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Crarbs mocBsilieHa NMPoOJeMaM IPaBOBOTO PEryJIHPOBaHHUS (apMaleBTHYECKOH AesTeIbHOCTH. PacCMOTpeHB! OCHOBHbBIE
NPOTHBOPEYHS 3aKOHOZATE/JIbCTBa B IOAX0J4aX K OIpPEnesIeHHIO TMOHATHH «Q)apmau,en'ruqecxaﬂ OpraHu3aunus», ((Cyﬁ’beKT
(apmarieBTHYECKOH AeSITeJbHOCTH», «allTeYHasi OPTaHU3aIHsy, «BUJ, allTEYHOH OpraHU3aluu». BblsBIeHa npobsiema Heo-
penesIEHHOCTH cTaTyca anTevyHon Opranu3aliy, HHAHBHAYa/IbHOTO IIPEANIPHHHUMATEJISA, HMEIOLIEr0 JINIIEH3HUI0 Ha (bapma-
IIEBTHYECKYIO [IeSTeIbHOCTh. YKa3bIBaeTCs Ha HEOGXOAMMOCTh Pa3paboTKH €AMHOH TEPMHHOJIOTHH B OTHOIIEHHH BHOB
anTEeYHBIX OPraHu3alliH C YKa3aHHEM HX OTJIMYMH 10 TAKUM KPHTEPHAM, KaK (l)yHKIJ,PIOHaJ'ﬂ:HOC Ha3HAY€HHE H CTPYKTYPHbIE
oco6enHocTH. [IpeokeHo BHecTH H3MeHeHHs B 3-61 ¢ yueTom mososkennit $3-323 u HoBoro npukasa «06 yTBepKIeHHH
BHOOB alITEYHBIX opraﬂusauuﬁ».
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The article is devoted to the problems of legal regulation of pharmaceutical activities. The main contradictions of legislation in the approaches
to the definition of the concepts of “pharmaceutical organization”, “subject of pharmaceutical activities”, “pharmacy organization”, “type of
pharmacy organization” are considered. The problem of uncertainty in the status of a pharmacy organization, an individual entrepreneur with
a pharmaceutical license has been identified. The need to develop an unified terminology for the types of pharmacy organizations, indicating
their differences according to criteria such as functional purpose and structural features, is indicated. It was proposed to amend the Federal

Law-61 taking into account the provisions of Federal Law-323, a new order “On the approval of the types of pharmaceutical organizations.
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B COBpEMEHHBIX YCJIOBUSX K HESITEIb-
HOCTH (papMaleBTUYeCKUX OpraHu-
3aUMil  TIpenbsBISIeTCs TpeboBaHUE
NOCTpOoeHus! 3PQPEKTUBHON CHUCTEMbI
yIpaBleHusl KauecTBOM. YeTKoCcTb U
TMI0JIHOTa TIPAaBOBOTO PEryJMpPOBAHUS
(dapMalLeBTUIECKON  [eATEJLHOCTH
SBJIIOTCS OCHOBOI COOJIIONEHUs 00s-
3aTesIbHBIX TpPeOOBaHWI 3aKOHOZA-
TEJbCTBA. B paMKax «perysisTopHOU
TMJIbOTHHBI» POUCXOIUT TEPECMOTP
IEeCTBYIOLIETO  3aKOHOJATEJIbCTBA,
MCKJIIOUEHNE YCTAPEBLINX 1 HEAKTyaslb-
HBIX IOJIOKEHUH, 000CHOBaHKWE HEOO-
XOIMMOCTA U JIOCTaTOYHOCTU COXpa-
HSEMBIX ¥ BBOJMMBIX 0053aTE€JIbHbBIX
TpeGOBaHUIA.

BMecte ¢ TemM OAUH M3 KIIOYEBBIX
BOIIPOCOB — BOIIPOC CHUCTEMAaTH3a-
ouu 1 Kinaccuduxkauuum CyObEeKTOB

(hapmaleBTUYECKON  IeSTeNbHOCTU
C yY4eTOM UX CTPYKTYpPHO-(QYHKIMO-
HAJIbHOV OpraHu3allvy, LIeJIeN 1 3a1a4 —
IO HACTOSIIIETO BpEMEH! He MMeeT T101-
HOTO NpaBoBoro oopmieHust. JaHnHoe
00OCTOSITETIbCTBO 3aTPY/HSET MOHMMA-
Hye craredt 53 (4. 1 m. 3), 55, 69 u zp.
DenepanprHoro 3akoHa N261-D3, a Takke
NOJI3aKOHHBIX aKTOB, PETYJIAPYIOLINX
IesITeIbHOCTb alTEYHbIX OpPraHM3alIMIA.

[ToHsatue cy6beKTOB (apmareBTH-
YEeCKOU MeSTEeNbHOCTU OIPeNesaioT
IBa (efiepasbHBIX 3aKOHA, IIPU 3TOM
B TI0JIXOJIaX BBISIBJIEH Psi Pasivuumil.
Tax, cTaThst 2 enepanpbHOro 3aKOHA OT
21.11.2011 N2323-03 «O6 ocHOBax oxpa-
HbI 3[0POBbs TpaxXgaH B Poccuiickoi
Denepauun» [1] (nanee - denepainb-
Hbll1 3aKoH N2323-]3) naet onpenene-
Hue GapMaleBTUYECKON OpraHu3aluy,

K KOTOPOW OTHOCATCS IOpUAMYECKOe
Mo (OpraHU3alys ONTOBOM TOPrOB-
JI WM anTeydyHas opraHusauus) oo
VHIVMBU/YaJIbHbIA TIPEANPUHUMATE]ID,
OCYIIECTBIAMUN  (papmaneBTuye-
CKYIO JeSTeNbHOCTb, TPUPaBHEHHBIN
K anreyHoy opraHusauuu. Cremyer
OTMETUTb, YTO JJAHHBIM OIPELETIECHU-
€M He OXBaThIBAIOTCSl MEIULMHCKHE
OpraHu3alyy, UMelolye JTULEeH3HI0 Ha
(apMaLeBTUYECKYIO AEATENbHOCTD, U
ux 000C00JIeHHbIE [10/Ipa3esIeH s,

B ®enepanbHoM 3akoHe N261-(3 «O6
obpaleHny J1IeKapCTBEHHbIX CPEJiCTBY
(manee - QenepanbHbIA 3aKOH N261-
®3) onpenenenue (GpapmaLeBTUYeCKON
OpraHM3aluyu OTCYTCTBYET, HO CTaThel
52 3aKOHa TIpUBEJEH 3aKpPBITHII Tepe-
4YeHb CYOBEKTOB, OCYLIECTBIISIOLINX
(dhapMaleBTUIeCKyIO JesTelbHOCTD [2].
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IEJ MEHEQXMEHT

