[Ipoekt

[IPABUTEJIbCTBO POCCUNCKON ®EEPALINU
[TOCTAHOBJIEHUE

oT No
MOCKBA

O nopsiiKe pO3HUYHON TOPrOBJIH
JIEKAPCTBEHHBIMH MNpPenapaTaMu AJisi MeAUIMHCKOT0 IPUMEHEeHUs 1
JIEKAPCTBEHHBIMHM NPenapaTamMu JJis1 BeTePUHAPHOTI0 NIpUMeHeHus (3a
HCKJIIOYeHHEeM HAPKOTHYECKHMX JIeKAPCTBEHHBIX MPENapaToB U NCUXOTPOIHBIX
JIEKAPCTBEHHBIX NMPENnapaToB) TUCTAHIIMOHHBIM CIIOCOO0M, M 0 BHECEHUH
U3MEHEeHU
B HekoTopblie akThl [IpaBureascTBa Poccuiickoit @exepauun
10 BONPOCY PO3HUYHOM TOPTroOBJIH JIeKAPCTBEHHBIMU NpenapaTaMu
JTUCTAHIMOHHBLIM CIIOCO00M

B coorBerctBuM ¢ wacteio 1.1 cratem 55 @egepasbHOrO 3aKoHa
or 12 ampens 2010 r. Ne 61-®3 «OO0 oOpaiieHUH J€KAPCTBEHHBIX CPEIACTBY
(Cobpanme 3akoHomarenbcTBa Poccuiickoit ®eneparuu, 2010, Ne 16, crt. 1815;
No 31, ct. 4161; No 42, ct. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26,
cT. 3446; Ne 53, ct. 7587; 2013, Ne 27, ct. 3477; Ne 48, ct. 6165; 2014, Ne 11,
ct. 1098; Ne 43, ct. 5797; Ne 52, ct. 7540; 2015, Ne 10, cr. 1404; Ne 27, ct. 3951;
Ne 29, c1. 4359, 4367, 4388; Ne 51, ct. 7245; 2016, Ne 1, ct. 9; Ne 23, cr. 3287,
) IlpaBurtenbctBo Poccuiickoit ®enepauui TOCTAaHOBISET
YTBEPJUTH MpUiaraeMble:

1. IlpaBuna poO3HUYHOW TOPrOBIM JIEKAPCTBEHHBIMHU IIpenapaTaMu IJis

MEIMIMHCKOIO0 IPUMEHEHUS U JICKapCTBEHHBIMU IIperapaTaMu sl BETEpUHAPHOIO
OpUMEHEHUs1 (32 HUCKIIOYEHHEM HAPKOTUYECKHX JIEKAPCTBEHHBIX IpEnaparoB H
NCUXOTPOMIHBIX JIEKAPCTBEHHBIX MPENAPaTOB) TUCTAHIIHOHHBIM CITIOCOOOM.

2. U3meHeHus, KoTopble BHOCATCA B akThl IIpaButenscTBa Poccuiickoit
@enepanyu 10 BOIPOCY PO3HUYHOM TOPIOBIU JIEKAPCTBEHHBIMU IIperiapaTamu
JUCTAaHLIMOHHBIM CIIOCOOOM.

3. Hacrosiiee oCTaHOBICHUE BCTYIIAET B CHITY C
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YTBEPXJIEHBI
rocra”HosieHueM IIpasurenscrsa

Poccuniickon @enepanun
oT Ne

ITPABUJIA
PO3ZHMYHON TOPrOBJIM JIEKAPCTBEHHBIMH NpenaparaMu AJs1 MeAMUHHCKOI0
NPUMEHEHHS U JIeKAPCTBEHHbIMU NpenapaTamMu J1Jis BeTEPHHAPHOI0
NPUMEHEHN (32 HCKIIYEeHHEM HAPKOTHYECKHX JIEKAPCTBEHHBIX NIPenapaToB
IICMXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB) AUCTAHIUOHHBIM CIIOCO00M

l. Hacrosmue IlpaBuna ycTaHaBIMBAKOT MOPSAOK PO3HUYHOW TOPTOBIIA
JIEKaApCTBEHHBIMU TpEnapaTamMmu sl MEIUIMHCKOTO MPUMEHEHHUSI U JIEKAPCTBEHHBIMU
npenaparaMy i BETEPHUHAPHOI'O NMPUMEHEHHUs (32 MCKIIOYEHHEM HapKOTHYECKUX
JICKAPCTBEHHBIX TMpENnapaToB M TCUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB)
JUCTAaHIIMOHHBIM CIOCOOOM (/1ajiee COOTBETCTBEHHO — JIEKAPCTBEHHBIEC MPENapaThl
U1 MEAULMHCKOTO NPUMEHEHHUS], JIEKApCTBEHHbIE Mpenaparsl IJisi BETEPUHAPHOTO
NPUMEHEHUS), aNTEYHbIMH OpPraHU3AlUSIMU U BETEPUHAPHBIMH  ANTEYHBIMU
OpraHHu3alUsIMU.

2. Po3HuyHas TOpromisi JIGKAPCTBEHHBIMH IMpernapaTtamu Jjisi MEAUIIUMHCKOTO
NPUMEHEHUSI U JICKAapCTBEHHBIMHU TMpernaparamMu il BETEPUHAPHOIO MPUMEHEHHUS
JUCTAaHIMOHHBIM (Jajlee — pO3HUYHAs MNpoAaXa JUCTAHIUMOHHBIM CIIOCOOOM)
crocoOoM BKJIFOYAET B ce0s nmpuem, GOpMUpPOBAHUE, XPAHEHHE, JOCTABKY 3aKa30B Ha
JIEKApCTBEHHbIE TpenapaTsl JUisi MEAULUUHCKOTO NPUMEHEHHS WIH JIEKApCTBEHHbIC
npenaparsl 1Ji1 BETEPUHAPHOTO TPUMEHEHUS, U OTIYCK JIEKAPCTBEHHBIX MPENApaATOB.

JlocTaBka JIeKapCTBEHHBIX MPEMApaTOB OCYIIECTBISIETCS B Mpeeiiax CyObheKTa
Poccuiickon ®enepaunu, Ha TEPPUTOPUM KOTOPOTO PACIIOIOKEHBI aNTECYHbIC
OpraHu3allid WM BETEPUHAPHBIE AaNTEYHbIE OpraHU3alWd, OCYIIECTBISIOIINE
PO3HUYHYIO TMPOJAXy MAUCTAHIIMOHHBIM CIIOCOOOM, M TpaHUYallUX C HUM
HACEJIEHHBIX IMyHKTOB, HO HE Jlajee OJMKaNWIIero HaceJIeHHOr0 MYHKTa OT TPaHUIlbI
cyOBeKTa, B TOM YHCIIe, TIO aBTO U KEJIE3HOA0POKHOM Tpacce.

