOJIOCAMH,
apoMaTHUYECKHX Macell U APYTUX); ONTUKH (B YACTHOCTH, TOTOBBIX OYKOB, CPEJICTB IO yXO.1y 32
OUYKaMHU U APYTUX); MUHEPAJIbHBIX BOJ (HATYpalbHBIX U UCKYCCTBEHHBIX ); JIEUEOHOT0, IETCKOTO
U JUETUYCCKOTO MUTAHUS (B YaCTHOCTH, MUIIEBHIX I00ABOK JICUeOHOTO U MPO(HIIAKTHIECKOTO
HA3HAYCHUS U JPYTUX); KOCMETUYECKYIO U MaphIOMEpHYIO MPOIYKIHUIO (J1ajee - TOBaphl,
pa3pelieHHbIe K OTIYCKY U3 aTeUHbIX OpraHU3aIlHii);

- OTIIYCK IMPEAMCETOB UCPEC3 ITYHKT ITPOKAaTa B COOTBCTCTBHUU C YCTAHOBJICHHBIM ITOPAAKOM;

- IPEAOCTaBJICHNEC HACCIICHUTO HeO6XOHHMOﬁ I/IH(I)OpMaI_II/II/I 10 HaJJIC)KallIECMy UCITIOJIb30BAHUTO U
XPAHCHUTO JICKAPCTBCHHBIX MPCIIAPATOB B JOMAIITHUX YCIIOBUAX; OKA3aHNEC KOHCYHLT&THBHOﬁ
IIOMOIIHN B LICTIAX o0ecIeYeHnsI OTBETCTBEHHOTO CaMOJICUCHU S,

- IPE€aAOCTaBJICHUC MCIAUIIUHCKUM pa60THI/IKaM y‘IpC)KI[eHI/Iﬁ 3ApaBOOXpPaHCHUS, TPOCBCUICHUAA,
COLIMAJILHOTO 00ecTieueHus U JIp. HeoOXxoauMoi nHpopMaluy 00 UMEIOIINXCS B allTEKe
JIEKapCTBEHHBIX IIpenapaTax, a TAakKe 0 HOBBIX JIEKapCTBEHHBIX IIpenaparax;

- OKa3aHue MepBOM MEAUIMHCKON TOMOIIH;
- OKa3aHHe KOHCYJIbTaTUBHOM MOMOIIH B IEJISAX 00eCreueHus] OTBETCTBEHHOI'O CaMOJICUCHHUS.
ANTEYHBIN MYHKT:

- peajin3aiio HACCJIICHUIO I'OTOBLIX JICKAPCTBCHHBIX IPCIIAPATOB 0e3 peucuToB Bpada 1 110
peuciTaM Bpada (33 HCKIIIOYCHHUEM HAPKOTHYCCKUX CPCACTB U IMCUXOTPOIHBIX BCIJ_ICCTB);
pcaji3anuio JICKAapCTBCHHOT'O PACTUTCIBHOI'O ChIPbA B 3aBOJCKOM YIIaKOBKE€, 563 (107074
MCIUIIUHCKOI'O Ha3HAYCHUA, TPCIMETOB (CpGJICTB) JINIHOMN TUTHUCHDBI,

(B pexn. IIpukaza Munznpasconpazutus PO ot 18.04.2007 N 278)

- U3TOTOBJICHUE JICKAPCTBEHHBIX MIPENapaToB M0 pelenTam Bpaua, U3rOTOBICHUE
BHYTPHAIITEUHON 3arOTOBKH B COOTBETCTBUU C YTBEP)KICHHBIMH ITPOMUCIMHU U (PacOBKY
JIEKapCTBEHHBIX MPEMAPATOB C MOCIEAYIONIEH UX peah3alueii;



- OTIIYCK JIEKapPCTBEHHBIX CPEJCTB OECIIATHO MIIU CO CKMKOM OT/IEIbHBIM I'PYIIIaM HAaCEeJICHUS
B COOTBETCTBUU C ACUCTBYIOLIUM 3aKOHOJATENbCTBOM Poccuiickoit @enepanny 1 HA OCHOBAaHUU
3aKJIIOUYEHHBIX IOTOBOPOB C TEPPUTOPUATILHBIMU OpraHaMy YIIPABICHUS 3PaBOOXPAHEHUEM,
71e4eOHO-TTPO(UITAKTUYECKUMHU YUPEXKICHUSIMU U CTPAXOBBIMU KOMIIAHUSIMU;

- IPE€AOCTAaBICHNEC HACCIICHUTIO HCO6XO,I[HMOI>1 I/IH(bOpMaI_II/II/I 10 HaAJICXKAIEMY HCIIOJIb30BAHUIO U
XPAaHCHUIO JICKAPCTBCHHEBIX IIPEIapaTOB B AOMAIIHUX YCIOBHUAX; OKa3aHNEC KOHCYJ’IBT&THBHOﬁ
IIOMOIIHN B LICTIAX o0ecrneueHrst OTBETCTBEHHOT'O CaMOJICUCHU A,

- IpeI0CTaBICHHE MEJUIMHCKIM PaOOTHUKAM YUPEKICHUN 3paBOOXPAHECHUS, TPOCBEIICHHS,
COLMAIBHOTO obecreueH st He00X0AUMOM nHpOopMaLUU 00 UMEIOLIUXCS B aITEUHOM ITYHKTE
JIEKapCTBEHHBIX IpeTapaTax, a TAk)Ke 0 HOBBIX JICKAPCTBEHHBIX Iperaparax;

- OKa3aHue MePBON MEAUITUHCKON TTOMOIIIH.
ANTEYHBII KHOCK:

- peayin3alnio HACEJICHUIO JIEKAPCTBEHHBIX MpenaparoB 0e3 penenTa Bpaya; peain3aluio
pacgacoBaHHOIO JIEKAPCTBEHHOI'O PACTUTENILHOTO ChIPbs B 3aBOJICKON YIIaKOBKE, U3AEIUI
MEAMIIMHCKOTO HAa3HAYEHHUS, PEAMETOB (CPEACTB) JIUUHOI TUTHEHBI;

- IpeaAOCTaBJIICHUC HACCIICHUTO HeO6XOHHMOﬁ I/IH(bOpMaI_II/II/I 10 Ha/JICKalllEMy UCIIOJIb30BAHUTIO U
XPAHCHUTO JICKAPCTBCHHBIX NPCIIAPATOB B JOMAIIHUX YCIIOBUAX

- OKa3aHue MePBON MEAUITUHCKON TTOMOIIIH.
ANTEYHbBI Mara3ud:

- peaM3alMio HacelIeHHIO JISKapCTBEHHBIX MPerapaToB 0e3 perenTta Bpaya; peaan3aiio
pacacoBaHHOTO JIEKApPCTBEHHOI'O PACTUTEIBHOTO ChIPhS B 3aBOJICKOM yIIaKOBKE, U3AEIHMA
MEAMIMHCKOTO Ha3HAYEHUs, PEAMETOB (CPEACTB) JIUUYHOM TMTHEHBI;

- IPEI0CTAaBJIEHNE HACEJIEHNIO0 He00X0IMMOM HH(OPMAaLIUY N0 HAJUIekKAIIEMy HCIIOIb30BaHUIO U
XPaHEHUIO JIEKAPCTBEHHBIX MPEMapaToB B IOMAIIHUX YCIOBHUSX;

- OKa3aHue MepBO MEAUIIMHCKON TOMOIIH.

2.6. AnTeyHasi OpraHu3alys peaqusyeT JeKapCTBEHHbIE IIperaparhl, 3aperuCTPUPOBAHHBIC B
YCTaHOBJIEHHOM 3aKOHOAaTeNnbcTBOM Poccniickoit denepanuy nopsiiKe WIA U3TOTOBICHHBIE B
anTeYyHOl OpraHu3alluy 1o pelenTaM Bpauel Wik TpeOOBaHUAM YUPEKACHHUM 31paBOOXpaHEHUS
(amTeke, aNnTEUHOM IIYHKTE).

2.7. He AO0IMYCKACTCA pCain3aliv JICKAPCTBCHHBIX IPCIIAPATOB U APYTHUX TOBAPOB, MPUIICAIIINX
B HCTOAHOCTD, C UCTCKIINUM CPOKOM I'OJJHOCTH, HE3AKOHHBIX KOITHI JICKAPCTBCHHBIX ITPCIIapaToB.

2.8. AnrTeyHast opraHU3anys T0JDKHA pacioiaraTh He0OXO0IUMBIMH TTOMEIIIEHUSIMH,
000pyI0BaHWEM U MHBEHTapEeM, 00ECTICUMBAIONMMHU B COOTBETCTBUM C TPEOOBAHUSIMU
CTaHJApPTOB COXPAHEHHE KaueCcTBa M 0€30MMaCHOCTH JIEKAPCTBEHHBIX MPETapaToB MPH UX
XpaHEHUH U peau3alliy, HaJ[JIeKaIIUe YCIOBH POSHUYHON TOPTOBIIH JIEKAPCTBEHHBIMU
npenaparamMy v IpyruMU TOBapaMu, pa3pelieHHbBIMU K OTIYCKY U3 allTEYHbIX OpraHU3alfi.