[Ipu aTOM TOHATHE CyObEKTa (papma-
IIeBTUYECKON AeSTeNbHOCTH B JAHHOM
3aKOHe 3HAUUTEJIBHO LIMPE, OCKOJb-
Ky, KpOME OpraHu3aluil OITOBOU
TOPrOBJIM, AaNTEYHBIX OPraHU3ALUIA,
MHJVBUIYAIbHBIX TIpepuHAMAaTe-
Jiel, UMEWUX JIMLEH3U0 Ha ¢ap-
MaIleBTUYECKYIO MESTENIbHOCTb, OHO
BKJIIOYAET TAKKe MEJULMHCKUE Opra-
HM3alluY, MMelolye JIMLEeH3UuIo Ha
(dapMareBTUYeCKyl0 IeSTeNbHOCTb,
u ux 000co6sieHHblE IOJpasfesie-
Hus (ambymnatopuy, (esbamepckue u
¢denpamepcKo-akylepcKiue MyHKTH,
LEHTpb! (OTHeseHust) obuiell Bpayes-
HOH (CeMelHOM) NPaKTUKK), pacrosio-
JKEHHbIE B CEJIbCKUX HACEJIEHHbIX ITyH-
KTax, B KOTOPBIX OTCYTCTBYIOT arTey-
Hble opraHuzanuu. CorjaacHo crarbe 4
(r. 35) enepanbHOro 3akoHa N261-P3,
«alnTeyHas OpraHM3allusl — OpraHu-
3alysl, CTPYKTYpHOE IofipasfesieHue
MEJULMHCKOM OpraHM3aluy, OcCy-
IIECTBJISAIOMUE PO3HUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMU TIpenapaTamMy, B TOM
qucsie AUCTAHLMOHHBIM  CIIOCOOOM,
XpaHeHue, TIePeBO3Ky, H3TOTOBJIEHHUE
M OTIIYCK JIEKApCTBEHHBIX IIpenapa-
TOB 17151 MEJULMHCKOTO IPYMEHEHUSI B
COOTBETCTBUU C TPEOOBAHUSIMU HACTO-
smero OenepasbHOro 3aKOHA».
CormocTaBnenue TOJOKEHUI JJAHHBIX
3aKOHOB T103BOJIWJIO BBISIBUTb CJIEAYIO-
1Iye NpOTUBOpEYHsL:

1) mHpMBUOYyaJbHBI NpenrnpUHUMA-
TeJb, OCYLIECTBJSIOMUI (papmares-
TUYECKYIO IE€STEbHOCTb, HE IIPUPaB-
HMBAETCSl K aNTeyHO! OpraHu3aluy,
KpoMe TOro, 1o Bcemy Tekcty Pene-
panbHOro 3akoHa N261-®3 manHHbIe
CYyOBEKTBI CTPOTO PA3rPAHUYEHBL;

2) anTeyHas OpraHM3alls MOXeT He
SIBJISATHCS I0PUANYECKUM JIULIOM U ObITh
CTPYKTYPHBIM [OJpa3fie/IeHNeM Men-
1uHCKo# opranuzauu (QenepasnbHblil
3aKkoH N261-03).

113 CcpaBHUTENILHOTO aHajlu3a I10JI0-
KEHUI B3aKOHOZATENbCTBA CIIEHYeT,
YTO aNTe4yHast OpraHMU3alys BbICTYIIAET
KaK yCJIOBHOE TIOHSTHE, B 3aBUCUMO-
CTH OT KOHTEKCTa OTHOCHMOE K Paz-
HbIM 10 (PYHKLMOHAJPHOMY HasHaue-
HUIO, TIPUHAZIJIEXXHOCTU U CTPYKType
OpraHM3alMsIM, a Takoke K OTHEJbHBIM
UX TI0JIpa3fiefIeHUsIM — CTPYKTYPHBIM
e/[VHALIAM.
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Takum 06pa3oM, BO3HMKAET Mpobsiema
HeOIpe/ieJIEHHOCTH TIPaBOBOTO CTaTy-
ca anTevyHoW opraHusauuu. Ha 3ako-
HOZIATeJIbHOM ¥ TI0A3aKOHHOM YPOB-
HSIX He KOHKPETH3UPOBaHbl U HE pa3-
BeJICHbl pasHble IIPaBOBBIE CUTYALUY,
KOIJIa alTeyHasi OpraHu3alyst B rpax-
IAHCKO-TIPABOBOM, a/IMUHUCTPATHB-
HO-TIPAaBOBOM OTHOLIEHHUM BBICTYIIA€T
KaK CyOBEKT JNesTeNbHOCTH, HaflesleH-
HBI/ TI0JIHBIM KOMILJIEKCOM IIPAaBOMOYMH
¥ OTBETCTBEHHOCTH (CaMOCTOSITEJIbHAS
OpraHusalys), oo SBISIeTCs CyObeK-
TOM JESITEJILHOCTH C OTPaHMYEHHBIMU
TMIPaBOMOYMSIMU U OTBETCTBEHHOCTBIO
(CTpYKTypHOE TIOZpasfiesieHne opra-
HMu3auuu). JlaHHOoe OOCTOATENbCTBO
3aTpyZHSeT NOHUMaHue cTaTeit 53 (4. 1
1. 3), 55, 69 u zip. GenepanbHOro 3aKOHA
N261-03, a TakKe MOI3aKOHHBIX aKTOB,
PETyUPYIOIINX [eSTeIbHOCTb aNTey-
HbIX oOpraHusaumid. [lpencrasisercs
JIOTUYHBIM TEPMUHOJIOTMYECKN Pa3BE-
CTH JJAaHHBIE TIOHATHSL

B cOOTBETCTBUM € 4YacTbiO 2 CTaTbU
55 ®enepanbHoro 3akoHa N261-O3
BU/Ibl ANTEYHBIX OpPraHM3ALUH yTBEp-
KOAIOTCS yHIOJTHOMOYEHHBIM (ene-
paJIbHBIM OPraHOM HCIOJHUTEJIbHON
Bractd. OFHAKO B 3aKOHOJATEJILCTBE
He JaeTcsl ONpefiesieHne M CMBICIIO-
BOE 3HAYEHME MOHSTUS «BH] AlITEYHON
OpraHM3aLun».

B 3akoHOmaTenbCcTBE K aNTEYHBIM
OpraHM3alIM OTHECEHO CTPYKTYp-
HOe IOjpa3fie/ieHne MeJUILHCKON
OpraHM3aly, HO MpU STOM He YIIO-
MMHAEeTCsl CTPYKTYpHOE Tofpasfese-
Hue (papMalieBTIYECKOl OpraHu3aliy
(POBHUYHOI1, ONTOBO-PO3HUYHOMH), T.
€. HeT SICHOCTM B OTHOLICHHUU CeTe-
BOTO (PYHKIMOHUPOBAHUS aNTeYyHOU
OpraHusalLyy, CjieJjoBaTesbHO, IIPaBo-
BOE DETyJMpOBAHME HE 3aTparuBaer
BKHYIO YaCTb UX JIeSITeNbHOCTU. [1pu
STOM JJAHHBINA BOIIPOC SIBJISIETCS KITIO-
4eBBIM JIJI5 TOHUMAaHUS BUJIA allTeYHOH
OpraHu3aLyy.