3. Po3HuMuyHas TOProBis AUCTAHIIMOHHBIM CIOCOOOM  OCYIIECTBIISETCS
anTEYHbIMU OPTraHU3ALMSIMU U BETEPUHAPHBIMH ANTEYHBIMU OPraHU3alMsIMU MPU
HaJIMYUU:

He Oosiee oaHOro BeO-caiiTa B MH()POPMALMOHHO-KOMMYHHUKAIIMOHHOW CETH
«nTepner»  (mamee —  BeO-cailiT), MMEIOMIETO  aTTECTaT  COOTBETCTBUSA
UH(OPMAIMOHHON (aBTOMATHU3MPOBAHHOW) CUCTEMBI TPEOOBAHUSIM 10 0E€30MaCHOCTH
uH(pOopMaIK, Ha PaBe COOCTBEHHOCTH;



BBIIAHHOW B YCTAQHOBJIEHHOM MOPSJKE JIMUEH3UMM Ha OCYLIECTBICHHUE
(dapmManeBTUYECKON NESITEIbHOCTU B YACTU PO3HUYHON TOPTOBIM JIEKAPCTBEHHBIMU
npenapataMi Ui MEAMIMHCKOIO NPUMEHEHUs JAMCTAaHLIMOHHBIM criocoboMm (asis
anTEeYHbIX OpraHu3aluil) WIM B YacTH PO3HUYHOW TOPIOBIM JIEKAPCTBEHHBIMU
npernapaTaMu Jjisi BETEPUHAPHOTO MPUMEHEHUs JUCTAaHIIMOHHBIM CHocoOoM (asis
BETEPUHAPHBIX alITE€YHBIX OPTaHU3ALINN).

4. Begenne peectpa web-cailTOB anTeyHbIX OpraHHU3aIfil, OCYIIECTBISIONINX
PO3HUYHYIO TOPrOBJIIO JIEKAPCTBEHHBIMHM IMpenaparamMu JUisi MEIULUHCKOTO
IPUMEHEHUSI JUCTAaHIIMOHHBIM CIocoO0oM, ocyulecTBisieT denepanbHas ciayxba 1o
Ha/A30py B cdepe 3/paBOOXpaHEHUs], BEIEHUE peecTpa web-caillToB BeTepuHapHBIX
anTEeYHBIX OPraHU3alMMi, OCYLIECTBIIIOMINUX PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU
npernapaTaMM  BETEPUHAPHOTO  NPUMEHEHHUs JUCTAHIUMOHHBIM  CIIOCOOOM, -
denepanpHas ciryxk0a o BeTepuHaApHOMY U (PUTOCAaHUTAPHOMY HAJ30Dpy.

5. K po3HHYHOI TOProBie AUCTAHIMOHHBIM CIIOCOOOM pa3pelleHbI:

JIEKapCTBEHHBIE Ipenaparbl JJis BETEPUHAPHOIO NMPUMEHEHHUS, OTIIyCKaeMble
0 peuenTtaM 1 0e3 perienToB BETEPUHAPHBIX PAOOTHUKOB,;

JIeKapCTBEHHBIE Mpenapathl JUIsl MEIULUHCKOTO IPUMEHEHUS, OTIIyCKaeMbl€ 110
peuentaMm W 0€3 peuenToB MEAMIMHCKMX paO0OTHUKOB, 3a HCKIIOYEHHEM
JIEKapCTBEHHBIX IMPENapaToB, NOMJIEKAIIMX IPEIMETHO-KOJINYECTBEHHOMY YUeTy,
JIEKapCTBEHHBIX IMpernapaToB, OOJaJaOMUX aHA0OJUYECKOW aKTUBHOCTBIO, H
JIEKapCTBEHHBIX MPENapaToB, ¢ 00bEMHOMN J0Jel ATHIIOBOro crupTa cBoime 30%.

6. Ha BeO-caliTe anTeyHON OpraHuM3alMd WM BETEPUHAPHOM alTEeYyHOU
OpraHu3alMK JTOJKHO ObITh Pa3MeIIEHO:

noJiHoe (PMPMEHHOE HAMMEHOBAHUE IOPUAMYECKOTO JiMa (Ha pyCCKOM SI3BIKE);

OCHOBHOM TOCYAAapCTBEHHBIM PETHCTPALMOHHBIE HOMEp IOPUAWYECKOrO JIMLA
(OI'PH);

uACHTU(UKAIMOHHBIN HoMep Hanoromnarenbimka (MHH);

uH(popMalsi O MECTOHAaXOXIEHUU (aapece) IOPUAUYECKOTO JHMIAa H €ro
CTPYKTYPHBIX NOJIpa3/ieJIeHUI (MpU HATUYHH);

rpaduyeckoe n300paKeHue JUIEH3UU Ha OCYIIECTBICHUE (hapMarleBTUUECKOM
NEeSATENbHOCTH;

pPEeXUM pabOTHI;

uHpopMaIusi O CEpBUCHOM ciyk0e 3aKka3a JIEKapCTBEHHBIX IIPENapaTos,
CIpPaBOYHON CHyK0€ WM HHOM CTPYKTYPHOM TMOJAPA3JEICHUM OpraHU3alluH,
OCYLIECTBJISIOIIEM IPHEM 3aKa30B Ha JIEKapCTBEHHbIE Ipenapatbl (TeneoH, aapec
AIIEKTPOHHOM MOYTHI), U JOJDKHOCTHOM JIMIIE, OTBETCTBEHHOM 3a pa3MEIICHUE Ha
BeO-caiiTe MHPOpMaUUU O MOMJIEKAINIMX POZHUYHONW MpPOAaKe TUCTAHIUOHHBIM
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CIOcOOOM JIEKAPCTBEHHBIX Mpemnaparax ((pamumus, ums, OT4ECTBO (IIPU HAIUYHUN),
HOMep TesiedoHa, aJIpec JIEKTPOHHOM MOYTHI);

CBEJICHUSI O JIEKAPCTBEHHBIX IMpernaparax, HUMEIIUXCA B HAJIUYUHU U3
COOCTBEHHBIX TOBAapHBIX 3aMacoB M  MOAJEXKAIIMX PO3ZHUYHOM  Mpojaxe
JUCTAHLIMOHHBIM ~ CIIOCOOOM,  cojepxkamue HHGOPMAaLKUI0 O JIEKapCTBEHHBIX
npenaparax B COOTBETCTBHH C TOCYAApCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX CPEJICTB
JUISI MEIULIMHCKOTO MPUMEHEHUsST WIH TOCYAAPCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX
CPEICTB JIJIsl BETEPUHAPHOIO IPUMEHEHHUS, PO3HUYHBIX 1IEHAX;

uHpopmalus 00 yCIOBUSAX POZHUYHOW MPOAAXKHU JAUCTAHLIMOHHBIM CIIOCOOOM,
OIUIaThl MPUOOpPETAeMbIX JIEKAPCTBEHHBIX INPEMapaToB, CPOKAX U YCIOBUAX UX
JOCTaBKU, O TopsAake OGOpMIIEHHUS W CpPOKE JACHCTBUS JOrOBOpa PO3HUYHOM
KYIUIU-IIPOJa’KH, TIPOBOJAUMBIX aKIMAX M CKUJAKAaX Ha MPO/aBacMble JIEKAPCTBEHHBIC
pernaparsl;

CBEACHHS O HOPMATHBHBIX TMPABOBBIX aKTaX, pPErIaMEHTUPYIOLIUX
BO3MOXHOCTbh BO3Bpara IOKYIATeJIEM JIEKapCTBEHHBIX MPENapaToOB HEHAJIEKAIErO
KauyecTBa;

cBelieHUsT 00 YMOJHOMOYEHHBIX (penepanbHbIX OpraHax HWCIOJIHUTEIbHON
BJIACTH, OCYILIECTBIAIONIMX KOHTPOJb 32 PO3HUYHON MPOAAXKEH IUCTAHIIMOHHBIM
crocoOoM (HauMeHOBaHUWeE, MOYTOBBIN anpec, TenedoH, dakc, agpec 3MEeKTPOHHOM
MOYTHI).