2.9. B anteyHoli opraHu3aIii B YA0OHBIX 7151 O3HAKOMIIEHHUSI MECTaX TOPTOBOTO 3aJia JOKHBI
OBITH pa3MEIIICHBI:

- KOTIMH JINIICH3UH Ha (apMaIieBTUYECKYIO JIEATeIbHOCTh U APYTHE BUBI ACATEILHOCTH B
COOTBETCTBUU C JEHUCTBYIOLINM 3aKOHOATENIbCTBOM Poccuiickoit denepanuu;



- naopmanus o TenedoHax U agpecax OPraHoOB YIPaBICHUS 3PaBOOXPAHEHUEM U
(bapMalLeBTUYECKON 1A TEIbHOCTHIO;

- KHUI'a OT3bIBOB H Hpe,HHO)I(eHPlﬁ;

- nH(opmanus o rpymnax HaceIeHUs, UMEIOLINX IPaBO Ha OeCIUIaTHOE U JIbFOTHOE 0OecreyeHue
U BHEOUYEpeTHOE 00CTyKMBAaHUE, B COOTBETCTBHH C JCHCTBYIOIIUM 3aKOHO1aTEIHCTBOM
Poccuiickoit @enepanuu;

- nHOpMaNKs O JHIIE, OTBETCTBEHHOM 32 JIEKaPCTBEHHOE 00ecIeYeHne HHBAINI0B Benukoii
OTtedecTBEHHOI BOWHBI U IPUPABHEHHBIX K HUM KaTErOPHUM HAacelIeHUsI 110 JIbroTaM (s
anTEeYHbIX OPraHU3alUi, OCYILECTBIIAIOUIMX JIbIOTHBIA OTIYCK JIE€KAapCTBEHHBIX IIPENapaToB);

- nH(opmanus 0 HoMepax TeseOHOB U peKUMe Pa0OTHI CIIPABOYHOM (hapMalleBTUYECKOM
CITYKOBI,

- I/IH(1)OpMaI_II/I$I 0 HAUMCHOBAHUAX OTACIIOB WJIK 30H OTITYCKA COOTBCTCTBYIOIINX I'PYIIIT TOBAPOB;

- uHGoOpMaLUs O CPOKAX XPAaHEHUs JIEKAPCTBEHHBIX IpenapaToB, U3TOTOBJICHHBIX B allTEKe
(arTe4yHOM IYHKTE);

- HICHHUKH Ha IIPCJIaracmMnic 6espeuenTypHLIe JICKApCTBCHHBIC ITPCIIApaThbl U APYTHUEC TOBAPLI,
Pa3pCHICHHBIC K OTITYCKY U3 AlITCUHBIX OPI' aHHBaHHﬁ;

- nH(OpMaLHsI O COTPYAHUKAX alITEYHON OPTaHU3AINH, HETIOCPEICTBEHHO 00CITYKUBAIOIIINX
HaceneHue (Tabnuuku, 6eixu u npoune ¢ ykazanueM ©.1.0. u 1o1mKHOCTH);

- uaopmanus o nexypHom aamunuctpatope (P.1.0., JOKHOCTD) U HAX0XKIEHUU KHOTIKU
CHUTHAJILHOTO BBI30Ba JCKYPHOTO aJIMUHUCTPATOpPA (32 UCKIIOUEHHUEM allTeYHOTO KHMOCKA);

- [IpU HAJIMYHU ITYHKTA IIpOKaTa I/IH(I)OpMaL[I/IH 0 IEPCYHEC NPCAMECTOB, BbIAABACMbIX HAIIPOKAT,

- KoMK WK BbIUCcKa 3 PenepanbHoro 3akoHa "O 3amure mnpas notpedutenen" <*>;

<*>3akoHn Poccuiickoit ®eneparuu ot 7 deBpans 1992 rona N 2300-1 "O 3amure mpas
notpeduteneit”" (Benomoctn Cre3na HapoaHbIxX nemnyraTtoB Poccuiickoit denepanun u
BepxoBuoro Coeta Poccuiickoit ®denepanuu, 09.04.1992, N 15, ct. 766; CoOpanue
3akoHoaarenbeTBa Poccuiickoit @enepanun, 1996, N 3, cr. 140; 20.12.1999, N 51, cT. 6287).

- Komnus wix Bbimucka u3 "[IpaBui npoiaxu OTAEIBHBIX BUAOB TOBAPOB, IEPEUHS TOBAPOB
JUIUTETILHOTO IOJIb30BaHUS, HA KOTOPbIE HE pacIpOCTpaHsieTcsl TpeOOBaHNE MOKYMATENS O
0e3B03Me3/IHOM MPEAOCTaBICHUN €My Ha MEPUOJ PEMOHTA WJIM 3aMEHbl aHAJIOTHYHOT'O TOBapa, U
NepeyHs HeMPOA0BOJILCTBEHHBIX TOBAPOB HA/IJIEXKAIIIETO KaUeCTBA, HE MOJIekKAIINX BO3BpaTy
Wi 0OMEHY Ha aHaJIOTHYHBINA TOBap ApYrux pasmepa, hopMsl, rabaputa, (hacoHa, paclBETKU
WJIM KOMIUIEKTAMK'", yTBEP>K/IEHHBIX B YCTAHOBJICHHOM HOpSIKE <*>;

<*> Tlocranosnenue [IpaBurenscTBa Poccuiickoit deneparuu ot 19 staBaps 1998 roma N 55
"O6 yrBepkaenuu [IpaBuit mpo1aku OTIEIBHBIX BUJIOB TOBAPOB, MEPEYHS TOBAPOB
JUTUTETILHOTO MOJIb30BaHUS, HA KOTOPbIE HE pacIpoCTpaHsieTcs TpeOoBaHKEe MOKYyMHaTes O
0€3B03ME3/IHOM MPEAOCTaBICHUN €My Ha IEPHUOJ PEMOHTA WJIM 3aMEHbI AaHAJIOTHYHOTO TOBapa, U



HepeyHs HeMPOJOBOJILCTBEHHBIX TOBAPOB HAUIEKAIIIEr0 KauyecTBa, He MOUIKAIINX BO3BPATY
Wi 0OMEHY Ha aHAJIOTHYHBINA TOBAp IPYTUX pasmepa, popmel, rabapura, pacoHa, paciBeTKH
i komruiektanuu" (CoOpanue 3akoHoaTenbcTBa Poccuiickoit @enepanmu, 16.01.1998, N 4,
cT. 482;26.10.1998, N 43, ct. 5357; 11.10.1999, N 41, ct. 4923; 11.02.2002, N 6, cT. 584).

- TIepeYeHb JICKAPCTBEHHBIX CPEJICTB, OTITYCKAEMBIX 0€3 pelenTa Bpaya, yTBep)KACHHbIN B
YCTAHOBJICHHOM TOPSIIKE <*>.

<*> [Ipuka3z Munznapasa Poccuu ot 19 utons 1999 roma N 287 "O06 yrBepxkacHuu [lepeuns
JIEKapCTBEHHBIX CPE/ICTB, OTIYCKaeMbIX Oe3 penenTa Bpaya" (perucrpainus B Muntocte Poccuun
23.08.1999 N 1875).

2.10. B nporniecce cBoel nesATEIbHOCTH CICIIHAIMCTHI alTEYHOW OpraHu3aiuy 00s3aHbl
co0r0AaTh HOPMBI (hapMaIeBTUICCKOM JCOHTOJIOTUN U ITHUKH.

II1. Tlomenienust u 060pyAOBaHNE ANITEUHBIX OPraHU3AIIHIA

3.1. Bce momenieHus anTeqyHONH OPTaHU3aIMH JJOJDKHBI OBITh PACIIONIOKEHBI B 37[aHUHU (CTPOCHHHN)
U QYHKIIMOHAJIBHO OOBEAMHEHBI B €IUHBIA OJIOK, N30JIMPOBAHHBIN OT APYrUX OpraHU3aluil.
JlomyckaeTcst BX0 (BBIXO/I) B allITEUHYIO OpPraHU3allMIo Yepe3 MOMEIeHHe JPYroi OpraHu3alum.

AnTeuHO! OpraHu3aIiy CleayeT MPelyCMOTPETh BO3MOXKHOCTb BXO/a (BBIX0/1a) JHOASIM C
HapyILIeHUAMH (PYHKIMN OMIOPHO-ABUTATEIBHOIO annapara.

3.2. Ha nuiomaifix anTeyHbIX OpraHu3alyii He T0MyCKaeTcsl pa3MellleHne noipa3iesieHui,
(YHKLIMOHAJIBHO HE CBA3aHHBIX C YKa3aHHBIMM B JIMLIEH3UAX BUJAMHU JESTEIbHOCTH.

3.3. AnTeunast opraau3aius JI0JbKHa UMETh BBIBECKY C YKa3aHHUEM BHJIa OpraHu3aiuu (B
COOTBETCTBUHU C JTUIEH3UEN Ha (papMaIleBTHUECKYIO e TEIBHOCTh) Ha PYCCKOM U
HallMOHAIBHOM s3bIKax: "Anrteka", "Anteunblil myHKT", "AnTeunslii KMOCK", ""ANTeUHbIN
MarasuH'"; OpraHu3aIMOHHO-TIPABOBOM (pOpMBI U POPMBI COOCTBEHHOCTH; (PUPMEHHOTO
HAaMMEHOBAHMS OPraHU3allUN; MECTOHAXO0K/IEHUS (B COOTBETCTBUU C YUPEAUTEIbHBIMU
JTOKYMEHTaMH ), a TaKXkKe pexkruMa paboThl OpraHU3aIiH, aIpecoB U TeIe(OHOB OIM3NIEKAIINUX U
JIeKYPHBIX aIlTeK.

HaumeHoBaHue BuJa anTeyHOW OpraHU3aliH JI0JKHO OBITh BBIMOJIHEHO MIPUPTOM, pasmep
KOTOPOT'O MO3BOJIET YETKO B JIF000€ BpeMsl CYTOK pa3iIMuUTh HAAMUCh C PACCTOSIHUS HE MEHEe
25 metpoB. [Ipu pa3menieHnn anTeyHoN OpraHu3alnuy BHYTPH 3/1aHUS BbIBECKA JOJDKHA
HAaXOJUTHCS HA HAPYKHOU CTEHE 3/1aHHUs.

AnTeuHas opranu3anusi, OKa3blBaloIIast JIEKAPCTBEHHYIO MOMOIIb B HOYHOE BpeMsl, TOJKHA
UMETh OCBEIICHHYIO BBRIBECKY ¢ HH(OpMalueii o paboTe B HOUHOE BpeMsl, C yKa3aHHUEM YacoB
paboThl, 3BOHOK J1JIs1 BEI30BA ITOCETUTENIEM paOOTHUKA alITEYHON OpraHu3alllu.