[puxkazom M3CP PO or 27.07.2010
N2553n «O6 yTBEpXAeHUH BHUJIOB
anTeYHbIX OPraHU3aLUil» ONpefieseHbl
TPY OCHOBHBIX BHJIQ: aIITEKa, AlTEYHBIH
IyHKT, alNTEYHbI! KUOCK; BUI, «alTe-
Ka» COJEP>KUT TPU Pa3HOBUIHOCTHU:
TOTOBBIX JIEKAPCTBEHHBIX (POPM; IPO-
M3BOJICTBEHHASI; MIPOM3BOJICTBEHHAS C

NPaBOM U3TOTOBJIEHUSI ACENTUYECKUX
JIEKapCTBEHHbIX Mpemnapatos [3]. Tpu-
BEJIEHHBI 3aKPBITIN NIEPEYEHDb BULOB
anTeYyHbIX OPraHU3aluil MpeJCTaBIsi-
€TCSl HEeIOCTATOYHO pa3pabOTaHHBIM,
TIOCKOJIbKY HE COZIEP>KUT KPUTEpUasb-
HBIX NPU3HAKOB UX OTJMYUA IPYr OT
Ipyra, U B IIEPBYIO OYepe[b 10 (PyHK-
[IMOHANBHOMY Ha3HaueHuo (06beM
BBIMIOJIHAEMBIX 3a7jad ¥ (QYHKLMI), a
TAKKE YCJIOBUSIM Pa3MEIEHUs, TIpU-
HaJJIEXXHOCTH, CTPYKType, (popmam
006CITyKBaHUS NOTPEOUTETIEH.
HeonpezeneHHOCTb TPaBOBOTO CTa-
Tyca BUJIOB allTEYHBIX OPraHMU3aLMUI
WUTIOCTPUPYIOT CJIELyIOLIE IIPUMEPBL:
1. TlpuMeHeHue BUIA <«amlTeka roOTO-
BbIX (POPM» K PO3HMYHOH anTeke U
K alTeKe MEIULMHCKONW OpraHu3a-
1Y, OCYLIECTBIISIIOLIEN obecreyeHne
JIe4e6HOTrO IIPOLecca, SIBISETCS CyTry60
(dhopMasbHBIM U HE pacKpbIBaeT OTJIM-
4UTesIbHble OCOOEHHOCTH JeSITebHO-
CTU JAHHBIX CTPYKTYp, HE OTpaXKaeT
o6bema 33714 ¥ QYyHKLMIA.

2. B oTCyTCTBME YCTaHOBJIEHHBIX KPU-
TEPUEB UCKIIOYUTEIHO HOMUHAJIb-
HbIl XapakTep MMEET OTHECEHHE K
TaKUM BUJIaM, KaK <«alTeKa [OTOBBIX
($OpM» 1 «anTeyHbIit yHKT».
PeTpOCHeKTI/IBHO JAHHBIE BU/IbI AIITEY-
HBIX OpPraHU3aLUil UMENN 3aKperUieH-
Hble MPaBOBbIE OTJIMYUS, KOTOpbIE
MOCTETNIEHHO YCTPaHsINCh B 1LEJIX
CO371aHMSI PABHOJOCTYIIHBIX YCJIOBUIA
IeATeIbHOCTU ISl GU3HeCa U TIOBBI-
IeHUs] TOCTYIHOCTH ANTEYHbIX YCIIyT
11 HacesieHys. COrlacHo npukasy M3
P® or 11 mona 2017 r. N2403u [4], y
IAHHBIX BUJOB alTEYHBIX OpPraHU3a-
nui 06beM (QYHKUMA U TIPaBOMOYMIA
N0 OTIIyCKY JIEKapCTBEHHBIX Mpera-
paToB M7 MENUIMHCKOro IpHUMeHe-
HUSl NPAKTU4ECKU TOXIECTBEHEH. B
3TOM cJlyyae BbIOOp BUZA aNTEYHON
OpraHM3alyy, Ha Hall B3I, JOJDKEH
ObITb OOYCJIOBJIEH IONOJHUTEJILHBIMU
OCHOBAHMSIMY, TAKUMU KaK, HAITPUMED,
00bEM BBITIOMHSIEMBIX (YHKLMIA, Tep-
pUTOpUAIbHBIE YCJIOBUS Pa3MeleH s,
Habop MOMEIeHHU! 1 T. II.

3. IlpaBuna Hajjexamen anTeyHou
NPAKTUKU [5] OXBaThIBAIOT PETryIUPO-
BAHMEM TOJIBKO CYOBEKTHI PO3HUYHOMN
TOPrOBJIN, TIPX ITOM TAaKXKXE HE PACKPbI-
Basg OTJIMYUTENbHBIX OCOOEHHOCTEN



UX JeSTeJbHOCTU B 3aBUCUMOCTH OT
BUZIOB aNTEYHbIX OPraHU3aALU.

4. QepepanbHbIM 3akoHOM N261-03
He 0003HaY€Ha B3aUMOCBSI3b MEXIY
BUJAMM aNTEYHbIX OpTaHU3aLUil U
(dopmamy ocyecTseHns GapmaleB-
TUYECKO! [EATeNbHOCTH WHAUBUMY-
QJIbHBIMU TIPEITIPUHUMATEIISIMY, UME-
IOIMMUY JIMLEH3UI0 Ha (papMalleBTHYe-
CKYIO JIeSTeJIbHOCTD, B TO BpeMs Kak Ha
TIPAKTUKE CBS3b 3Ta OYEBUHA.

B /MIEH3MOHHOM 33aKOHOMATENIbCTBE
CyOBeKTaMU [eSITeJIbBHOCTU  BBICTY-
NalT IOpUAMYecKre JUIa W MHAW-
BUJyaJibHble TIpeJNpUHUMATENn. B
NpaKTUKEe JIMLEH3UPOBAHUS BUIbI
anTeyHbIX OpraHU3aUUuil MCHOJb3Y-
I0TCSl B KauecTBe 0003HAYeHUs TUTIOB
00BEKTOB [JIsl OCyLleCTBIeHUs (ap-
MaleBTUYECKON [eqTesIbHOCTU 0pU-
IWYECKUX JIUL, B T. Y. MEIULMHCKUX
opranusauuil. Ilpu 3TOM [ENCTBYIO-
IIMMUA HODMATHBHO-TIPABOBbIMM aKTa-
MU TOXJIECTBO IOHSTUI «BUJ, alTeyd-
HOI OpraHM3allui» U «TUIl OOBEKTa
ocymecTBIeHUs (papMaleBTUIeCKOi
IEATeIbHOCTUY HE 3apUKCUPOBAHO.
OTcyTCTBYIOT U Ie(UHULMH, KOTOPbIE
MOrM 6bl MO3BOJIUTH JJAHHOE TOX-
I€CTBO yCTaHOBUTL. COOTBETCTBEHHO,
BbIOOP HEKOTOPBIX THUIIOB OODBEKTOB/
BUZIOB alTE€YHBIX OpraHu3auuii (arre-
Ka TOTOBBIX (POPM, ANTEYHBINA MYHKT)
OCYIIECTBJIETCS] COMCKATETIEM JINL,EH-
311 B CUJIy TPAIULMKA U COOCTBEHHO-
ro BupeHus, 6e3 (opmanru30OBaHHbIX
OCHOBaHMI.

B paMKax «peryasaTOpHON TUIbOTHU-
HbI» [6] yTBEpP>KZIeH U BCTYNAeT B CUJTY
¢ 01.01.2021 mpukaz MuH3zmpasa Poc-
cuy ot 31.07.2020 N2780H «O6 yTBEpK-
IeHUM BUJOB aNTEYHBIX OpraHu3a-
uuii» [7]. B oiimdue ot npeppiiyLiero
IOKYMEHTA JIQHHBIN MPUKA3 BbIIETISIET
YeThIpe BUJA ANTEYHbIX OpraHU3aluil.
B KauecTBe CaMOCTOSITENIbHBIX BUIOB
BBOJATCSl aNTEKa, OCYLIECTBISIOMAs
PO3HUYHYIO TOPTOBJIIO (OTIIYCK) JIeKap-
CTBEHHBIX TPENapaToB HACENEHUIO, U
anTeKka Kak CTPYKTYpHOE MOJpasfie-
JIeHne MEIMUMHCKOM OpraHu3aluy,
KOTODBIE, B CBOI0 OYEPENlb, UMEIOT
pazHOBUIHOCTU. Tpy pasHOBUAHOCTU
SIBJISIIOTCS] OOMIMMU /17151 IAaHHBIX BUJOB
aNTeYyHbIX OPraHM3alUil U ConepsKa-
TEJLHO HE OTJIMYAlOTCSl OT TaKOBBIX

IJId BUJA «anreka» B mnpukaze M3CP
PO or 27.07.2010 Ne553H. [omoyHu-
TEJIbHO K aIITEKE, SBJISIOMENCs] CTPYK-
TYPHBIM TIOZIPA3ZENECHNEM MEIULIUH-
CKOM OpraHusalyy, OTHECEHA anTeka
NPOU3BOJICTBEHHAs] C MPaBOM W3rO-
TOBJIEHNSI pafuopapMaLeBTUIECKUX
JIEKapCTBEHHBIX MpemnaparoB. Coxpa-
HSIIOTCSI TaKue BUIB! alTEYHbIX Opra-
HU3ALMIA, KaK «aNTeYHbIN IYHKT» U
«arTeyHbli KUOCK» [8].