7. llpuem 3aka3a Ha pO3HUYHYIO MNPOAAXY AMCTAHIIMOHHBIM CIOCOOOM
OCYLIECTBJISIETCS MOCPEACTBOM JIMYHOTO OOpalleHHs] IOKyNareas B aNTeYHYIo
OpraHu3alMI0 WIK BETEPUHAPHYIO allTEYHYI0 OpraHU3alyio (J1ajgee — opraHusanus),
yepe3 BeO-callT opraHuzanuu, Mo TenedoHaM CEPBUCHONM CIIy>KObI 3akasa
JIEKapCTBEHHBIX TPEMapaToB, CHPABOYHOM CHYKObl WJIM HMHOTO CTPYKTYPHOTO
NOJIpa3/IEJICHUsI OPraHU3ALMH, OCYIIECTBIIAIOIIETO IPUEM 3aKa30B Ha JICKAPCTBEHHBIE
npernaparsl.

IIpueM 3akaza Ha PO3ZHUYHYIO MPOJAXy JUCTAHUMOHHBIM CIOCOOOM
JIEKapCTBEHHOI'O MpernapaTta, OTIYCKAaeMOro I10 pEeLEeNTy, OCYILIECTBISETCA C
00s3aTeNbHBIM  NPEIOCTABICHUEM IOKYINATeJIeM OpHUTHHajla pelenTa, KOMHUU
peuenTa, B TOM 4YHCII€ 3JEKTPOHHOW KOMHMH, UM 00pasza pelenta B 3JIEKTPOHHOM
BU/IE.

[To >xenmaHWIO mMOKymarens MNpU TNpPHUEME 3aKa3a Ha PO3HUYHYIO MPOAAXKY
JUCTAHLIMOHHBIM CIIOCOOOM €My MOJKET ObIThb OKa3aHa KOHCYJbTallus, CBSI3aHHAs C
nos00poM  JIEKapCTBEHHOrO  IpernapaTta, OTHYyCKaeMoro ©0e3 pelenra, WIH
BBIIIMCAHHOTO JIEKAPCTBEHHOrO0 IIpemnapara, OTIyCKAEMOro IO peuenty, mpH
BPEMEHHOM €T0 OTCYTCTBUU B OPTaHU3ALUH.



8. Ilpu mpueme 3aka3za Ha PO3HUYHYIO MPOJAAXKY AUCTAHLIMOHHBIM CHOCOOOM
COOTBETCTBYIOIIMI (papMalleBTUUECKUN UM BETEPUHAPHBIM PAOOTHUK OpraHU3ALMU
00s13aH:

OPOBEPUTHh NPABWIBHOCTb O(QOPMIIEHHS NPEICTABICHHOIO IOKYyIaTeleM
pelenTta, KOnuM perenTa, B TOM YMCie 3JIeKTPOHHOW KOIWH, Uiu o0pas3a peuenta B
AJIEKTPOHHOM BHUJIE HA JIEKAPCTBEHHBIN IIpenapar, OTIyCKAaeMbIil 10 PELENTY;

npouHGOpMUPOBATh  MOKymarenss O  TMOTPEOUTENbCKHX  CBOMCTBax
nprUOOpETaeMOro UM JIEKapCTBEHHOI'O MpernapaTa, pO3HUYHOM LIEHEe, CPOKE TOJTHOCTH,
YCIOBUSIX  OTIYCKa, TMPaBWIAX XPaHEHHWs, B3aUMOJCHCTBHUM C  JPYIUMU
JIEKapCTBEHHBIMU IIpeNapaTaMy;

3aKJIIOYUTH C ITOKYIIATEJIEM B YCTAaHOBJIICHHOM IOPSIKE OTOBOP PO3HUYHOMN
KYIUIM-NIPOAQKH U JOCTABKU C YKA3aHUEM B HEM CpPOKA IOATOTOBKH U CTOMMOCTH
3aKa3a, CTOMMOCTH JOCTAaBKM 3aKa3a, BO3MOXKHOCTM €ro IIOJIyYEHHUsS II0 MECTy
HAXOXKJEHUSl OpraHu3alMy WIM JOCTaBKM IO MECTy >KHUTENIbCTBA (HAXOXKIACHMS,
NPOKMBAHMS) TOKyHaTelss, WHOMY aJpecy, COIJaCOBaHHOMY C IOKYyIaTeleM,
crnoco0a M MecTa OIIaThl MPUOOPETAEMOI0 UM JIEKApCTBEHHOTrO Ipenapara (B TOM
4HCI€ C MCHOJIb30BAaHUEM KPEIUTHBIX OAHKOBCKUX KapT, AJIEKTPOHHBIX CUYETOB,
AJIEKTPOHHBIX JICHET, CYETOB MOOWJIBHBIX OIEPATOPOB CBSI3U M MHBIX CEPBUCOB OH-
JIaliH OIUIaThl);

COIJIacOBaTh C IOKYIaTrelaeM HEeOoOXOJUMOCTh MNPEJCTABICHUS JIOKYMEHTOB,
NOATBEPKAAIOIINX KAa4eCTBO JIEKAPCTBEHHBIX IIPENApPaTOB, NPHU HX JOCTABKE BHE
MECTa HAXO0XKJAEHUs OPTaHU3aLUH.

9. CdopMupoBaHHBIM 3aKa3 YINAKOBBIBAETCSI B OJHY TIE€PMETHYHYIO
TPAHCHOPTHYIO YIAKOBKY WJIM B Cily4ae HEOOXOJAMMOCTH YHNAKOBKHU JIEKapCTBEHHBIX
IpenapaToB, TPeOYIOUIMX Pa3IMYHbIX YCIOBUN XpaHEHUS U JOCTABKH, B HECKOJIBKO
TepPMETUYHBIX TPAHCIIOPTHBIX YMAKOBOK, 00ECTIEYMBAIOIIUX 3AIUTY JIEKAPCTBEHHbIX
IIPEnapaToB OT BHEIIHETO BO3IECUCTBUS.

Ha 3aka3 odopmiiiercss onuch BIIOKEHHSI C yKa3aHUEM JaTbl U BPEMEHHU
cOOpKH, KOTOpas NOJANHCHIBAECTCS YIOJHOMOYEHHBIM (PapMalleBTUYECKUM WM
BETEpUHAPHBIM PAOOTHUKOM OpraHu3aluy. 3aka3 pa3MellaeTcss B CHEHUaIbHO
BBIJICICHHOM M O0O3HAYEHHOW 30HE C Y4YeTOM TPEOOBAHMI MO TeMIEepaTypHOMY
pPEXKUMY XPaHUMBIX JIEKAPCTBEHHBIX IIPENAPaTOB C PUI0KEHUEM ONIUCH BIIOKEHHS.