3.4. Ilpu 3aKpBITHH aNITEYHON OpraHU3AIMH 711 IPOBEICHUS] CAHUTAPHBIX padOT, PEMOHTA,
nepeoOopyI0BaHMSI UK B CBSI3U C €€ TUKBHIAMel HaceJIeHe U3BeIaeTcs 00 3ToM



0OBSIBIICHHEM, pa3MEIICHHBIM Ha BXOJAHOU JIBEPH, 3a 5 THEH 10 3aKPBITHS alTCUHON
opranuzanuu. B o0bsBIEHUN yKa3bIBaeTCs aipec OMMKaHIINX alTeuHbIX opranu3anuid. [Ipu
3aKPBITHH AlITEYHON OPraHU3allU B CBSI3M C PEMOHTOM HJIM €€ JIMKBUIAINEH PYKOBOJIUTEIb
anTeYHOW OpPTaHM3aIliy YBEIOMIIICT 00 ATOM JIMIICH3UPYIOIINI OpTraH, BhIIABIINN JTUIICH3UIO.

3.5. Cocras, pa3Mepsl MOMENICHUH 1 000py0BaHUE aNTEYHOW OPTraHU3aI[uU ONPECIISIOTCS
JNEHCTBYIOIIMMU CAaHUTAPHO-TUTHEHUYECKUMU, CTPOUTEIBHBIMUA U HHBIMU HOPMaMH U
npaBUjIaMHu.

(m. 3.5 B pen. [Ipukaza Munsapascoupaszsutus PO ot 29.08.2004 N 92)

3.6. Ilpu u3MeHeHUH TIJIAHUPOBKHY MTOMEIICHUH alTeUHbIX OPraHU3aluii B TCUCHUE JCUCTBUS
JTUICH3UU JIUIIEH3UAT HHPOPMUPYET 00 3TOM JIUIIEH3UPYIONIUI OPTaH B YCTAHOBICHHOM
HOpSIIKE.

3.7. IlomeleHus: anTeuyHbIX OpraHu3aliil TOJKHBI OTBEYaTh TEXHUYECKUM, CAHUTAPHBIM,
IPOTHBOIOXKAPHBIM U JIPYTUM JIMIICH3NOHHBIM TPEOOBAHHUSM U YCIIOBHSIM.

3.8. Anrreunsie oprann3aiv OOJDKHBI UMCTh HCHTPAJIM30BAHHBIC CUCTEMBI BJICKTpOCHa6)K€HI/IH,
OTOIIJICHUA, BOI[OCHa6)KeHI/I${, MMPUTOYHO-BBITAKHYHO BEHTUJIALNIO, KaHAJIU3al[UIO.

HpI/I OopraHu3anuvu allTCYHBIX ITYHKTOB ITPU He‘le6HO'HpO(1)I/IJ'IaKTI/I‘leCKI/IX YUYPCIKACHUAX OHU
MOTYT OBITH OCHaIICHBbI CHUCTEMOM KOHJUIUOHUPOBAHUA, aI[MI/IHI/ICTpaTI/IBHO'6BITOBBIG
MNOMCIICHHUS MOT'YT OBITE O6IJ_II/IMI/I. B anTeunnix OpraHu3anuAgax, pacCiiojJ0XCHHBIX BHC I'OPOA0B,
BO3MOXHO HAJIMYHUEC aBTOHOMHOI'O OTOININICHHA, KaHaJIU3alluu U BOI[OCH3.6)KCHI/I$I.

3.9. BHyTpeHHHE TOBEPXHOCTH CTCH, IMTOTOJIKOB JIOJKHBI OBITh TJIAAKUMHU, JTOTTYCKATh
BO3MO>KHOCTH TIPOBEJICHUS BIAXKHON yOOpKH. [10JT6I TPOU3BOICTBEHHBIX TIOMEIICHUIA 1
MaTepUaIbHBIX KOMHAT JOKHBI IMETh He 00pa3yroliee MbLUTh TOKPBITHE, YCTOHIHBOE K
BO3JICHCTBHUIO CPEJICTB MEXaHU3AINU U BIAKHOU YOOPKH C UCIIOJIb30BAHUEM
Ne3nH(DUIMPYIONTUX cpeicTB. MaTepuaibl OTACIKH IIOMEIICHUH JOKHBI COOTBETCTBOBATh
TpeOOBaHUSM COOTBETCTBYIOIUX HOPMATHUBHBIX JJOKYMEHTOB.

OTI[CJ'IKa a,Z[MI/IHI/ICTpaTI/IBHO'6LITOBLIX MMOMEIICHUI A0IYCKACT UCIIOJIb30BAHUC O60€B, KOBPOBBIX
HOKpBITI/II\/JI, MmapkeTa, MaCJIIHBIX KPpaCOK U T.II.

3.10. ITomemienus sl XpaHEHUsI JIEKAPCTBEHHBIX MPENapaToB (JEKaPCTBEHHBIX CPENICTB) B
anTEeYHbIX OpraHU3alUAX JOHKHBI ObITh OCHAIIEHBI CIIEHaIbHBIM 000PY/10BaHUEM,
MO3BOJIAIOIIMM 00€CIIEYUTh UX XPAHEHHE C YIETOM (U3UKO-XUMHUECKUX, PapMaKoIOrHuecKUX
Y TOKCHKOJIOTHYECKUX CBOICTB, a TaK)Ke TPeOOBAHMI CTAaHAAPTOB KauecTBa JIEKapCTBEHHBIX
cpencts u ['ocynmapcTBenHo# apmakoren Poccuiickoit deneparuy u ux HaJISXKAIIyIO
COXPaHHOCTb.

IToMenieHus anTeYHBIX OpI‘ﬁHPB&LIHIZ, PacCIioJIOKECHHBIX B TOPOAC, NOJIKHBI OBITH OCHaIICHbI
CUCTEMaMU OXpaHHOﬁ CUTHaJIM3alluU C MOAKIFOYCHHUEM Ha MYJILT C KPYTJIOCYTOYHBIM
HCHTPAJIN30BAHHBIM HaGJIIO)IeHI/IeM HJIN KPYTIJIOCYTOYHO OXPAHATHCA OXPAHHBIM IMPECANIPUATUCM,
HMEIOIIUM JIMILICH3UIO Ha JaHHBIM BUJ J€SITEIbHOCTH.

3.11. Ilomemenus st XpaHEHUsI HAPKOTHYECKUX CPEJICTB, ICUXOTPOITHBIX BEIIECTB, SITOBUTHIX
Y CHJIBHOJICUCTBYIOIINX BEIIECTB B 005A3aTEIILHOM MOPSIIKE JOKHBI 000PY10BaATHCS
MHOTOPYOEKHBIMUA CUCTEMAMH OXPAaHHOW CUTHAIIM3AIINH C MOJKIIOYCHUEM KaKI0ro pyoexka Ha
OT/IeJIbHBIE HOMEPA MYJIHTOB IIEHTPATU30BAHHOTO HAOIOICHUS, TIPH ITOM:



- TIOTIOJIHUTEILHBIMHU PYO€KaMH CUTHAJIM3AIUH 3alTUIIAI0TCS BHYTPEHHNE 00bEMBI U TUTOIATN
MoMeIeHuH, cer(bl (MeTamndeckue mkadml), UCIOIb3yeMbIE ISl XPAHCHUS] HAPKOTHUECKUX
CPE/CTB, ICUXOTPOIHBIX, SIAOBUTHIX U CUILHOACHCTBYIOIINX BEIIECTB;

- paboune MecTa epCcoHaa, IPOU3BOAALIETO ONEPALUU C HAPKOTUYECKUMU CPENICTBAMY,
ICUXOTPOIIHBIMH, STOBUTBIMU U CUJIBHOAECHCTBYIOIMMH BELIECTBAMH, A TAK)KE TTOMEILEHUS JUIs
UX XpaHEHUs1 000PYAYIOTCS CUTHATN3AIHEH.

(8B pen. Ilpukaza Munzapasconpassutust PO or 13.09.2005 N 576)

3.12. BxoaHas ABepb B IOMELIEHUS /111 XpaHEHHsI HAPKOTHUECKUX CPECTB, ICUXOTPOIHBIX
BCIICCTB, AJOBUTHIX U CHHBHOHeﬁCTBYIOMHX BCIICCTB JOJIDKHA OBITh METAJUIMYECKOMN MJIH
JIepeBSHHON, OOUTOM XKeNe30M ¢ 00erX CTOPOH € 3aTMOOM JIMCTA HA TOPEL IBEPH BHAXJIECT WU
Ha BHYTPEHHIOIO TIOBEPXHOCTH JBEPH, TOJIIMHON He MeHee 40 MM; oOpamiieHue IBEPHOTO
pOeMa JIOJKHO OBITh BBIIIOJIHEHO U3 CTaJIbHOTO MPOQUIISL, BHYTPH - pelieTyaTas
METaJJIMYeCKasi IBEPb.

3.13. IlomenieHus 1 XpaHEHUs] HAPKOTUYECKUX CPEACTB, ICUXOTPOIHBIX BEIIECTB, A0BUTHIX
U CUJIbHOACHUCTBYIOLINX BEIIECTB B 00s3aTEILHOM MOPSIKE JOJKHBI ObITH 000PYJOBAHBI
BHYTPEHHEH pelIeTKOl Ha OKOHHBIX ITpoeMax (MM PEIIeTKON MEX]ly paMaMu), BHIIIOJTHEHHON
U3 CTAJIBHOIO IIpyTa quaMeTpoM He MeHee 16 Mmm. [IpyThl 10JKHBI OBITH CBAPEHBI B KaX10M
y311e u 00pa3oBbIBaTh sueiiku He 6osee 150 x 150 mm.

3.14. HOCTYH B ITPOU3BOACTBCHHBIC ITIOMCIHICHH A, IOMCIHICHUS XpaHCHHA TOBapa HMCIOT JIMILIA,
YIIOJIHOMOYCHHBIC B YCTAHOBJICHHOM ITOPAJKE. I[OCTyH IMOCTOPOHHUX JIUI] B YKA3aHHBIC
MNOMCHICHHA UCKIIFOUYAaCTCs.