B 11e710M BHOCKMBIE B K/IaCCU(PUKALNIO
aNTeYHbIX OPraHU3aAUUNl U3MEHEHUS
MMEIOT HECOMHEHHOE TI0JIOKUTETIBHOEe
3HAYEHHUE, CO3ZIAI0T OCHOBY IJISI Jlajlb-
HEMIIEro pas3BUTHS IIOJIOKEHUU Hall-
Jiexaleil anTeyHon npakTuku. OnHa-
KO 6e3 BHMMaHWs OCTaeTCsl BOIIPOC
MPaBOBOTO 060CO6IEHNUS [EATENbHO-
CTU CaMOCTOSITEJIbHBIX lITEYHBIX Opra-
HM3ALMI KaK LIEJIOCTHBIX CTPYKTYp B
ompefiesieHHOM OpraHU3alliOHHO-TIpa-
BOBOI (popMe JInb0 KaK CTPYKTYPHBIX
nozpasjeneHnil  papmaneBTUIeCKUx
opranusauuil. HoBas kiaccudukanus,
TaK Xe Kak U TpefblIylas, He pas-
JINYAET IIOHATUS CyObeKTa UM OObeK-
Ta JeSITEeJbHOCTY, HE YCTAHABJIABAECT
KOHKPETHbIE [TapaMeTpbl BbI6OpA BUJA
anTe4YHON opraHusauuu. BeposTHO,
9TUM OODBSICHSIETCSI MHEHUE OTHETIbHBIX
YYaCTHUKOB PbIHKA O TOM, YTO HOBasl
K1accu(puUKalysl HU4ero He OMEHSET
B YCJIOBUSIX paboThI anTexk [8].
JlornyHo, 4TO B OKOHYATEJILHYIO PELlaK-
LMI0 IOKYMEHTA He BOLIJA OT/EJIbHAas
KaTeropusl «anTeka MHANBUYAIbHOTO
NpeiNpuHUMATENS», CofepsKalascs
B IIpoekTe npukasa [9]. Beiienenue
TaKO! KaTeropuu B IepevyHe alTed-
HBIX OPraHMU3aLMii BCTYNAIO Gbl B [IPO-
TuBopeure ¢ PenepanbHbIM 3aKOHOM
N261-®3, 1oCKObKY MHAUBULYaIbHbIE
NpeJIIPUHAMATENH, UMEIOIE JULEH-
3uI0 Ha (papMalleBTUYECKYIO JeSITelb-
HOCTb, He 0003HAUEHB! B OTIpe/ie/IeHNN
TIOHSITUSI «allTE€YHasi OpraHM3auys» (IL.
35 craThy 4 3aKoHa). [laHHbIe [TOHSTHS
3aKOHOM pPa3rpaHMyeHbl, Ha YTO YKa3bl-
BAJIOCh BbIlE, U BBOZATCS B Ka4eCTBe
OTJIEJIbHBIX CAMOCTOSITEJIbHBIX, HETIe-
pEeCceKaoLMXCsl SJIEMEHTOB B [IEpeYeHb
CyOBEKTOB, OCYLIECTBILIIOMMX (papma-
LIeBTUYECKYIO IesTebHOCTh (4. 1 cTa-
TbY 52 3aKOHA), PO3HUYHYIO TOPTOBIIIO
(4.1 crarbu 55 3aK0Ha).

MANAGEMENT

BmecTe ¢ TeM B IPAKTUYECKOM IIOJIE
BO3HMKAET SBHas HEOOXOIMMOCTD
onpejesieHns 1 KiacCuPUKALMK Tex
00BEKTOB, B KOTOPBIX OCYLIECTBIISI-
eTcs (apMmaleBTUYecKast JesiTesb-
HOCTb MHAWBUYaJIbHBIX MpeTIPUHU-
maresiell. MHOrouuciieHHble (PaKTbl
MCTIOJIb30BaHMsSI HA BBIBECKE U B (PUP-
MEHHOM HAMMEHOBAHUM WHIUBUMY-
QJIbHOTO TPEeANPUHUMATENsT TaKUx
BUJIOB aNTEYHO! OpraHu3alyM, Kak
«allTeKa» WM <aNTEYHbIA MYHKT»,
ObLIM OTMEYEHB! U B TOSICHUTENIbHOM
3allMCKe K TIPOEKTy HOBOTO IIPMKa3za
Munaznpasa Poccun «O6 yTBepKieHUN
BUJIOB allTEYHBIX OpraHusauuii» [9].

AHanu3 peecTpa JIMLEH3UWA Ha OCy-
mecTBieHue (papmareBTHYecKon nes-
TEJILHOCTU TIOTBEPKAAET DPaA3JINyus
B T0JXO0JAX IIPU OIpeNeJIeHNN TUMA
00beKTa MHAUBUYATbHBIMY PETIPU-
Humarenamu. Tak, B peecTp JuLeH3uH
Hapsay C 00bEKTaMU, COOTBETCTBYIO-
IMMU BUZIAM aNTEYHBIX OpraHu3aluii
(anTeka, anTeyHbIN MYHKT, alTEYHbIN
KHOCK), BKJIIOYEHO €IMHOE HaUMEHO-
BaHMe 00bEKTa U CYObEKTa [EeSITeNIbHO-
CTU «MHIVBUYAJIbHBI NIPEAIIPUHU-
Maresb», 10 PANYy aIpecoB [esTeslb-
HOCTU THUIl 00beKTa He 06o3HaueH. B
pernoHax LIOO Tumel 06BEKTOB IO
anpecam (PaKTUYECKOTrO OCYIIECTBIIE-
HUSl [IeSITebHOCTY WHAMBULYaJbHbI-
MU TpeJrprHAMATENIIMU pacrpesie-
JITTUCH CTIEAlYIOMUM 06pa3oM (Mmada.):
Eme ofHUM HaIJIIHBIM [PUMEPOM
NPOTUBOPEYNIi, BOSHUKAIOWIMX B TIpa-
BOIIPUMEHUTEJIbHON MPAKTUKE, MOXET
CJIY>KUTb I1po6JIeMa KOHTPOJIS COOIIIO-
IEHVSl VHIVBUIYAIbHBIMU MPEIIIPU-
HUMaTeIMU TPeOOBAHUSL O HAIMYUU
MUHMMaJBHOTO accoprumenTa JII1
IJISl OKa3aHMSl MEIULMHCKON IOMO-
11, IPEJICTaBI€HHOTO B COOTBETCTBY-
omeMm mnepeuHe (nanee [lepedeHb),
YTBEPXK/IEHHOM pacropsbkeHuem [pa-
ButessctBa PO or 12.10.2019 N22406-
p [11]. Pasnen [ [lepeuns npegHazHauyeH
IJI COOMIONEHNsT anTeKaMy, pasfer
Il - anTeyHbIMU MYHKTaMH, arTeYHbI-
MU KHOCKaMM W MHOVBUAYAJIbHBIMU
NPEANPUHUMATENSIMU, HUMEIOLUMU
JMLEH3UI0 Ha (PapManeBTUYECKYIO
NeSTebHOCTb. 171 00BEKTOB JesITesb-
HOCTY VHIVBUJYaJIbHBIX MPENIIPUHA-
maresel, 0603HaYEHHbIX B JIMLIEH3UU
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TAB/IMLA. TUMbl 06bEKTOB MO afpecam OCYLLECTBAEHNA NHAMBUAYANbHBIMU NPeaAnpuHUMaTensmMm hapMaLeBTuYeckon
JIeATeNbHOCTN Ha OCHOBAHMU CBEEHWUI, COAepxalLmxcs B EAqnHOM peecTpe nuueH3uin PocsapasHaasopa (no pernoxdam LIDO) [10]