10. [locraBka 3aka3a  OCyLIeCTBiseTcs  (papMalEBTUUYECKUMH WU
BETEPUHAPHBIMH PAOOTHUKAMH OpraHU3alMd B COOTBETCTBHM C YCIIOBHUSAMH
3aKJIIOUYEHHOTO C MOKyNaTeJIeM JOTOBOPA PO3HUYHOM KYIUIA-TIPOAAKHU U JOCTABKH.

[Ipn mocraBke JIEKaPCTBEHHBIX IMPENAPATOB U BETEPUHAPHBIX JIEKAPCTBEHHBIX
npenaparoB aBTOMOOUJIBHBIM TPAHCIIOPTOM, TPAHCIOPTHOE CPEICTBO AOJKHO



COOTBETCTBEHHO  COJCpPKaThb  WJACHTU(PUKAIMOHHYIO  HAAMHUCh  «JOCTaBKa
JIEKApPCTBEHHBIX TMpEnapaToB» WM «JOCTaBKa BETEPUHAPHBIX JIEKAPCTBEHHBIX
npenapaTroB» U 000pyAOBAHO aANTEYKOM JJIs OKa3aHUs IEPBOM MOMOIIIH.

[Ipu nocraBke 3aKka30B, COJIEPXKAIIUX JEKAPCTBEHHBIE MTpenapathl, TpeOyrome
3aIIUTHI OT TIOBBIIIEHHOW TEMIEPATyphl (anee — TePMOIa0UIIbHBIC JICKAPCTBEHHBIC
mpenaparbl), CIEAyeT HCIOJIb30BaTh TPAHCIOPTHBIE CPEACTBA, OOECIEYUBAIOIINE
nojjiep>KaHre HEeOOXOJUMOro TEeMIEPaTypHOro PEeXUMa, WIM WHOE O00pY/I0BaHHUE
(u3oTEepMUUECKasi  yIaKOBKA, TEPMOKOHTEHHEpP) C pa3MEelieHHBIMA B  HEM
TEPMOUHIUKATOPAMH.

Opranuzanusi JOJDKHA BECTH PETUCTPALMIO TMPOU3BEACHHBIX JOCTABOK
JIEKapCTBEHHBIX TMpenapaTtoB C YyKa3aHUWEM JaThbl, BPEMEHM M HOMEpa 3aKasa,
HAMMEHOBAaHUN JIEKAPCTBEHHBIX IMpenaparoB, (acoBKH M JO3UPOBKH, YMaKOBKH,
PEKBU3UTOB pelenTa, UMEHH, (aMUINU, a TakKe OTdecTBa (MpU HAIWYUU), U
JOJKHOCTEH (bapMaileBTUUECKUX W BETEPUHAPHBIX pabOTHUKOB,
OCYIIIECTBIISIOMINX COOp M JIOCTABKY JIEKAPCTBEHHBIX MPENaparoB, (haMuing, UMEHHU,
a Takke oTdyecTBa (NpU HAJIWYUHK) TOKyIAaTels, BPEeMEHU U ajpeca JIOCTaBKU
MOKYyTIaTelto.

11. Ortmyck JeKapCTBEHHBIX IMPENaparoB, JJAOCTABIECHHBIX MOKYyMHaTelNlo,
OCYILIECTBIISIETCA B COOTBETCTBUH C YCTAHOBJICHHBIM MOPSIKOM.

[Ipn oTmycke JEeKapCTBEHHBIX MPENapaTroB, OTIYCKAEMbIX IO pPELENTY,
dbapMalleBTUYECKUI WM BETEPUHAPHBIA PAOOTHUK OpraHu3alud TMPOBEPSET
NOJIMHHOCTh M MPAaBUJIBHOCTE  OQOPMIICHUSI  pelenTa, KOTOPbIA  MOCIe
COOTBETCTBYIOIIETO O(POPMIIEHHS MOJJICKHUT BO3BpATy MOKYNATENI0 WM Mepeaayde B
OpraHu3alMIo, MOCIIE YETO OCYILIECTBISET pacyeT ¢ MOKYyIaTeIeM 3a MPUOoOpPETEHHBIE
JIEKapCTBEHHbIE TMpenaparbl MU MepeJaeT €My 3aka3 C CONPOBOJIUTEIbHBIMU
JIOKYMEHTaMHU.

[Ipu ocymiecTBIEHUU JOCTaBKU 3aKas3a, COJEP)KAIlero TepMOIaOUIIbHbIN
JIEKapCTBEHHBIN npenapar, o TpeOOBaAHUIO NOKyTaTes clenyeT
MPOJIEMOHCTPUPOBATH COOTBETCTBUE TEMIIEPATypHOTO pEeXKUMa, MOPU KOTOPOM
XpaHWJICS JICKApCTBEHHBIM mpemapar TMpU JOCTaBKE, YCIOBUSIM  XPaHCHUS
JIEKApCTBEHHOI'0 TMpernapara, yKa3aHHBIM Ha €ro BTOPUYHOUN (MOTPEOUTEIHCKOMN)
yIHaKOBKe.

12. Tlpun mnomydyeHuH 3aka3a MOKyHaTedb OOsf3aH MPOBEPUTH IIEIIOCTHOCTh
TPAHCIIOPTHON YMAKOBKH, CAaMOCTOSITEJIbHO BCKPBITh TPAHCIOPTHYIO YIAKOBKY,
MPOBEPUTH COJECPKUMOE 3aKa3a C OIMKCBHIO BIIOXKEHUS, PACIUCATHCA B MOJTYyUYCHUU
3aKasza U OTCYTCTBUU MPETEH3UN K OpraHU3aINu.



13. Ilpu oOHapyX’eHUU JEKAPCTBEHHOI'O MpernapaTa WM BETEPUHAPHOTO
JIEKapCTBEHHOT'O MperapaTa HEeHaAJIekKallero KauecTBa MoKynaTeib BIPaBe BEPHYTh
ero (apMaieBTHYECKOMY WM BETEPUHAPHOMY pPAOOTHUKY, OCYIIECTBISIOIIEMY
JIOCTaBKy, 0€3 OIUIaThl CTOMMOCTH JIEKAPCTBEHHOTO Mpernapara U CTOMMOCTH €ro
JOCTaBKH, JMOO TOTpeOOBaTh  HWCIONHEHWS  3aKa3a W MPEJOCTABJICHHE
JIEKQpCTBEHHOI'O0 Ipernapara WM BETEPUHAPHOrO JIEKAPCTBEHHOTO IIpenapara
HaJJIeKaIIEro KauecTna.