3.15. AnteuHast opraHu3anus J0JKHA ObITh 000PYAOBaHA COOTBETCTBYIOIIEH CBETO3BYKOBOM U
IPOTUBOMNOXKAPHOIN CUTHAIM3alMel, o0ecreunBaroIiel Bce yCIoBHs 111 COXPAaHHOCTH TOBApPHO-
MaTepHaIbHBIX LIEHHOCTEHW U COOJI0ICHNS IPOTUBOMOKAPHON 0€30MacCHOCTH.

3.16. B anTeuHbIX OpraHu3anusx J0JKHO OBITh BBIIENEHO CHEIHaIbHOE oMereHue (mkad)
JUTSL XpaHEeHUS MOIOIIMX U Ie3MH()HUIMPYIOMUX CPEACTB, MHBEHTAPs] U MaTEPHUAJIOB,
IPUMEHSIEMBIX ITPH YOOpKE MOMEIEHUI 1 00paboTke 000py10BaHUS.

3.17. O6mas miomuaab aAIMUHUCTPATUBHO-OBITOBBIX OMEIIEHUH alTeYHbIX OpraHu3aui
3aBUCHUT OT YMCJIEHHOCTH [IEPCOHANA U PACCUYUTHIBAETCS COIIACHO IEHCTBYIOLIMM HOPMaM U
IpaBUJIaM.

3.18. B rapaepoOHoOii BEpXHSIsI 0J1ek/1a U 00YBb JIOJDKHBI XPAHUTHCS OTJEIBHO OT CAHUTAPHOU
OJIeX]IbI U O0YBH.

3.19. Anteunas opraHu3anusa JO0JIKHa OBITh OCHalll€Ha O60py,Z[OBaHI/ICM U UHBCHTApPEM B
COOTBETCTBHH C BBITIOJIHACMbBIMH (bYHKHI/ISIMI/II

- MPOM3BOJICTBEHHBIC TTOMEIICHUS JOHKHBI OBITH 000PYAOBAaHBI alITEYHON MEOETBIO,
TEXHOJIOTHYECKUM U APYTHUM 000pYI0BaHUEM, pa3pEIICHHBIMU K PUMEHEHHUIO, THBEHTAPEM B
COOTBETCTBUH C JICUCTBYIOIIMMU HOPMATUBHBIMH JTJOKYMEHTAMH, YUUTHIBAIOIIUMH 00BEM U
XapaxkTep AeSATeIbHOCTH alTeYHOW OpraHu3alim;

- BCE MPHUOOPHI, almaparhl, UCHOIb3yeMbIE B allTEYHON OpraHU3alny, JOJHKHBI UMETh
TEXHUYECKUE MACIIOPTA, COXPAHSIOLIUECS B TCYCHUE BCETO BPEMEHHU DKCILTyaTallUu.
Heo6xoanmo perynsipHO NpOBOANUTH MOBEPKY MPUOOPOB, aIMapaToB, UCIIONb3YEMBbIX B aITEUHON
OpraHu3aliy, B COOTBETCTBUH C TPEOOBAHUSIMH HOPMATUBHBIX JOKYMEHTOB;



- I XpaHEHUsI HAPKOTUUECKUX CPEICTB, IICUXOTPOIIHBIX BELIECTB IIPU HAJTUYUU JIULEH3UN HA
paBo PabOTHI C ITUMU TPYIIIAMUA HEOOXOIUMO HAIHUNE CEHU(OB; IS XPAaHCHHUS
CUWJIbHOJICHCTBYIOIIUX U SOBUTHIX BEIIECTB - METANINYECKUX HIKa(OB;

- TOPTOBBIN 31 JOJKEH OBITH 000PYI0BaH BUTPUHAMHU, 00ECTICUHBAIOIIMH BO3MOKHOCTh
0030pa U COXPaHHOCTh JICKAPCTBEHHBIX MPENapaToB U TOBAPOB JAPYTUX TPYIII, Pa3peIICHHBIX K
OTIYCKY M3 alTeYHBIX OPraHU3allii, a TakKe obecreunBarh ya1o0CTBO B paboTe I IiepcoHaia
arTe4yHou opraHu3anuu. Bo3aMoxHa OTKpbITas BBIKJIAKa JICKAPCTBEHHBIX MpenapaToB
Oe3penenTypHOro OTIycKa U APYTUX TOBAPOB, Pa3pelICHHBIX K OTIYCKY U3 alTEYHBIX
OpraHu3aLui;

- IOMELIEHUS XPAaHEHU JICKaPCTBEHHBIX MIPENapaToB U IPYruxX TOBAPOB, PA3PEIICHHBIX K
OTITYCKY M3 allTeYHbIX OPraHU3alHii, JOJDKHBI ObITh OCHAIIEHBI MKa(aMu, CTeIIaKaMHu,
NOJIOHAMH, TIOATOBAPHUKAMH JUTSl UX XPaHEHHS; TOMEIICHUSI XPAaHEHHUS TEPMOTA0MIIbHBIX
JIEKapCTBEHHBIX MIPENapaToB JOJIKHBI ObITH OCHAIIEHBI 000pPYI0BAaHUEM, 00ECTIEUMBAIOLIIM
HE00XO0/IUMBbIE YCIIOBUS XPAHEHUS;

- IOMEILIEHUsI XpaHEHUS JIEKAPCTBEHHBIX MPENapaToB U IPYrHUX TOBAPOB, PA3PEIICHHBIX K
OTIIYCKY U3 allTe€YHBIX OPraHU3alMA, JOKHBI ObITh OCHAILIEHBI IPHOOPAMHU JUIS PETUCTPALIUU
napaMeTpoB BO3/lyXa (TepMOMETpaMH, TUTPOMETPAMU HIIM TICUXPOMETPaMH ), KOTOpbIE
pa3MeIIalT Ha BHYTPEHHEH CTeHE MMOMEIIEHUs, B OT HarpeBaTEIbHBIX TPUOOPOB Ha BHICOTE
1,5- 1,7 M oT mona u Ha paccTossHUU He MeHee 3 M oT nBepeil. [lokazanus s3Tux npudopos
JOJIKHBI ©KETHEBHO PETUCTPUPOBATHCS B CIICLIMATILHOM XKypHalie (KapTe), KOTOPbIi BeAeTcs
OTBETCTBEHHBIM JIMIIOM B TEYCHHE I'0J1a M XPAHUTCS T'OJl, HE CYUTAsi MUHYBIIIETO.
KonTponupyromne npuGopsl JOIKHBI ObITH CEPTU(MULIMPOBAHBI, KAIUOPOBAHBI U MOIBEPraThCs
MOBEPKE B YCTAHOBJIECHHOM IMOPSIKE;

- mKadamu 171 XpaHEHUs] BepXHEH M CAaHUTapHOM OZIeKbl, 00YBH B rapZiepoOHOI;

- MOIOIIUMH U A€3UH(DUIUPYIOIUMH CPEICTBAMH, X03IHCTBEHHBIM HHBEHTAPEM,
IPUMEHSIEMBIMU NpU yOOpKe MoMeIleHni U 00paboTke 000pya0BaHMUSL.

Bce o0opynoBanue u BHelHee oopMIIEHHE TOMELEHUI B allT€YHBIX OPTaHU3ALUAX JTOJKHBI
OTBEYaTh CAHUTAPHO-TUTHEHNYECKUM, IPOTUBOIOKAPHBIM TPEOOBAHUAM U TPEOOBAHUIM
TE€XHUKU 0€30MaCHOCTH U OXpaHbl Tpy/a.

3.20. Crennaxu u mwKadsl U1 XpaHEHUs JIEKAPCTBEHHBIX MPENapaToB U JPYTruX TOBAPOB,
pa3pelIeHHBIX K OTIYCKY U3 allTeUHbIX OpraHu3alui, B MaTepHabHBIX KOMHATaX JIOJKHbI ObITh
YCTaHOBJIEHBI CIEAYIOIIUM 00pa3oM:

- paccTosiHuE J0 HapyKHbIX cTeH He MeHee 0,6 - 0,7 Mm;
- paccTtostHue 0 moToJika He Menee 0,5 M;

- pacctosiHuE OT nosia He meHee 0,25 Mm;

- MPOXOJIbI MEKY cTeliaxxamu He meHee 0,75 M;

- Ha BCEX CTeJIaXkax, mKadax, Mojkax MPUKPEIUIIeTCs CTeNIaKHas KapTa ¢ yKa3aHUeM
HaVMEHOBAHMs JIEKapCTBEHHOIO IIpelapara, CEpUM, CPOKa FOJJHOCTH, KOJIMYECTBA €UHULL
XpaHEHHUS.



IV. TpeGoBanust K OpraHU3aLuU IPUEMKH

JICKAPCTBCHHEBIX IPEIapaToB B AlITCUHBIX OPraHU3alnuaXxX

4.1. Ilpu mpoBeACHNY TOTPY304HO-PA3TPY30YHBIX PAOOT MPH MPUEMKE UITH OTTPY3KE
JIEKapCTBEHHBIX IIPENApaToOB U APYTUX TOBAPOB, Pa3pELICHHBIX K OTIIYCKY U3 allTEYHBIX
OpraHu3aluii, J0rKHA OBITH OOECTIeYeHa 3aIINTa MOCTYAOIINX JICKaPCTBEHHBIX MIPENapaToB OT
aTMOC(EPHBIX 0CaJIKOB, BO3/ICHCTBUS HU3KUX U BBICOKUX TEMIIEPATYP.

4.2. He noanexar npueMKe JIeKapCTBEHHBIE MIpernapaThl U APyTrue TOBAPHI, pa3pelieHHbIE K
peaM3alny U3 afTe4YHbIX OpraHu3alui, ¢ UCTEKIIUMH CPOKaMH F'OIHOCTH, HE
COOTBETCTBYIOIIKE TPeOOBaHUAM K Ka4eCTBY, CTaHIapTaM U 0€3 TIOKYMEHTOB, yIOCTOBEPSIOIINX
WX Ka4eCTBO.