Tunbl 06LEKTOB NO afpecam OCyLeCTBNEHNSA JeATENbHOCTH
Kon-Bo
un . . WNHAMBMAYaNbHbIN Tun o6bekTa
Bcero Anteka ANTEYHbIN NYHKT ANTEYHbIN KNOCK npeAnpuHIMAaTENb He 0603HaueH
950 2397 463 | 19,3% 941 39,3% 4 0,2% 847 35,3% 142 5,9%

/W71 Ha BBIBECKE KaK «alTeKa», BO3-
HMKA€T HEONPEJEJIEHHOCTh B BbIOOPE
PYKOBOJSIIMX MOJNOXEHUHA 1JIs1 Pop-
MMPOBaHUSl 00643aTEBHOTO accop-
TUMEHTa. Borpoc coctout B BbIGOpE
NIPUOPUTETA MEXIY CYOBEKTOM PpO3-
HUYHOU TOPrOBIU (MHAWBUALYAJIbHBIN
NpeaIpuHUMATEb, UMEIOMUIA JINLeH-
3110 Ha (apMalleBTUYECKYIO JiesITesb-
HOCTb) U TUIIOM 00beKTa (anrteka). OT
3TOrO BbIOOpa 3aBUCUT 0OBEM 00s13a-
TEJIbCTBA, MOCKOJIBKY B TIE€PBOM CIy-
yae MUHUMAJbHBIA aCCOPTUMEHT [0~
JKEH ObITb 06ECTIEYEH B COOTBETCTBUU
¢ pasgenom II TlepedHs, BO BTOPpOM
CJly4ae - B COOTBETCTBUU C Pa3fesioM
[ TlepeyHs], NpeACTaBIAIOMUM COBOH
paclIMPEHHBIA BapyuaHT. HeonHO3HAY-
HOCTb B NOHMMAHUU JIAHHOTO BOIIPOCA
MOXeT HEeraTUBHO BJIMSITb HA PaBEH-
CTBO YCJIOBUI Ou3HecCa JJisl pPO3HUY-
HbIX CyOBEKTOB Ha (hapMaLieBTUIECKOM
PbIHKE, IPUBOIUTBL K KOHQIIUKTaM
MeXZy cyobeKTamu (apmaleBThde-
CKOTO PBIHKA ¥ KOHTPOJMPYIOMUMU
OpraHamu.

Takum 06pa3oM, UCKIII0YEHNUE, COTJIac-
HO HopMmam OefepanpHOro 3aKoHa
N261-03, uHAUBUAYAIbHBIX MPeTIpU-
HUMarTeJiel, OCyIEeCTBImMUX dap-
MaleBTUYECKYIO [eSTEJIbHOCTb, U3
COBOKYIIHOCTH aNlTe4YHbIX OpraHu3aluii
CO37IaeT HeoIpe/ieIeHHOCTb ITPaBOBO-
ro craryca WHIMBUMYaJbHOTO IpEJ-
NPYHUMATEIS, B T. Y. B CUCTEME KOOP-
IMHAT «CYOBEKT/OOBEKT [EeATEIIbHO-
CTH», He JIaeT TIOJIHBIX OCHOBAHUII 1715
COOTHECEHNS OOBEKTOB [EATENIBHOCTA
MHIVBU/YaJIbHBIX IPEIIIPUHUMATEIIEN
C YTBEPX/IEHHbBIMY BUIAMU ANTEYHbBIX
OpraHM3alMi, He YYUThIBAeT MOTpes-
HOCTY IPAKTUKK PO3HUYHO TOPTOBJIY.
Haspesna He06XOOUMOCTb  YBA3KU
NOHATUN «(apMmaleBTU4ecKas opra-
HU3ALMS», «CyObeKT (apmalieBThde-
CKOH JIeSTENIbHOCTUY (C BBEJECHUEM
TEPMUHA «OOBEKT IeSITEeJIbHOCTUY),
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«arTeyHast OpraHM3aLUsIy, «BU]] anTed-
HOWl OpraHusanuu» C 0603HAYEHHEM
ATPUOYTUBHOCTU U COOTHOCUMOCTU
IAHHBIX MOHSATU, KOHKpETU3aALUU
MPaBOBOTO CTAaTyca WHAWUBUIYaTb-
HOTO NpeANpPUHUMATEIs], UMEIOLIEro
JuLeH3no Ha (apmaleBTUYEeCKyIo
TesITeIbHOCTb.

[IpencraBisercs 1e/1eCO00pPa3HbIM
TIPeJJIOKUTh NPUPaBHATH B Penepasb-
HOM 3akoHe N961-03 uHauBUIyasb-
HBIX TpefIpuHUMAaTesIell, UMEeIOInX
JMLEH3NI0 Ha (¢apMaleBTHYECKYIO
LeSTeNbHOCTb, K allTeYHbIM OpraHu-
3anusgM. TeM caMbIM ObLIO ObI 0O€ecTe-
4YeHO eIMHCTBO B 0Jx01ax penepanb-
HbIX 3aKOHOB N2323-03 u N261-03 u
BBEZIEHO [IPAaBOBOE OCHOBAHUE [IPUMeE-
HEHYsI BUJIOB alITeYHbIX OpraHu3alui K
TUMaM OOBEKTOB ESTebHOCTU UHIU-
BUZIyaJIbHBIX  TpeATpUHUMATENei!,
YTO TMOMOTJIO Obl CO37aTh TOJIHOCTBIO
IIOHSATHBIE U €IMHO00pa3Hble YCIIOBUSI
IJ1s1 OPTaHU3ALUY JeSTeIbHOCTU CyOb-
€KTOB PO3HUYHOI1 TOPTOBJILL.