YTBEPX/IEHDbI
rocra”HosieHueM IIpasurenscrsa

Poccuniickon @enepanun
oT Ne

N3MEHEHUA,
KOTOpbIe BHOCATCA B aKThI [IpaBuTtenbcrBa Poccuiickoin @enepanuu
110 BONIPOCY PO3HUYHOM TOPrOBJIM JIEKAPCTBEHHBIMU MpenapaTamu
AUCTAHIMOHHBIM CIIOCOOOM

1. B IlpaBunax mnpoaaku OTACIbHBIX BHUIOB TOBAapOB, YTBEPKICHHBIX
noctaHoBineHueM IIpaButensctBa Poccuiickoit @enepaunn ot 19 siBaps 1998 r.
Ne 55 «OO0 yrtBepxaenun IIpaBui mpojaku OTAENIBHBIX BHUIOB TOBAapOB, NEPEUHS
TOBApPOB JUIUTEIBHOTO IMOJIb30BaHUs, HA KOTOPhIE HE PACHPOCTPAHSIETCS TpeOOBaHUE
nokKynareyiss o 0O€3BO3ME3HOM IMpPEAOCTAaBICHUH €My Ha IEepUoj PEMOHTA WIH
3aMEHbl aHAJOTUYHOTO TOBapa, W TIEPEYHS HEMPOJOBOJBCTBEHHBIX TOBApOB
HAJJIeKAIIEro KauyecTBa, HE MOJJIekAIIUX BO3BpAaTy WJIM OOMEHY Ha aHaJOTHYHBIN
TOBap JIpyrux pasmepa, Gopmbl, rabapuTa, (pacoHa, pacCBETKHA WM KOMIUICKTAIIUN)
(Cobpanue 3akonomatenbcTBa Poccuiickoit denepammu, 1998, No 4, ct. 482; No 43,
cT. 5357; 1999, Ne 41, cr. 4923; 2002, Ne 6, ct. 584; 2003, Ne 29, ct. 2998; 2005,
Ne 7, ct. 560; 2006, Ne 7, ct. 790; 2007, Ne 14, ct. 1697; 2009, Ne 5, ct. 622; 2012,
Ne 35, cr. 4831; No 41, ct. 5629; 2015, Ne 2, ct. 519; Ne 39, ct. 5409; Ne 52,
CT. 7628):

B a03alle BTOPOM IyHKTa 4 TIOCIIE€ CJIOB <JIEKAPCTBEHHBIX IIPEMapaToOB
JOTIOJIHUTh CJIOBAaMHM  «(3a HCKJIIOYEHHUEM CJy4dasl, YKAa3aHHOrO B MyHKTe 77
Hactosmux [TpaBui)y;

JOTIOJIHATH ITYHKTOM 77 CIIEYIOIIETO CONECPKAHMUS:

«77. Jomyckaercssi Mpoja)ka JICKAPCTBEHHBIX MPENAapaToB AUCTAHIWOHHBIM
CIOCcOOOM, BKJIIOYAIONIUM WX JIOCTaBKY IO MECTy JKHUTEJIbCTBA (HAXOXICHUS,
npeObIBaHUsA) MOKYyNaTeNsl, B MOPSIKE, YCTAHOBICHHOM B COOTBETCTBUU C YacThio 1.1
cratbu 55 ®denepanpHoro 3akona ot 12 ampens 2010 r. Ne 61-®3 «O6 obpameHnun
JIEKapCTBEHHBIX CPEACTBY.)».

2. Homomuute Ilonoxenne o denmepanbHOl CIy)0e MO HaA30py B cdepe
3IpAaBOOXPAHEHUS], YTBEPKIACHHOE MocTtaHoBIeHUEM [IpaBurenscTtBa Poccuiickoit
®enepauun ot 30 utona 2004 r. Ne 323 (CoOpanue 3akoHoaTenbcTBa Poccuiickoi
Oenepannu, 2004, No 28, ct. 2900; Ne 33, ct. 3499; 2006, Ne 52, ct. 5587; 2007,
Ne 12, ct. 1414; Ne 35, ct. 4310; 2008, Ne 46, ct. 5337; 2009, Ne 2, ct. 244; 2009,



Ne 6, ct. 738; Neo 33, ct. 4081; 2010, Ne 26, ct. 3350; Ne 35, cT. 4574; No 45, ct1. 5851;
2011, Ne 2, ct. 339; Ne 14, ct. 1935; 2012, Ne 1, ct. 171; Ne 20, ct. 2528; Ne 26,
ct. 3531; 2013, Ne 20, ct. 2477; Ne 45, ct. 5822; 2014, Ne 37, ct. 4969; 2015, Ne 2,
cT. 491; Ne 23, ct. 3333; 2016, No 2, ct1. 325; Ne 28, c1. 4741; 2017, Ne 6, ct. 958),
nyHKTOM 5.1.4(3) cnenyromero coaepkaHusi:

«5.1.4(3). Benenue  peectpa  web-caliTOB  anTe4HBIX  OpPTaHMU3AIUH,
OCYIIECTBISIOMINX PO3ZHUYHYIO TOPIOBJIIO JICGKAPCTBEHHBIMHU IMpernapaTtamu Jyist
MEIUIIMHCKOTO MPUMEHEHUS TUCTAHITMOHHBIM CITIOCOOOM;).

3. Homnonuute Ilonoxenune o PenepanbHOll Ciyxk0e MO BETEPUHAPHOMY U
bUTOCAaHUTAPHOMY HAJ30pY, YTBEpPXKIEHHOE TMocTaHoBiIeHUEM [IpaBuTenncTBa
Poccuiickort @enepanun ot 30 utonst 2004 r. Ne 327 (CobpaHue 3aKOHOIaTEIbCTBA
Poccutickoit denepanun, Poccuiickas razera, Ne 150, 15.07.2004, 2005, Ne 33,
cT. 3421; 2006, Ne 48, ct. 5035; No 52, ct. 5587; 2007. Ne 46, ct. 5576; 2008, Ne 5,
cT. 400; Ne 25, ct. 2980; Ne 46, ct. 5337; 2009, Ne 6, ct. 738; 2010, Ne 5, ct. 538;
Ne 26, ct. 3350; Ne 40, ct. 5068; 2011, Ne 14, ct. 1935; Ne 18, ct. 2649; Ne 22,
cT. 3179; Ne 43, ct. 6079; 2013, Ne 24, c1. 2999; Ne 45, c1. 5822; 2015, Ne 2, cT. 491;
Ne 38, cT. 5297; 2016, Ne 2, c1. 325; Ne &, cT. 1120; Ne 28, ct. 4741; Ne 38, ct. 5540;
Ne 49, ct. 6909; 2017, Ne 4, ct. 662; Ne 6, ct. 948), mynkrom 5.1.13 cienyromiero
COZIEPKAHMUS:

«5.1.13. Benenue peectpa web-caliTOB BeTepuHAPHBIX alTEYHBIX OPTAaHU3AINH,
OCYILIECTBIISIONMINX PO3HUYHYIO TOPIOBJIIO JICGKAPCTBEHHBIMM IMpernapaTtamu Jyist
BETEPUHAPHOTO MPUMEHEHHUSI TUCTAHIIMOHHBIM CIIOCOOOM;).