Ha nexapcTBenHble npenapatsl (JIeKapCTBEHHBIE CPE/ICTBA) B IOBPEXKIECHHON YIIaKOBKE, HE
UMeIoIre cepTU(hUKATOB U/ UM HEOOXOAUMON COMTPOBOIUTEILHON JOKYMEHTAIIHH,
3a0pakoBaHHbIE IPU IPUEMKE WJIM OTITYCKE OOJIBHOMY, HE COOTBETCTBYIOIIME 3aKa3y UM C
UCTEKIINM CPOKOM FOJJTHOCTHU, COCTABJISIETCS aKT; OHU JIOJKHBI OBITh COOTBETCTBYIOILIUM
00pa3oM NpoOMapKUPOBaHbI U IOMEIIECHBI B CIIELIUATIBHO BbIACIEHHYIO 30HY OTAEIBHO OT IPYruX
JIEKapCTBEHHBIX MIPENapaToB 10 UX UAECHTU(UKALIMY, BO3BpaTa IOCTABIIUKY WIM YHUUTOKEHUS
B YCTaHOBJICHHOM IOPSJKE.

4.3. SInOBUTHIEC U CUIIBHOJCHCTBYIOIINE BEIIECTBA, HAPKOTUUECKHE CPE/ICTBA, TICUXOTPOITHBIC
BEILIECTBA, TEPMOJIAOMIbHBIC JIEKAPCTBEHHBIE IIPenapaThl HEOOXOIMMO HEMEIJICHHO Pa3MeIaTh
B MECTaX XpaHEHUs B COOTBETCTBUHU ¢ TpeOoBaHUsMH 1aHHOro OCTa.

4.4. KonnyecTBO MPUHUMAEMBIX JI€KaPCTBEHHBIX MIPENapaToB, TPEOYIOMINX 0COObIX YCIOBUI
XpaHEeHMs, JOJKHO COOTBETCTBOBATH MMEIOLIEHCS EMKOCTH CIELUAIBHOTO 000pYy10BaHHUS.

4.5. Bce mocTaBkH ToBapa JOJDKHBI COITPOBOXKAATHCSA JOKYMEHTaMH, T03BOJISIOIUMHI
YCTAHOBUTH JIaTy OTTPY3KH, HAUMEHOBAHUE JIEKAPCTBEHHOI' O MpenapaTta (BKIovas
JIEKapCTBEHHYIO (OPMY M JO3UPOBKY), HOMEP CEPHH U MAPTHH, KOJTUYECTBO MOCTaBIEHHOTO
TOBapa, LIEHY OTIYIIEHHOTO JIEKAPCTBEHHOIO NIpenapara, Ha3BaHUE U aJpec MOCTABIIUKA U
HOoJIyJaTess, a TakKe TOKyMEHTaMHU, OATBEP>KJAI0IIUMHU KaueCTBO JIEKapCTBEHHBIX
IIpenaparos.

4.6. IlpuHaThIe T€KapCTBEHHbIE MPENapaThl U IpYrue TOBaphl, pa3pelieHHbIe K OTIYCKY U3
aNTEeYHBIX OPTraHU3alMi, IPUXOAYIOTCA B TEUEHNE CPOKOB, OTBEJICHHBIX 110 IIPUEMKE TOBapa 1o
KOJIMYECTBY TOBAPHBIX €JUHUILl U KOMILIEKTHOCTU B YCTAHOBJICHHOM IIOPSIKE.



V. TpeboBaHus K opraHu3anuu
XpaHCHHS JIEKAPCTBEHHBIX IPEIapaToB

(JiekapCTBEHHBIX CPEJICTB) B alITE€UHBIX OPraHU3aAIUsAX

5.1. AnTeyHbIMH OpraHU3aALUAMU JTOJIKHBI ObITh IPEATPUHSITHI MEPbI ISl UCKITFOUYEHUS
NOBPEXJCHUH (pa3iavBaHus, pacchlllaHus, 00s), A1 NPEIOTBPAIIEHUS KOHTAMUHALUI
JIEKapCTBEHHBIX CPENCTB (JIEKAPCTBEHHBIX IPENAapaToB).

5.2. [Ipu xpaHeHUHU JIEKapPCTBEHHBIX MPenapaToB (JIEKApPCTBEHHBIX CPEJCTB) UCIIONb3YIOTCS
CJIEIyIOIINE CIIOCOObI CUCTEMAaTU3AIIUU:

- 10 TOKCUKOJIOTMYECKUM U (hapMaKoJIOTHYECKUM I'pYIIaMm; 10 Clioco0y NpUMEHEHUS;
- B aJI()aBUTHOM IIOPSIIIKE;
- B COOTBETCTBUH C NO3ULIUSIMU KOMIIBIOTEPHOTO yUeTa.

[TpuHATHIN cIOCOO XpaHeHMs JJeKapCTBEHHBIX IpenapaToB (JEKapCTBEHHBIX CPEJCTB) AOJKEH
OBbITH OTrOBOPEH B IIPUKA3€ [0 aTEYHON OPraHU3alMK U I0BEJIEH /10 CBEJCHUS IIepCoHaIa
aNTeYHOW OpPraHMU3alUN.

5.3. Anre4Hast opraHu3anus J0HKHA BECTH YUET JIEKapCTBEHHbIX NIPenapaToB (J€KapCTBEHHbIX
CPEJICTB) C OTPAaHUYEHHBIM CPOKOM I'OJJHOCTH Ha OyMa)KHOM HOCHUTEJIE WM B AJIEKTPOHHOM BU/JIE
C apxuBalMeil Ha TBEpIOM HocuTelne. PexxuM apXyBaluy yCTaHaBIMBAETCS PYKOBOIUTEIEM
anTEeYHON OpraHU3alNu.

5.4. JlekapcTBeHHBIE IpenapaThl (JeKapCTBEHHbIE CPEJICTBA) CIEAYET XPAaHUTh Pa3AeabHO C
y4eTOM MX (PU3NYECKUX U (PU3NKO-XUMHUECKUX CBOMCTB, BO3/ICHCTBUS HA HUX Pa3IMYHbBIX
(akTOpOB BHEIIHEN Cpe/ibl B COOTBETCTBUU C YCTAHOBJIEHHBIMU TPEOOBAHUAMHU <*>.

<*> [Ipuxa3z Munzapasa Poccuu ot 13 Hoa0pst 1996 rona N 377 "OO0 yTBep»KA€HUHM HHCTPYKLUN
10 OpraHU3alliy XPaHEHMsI B alITEYHBIX YUPEXKICHUAX Pa3INUHbIX IPYII JIEKAPCTBEHHBIX

CPEeACTB U U3AETIHI MeAUIIMHCKOTo Ha3HaueHus" (peructpanus B Muntocte Poccun 22.11.1996,
N 1202).

ITpuxazom Munsapascoupassutust PO ot 16.05.2011 N 397n yrBepxaensl CnienuanbHble
TpeOOBaHUS K YCIOBUSAM XPaHEHUS] HAPKOTUYECKUX CPEJICTB U MICUXOTPOITHBIX BEIECTB,
3aperucTpUPOBAaHHBIX B YCTAaHOBIEHHOM nopsiike B Poccuiickoit denepanun B kKauecTse
JIEKapCTBEHHBIX CPENCTB, IPEIHA3HAYEHHBIX JUIsI MEAULIUHCKOTO IPUMEHEHMS, B alITEYHBIX,
Je4eOHO-TIPOPUITAKTUYECKUX YUPEKICHHUIX, HAYYHO-UCCIIE0BATEIBCKUX YUEOHBIX
OpraHM3aIMsaX U OPraHU3alMIX ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMH CPEICTBAMHU.




5.5. XpaHeHne HApKOTHUYECKUX CPEJCTB U MICUXOTPOITHBIX BEIIECTB, CUILHOACHCTBYIOIIUX U
SJIOBUTBHIX BEIIECTB JIOJXKHO OCYIIECTBISATHCS B COOTBETCTBUHU C JICHCTBYIOIIUMHU
HOPMATHBHBIMH TPEOOBAaHUAMH <*>,

<*> [Ipunoxxenus 1 u 4 I[Ipukaza Munzapasa Poccun ot 12 Hos6pst 1997 roga N 330 "O mepax
0 YJIYYIIEHHUIO yueTa, XpaHEHHUs, BBIMUCHIBAHUS U HCIIOJIb30BAHUS HAPKOTHUECKUX
JIEKapCTBEHHBIX cpencTB" (muckMoM Muntocta Poccuu ot 24.12.1997 N 07-08-2293-97 Ipukas
MPU3HAH HE HYKJAIOMINMCS B TOCYAapCTBEHHON PETHCTPALIVIN).

[Tpuxa3z Munzapasa P® ot 31.12.1999 N 472, yreepausiuii [lepeuens ekapcTBEHHBIX CPEICTB
cruckoB A u b, yrpatui cuny B cBsi3u ¢ u3ganueM IIpukasa Munsapasconpassutus PO or
24.05.2010 N 380.

[Ipukazom Munszapascorpa3sutus PO ot 23.08.2010 N 706n yrBepxnens! [IpaBuna xpaneHus
JIEKAPCTBEHHBIX CPEJICTB.