[lonbITKM COBEPILIEHCTBOBAHNUS [1PABO-
BOTO PETyJIMPOBaHMUS HA YPOBHE IOJ-
3aKOHHBIX aKTOB 6e3 BHECEHHUSI COOT-
BETCTBYIOIUX M3MEHEHUI B MOJIOXKe-
HUs 6a30BOr0 OTPACJ/IEBOrO 3aKOHA He
MOTyT 00eCHeyuTb pelleHue 3a/layud
IOCTAaTOYHOCTH  pEryJupoBaHus,
YCTpaHEHHUS HESICHBIX U TPOTUBOPEYL -
BbIX [IPABOBbIX HOPM.
TepMuHosOruyeckue  M3MEHEHNS,
npefijioKeHHble K BHeceHuio B Qene-
panbHbI 3akoH «O6 obpaueHun
JIEKApCTBEHHBIX CPEZICTB» 3aKOHOIPO-
ektoM N2912246-7, MOCTYyNMBIIMM B
T'ocymapcrsennyio gymy [12], He HocAT
CHCTEMHOTO Xapakrepa. B peznyioxen-
HOIl pefakuuy anreyHas OpraHusa-
1Y - opraHusauus, ee 060cobIeHHOe
nozipaszesieHue, CTPYKTYpHOE IOJ-
pasnesieHue MeIULMHCKOM OpraHu-
3allyy, OCYLIECTBIISIOMUE PO3HUYHYIO
toprosio JIII, XpaHeHue, MepeBo3Ky,

u3rotossieHue u otnyck JII gy meau-
LMHCKOTO TPYMEHEHHUS], MHbIE BUIBI
IeSTeIbHOCTU B COOTBETCTBUU C TPE-
0OBaHMSIMU HACTOSIIETO (PenepabHO-
ro 3akoHa. IlepeyniciieHHbIe B TIPOEK-
TUPYEMOM OIPENEJIEHNN BUIbl PaboT
U yCIIYT COOEpKaTcsl Takke B Jeil-
CTBYIOIIEM OIpPEJEIEHUN U OTHOCSTCS
K (bapMaleBTUYeCKON [esTeNbHOCTH.
Kakue MMEHHO «VHbIE BUJbl [ESTE b~
HOCTU», IOMUMO (DapMalleBTUYECKO,
C KaKo¥ LeJIbI0 ¥ Ha KAKOM OCHOBaHUU
MOTYT BBIIIOJIHATDH aNTeYHblE OpPraHU-
3alluY, HE PACKPBITO.

CrenaHa TIONBITKA YCTPAHUTh NPO-
TUBOpEYME B IEHCTBYIOIEM 3aKOHE,
0003HAYMB HaMMyue MOApasfeseHNs
HE TOJIbKO MEJJVLIMHCKOM OpPraHu3aluy,
HO Y anTeyHou opranusanuu. [1py stom
y anTe4yHo!l OpraHM3aluu NOoApasie-
JIeHHe KMeHyeTCs 0060COOJIEHHbIM,
a y MEIMUVHCKOW OpraHusauuy -
CTPYKTYpHBIM. BmecTe ¢ TeM HOBoOe
BBOJMMOE€ IMOHATUE <IIE€PEIBIKHON
anTeyHblil IYHKT» paccMaTpUBAETCS
MMEHHO KaK CTPYKTYPHOE INOJpa3fie-
JIeHne ¥ MEIULMHCKOW, Y anTeYHOU
opraHuzauuu. [lo soruke Qenepanb-
HOro 3akoHa N261-03 «mnepeiBrKHOM
anTeYHbI/ ITYHKT» SBJSIETCS BapyaH-
TOM TAaKOTO BUJQ AlTEYHON OpraHu3a-
1Y, KaK «alTeYHbI NYHKT», U B CUJIy
CTaThyl 55 (4. 2) JOJDKEH YTBEPXKATh-
Csl yHOJIHOMOYEHHBIM (DefiePaIbHbIM
OpPraHOM WCIIOJIHUTEJIBHOM  BJACTU
Hapsily C IPYrMMU BUJAMU allTEYHbIX
opraHusauuil. He packpeiTa HEo6xo-
IMMOCTDb BBEJIEHUSI HA 3aKOHOJATEJIb-
HOM YPOBHE TOJIbKO OJJHOTO U3 BUIOB
anTevyHbIX OpraHM3aluii 6e3 0603Have-
HUS MHBIX KaTeropuil (anTeka ¢ y4eToM
Pa3HOBUIHOCTEN, alTEYHbI IIYHKT,
alTe4Hblil KNOCK).

3aKOHONPOEKTOM TPEJIOKEHO elle
OJIHO HOBOE€ TIOHSITHE — <«aNTeyHas
CEeTb» KaK COBOKYITHOCTb IOJpasfie-
JIEHUI alTe4YHOM OpraHM3aluu, 4TO



OTpPAaBJaHHO, MO0 KaK COBOKYIHOCTb
anTeyHbIX OpPraHu3alluii, BXOJSIVX B
rpymmy JauL B cootetcTru ¢ O3 «O
3alIUTe KOHKYPEHLMN» UJN UCIIONb3Y-
IOIUX eIMHOEe KOMMepYecKoe 0603Ha-
YyeHue WM UHbIEe CPEJICTBA UHIUBUMIY -
anusayu. PaccMoTpeHue o0beauHe-
HUS alTEYHBIX OPraHU3aluil - IPUIN-
YECKUX JIULL B KAUECTBE €JUHOTO CyOb-
eKTa JEeHCTBUIl U OTBETCTBEHHOCTU
BBIXOJUT 33 PAMKH TOHSTUS «CYOBEKT
o6pamenus JIC» (. 29 ct. 4 Oenepannb-
HOTo 3akoHa N261-33), npoTuBOpeYnT
napagurme 1 HopMmam 3akoHa «O6
00palleHN Y JIEKapCTBEHHBIX CPEJICTBY,
NIOCKOJIbKY MMEET OTHOLIEHUE He K
NpopeCcCUOHANbHOMY AaCIeKTy Jesi-
TEJNILHOCTU aNTeYHbIX OPraHU3alUil,
a K BOIpOCaM 0043aTeJIbCTBEHHOTO
npasa. be3 omnpeneneHus U pacKpbl-
THS COOTHOCHMMOCTU MEXIY CO00H 1
C IEHUCTBYIOLIE TEPMUHOJIOTMEN B
3aKOHOIPOEKTE UCIIOJIb3YIOTCS TEPMU-
HBI «XO3SIIICTBYIOLIUE CYOBEKTBI, OCY-
mecTsisiomye  (PapMaleBTUIeCKyo
NesITeNbHOCTbY,  «XO3SHCTBYIOLINE
CyOBEKTHI, OCYIIECTBJISIONUE T0CTaB~
ku JI[l», «nocraBmuku JIII». Takum
00pa3oM, BHOCHMbIE U3MEHEHUS TIPaK-
TUYECKU He YCTPAHSIOT UMelolecs 1
coziep>KaT HOBbIE TEPMUHOJIOTUYECKHE
IPOTUBOPEYUSL

AHanu3 pacCMOTPEHHBIX IIpo6IEM
PErylIupoBaHus TOABOJUT K BBIBOLY
0 HEOOXOIMMOCTU CO37IaHUS €fu-
HOM OTpPACJIEBO TEPMUHOJIOTAYE-
CKOl cuCTeMbl. B messix pazpaboTku
TUIOJIOTUM aNTeYHbIX OpraHu3alui
(cucremMaTnzaluMy C y4eTOM Cylle-
CTBEHHBIX KPUTEPUEB) Liesecoodpas-
HO oImpejieieHre KaTeropuil (BUJOB)
anTe4yHbIX OPraHM3alUi 1 THUIIOB 00b-
€KTOB (CTPYKTYPHO-(QYHKLMOHAIBHBIX
€/IMHNLI) allTeYHbIX opranusauuil. [1pu
TaKOM TIOAXofe OblJI0 Obl Obecreve-
HO COOTBETCTBUE MOHATUN OOBEKTA
1 CyObeKTa MesTeJIbHOCTH JIMIEH3U-
OHHOMY 3aKOHOJATEJIbCTBY, B PaMKax
KOTOPOTO B HACTOAIIEe BpeMs IIpe-
JOCTABJISIIOTCS JIMLIEH3MK Ha (papma-
LIEBTUYECKYIO [IESTEbHOCTh C KOH-
KpeTuaaluel Tuna o6beKTa o azipecy
(baKTUIECKOTO OCYLIECTBIEHUS Hesi-
TeJbHOCTH. Takum 00pas3oM, TpaBo-
NPYMEHUTEJIbHAST TIPAKTUKA YaCTUYHO
peanusyeT MpefijiaraeMalil oxo,