4. B IlpaBunax mpoakxu TOBapOB JUCTAHIIMOHHBIM CIIOCOOOM, YTBEPKIECHHBIX
noctaHoBieHueM [IpaButennsctBa Poccuiickoit denepaunu ot 27 centsiops 2007 r.
Ne 612 «O6 ytBepxkaenuu IIpaBun nmpojaxu TOBapOB JUCTAHIIMOHHBIM CIIOCOOOM))
(CoOpanme 3akoHomarenbcTBa  Poccmiickoit ~ ®emepanum, 2007, Ne 41,
cT. 4894; 2012, Ne 41, ct1. 5629):

a) IONOJIHUTH ITyHKTOM 1.1 cnenyroiero coaepkanus:

«1.1. Tlpomakxa JnEKapCTBEHHBIX MPENAPATOB AUCTAHIIMOHHBIM CIOCOOOM
OCYILIECTBJISIETC B COOTBETCTBUM C HacTosimumu llpaBumamMu ¢ ydeTtom
0COOCHHOCTEH, YCTAaHOBJICHHBIX MPaBUIaMU PO3ZHUYHOU TOPTOBJIM JICKAPCTBEHHBIMU
npenaparaMu JJisi MEAUMIMHCKOTO MPUMEHEHUSI W JIEKapCTBEHHBIMU IIperaparamu
JUIi  BETEPUHAPHOTO TMPUMEHEHHWS JWCTAaHIIMOHHBIM  crocoOoM  (maimee —
JIEKapCTBEHHBIE MpenapaThl).»;

0) B MyHKTE 3 MOCJIE CJIOB «IIOYTOBBIMU OTIPABICHUSMIY JIOMOJTHUThH CIIOBAMHU
"(3a HCKIIFOUEHHEM JIEKApPCTBEHHBIX MPENnapaToB)";
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B) B NYHKTE 5 TOCJE CIOB «3aKOHOAATENIbCTBOM Poccuiickoit dexneparm
JOTIOJTHUTh CJIOBaMHU «3a HCKIIOUEHHEM PO3HMYHON TOPIrOBIM JIEKAPCTBEHHBIMU
npenaparaMu JAUCTAaHIIMOHHBIM CIOCOOOM, OCYILIECTBISIEMOM B YCTaHOBJICHHOM
HOPSIAKEN;

r) B abzame TpeTrbeM IMyHKTa 21 Toclie CIOB «HAJJIEkKaIlero KadecTBay
JOTIOJIHUTH CJIOBAMHU «, 332 UCKJIIFOYEHUEM JIEKAPCTBEHHBIX MTPENApPaTOBY;

1) TyHKT 37 U3JI0KUTh B CIACAYIOUIEH peaaKivu:

«37. Koutpons 3a coOmogeHueM Hacrosuux IlpaBun ocymiecTBisieTcs
denepasibHOM Cly)00¥ MO Ham3opy B cdepe 3amuThl OpaB NOTpeOUTENIeH U
Onmaromonyuusi 4enoBeka, DexepanbHON chmyx00i 1o Ham3opy B cdepe
3paBOOXpaHeHusl (B 4acTH PO3HUYHOM TOPTOBJIM JIEKAPCTBEHHBIMU IpenapaTamu
JUIST  METUIIMHCKOTO TPUMEHEHHUS JTUCTAaHIIMOHHBIM crocobom), denepanbHOMA
CITy>00i 10 BETepUHAPHOMY W (UTOCAHUTAPHOMY HAI30py (B YaCTH PO3HUYHOU
TOPTrOBJIM JIEKAPCTBEHHBIMU TMpernaparamMu il BETEPUHAPHOTO MPUMEHEHUS
JTUCTAaHIIMOHHBIM CIIOCOOOM).)».

5. B TlonoxeHuu o JHUIEH3UPOBAHUU (PapMalleBTUUECKON EATEIbHOCTH,
YTBEPXKICHHOM TocTaHoBieHueM [IpaBurenscrBa Poccuiickoin Penepauuu  OT
22 npekabps 2011 r. Ne 1081 «O nuneHsupoBaHuu (HapmareBTUUECKOM
nestenbHOCTH» (CoOpaHue 3akoHojaTenbcTBa Poccutickoit denepamuu, 2012, No 1,
cT. 126; Ne 37, ct. 5002; 2013, Ne 16, cT. 1970):

1) nmynkr 4 pononHuTh noanyHkTamu «O(1)» u «06(2)» cuexyroiero
COJIepKaHUS:

«06(1)) HayMuMe y anTEeYyHOW OpraHuW3alMd — COMCKATENs JUIEH3UU IS
OCYILIECTBJICHUSI PO3HUYHOM TOPrOBIAM JICKAPCTBEHHBIMU TMIpernaparaMud  JUist
MEUIMHCKOTO MPUMEHEHHUS TUCTAHIIMOHHBIM CIIOCOOOM:

JUIEH3UN Ha (PapMaIrieBTUYECKYIO ACSTENBHOCTD B YaCTU PO3HUYHOU TOPTOBIU
JIEKApCTBEHHBIMU TpENapaTamMmu JJisi MEAUIUMHCKOTO TPUMEHEHUS;

aTTecTaTa COOTBETCTBHSI MH(POPMALMOHHON (aBTOMATH3MPOBAHHOM) CHCTEMBI
TpeboBaHuUsl Mo 0€30MacHOCTU UH(OpMaIINHY;

0(2)) Hanuuyue y BETEPUHAPHOW aNTEYHOM OpraHu3alud — COMCKATEIs
JIUIEH3UU VISl OCYILIECTBIICHUS POZHUYHON TOPTOBJIM JIEKAPCTBEHHBIMU MpernapaTaMu
JUTSl BETEPUHAPHOTO IPUMEHEHUS JTUCTAHIITMOHHBIM CITOCOOOM:

JUIEH3UU Ha (papMalieBTUUECKYIO AESTENbHOCTh B YaCTU PO3HUYHOM TOPTrOBIU
JIEKapCTBEHHBIMU TpENapaTaMu JJisi BETEPUHAPHOTO IPUMEHEHUS;

aTTecTaTa COOTBETCTBHSI MH(POPMALMOHHON (aBTOMATH3UPOBAHHOM) CHCTEMBI
TpeOOBaHMS IO OE30NACHOCTH HH(POPMALIUH. »;

2) MyHKT 5:
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a) IOMOJIHUTH NoAnyHKTaMu «0(1)» u «6(2)» craeayromniero coaepKatusi:

«06(1)) Hamuuue y anTeyHOU OpraHu3alMu — JIMIEH3UATa, OCYILECTRIISIONIETO
PO3HUYHYIO TOPrOBJIIO JICKAPCTBEHHBIMHM IpenaparamMu JUisi MEIULHUHCKOTO
IPUMEHEHUS AUCTAHIIMOHHBIM CITIOCOOOM:

JUIEH3UN Ha (PapMaIleBTUYECKYIO AESTEIBHOCTh B YaCTU PO3HUYHOU TOPTOBIU
JIEKapCTBEHHBIMU TIpemnapaTaMu JIsl MEAUIIMHCKOTO TPUMEHEHUS;

aTTecTaTa COOTBETCTBHSI MH(POPMAIMOHHON (aBTOMATH3UPOBAHHOW) CHCTEMBI
TpeboBaHuUsl Mo 0€30MacHOCTU UH(OpMaIINHY;

0(2)) HamuuuMe y BETEpPUHAPHOM aNTEYHOW OpraHu3aluu — JIUIeH3UaTa,
OCYIIECTBIISIONIET0 PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU TIpemnapataMu JJis
BETEPUHAPHOT0 MPUMEHEHHUS IMCTAHIIMOHHBIM CIIOCOOOM:

JUIEH3UN Ha (PapMaIrieBTHYECKYIO AESTEIBHOCTh B YaCTU PO3HUYHOU TOPTOBIU
JIEKapCTBEHHBIMU TIpemnapaTaMu JjIsl BETEPUHAPHOTO MTPUMEHEHUS;

aTTecTaTa COOTBETCTBHS MH(POPMALMOHHON (aBTOMATHU3MPOBAHHOM) CHCTEMBI
TpeOOBaHMS 10 OE30ACHOCTH HH(POPMALIUH. »;

0) B MOONYHKTE «I» TOCIE CIOB «UIsl MEIUUUHCKOrO MPUMEHEHUS»
JIOTIOJTHUTH CJIOBAMHM «, B TOM YHUCJIE TUCTAHIIMOHHBIM CIIOCOOOM);

B) B IMOJNYHKTE <JI» TIOCJIE CIOB <JUII BETEPUHAPHOTO MPUMEHEHUS
JIOTIOJTHUTH CJIOBAMH «, B TOM YHUCJIE TUCTAHIIMOHHBIM CIIOCOOOM);

3) NyHKT 7 JONOJIHUTH NOAIYHKTOM «B(1)» ciemyromiero coaepxanus:

«B(l)) HOTapualbHO 3aBEPEHHYI0  KONHUIO  aTTeCcTara  COOTBETCTBUS
MH(OPMAIMOHHOW (aBTOMAaTU3MPOBAHHOM) CUCTEMBI TpeOOBaHUS MO 0OE30MaCHOCTH
uHpopManuu (I anTe4YHBIX OpraHU3aluidi B YaCTU OCYIIECTBJICHHUS PO3ZHUYHOMN
TOPTOBJIM  JICKAPCTBEHHBIMH TIperapatamMu Uil MEIUIIMHCKOTO TPUMEHEHUS
JTUCTAHIIMOHHBIM CIIOCOOOM M BETEPUHAPHBIX AaNTEYHBIX OpraHU3alluii B YaCTH
OCYIIECTBICHUS PO3HMUYHON TOPTOBIM JIEKAPCTBEHHBIMU TIpemapaTtaMu IS
BETEPUHAPHOTO MPUMEHEHHUS TUCTAHIIMOHHBIM CTIOCOO0M);»;

4) B mpunoxennn «llepedeHpb BBITIONHIEMBIX Pa0OT, OKAa3bIBAEMBIX YCIYT,
COCTaBIAIONIMX  (papMaleBTHUECKYI0  JeATeNbHOCThY K [lojmoxkenuto o
JUIEH3UPOBAHUHU (PapMaIeBTUUECKOMN JeATeTbHOCTHU:

a) paznen [ «B cdepe oOpaiieHus JeKapCTBEHHBIX CPEACTB JJIsl MEIUIIMHCKOTO
NPUMEHEHUS» TOMOJIHUTD MMyHKTOM 6.1 cienyroiue conep aHus:

«6.1. Po3Hu4Hast TOPro.iis JEKAPCTBEHHBIMU MpenapaTamMmu JJisi MEIUIUHCKOTO
MPUMEHEHUS JUCTAHIITMOHHBIM CITIOCOO0OMY;

0) pasmen II «B cdepe oOpamieHuss JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MIPUMEHEHHUS JIOMOJHUTH MyHKTOM 6.1 clieyroine coepxaHust:
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«6.1.  Po3HnWuyHas  TOpProBisl  JIEKAPCTBEHHBIMU  @penapaTtaMyd IS
BETEPUHAPHOrO MPUMEHEHHUS TUCTAHIUOHHBIM CIIOCOOOM).

6. B nocranoBnenun IlpaButenscrBa Poccutickoit deaeparuu oT 26 OKTIOpS
2012 1. Ne 1101 «O enmHO#t aBTOMATH3UPOBAHHOW HMHGPOPMAIMOHHON CHCTEME
«EnuHbIN peecTp JOMEHHBIX UMEH, yKa3aTeseil CTpaHuI] CalTOB B MHPOPMAIIUOHHO-
TEJIEKOMMYHUKAILIMOHHON ceTh «HTepHEeT» M CEeTEBBIX aApeCcOB, IO3BOJISIOIINAX
UACHTU(DUIUPOBATh CalThl B WHGOPMAIMOHHO-TEICKOMMYHHUKAIIMOHHON CETH
«MHTepHeT», copepxaire nHGopManuio, pacnpocTpaHeHue KoTopoil B Poccuiickoi
deneparun 3anpenieHo» (Cobpanue 3akoHonatenbcTBa Poccuiickoit denepanuu,
2012, Ne 44, ct. 6044; 2015, Ne 42, ct. 5803):

1) myHKT 2 mocie CJIOB «OJIaromojy4yusi 4ejoBeKa» MJOMOJIHUTH CJIOBAMHU
«,DenepanbHOl cnmyxk0e 1Mo HaA30py B cdepe 3apaBooxpanenus, DenepanbHOM
CITy»0€ 1Mo BeTepuHApHOMY U (PUTOCAHUTAPHOMY HAIA30pPY»;

2) B IlpaBunmax co3naHusg, (OPMUPOBAHMSI M  BEIECHHUS  €IUHOU
aBTOMAaTU3UPOBAHHON HH(POPMALMOHHON cHUCTEMBbl «EAMHBIA peecTp TOMEHHBIX
UMEH, yKa3aTellel CTpaHUll CalWTOB B HMH(POPMALIMOHHO-TEIEKOMMYHHKAIIMOHHOM
cetu «HTEpHET» U CETEBBIX aJIPECOB, MO3BOJISIOMIUX UACHTU(MUIUPOBATH CAUTHI B
UH(OPMAIMOHHO-TEIICKOMMYHUKAIMOHHON ~ cetn  «MHTepHeT»,  couaepxaiiue
uHdOopMaImio, pacrpocTpanenue KoTopoil B Poccuiickoit denepaiuu 3ampemnieHo,
YTBEP>KJICHHBIX YKa3aHHBIM [IOCTAaHOBJIECHUEM:

HNOAMYHKT «a» IIyHKTa S5 JONOJHHUTH JEBATBIM U JIE€CATBIM al3alem
CIEAYIOLIETO COAEPKAHUSA:

«DenepanbHas ciayx0a mo Haa30py B chepe 3ApaBOOXPaHEHUS — B OTHOILICHUU
pacnpocTpaHsieMol mnocpenctBoM cetu «WHTepHeT» MHGOpMALMK O PO3HUYHON
OpoJaXke  JUCTAHLIMOHHBIM  CIIOCOOOM,  TPEAJIOKEHHMH O  MNPUOOpEeTeHUU
JUCTAaHLIMOHHBIM CIIOCOOOM M (MJIM) mepenadye pU3nYecKOMY JIMILY TUCTaHIIMOHHBIM
CIOCOOOM  HApKOTHYECKHMX JIEKAPCTBEHHBIX IpEnapaToB Uil MEIULUHCKOIO
IIPUMEHEHMS, IICUXOTPOMHBIX JIEKAPCTBEHHBIX MPENApaToB JUIsi MEIUIMHCKOIO
IIPUMEHEHUS, UHBIX JICKAPCTBEHHBIX MTPENAapaToB Il MEAULIMHCKOIO IPUMEHEHNS, 32
UCKJIFOUEHHEM UH(POPMALIMKM O PO3HUYHOM TOPIoOBJIE JEKaPCTBEHHBIMU MpenapaTamH,
OCYIIECTBISIEMOM B COOTBETCTBHUM € 4HacThio 1.1 cratem 55 depepasbHOro 3akoHa
«O0 obOpalieHnu JIEKapCTBEHHBIX CPENICTBY;