5.6. K xpaHeHu1o 1eKapCTBEHHbIX MIPENapaToB (JEKapCTBEHHbIX cpeacTB) cnuckoB "A" u "B"
HPEIbBISIOTCS 0COObIE TPEOOBaHUS, B YACTHOCTHU:

- JIEKApCTBEHHBIC ITpenaparThl (JISKapCTBEHHBIC CPEICTBA), OTHOCAIMECS K cickam "A" u "B"
(He3aBHCUMO OT JIEKAPCTBEHHOU (hOPMBI), XpPaHATCS U30JIMPOBAHHO, B 3alUPAIOIIUXCS
METaJUINYEeCKUX MKadax moJ 3aMKoM (cmucok "A'") ¥ B IepeBAHHBIX MIKadax MoJ] 3aMKOM
(criucok "B");

- Ha BHYTPEHHEH CTOpOHE JIBEPOK IIKada, B KOTOPOM XPaHSTCS JIEKapCTBEHHbIE MpenapaThbl
(;lexapcTBeHHBIE cpeacTBa) crucka "A", nomkHbl ObITh Hagnucu "A", "Venena", a Ha
BHYTpPEHHEHN CTOpOHE JBEPOK IIKada, B KOTOPOM XpaHATCS JIEKAPCTBEHHbIE IIPETapaThl
(;mexapcTBeHHbIE cpencTBa) cnucka "b" - Hagnucu "B", "Heroica" u nepeunu npenaparos
cnuckoB "A" u "B" ¢ ykazaHHeM BBICIINX Pa30BbIX U CYTOUHBIX /103;

- HaJIUCH Ha MITAHIJIacaX, B KOTOPBIX XPaHATCS JIEKAPCTBEHHBIE CPEICTBA crTUCKa "A", TOIKHBI
OBITH OETOT0 1BeTa Ha YepHOM (DOHE, a Ha IITAHTIIAcaX, COJAEPIKAIINX JIEKapCTBEHHBIE CPEICTBA
criucka "B", kpacHoro 11BeTa Ha 6eoM (hoHe; B 000HX caydasx Ha IITaHTIacax JOJDKHBI ObITh
YKa3aHbI BBICIIHE PA30BbIC U CYyTOYHBIE JIO3HI;

- B pabouee BpeMs KJIIFOYH OT METaJUTHYECKOro mKada ¢ JICKapCTBEHHBIMU CPEICTBAMHU
(mpenaparamu) crincka "A", HaXOAAIMIErocs B ACCUCTEHTCKOW KOMHATE, TOKEH HaXOUThCS Y
YIIOTHOMOYEHHOTO COTPYAHHKA anTeyHOoU opraHu3anuu. [locie okoHuaHus pabouero aHs
mKagbl ONEYaTHIBAIOTCS I TUIOMOUPYIOTCS, a KIIFOUU OT HUX, MeYaTh U TUIOMOUP JOKHBI
HaXOJIUTHCS Y PYKOBOJUTENS alTeYHOW OpraHu3aliy WIH Y JIII, Ha TO YIOJIHOMOYEHHBIX
MIPUKA30M I10 allTeYHOW OpPTraHU3aInu;

- IepeBsSIHHbIE IKa(BbI IS XpaHEHUs JIEKapCTBEHHBIX CPECTB (MpenaparoB) crrcka "b" nmocnie
OKOHYaHHUs pabovero AHS JOJKHBI 3alIUPATHCS;

- B ISKYPHBIX allTeKaxX Ha HOYb OCTABJIAIOTCS JIEKApCTBEHHBbIE cpeacTBa cniuckos "A" n "bB",
KOTOPbIE HAXOIATCS y ACKYPHOTO COTPYAHUKA allTeKH B OTJCIBHOM IIKady, 3aKpbITOM Ha



3aMOK, B KOJIMYECTBAX U aCCOPTUMEHTE, HEOOXOMMBIX JIJIsl OKa3aHUsI HEOTIIOKHOU
MEAUIMHCKON rmoMotty. [Tociie okoHYaHUs IeKYpPCTBA 3TOT KA ONevaThIBACTCS WU
IoMOUpyeTcs;

- PEaKTHUBBI, COJIEpIKAIIE JIEKapCTBEHHBIE cpeacTBa criuckoB "A" u "B", n Haxonsiumecs Bo
BpeMs pabOThI Ha CTOJIE IPOBH30pa-aHATUTUKA WK ITPOBU30PA-TEXHOJIOTA, ITOCIIE OKOHYAHUS
paboThI JOHKHBI XPaHUTHCS B KAy MO 3aMKOM;

- IepeUCHb JIGKaPCTBEHHBIX MPENapaToB (JIEKapCTBEHHBIX CPEICTB), OTHECEHHBIX K criuckam "A"
u "B", onpenenseTcs B COOTBETCTBUHM € AEHCTBYIOIMMU HOPMATUBHBIMU JOKYMEHTAMH.

VI. TpeOoBaHus K OTILYCKY (peajln3aiyu)

JICKAPCTBCHHLIX IIPCIIAPATOB B aAlITCYHLBIX OpraHU3alUuAgX

6.1. Otmyck (peanu3aiysi) JeKapCTBEHHBIX MIPEnapaToB OCYLIECTBISIETCS MO pelenTy u 6e3
pelienTa Bpaya, a TakKe 1o TpeOOBAHUAM YUPEKIECHUHN 3ApaBOOXPAHEHUS HA OCHOBAaHUH
JI0OTOBOpA.

6.2. Ilpu nocTymieHny B alTEUHYIO0 OPTraHU3aIUIo PEIENTOB U TPeOOBaHM YCTaHOBICHHBIX
00pa3IoB CHEIUAINCT aTEYHON OPraHU3alliy MMPOBOJIUT OIIEHKY UX COOTBETCTBUS
OTpeIeTICHHBIM TPEOOBAHUSAM U B COOTBETCTBHUH C Tapu(paMU OMPEAEIIIeT CTOMMOCTh
OTITYCKaeMOro JIEKApCTBEHHOTO IIpernapara.

6.3.B CJIy4ac 3aMCHBI BBIITMCAHHOT'O B PCHUCITC JICKAPCTBCHHOT'O IIPCIlapaTa Ha €0 CHHOHUM
(reHepH%CKon (I)OpMy), C CcoryiaCus MmoKynarTesd Ui 110 COTJIaCOBAHUIO C BpaduoOM, Ha 060p0Te
penciTa CJICAYET yKa3aTb TOPTOBOC HAMMCHOBAHUC OTIIYILICHHOT'O JICKAPpCTBECHHOTI'O IIpeIiapara,
MMOCTAaBUTh NOANNCH U ATy OTITyCKa.

IIo BOIIPOCY, KaCaromeMycCs MmopsaKa OTIIyCKa JICKAPCTBCHHBIX CPECACTB allTCYHBIMHA

yupexaeHussMu (opranuzanusamu), cM. [Ipukaz Munzapascorpassutus PO ot 14.12.2005 N
785.

6.4. OTITyCK JIeKapCTBEHHBIX MPENapaToB, UMEIOIINX 0COObIE YCIOBUS PeaIU3aIiH
(HapKOTHYECKHE CPENICTBA, TICHXOTPOIHBIE BEIIECTBA, YTHIOBBIA CTUPT U APYTHE),
OCYIIIECTBIISIETCS C COOII0IEHHEM TPeOOBaHUI JEHCTBYIONINX HOPMATUBHBIX TOKYMEHTOB <*> 1
Hactoamux [IpaBu.

(B pexn. IIpukaza Munznpasconpazutus PO ot 18.04.2007 N 278)

ITpuxazom Munsapasa Poccun ot 20.12.2012 N 11751 yrBep:xaeH HoBbIM [lopsanok Ha3HaueHuUs
Y BBINHUCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB.

<*>JIpuka3z Munsapasa Poccun ot 23 aBrycta 1999 roga N 328 "O parnmonansHOM
Ha3HAYEHUH JIEKAPCTBEHHBIX CPE/ICTB, IPABUIIAX BBHITMCHIBAHMSI PELIENITOB HA HUX U MOPSAKE UX



OTMYyCKa anTeYHBIMU yUpexAeHUusIMU (opranu3anusmu)" (peructpanus B Muntocte Poccun ot
21.10.1999 N 1944). ITpuka3 Mun3zapasa Poccuu ot 12 Hosa0ps 1997 roma N 330.

6.5. Otmyck (peanu3aiius) JeKapCTBEHHBIX MIPENapaToB M0 OECIIATHBIM U JIbTOTHBIM pelenTaM
OCYLIECTBIISIETCS U3 allTEYHbIX OPraHU3alnid Ha OCHOBAaHUU JOTOBOPA C OpraHU3alMsIMU,
(MHAHCUPYIOIIMMU JILTOTHBIN OTITYCK HACEICHUIO JIEKAPCTBEHHBIX MPENapaToB.

6.6. JIbroTel B 00CIyXKMBAaHUU OTJEJIBHBIX I'PYII HACEIEHUSI IPEAOCTABIISIIOTCS B COOTBETCTBUU
C 3aKOHOJAaTEIbHBIMU U HOPMAaTUBHBIMU akTamu Poccuiickoit denepanuu, a TaKxke Ha
OCHOBAHUH PEIICHUI OPTraHOB IrOCYAapCTBEHHOM Bi1acTu cyObekToB Poccuiickoit deaepanum.

6.7. Peanmu3yeMble U3 aNTEeUHBIX OpraHU3aNH JIEKAPCTBEHHBIC MPETapaThl TOJKHBI HMETh
UH(POPMAILIHIO COTIACHO TOCYAapCTBEHHOMY HH()OPMAITMOHHOMY CTaHIAPTY JICKApPCTBEHHOTO
Cpe/cTBa.

[Toxymarento o ero npockoe MOKET OBITh IIPEJICTaBICHA JOMOJIHUTEIbHASI HHPOpMALIHSL O
IproOpeTaeMoOM JIEKapCTBEHHOM Ipernapare, 00 UMEIONIMXCS B aITEYHON OpraHu3anuu
CUHOHMMaX (reHepuyeckux popmax) mpuoOpeTaeMoro JIeKapCTBEHHOTO Mpenapara U ux IeHax.

6.8. [Ipu oTmycke n1eKapCTBEHHBIX MPENapaToB YIOJIHOMOYEHHBINH COTPYAHUK aTEUHOM
opranu3anuy UHPOPMHUPYET MOKYMaTeNs O MpaBHIax MprueMa JIKapCTBEHHOTO Mpenapara:
peXHUMe preMa, pa3oBOi U CYTOYHOM J103€, crioco0e mprueMa (¢ y4eToM mpuema MUl U 1p.),
MpaBUJIaX XpPaHEHU U JAp.; o0palaeT BHUMAaHHUE MOKYIaTessl Ha He0OX0IMMOCTh BHUMATEIHHO
03HAKOMUTHCS ¢ HH(OpMaLel 0 JeKapcTBeHHOM Mpemnapare. OTBEThl COTPYIHUKA JOKHBI
OBITH PO eCCHOHATBHBIMH, TPAMOTHBIMHU, C COOJIOJICHUEM TPEOOBAHUM ITHKHU.