TpebyeTcst cepbesHas pa3paboTka Ha
3aKOHOJIATEJIbHOM YPOBHE OCHOBHBIX
nepuHULMi, onpefieieHre KII0YeBbIX
TMIOHSITUI Yepe3 CYLIHOCTHbIE XapaKTe-
PUCTHKY, BO3BMOKHO, BLIPabOTKA Gosiee
NpUEMJIEMBIX  TEPMUHOJIOTUYECKUX
(opMyIMpOBOK. [lasnbHeiinee pa3BuU-
TUE HaJJIEXAIEeH alTeYHON MPAKTUKU
11e71eCO00Pa3HO MPOBOJUTb HA OCHOBE
NPUHIMUNA «OT OOMIEro K 4aCTHOMY»,
BBOJSI KOPIIYC PperjaMeHTUPYIOUX
TMIOJIOKEHUI C y4eTOM MHOroo0pasust
BUJIOB AaIlTEYHbIX OpraHM3aluil, Ha
OCHOBE CTPYKTYPHBIX ¥ (PYHKI[IOHAIIb~
HbIX OCOOEHHOCTE.

Takoin monxom, OCYLIECTBIISEMBIN
C YY4ETOM OpPraHU3aLUOHHO-CTPYK-
TYPHBIX U (QYHKIMOHAJIbHBIX XapaK-
TEPUCTUK, C OIpefeseHueM o0bemMa
npaBomounit B cdepe QpapmaneBTu-
YeCKUX YCIJIYT, TO3BOJWJI Obl CO37ATh
MPaBOBYI0 OCHOBY (YHKIMOHUPO-
BaHUSl U Pa3BUTUS Pa3MYHbIX (POPM
LesTeJbHOCTH  (apmMaleBTUYecKUX
OpraHm3anuil, 3aKOHOJATENILHOE PEry-
JIMIPOBAHNE KOTOPBIX CErofHs Mpef-
CTaBJIeHO (parMeHTapHO JUbO OTCYT-
CTBYeT. DTO OTHOCHUTCS, HAIpUMep, K
CETEBbIM aINTEYHbIM IPEITIPUSITHUSIM,
OTTOBO-PO3HMUYHBIM (apMmalleBTude-
CKMM OpraHu3alysM, alTeYHbIM Opra-
HU3aLUsIM B CEJIbCKOM MECTHOCTH,
MEIULMHCKUM OpTaHU3alLysIM, OCy-
MECTBASIOMUM  (papMareBTUYeCKyIo
nearesibHoCTh. Hykpaerca B KOHKpe-
TU3aLUM ITIPaBOBOI CTATyC U 006BEM
NPaBOMOYUI UHAUBULYAILHOTO IIPEJi-
MPUHUMATEJIs], UMEIOLIETO JIMLEH3UIO
Ha (apMaLeBTUYECKYIO AesTEeIbHOCTD.
[IpakTUYeCKMM WTOrOM [PABOBOW
TUIOJIOTUM (CUCTEMATU3alMU) Opra-
HM3alui, ocymecTBsomux dapma-
LJEBTUYECKYIO [eSTeJbHOCTb, MOXET
CTaTh:

e JaJIbHEMIee Pa3BUTHE HajJjexKa-
el anTe4YHO! INPAaKTUKU C Y4ETOM
OpraHKU3alMOHHO-(PYHKIMOHAIbHBIX
BUJIOB alTeYHbIX OpraHU3aLyil, TUIIOB
00BEKTOB (CTPYKTYPHO-(YHKI[MOHAIIb~
HBIX €[JUHULI);

e pemeHue  NPOPECCUOHANbHBIX
3ajiay, obecrieyeHye IPO3PayHOCTU U
SCHOCTU 00513aTeJIbHBIX TPeGOBaHUIA,
OJTHO3HAYHOCTH TOJXOM0B MpPU (op-
MMPOBaHUY OM3HEC-TIPOLIECCOB, B T. Y.
B cucteme MIIJIII;

MANAGEMENT [EN

® CIIOJIb30BaHUE B KOHTPOJIbHO-HAJl-
30pHOIl JIeATENbHOCTH MAaKCHUMab-
HO 3(QQEKTUBHbIX WHCTPYMEHTOB -
niepevHeil KOHTPOJIbHBIX BOIIPOCOB J1JIs1
BBISIBJICHUS] MMEIOLIMXCS MpobiIeM ¢
Y4ETOM PeasIbHbIX OCOOEHHOCTEN [es-
TEJILHOCTA PA3JIMYHbIX (papMaleBTH-
YEeCKUX OpraHu3aLuil.

BbIBO/Abl

1. TIpoBeleHHBI aHANU3 I103BOJIUII
BBISIBUTb HEIOCTATOYHOCTb MPAaBOBO-
ro peryaupoBaHusi (papmaleBTuye-
CKOl TIeSTENbHOCTU B JIEHMCTBYIOMEM
3aKOHOZATENIbCTBE.

2. OTMevyeHa HEOOXOIUMMOCTb CO37a-
HUS €OVHON OTpPacjaeBOM TEPMUHO-
JIOTUYECKON CHUCTEMBI, B T. 4. YBSZKU
NOHATUAN «(apMaleBTU4eCcKas opra-
HU3aUUs», «CyObeKT QapmanenTuye-
CKOHl [IesITeNIbHOCTH» (C BBELEHUEM
TEePMHUHA «OOBEKT [IeSTEIbHOCTUY),
«aNTeYHasi OPraHU3aLsI», «BUJL allTey-
HOJ OpraHus3alyu» C 0603HAYEHUEM
CYI[HOCTUA U MEePAPXUYHOCTU IAHHbIX
NOHATUM, TpefjiokKeHa KOHKpeTHU3a-
11$1 TIPAaBOBOTO CTaTyCca MHAMBU/Lya b~
HOTO TIPEINPUHMAMATENIS], UMEIOLEro
JIMLEH3NI0 Ha (PapMaleBTUYECKYIo
IeSTeNbHOCTD.

3. TlpenyioXeHO COBEPIIEHCTBOBaHMUE
NPaBOBOTO PETYJIMPOBAHUSI C YIETOM
OpraHU3allMOHHO-CTPYKTYPHOTO U
(YHKIHOHAIBHOTO aCTIEKTOB JIesTe b~
HOCTM aNTEeYHbIX OpraHu3aluil pas-
JIMYHBIX BUMIOB.