OenepanbHas Ciiyx0a Mo BETEPUHAPHOMY U (UTOCAHUTAPHOMY HAI30py — B
OTHOIIIEHUU PacCIpoCTpaHseMol mocpenctBom cetu «HHTepHer» wuHbopManuu o
PO3HUYHOW MNpOAaXe AUCTAHIIMOHHBIM CIOCOOOM, MPEIJIOKEHUH O MPHUOOPETEHHUU
JUCTAaHIMOHHBIM CIIOCOOOM M (WiK) nepenaye GU3NUeCKOMY JHIY JUCTAaHIUOHHBIM
COCOOOM  HAapKOTHMYECKUX JIEKAPCTBEHHBIX MpenapaTtoB s BETEPUHAPHOIO
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NPUMEHEHUS, TCUXOTPOIHBIX JIEKAPCTBEHHBIX IpENnapaToB [Jisi BETEPUHAPHOIO
NPUMEHEHUS, UHBIX JIEKAPCTBEHHBIX IMPENapaToB ISl BETEPUHAPHOTO MPUMEHEHUS,
3a  MCKIIOYEHHEM MH(POpMalMM O PO3HUYHOM TOProBi€ JIEKAPCTBEHHBIMU
npenapaTaMy, OCYLIECTBIIIEMOM B COOTBETCTBMM ¢ yacteto 1.1 cratem 55
®enepanpHoro 3akoHa «O06 0OpaleHUH JeKapCTBEHHBIX CPEICTBY».»;

3) B IIpaBmiiax npuHsATUs yrnoiaHoMoueHHbIMU [IpaButensctBoM Poccuiickoii
®enepannn  penepanbHBIMM  OpraHaMH  HMCTIONHUTEIBHOW BIACTH pEHICHUN B
OTHOLIEHUHU OTHENbHBIX BUAOB HMH(QOpPMALMKU M MaTepUajoB, PacHpOCTPaHSEMbIX
NOCPECTBOM  MH(QOPMALMOHHO-TEIEKOMMYHUKAIIMOHHOW — cetn  «MHTepHeT»,
pacrpocTpaHeHrne KOTOpbIX B Poccuiickoit @enepanuy 3amnpenieHo, YTBEPKICHHBIX
YKa3aHHBIM [TIOCTaHOBJICHUEM:

a) nono’aHuTh nyHkTaMu 4(1) u 4(2) cnenyroiero coiepx aHus:

«4(1)) «®DenepanbHas ciayxba 10 Ham3opy B cdepe 3ApaBOOXPaHCHHS
IPUHUMAET PELIEHUs, SBIISIOIINECS OCHOBAHUAMM JUUISl BKIIFOUEHHS JIOMEHHBIX UMEH
U (WIK) yKazaTesiaed CcTpaHul] callToB B ceTu «VIHTEpHET», a TAaKKe CETEBBIX aJpPecoB
B E€IUHBIM peecTp, B OTHOIIEHMM HHPOPMALKUU O PO3HUYHOM MpoOAaxe
JTUCTAHIIMOHHBIM CIOCOOOM, TPEAJIOKEHUH O MPUOOPETEHUU JUCTAHIMOHHBIM
criocoboM W (wiu) mnepemade (HUINYECKOMY JIMIYy JUCTAHIIMOHHBIM CIIOCOOOM
HApKOTUYECKUX JIEKAPCTBEHHBIX IMPEMApPATOB MJI1 MEAUIMHCKOTO IPUMEHEHMUS,
MICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENApaTOB JJIsl MEAUIMHCKOTO NPUMEHEHHUS], NHBIX
JIEKapCTBEHHBIX MpEenaparoB sl MEAUIMHCKOIO NPUMEHEHUS, 3a HCKIIOYEHHEM
uH(poOpMalMMi O  PO3HUYHOW  TOProBji€  JIEKAPCTBEHHBIMH  IpenapaTrami,
OCYIIECTBISIEMOM B COOTBETCTBUU € 4HacThio 1.1 cratem 55 depepasbHOro 3akoHa
«O0 oOpauieHny JIEKapCTBEHHBIX CPEICTBY;

4(2)) denepanbHas ciayk0a Mo BeTepUHAPHOMY U (PUTOCAHUTAPHOMY HAA30pY
NPUHUMAET PEIICHHUS, SIBISIONIMECS OCHOBAHUSMU JIJIsl BKJIIOUEHHUSI TOMEHHBIX UMEH
U (WIK) yKa3aTesiaed CTpaHul calToB B ceTu «VIHTEpHET», a TAaK)KE CETEBBIX aJpEeCcOB
B €/IMHBIN PEECTpP, B OTHOIIEHUH O PO3HUYHOM MPOJaXe TUCTAHIMOHHBIM CIIOCOOOM,
NPEMJIOKEHUH O TMPUOOPETEHNWH JAMCTAHLMOHHBIM CHOCOOOM W (MJM) Iepenaye
$u3MUecCKOMY JHIy OUCTAHUMOHHBIM CIIOCOOOM HApKOTHYECKUX JIEKAPCTBEHHBIX
npenaparoB JJis BETEPUHAPHOTO NPUMEHEHHS, TMCHUXOTPOIHBIX JEKapCTBEHHBIX
NpenapaToB AJisI BETEPUHAPHOTO MPUMEHEHMS, MHBIX JIEKAPCTBEHHBIX MNpPENapaToB
JUIsl BETEPUHAPHOTO NPUMEHEHMs, 3a HUCKIIOYEHHEM HH(OpMaluu O PO3HUYHOU
TOProBJIE JIEKAPCTBEHHBIMH IIperapaTamMy, OCYLIECTBISIEMOM B COOTBETCTBUHM C
yacteto 1.1 crarbu 55 @epepanpHoro 3akoHa «OO0 oOpalieHUMH JEKAPCTBEHHBIX
CPENCTB».»;

0) MyHKT 5:
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cioBa «u PenepanbHoil ciyx00i MO Haa30py B cdepe 3amuThl MpaB
noTpeduTenel u Ojaromojydusi 4ejgoBeKa» 3aMEeHUTh clioBamu «DenepanbHoi
CIIy>00i 1O Hag30py B cdepe 3aluThl MpaB MOTpeOUTesned U OIaronosydus
yenoBeka, PexepanbHOl CciaykO00i 1o Haa3opy B cdepe 3ApaBOOXpaHEHUS H
denepanbHOM cITy>k001 110 BETEpUHAPHOMY U (DUTOCAHUTAPHOMY HAT30PY»;

CJIOBA «B MyHKTAaX 2 - 4» 3aMEHUTH CIIOBAMH «B MyHKTaxX 2 — 4(2)»;

B) B HOJMYHKTaxX «O» M «B» MyHKTa 7 CJIOBa «B MyHKTax 2 - 4)» 3aMEHUTH
CJIOBaMHU «B IyHKTax 2 — 4(2)».».