6.9. Ilpu oTmycke JIeKapCTBEHHBIX MPENapaToB J0MYCKAETCA HAPYIICHHE BTOPUYHON YITAaKOBKH C
00s13aTeIbHBIM YKa3aHHUEM MPU ATOM CEPUHU U CPOKa TOAHOCTH JIEKAPCTBEHHBIX MPEMapaToB Ha
anTevHOM yImaKOBKE U MpeocTaBiIeHueM HeoOoxoaumoit nndopmarmu. He momyckaercs
HapyllIeHUe NIEPBUYHON YITAKOBKH JIEKAPCTBEHHOIO IIpenapara.

6.10. ITo TpeGoBaHuUIO MOKYyNATENs YIOJTHOMOYEHHBIM COTPYAHUK allTeUHONW OpraHu3aIiuu
IpeoCcTaBIIsAeT UHYOPMAIMIO O TIOKYMEHTAX 10 IIeHaM M CPOKaM T'OJTHOCTH JIEKaPCTBEHHBIX
CPEICTB U IPYrHMX TOBApOB, Pa3pEIICHHBIX K OTIIYCKY U3 alITEUYHbIX OpraHU3alui U o
JIOKYMEHTaX, MOATBEPKIAIOIIUX X Ka4eCTBO.

6.11. Jlns nHGOpMaIuM O JIEKapCTBEHHBIX Ipenaparax 1 JIpyrux ToBapax, pa3peleHHbIX K
OTITYCKY U3 allTe€YHBIX OPraHu3aluid, MOTYT ObITh UCIOJIb30BaHbl BUTPUHBI PA3IMYHOIO THUIIA,
/1€ BBICTABIIAIOTCS JIEKAPCTBEHHBIE TIPETaparhl, OTIyckaeMmble 0e3 perenTa Bpada, 1 o0pasisl
UMEIOLINXCS TOBApOB.

JlexapcTBeHHBIE penapaThl HA BUTPUHAX Pa3MEIIAIOTCS OTAEIbHO: JIEKAPCTBEHHBIE MPENapaThl
JUISl BHYTPEHHET0 YNOTpeOIeHUs U JISKapCTBEHHBIE MTPENapathl /Uil Hapy>KHOTO MPUMEHEHHS.
BHyTpu rpynn jgekapcTBEHHbIE MTPenapaThl pacroiaratloTcs Mo papMakoTeparneBTHIecKoMy
IIPU3HAKY.

6.12. B 3amax cam000cCy>KMBaHHsI IOCETUTENh BHAYaJIe MOTyYaeT BCIO HEOOXOAUMYIO
uH(pOopMalLrI0 00 HHTEPECYIOMIUX €ro Oe3pelenTypHBIX JIEKAPCTBEHHBIX Mpenapartax, Jpyrux
TOBapax, pa3peleHHbIX K OTITYCKY M3 allTeYHbIX OPraHU3aIMi, OT KOHCYJIbTaHTa, pabOTAIOIIEro
B 3aJ1€, 3aTEM C BBIOpAHHBIM TOBAapOM 00palaeTcs K KOHTPOJIepy-Kaccupy.



6.13. Uadopmanus 00 ycimyrax, IpeIoCTaBIsIeMbIX alfTeUHBIMU OPTaHU3AIMAIME, a TAKKE
pean3yeMBIX JIEKAPCTBEHHBIX IIpelapaTax U Apyrux ToBapax, pa3pellieHHbIX K OTIIYCKY U3
alITCYHBIX opraﬂmaunﬁ, JO0JIDKHA OCYHICCTBIIATHCA B COOTBETCTBHUU C Tpe6OBaHI/I$IMI/I
JEHCTBYIOIIEr0 3aKOHO/1aTEIbCTBA.

6.14. KoHTpoIbHO-KaCCOBBIC ammapaThl allTeYHON OPraHU3aluy TOJDKHBI ObITh
3aperuCTPUPOBAHBI B HAJIOTOBBIX OpraHax Mo MECTy HaXOXKICHHsI allTeYHON OpraHU3alliy B
YCTaHOBJICHHOM TOPSIIKE.

6.15. IlokymnaTens BipaBe BO3BPATUTh WM 3aMEHUTH TOBAp HEHAIJIC)KAIETO KaueCTBa,
[IPUOOPETEHHBIN B aITEUHON OpraHu3alny (3a UCKJIFOYEHUEM TEX TOBAPOB, KOTOPHIE BKIIOYEHbI
B IIepeueHb HEMPOOBOJIbCTBEHHBIX TOBAPOB HA/IJICKAIIETO KA4eCTBa, HE MOAIEKAIINX BO3BPATY
Wi 0OMEHY Ha aHAJIOTHYHBINA TOBAp APYrux pasmepa, hopMmel, rabaputa, hacoHa, paclBETKU
VTN KOMIUICKTalliM B COOTBETCTBUH C JICHCTBYIOLIMM HOPSIKOM <*>).

<*> "[lepedyeHb HENPOJOBOJILCTBEHHBIX TOBAPOB HA/IJIEKAIIIETO Ka4eCTBa, HE MOJIEKALINX
BO3BpAaTy WX 0OMEHY Ha aHAJIOTUYHBIN TOBap Ipyrux pasmepa, popmsl, radapura, hacoHa,
paciuBeTKU WM KoMIUIeKTauu'", yrBepxaeHHbli [locranoBnenuem [lpaButenscta Poccuiickoit
®enepanuu ot 19 suBaps 1998 roga N 55.

"ITpu 3TOM NOKynareab, KOTOPOMY IIPOJIaH TOBAP HEHAJUIEIKAIIETO KaueCTBa, BIIPABE 110 CBOEMY
BbIOOpY OTpeOOBaTh OE3BO3ME3IHOIO YCTPAHEHUS HEJOCTATKOB TOBApA UM BO3MEILEHUS
pPacxo/I0B Ha MX MCIIPaBJICHUE NOTPEOUTENEM WIH TPETHUM JIMIIOM, COPA3MEPHOTO YMEHBIICHU S
MOKYITHOH IIeHbI, 3aMeHbl Ha TOBAap aHAJOIMYHON MapKu (MOJIENH, apTUKYJIa), 3aMEHbI Ha TaKOU
K€ TOBap JIpyroi Mapku (MOJENH, apTUKYJIa) C COOTBETCTBYIOLIUM IepepacueToM MOKYITHON
LIEHBI, PaCTOP’KEHHUSI IOTOBOPa KYIUIM-TIPOAAKH B MOPAJKE, OIPEIEIEHHOM 3aKOHOAATEIbHBIMU
¥ HOPMaTUBHBIMH NPaBOBbIMU akTamMu Poccuiickoit denepannn <*>".

<*> Crarps 18 3akona Poccuiickoii @eneparuu ot 7 pespans 1992 roga N 2300-1 "O 3ammre
npas notpedutenei".

VII. Y4eT u 0TYETHOCTh B alTEYHBIX OPraHU3aIusax

7.1. AnTednple opraHu3aIiy BEAYT ONIEPATUBHBIN M OyXTalTepCKUi y4eT TOBapHO-
MaTepHaJIbHBIX IEHHOCTEN MO YCTAaHOBJIEHHBIM (hOpMaM B COOTBETCTBUU C EHCTBYIOIIUM
3aKO0HOIaTenbCTBOM Pocculickont @enepannu.

7.2. Yder ToBapa B allTEYHBIX OpPraHU3aLUsAX OCYLIECTBIIAETCS 10 HAMMEHOBAHUAM, CEPUSM,
CpOKaM IroJJTHOCTH, 3aKYIOYHBIM M (WJIN) OTITYCKHBIM IIEHaM I10 cxemaM, HanboJee
11€J1eCO00pa3HbIM B YCIOBUSAX JIaHHOTO NMPEANPUATHS (MHIUBUIYyalbHAasl, HATypalbHO-
CTOMMOCTHAsI, CTOUMOCTHasl).

7.3. IlpenMeTHO-KOTMYECTBEHHOMY YYETY MOJIekKAT HAPKOTHIECKHE CPEICTBA, IICUXOTPOITHBIC
BCIICCTBA, CHI/IpT BTHHOBLIﬁ nu J:Ipyrne HCKapCTBeHHI:IG Cpe,Z[CTBa B COOTBCTCTBHHU C
JIEHCTBYIOIIEH HOPMATHBHOM TOKYMEHTAIIUEH <*>,



(8B pen. Ilpukaza Munzapasconpassutus PO or 18.04.2007 N 278)

<*> [Ipunoxenue 4 k [Ipukazy Munszapasa Poccun ot 12 Hos6pst 1997 roga N 330.

7.4. llopsinok hopMUpOBaHUS PO3HUYHBIX 11€H HA JI€KapCTBEHHBIE Npenapathl (J1eKapCTBEHHBIE
CpEICTBA) JIJISl alITEYHOW OpraHU3aliy HE3aBUCUMO OT OpPraHU3allMOHHO-TIPABOBOM (OPMBI U
¢dbopM COOCTBEHHOCTH yCTaHABIUBAETCS B COOTBETCTBUH C TPEOOBAHUSIMU HOPMATHUBHBIX
MPaBOBBIX aKTOB, yTBepkAeHHBIX [IpaBuTenscTBOM Poccuiickoit @eaepanuu u opraHaMu
UCTIOJIHUTENIbHOW BIacTH cyObekToB Poccuiickoit @enepanum <*>.