4. TlokasaHo, YTO UTOTOM IIPABOBOW
TUIIOJIOTUX OPraHU3alyil, OCYIEeCT-
BJISIIOIMX (apMalleBTUYECKYIO Jesi-
TEJIbHOCTb, JOJDKHO CTaTh JajbHeil-
1Iee pa3BUTHE HaJJIeXallel allTeYHOM
NPAKTUKK C Y4€TOM OpraHU3alMOH-
HO-(DYHKLIMOHAJIbHBIX BUMIOB aITey-
HBIX OpraHU3aUMil, TUMOB OOBEKTOB
(CTpYKTYpHO-(PYHKIMOHATIBHBIX €1~
Hun). [Ipenmnosaraemasl cUCTeMaTH-
3auus  (apMaleBTUYECKUX OpraHu-
3auuil Heo6XonuMa [ peleHUs
npo(ecCUOHANBHBIX 3afay, obecre-
4YeHMs IPO3PAvYHOCTH U SICHOCTU 0051~
3aTeJIbHBIX TPEOOBAHUIA, OIHO3HAYHO-
CTU TOJAXOL0B INpU (POPMUPOBAHUU
OM3HeC-TIPOLeCcCcoB, B T. 4. B CUCTE-
Me MJUITI, mosbimenust 3P eKTuB-
HOCTU KOHTPOJIbHO-HAJ30PHON 2)
JIeITENbHOCTH. N4
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CMUCOK NUTEPATYPbI

1. ®enepanbhbil 3akoH ot 21.11.2011 N2323-03 (pen. ot 31.07.2020)
«06 0cHOBax OXpaHbl 3710POBbs TPpakIaH B Poccuiickoit
Deneparnmy.

2. OenepanpHblii 3aK0H 0T 12.04.2010 N261-03 (pen. ot 13.07.2020)
«O6 obpalleH!n 1eKapCTBEHHBIX CPETICTBY.

3.TIpuka3 Munsapascoupazsutusi PO ot 27.07.2010 N2553H «O6
YTBEPKIEHUHU BUJIOB AlITEYHBIX OPraHU3aLMIL».

4. TTpuka3 Munazpasa Poccun ot 11.07.2017 N24031 «O6
yTBEPKAEHUH MPABUJI OTIYCKA JIEKapCTBEHHBIX MIPETapaToB IS
MEIMLMHCKOTO IPUMEHEHNS], B TOM 4MCJIE UMMYHOOUOJIOTYECKUXK
JIEKapCTBEHHDIX IIPEIIapaToB, alTeYHbIMU OPraHU3aLSIMHY,
WH/MBUYaJIbHBIMY NIPENIPUHUMATENIIMY, UMEIOINMHY JINLIEH3UIO
Ha (papMarieBTIYECKYIO 1eSTebHOCTD.

5.TIpuka3 MuHKICTEPCTBA 3APaBOOXpaHeHNs Poccuiickoi
Depepannn ot 31.08.2016 N2647H «O6 yrBepkaenun [TpaBun
HaJle)xalleil anTeyHol MPaKTUKY JIeKapCTBEHHBIX [IPENapaToB st
MEIVLIMHCKOTO IPUMEHEHNUSI».

6.[Tocranosnenue IIpasutensctsa PO ot 13 mions 2020 r. N2855
«O Mpu3HaHWUM YTPATUBIINMUI CUIY HEKOTOPHIX aKTOB U OT/EJIbHBIX
TIOJIOKEHMIA HEKOTOPBIX akToB [IpaBuTenbCTBa Poccuiickoit
Qepnepanuy n 06 OTMEHE HEKOTOPBIX aKTOB (efiepasIbHbIX

OpPraHOB VCTIOTHUTEJIbHOMN BIACTH, COJEPKAIINX 00sI3aTeIbHble
Tpe6oBaHusl, COOTIONEHNE KOTOPIX OLIEHNBAETCS IIPU MPOBEJIEHNN
MEepOMNPUSITHIL IO KOHTPOJIIO TIPH OCYLIECTBIeHNN (eepanbHOro
rocylapCTBEHHOTO Hazi30pa B cepe 06paleHnst 1eKapCTBeHHBIX

CPEZCTB [JIs1 MEIULIMHCKOTO IPMMEHEHHUS (32 UCKIII0YEHnEM
MPOM3BOZICTBA JIEKAPCTBEHHBIX CPEJICTB 7171 MEJMIIHCKOTO
[IPUMEHEHUS)>.

7. Ilprkas MuHMCTEPCTBA 3paBOOXpaHeHus Poccuiickoi
Genepauyn ot 31.07.2020 N2780n «O6 yTBEPXKIEHUM BUIOB
anTeYHbIX OPraHU3aLUI.

8.Pexxum sioctyma: https: //pharmvestnik.ru/content,/news/V-
Rossii-mogut-poyavitsya-novye-vidy-aptechnyh-organizacii.html
(mara obpamenns 04.08.2020).

9.Pexxum poctyna: https: //regulation.gov.ru/projects#npa=106383
(mata o6pamenus 04.08.2020).

10. Enuneii peectp mmneHsuit Pocsnpasuazzopa https: //rosz-
dravnadzor.gov.ru/services/licenses (gata o6pamenns 15.10.2020).
11. Pacnopsokenue IpaButenscrsa PO ot 12.10.2019 N22406-

p (pexn. oT 26.04.2020) «O6 yTBepKIEHUN NEPEYHS SKU3HEHHO
HEOOXOJMMbIX 1 BAXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB Ha

2020 rop, a TaKkXe NepeyHeil IEKapCTBEHHBIX IIPEnapaToB JJist
MEeJMLIHCKOTO NPUMEHEeHHs 1 MUHIMAJIbHOTO aCCOPTUMEHTa
JIEKapCTBEHHBIX MIPENapaToB, HEOOXOAMMBIX JIJIs1 OKa3aHHsI
MEIMLMHCKO OMOIINY.

12. TIpoext PenepanbHoOro 3akoHa «O BHECEHNUY U3MEHEHUl B
®enepanbHblil 3aK0H «O6 06paleHNH JIEKAPCTBEHHBIX CPELCTB»

u OegepanbHeIi 3aK0H «O6 OCHOBAX OXPaHBbI 37[0POBbSI TPAXK/IaH B
Poccuiickoit Genepauun». Pexxum gocryna: https: //sozd.duma.gov.
ru/bill /912246-7 https: //regulation.gov.ru/projects#npa=106383
(mata o6pamenus 04.08.2020).
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WH®OPMALIMOHHOE

N HAYYHO-METOAUYECKOE U3AAHME

JNA CMELMANMCTOB, PABOTAROLLIMX

B CEKTOPE AMBY/IATOPHbIX MEAVULIMHCKUX YCAYT

° Onpep.eneHMe CTaHAapTOB OKa3aHuA cneuuanusupoaaHHon

1 KBaAMPULMPOBAHHOM XMPYPrMYeCKOW MOMOLLM
B aMbY1aTOPHO-MO/IMK/IMHUYECKUX YCNOBUSAX.

» OcBeLyeHne BOMPOCOB aHaCTe310/I0rn4ecKoro nocobus

MNPV BbINO/IHEHUM OMEePaTUBHbIX BMELLATENbCTB B YC/IOBUAX
AHEBHbIX (O4HOAHEBHBIX) XMPYPrUYECKUX CTALMOHAPOB.

+ PaccMaTpuBatoTcs Npo6/ieMbl MLIEH3UPOBaHUA
1 aKKpeAUTaLMN XUPYPruyecKnx nojpasseneHni
1 $OpMMPOBaHMI1 aMBy1IaTOPHO-MONNKANHNYECKOTO
3BeHa.

* Bonpocbl nHTerpauum MeAMLNHCKNX BY30B
1 HAWM v npakTnyeckoro 34paBooXpaHeHus, B TOM
Yyucae C Le/iblo NOArOTOBKM KaApoB A/A LLEHTPOB
aMbynaTopHOW 1 CrieLmann3npoBaHHON XMPYpPruu.

Ten.: 8 495780 3425
yulia_ch@remedium.ru
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