[TocranoBnenue [IpaButensctea PO ot 09.11.2001 N 782 yrpaTuiio cuity B CBS3U C U3/1aHUEM
[ToctanoBnenus IpaButenscta PO ot 29.10.2010 N 865, KOTOpBIM yCTaHOBIIEH HOBBIN
MOPSAIOK TOCYAAPCTBEHHOTO PEryJIMPOBAHMUS 1IEH Ha JICKAPCTBEHHBIE MPEnapaThl, BKIIIOUCHHBIC B
NepeyYEeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB.

<*> [locranosnenue [IpaBurenscTBa Poccuiickoit deneparuu ot 9 Hosi6pst 2001 roga N 782 "O
rOCY/IapCTBEHHOM PETYJIIMPOBAHMH 1IeH Ha JiekapcTBeHHbIE cpeacTBa (Cobpanue
3akoHo1aTeabcTBa Poccuiickoit deneparuu, 19.11.2001, N 47, ct. 4448).

VIII. TpeGoBaHus K NepcOHANy anTEYHbIX OpraHU3aI1i

8.1. q)apMaL[eBTI/I‘leCKI/Ie JOJDKHOCTH B AlITCUHBIX OpraHU3alUsgX 3aHUMAr0T CIICHUAJIUCTHI -
IMPOBU30PBI NI (bapMaI_[eBTBI B COOTBCTCTBUHU C YCTAHOBJICHHBIM ITOPAIKOM.

8.2. PykoBOJCTBO anTeyHON opraHu3aliei oCyiecTBIseT IPOBU30P, UMEIOIIUHN cepTuuKart
CIEIMAJINCTa U CTaX pabOThI 110 CIIEUAILHOCTH HE MeHee 3 JieT. B anTeuyHbIX opranu3anusx,
PacIoI0KEHHBIX BHE IOPO/Ia, PYKOBOJCTBO allTEYHOM OpraHu3alueil MOXKET OCYIECTBIISATh
dapmarieBT, UMEIOINMA CepTU(DUKAT CIICITUATHCTA.

8.3. B oTenax ante4yHbIX OpraHu3aiuii ¢ OTKPBITON (POPMOI BBIKIIAJKH TOBAPOB U
pean3yIOLINX TOBaphl, pa3peIIeHHbIE K OTIYCKY U3 allTEYHbIX OpraHu3aluil, 1OIMyCKaeTCs
MIPUBJICYEHHE JIUI] CO CPETHUM WM CPEIHUM METUIIMHCKUM 00pa30BaHUEM UJIU BBICIIUM
MEIUIIUHCKIM 00pa30BaHUEM B KaueCTBE KOHCYJIbTAaHTOB.

8.4. CrienuaaucThl alTeYHbIX OPTaHU3aIui JOHKHBI MTOBHIIIATH CBOO KBATH(PUKAIINIO B
COOTBETCTBUH C JICUCTBYIOIITUMHU TPEOOBAHUSIMHU.

8.5. [lepcoHas anTe4HbIX OpraHU3alui JOKEH COONI0IaTh TPaBuiia IMYHOW TUTUEHBI, BKITIOYast
HCIIOJIL30BaHUE CIIEIIHAILHON OIEKIbI.

8.6. C uenbto o0ecrieueHns: CaHUTaApHBIX TPeOOBaHMM COTPYIHUKH allTEYHBIX OpraHu3anuit
JIOJIKHBI IPOXOJUTh MEIULIMHCKOE OCBUAETEIbCTBOBAHUE B YCTAHOBIEHHOM MOPSIKE.



8.7. He nomyckarotcs k paboTe juiia ¢ mpu3HaKaMu 3a00JI€BaHUsI, OTKPHITHIMUA paHAMH, TTOKa
COCTOSTHUE UX 3[J0POBBSI MOXKET ObITh IPUYMHOM pUCKAa KOHTAMUHALIMKM TOBAapOB, PEATU3yEMbIX B
anTeYHOW OpraHU3allHH.

8.8. He paspermiaercst B mpOM3BOICTBEHHBIX MOMEIIEHHUAX, a TAKXKE Ha padOUYNX MECTax B
TOPTOBOM 3ajie KypeHUE, IPHEM IHIIH, XPaHCHHE JINYHBIX JICKAPCTBEHHBIX MPEIapaToB,
IMPOAYKTOB IMUTAHUA, HAITUTKOB, Ta0aYHBIX I/ISILCJII/II;'I.

8.9. B cBo€il mMpOM3BOJACTBEHHON JIESITEILHOCTH COTPYIHUKH aNTEYHBIX OpraHU3aIui
PYKOBOJICTBYIOTCS ICHCTBYIOIITUMHU JOKYMEHTaMH B 00J1aCTH (hapMaIieBTUUECKOM JIeATeILHOCTH,
MpaBUJIaMU BHYTPEHHETO TPYIOBOTO pacHopsiaKa, TPEOOBAHUSIMU TEXHUKH 0€30MaCHOCTH U
gactosmuM OCToMm.

IX. Obecnieuenue KauecTBa JEKapCTBEHHBIX IPENapaToB

(JlekapCTBEHHBIX CPEACTB) B alITEUHBIX OpraHU3aIUIX

9.1. B anrTeyHo# opranu3anuu 10KHa ObITh cHOPMUPOBAHA CUCTEMA YIIPABIICHUS KAYECTBOM
anTe4yHOlN OpraHu3allty.

9.2. Kaxxnas anteyHast opranusanusi J10JKHa UMETh [IpaBUia BHYTPEHHETO TPYA0BOTO
pacnopsiaka, yrBep>kKJIeHHbIE PYKOBOAUTEIEM OpPraHU3alliU, C OTMETKOM 00 03HaKOMJIEHUH
COTpyIHUKOB. IlepecMOTp npaBuil M MOBTOPHOE 03HAKOMJICHHE C HUMH COTPYAHHMKOB allTeYHON
OpraHU3alyu NPOU3BOIUTCS €KErOTHO.

9.3. AniTeyHO# OopraHu3aiyei JOMKHBI PETyISIPHO MPOBOAUTHCS BHYTPEHHUE IPOBEPKHU Ha
cootBeTcTBUE TpeOoBaHusM Hactosmero OCTa.

[Tpu mpoBeieHnH MPOBEPOK CIIEyeT 0OpaliaTh BHUMaHUE HA HAJIMYKE B allTE€YHON OpraHu3aluu
COOTBETCTBYIOIIMX JOKYMEHTOB Ha 3aHUMAEMbI€ MIOMEIICHUS, TOJXKHOCTHBIX HHCTPYKIIUIA
COTPYJIHUKOB, CTAH/IAPTOB, MHBIX HEOOXOAUMBIX TOKYMEHTOB.

94, HpOBCpKI/I MOT'YT ITPOBOAUTHCA KaK COTPYAHUKAMU anTe4yHon OpraHnu3allui HE3aBUCUMBIMU
OT JIML, HCIOCPECACTBCHHO OCYIICCTBIIAOIINUX ITPOBEPACMYIO ACATCIIBHOCTD, TaK U
HE3aBUCUMBIMHU OKCIICPTAMH.

9.5. HacToTa nmpoBepOK ONMPEENsIeTCs caMOil anTeYHON OpraHu3aluei.

9.6. Pe3ynbTaThl NpOBEPOK MPOTOKOJIUPYIOTCS U AOBOAATCS 10 CBEJIEHUS IIEPCOHANIA,
OTBETCTBEHHOT'O 32 IIPOBEPSIEMbIN yJacTOK pabOThl, U PyKOBOJICTBA allTEYHOM OpraHU3aIiy.

9.7. Ilpu nocneayromux MpoBepKax KOHTPOJIUPYETCS BHIMIOJHEHUE PEKOMEHAAIUNA U X
3¢ (HEeKTUBHOCTD.

9.8. Kaxxplii COTpYIHUK aNTEYHON OpraHU3aluy JOKEeH OBITh 03HAKOMIIEH C HACTOSIIIUM
OCTowm, mopsiIKOM BBHITIOTHEHHS 3aKPETNIEHHBIX 32 HUM 0053aHHOCTEH, HOpMAaTHBHBIMU
MIPABOBBIMU aKTaMH M CTaHAAPTaMH, OTHOCAITUMHUCS K JACITeTbHOCTH OpraHU3aliy. B anTedyHbIx
OpTraHU3aIMAX Ha KaXJI0r0 COTPYIHUKA JOKHEI OBITh TOMKHOCTHBIE HHCTPYKIIUH,
YTBEPKACHHBIE B COOTBETCTBYIOIIEM MOPSIKE.

B anTe4yHbIX OpraHu3anusax A0DKHA OBITH MPEAYCMOTPEHA CUCTEMa TIOCTOSTHHOTO TTOBBITIICHUS
poeCCHOHATHFHOTO 00pa30BaHMs COTPYAHUKOB TI0 BOIIPOCAM JICHCTBYIOIIETO



3aKOHOAATCJIbCTBA, IPUMCHCHUS JICKAPCTBCHHBLIX CPCIACTB U AP. IInas ¥ TeMBI 3aHATHH
YTBEPKAAKTCA PYKOBOAUTCIIEM anTeyHon OpraHu3anuu.

9.9. PykoBonuTenb anTeqyHoON OpraHu3aliii Ha3HAYaeT U3 pyKOBOSALIETO MEPCOHAa
YIOJIHOMOYEHHOTO 110 KaYeCTBY.

9.10. AnteuHas opranu3anus o0ecrieynBaeT BeICHUE TOKyMEHTAllUK B COOTBETCTBUHU C
3aKOHO/ATEJIbHBIMU M HOPMAaTHUBHBIMHU IIPAaBOBbIMU akTamu Poccuiickon ®enepanun.

ITpunoxenue

K OTpaclieBOMY CTaHAApTy
"IIpaBuna oTmycka (peaan3aun)
JIEKapCTBEHHBIX CPEJICTB

B allTEYHBIX OpTraHU3AIMIX.
OCHOBHBIC TTOJI0XKEHHS ",
yTBepkIeHHOMY IIpukasom
Munsapasa Poccun

ot 04.03.2003 N 80

VYrparuno cuny. - [Ipukaz Munznpascoupassutus PO ot 29.08.2004 N 92.



