ITPABUTEJILCTBO POCCHHUCKOH ®EJIEPAITAU
ITOCTAHOBJIIEHHE

ot 18 gexabpsa 2020 r. Ne 2166

MOCKBA

O BHecennu usmenenuii B Ilostoxkenue o cucreme MOHHUTOPHHIA IBHKCHHUA
JIEKAPCTBCHHBIX NpenapaToB AJit MEAHIHHCKOIO IpHMEHCHHSA

[TpaButenscTBO Poccuiickoi Penepallii nOCTAHOBJ A €T :

1. YTBepauTh  mpunaraeMble  HU3MEHEHHMs,  KOTOpBIE  BHOCSTCS
B Ilonoxenue o cucreMe MOHUTOPUHIa JBH)KCHUS JIEKAPCTBEHHBIX MPENapaToB
IUIE  MEIMLUMHCKOrO  IPUMEHEHHS,  YTBEPKJIEHHOE  IOCTAHOBJICHHEM

IIpaButensctBa Poccuiickoit Penepanuu ot 14 nexabps 2018 r. Ne 1556
"O6 yrBepxaeHun IlonoxeHuss o cuUcTeMe MOHUTOPUHIA — JBHXKCHHS
JIeKapCTBEHHBIX IIpernapaToB M MeguuuHckoro mnpumeHeHus” (Cobpanue
3akoHojarenbeTBa Poccuiickoit ®epepaunn, 2018, Ne 53, ct. 8641; 2020, Ne 30,
cT. 4936; Ne 45, c1. 7131).

2. Hacrosimiee 1mnocTaHOBJiEeHHME BCTyNMaeT B CHIYy C€O JHA €ro

ouuHanbHOro Ony6IMKOBaHUS.

M.MuiyctuH
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YTBEPX/IEHbBI

nocraHoByieHueM IIpaBurenscTBa
Poccuiickoit ®enepanun
ot 18 mexabps 2020 r. Ne 2166

N3MEHEHMUA,

KOTOPBIC BHOCATCHA B ITono:xeHue o cucremMe MOHUTOPpHHIa IBHKCHHSA
JIEKAPCTBCHHBIX NpenapaToB AJidd MEAHNLUHHCKOIO IPHMCHCHHSA

1. B nyHkTe 44:

a) ab3anpl 4eTBEpTHIA W MATHIM 1Mociie ClIoB "cyOBeKT oOpalleHus
JIEKapCTBEHHBIX  CpPeACTB"  [JOMOJHUTH CcloBaMH "(32  HCKIIIOUYEHHEM
000COOEHHBIX MOApa3ieiieHuit MEIUIMHCKUX opraHu3auuii (amOynaropwuii,
benpAmepcKux, GespaiepcKo-aKyIIepCKUX IIyHKTOB)" ;

6) nocne a63aua NATOro JOMOJHUTE ab3alreM clIeayIOLIEro CoAepKaHus:

"O60oco0neHHbIE HoApa3AeIeHUs MEIULUHCKUX OpraHu3alui
(amOynatopuu,  Qenpamepckue,  ¢enpALIEPCKO-aKyUIEpCKHUE  ITYHKTHI)
MOATBEPXKAAIOT  JOCTOBEPHOCTh CBEICHUH, COAEpKAIIUXCI B CHCTEME
MOHHUTOPHUHTA, U MPEJICTABJISIOT B CHCTEMY MOHUTOPUHTA CBEJIEHUS O MPUHSATHIX
JIEKapCTBEHHBIX IpernapaTax B COOTBETCTBHH C a03allaMi YETBEPTHIM U TSATHIM
HacTosero myHkra B TeueHWe 30 pabouymx nHed CO JHA TNPUEMKH
JIeKapCTBEHHBIX NIpenapaTos.".

2. B nyHkTe 44%;

a) abzal; BTOpOW mocie cioB "CyObeKT oOpaieHus JieKapCTBEHHBIX
cpeacTB"  HOMOJHUTHL  cjoBaMH  "(3a  HCKIIOYEHHEM  00OCOOJIEHHBIX
noJipa3/IeieHlii MEANIIMHCKUX OpraHu3auuid (amOynaropuii, ¢esbAlepeKux,
denpamepcKo-aKyIepcKux MyHKToB)";

0) TOTIOMHUTH ab3alieM ClieAyIOIEero CoaepKaHus:

"O00co0neHHbIe noApa3ieyIeHUs MeTUIITHCKHIX opraHu3alui
(ambynaropuu,  denpamepckue, denpAmepcKo-aKyliepcKue  IMYHKTHI)
MOATBEPKIAIOT JOCTOBEPHOCTh CBEIE€HHH, coJepXalluxcsi B CHCTEME
MOHUTOPUHIa, B COOTBETCTBMM C ab3alleM BTOPBIM HACTOSIIEro ITyHKTa
B TedeHue 30 pabounx AHeH co IHA NMPUEMKH JIeKAPCTBEHHBIX NPernapaTos.”.
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3. IlyHkT 46:

a)nociae cinoB "CyObexkT oOpallleHHsl JIeKapCTBEHHBIX CpeacTB"
JONOJHUTh CJIOBaMHM "(3a HCKIIOYeHHeM O000COONEHHBIX MOApa3IeieH i
MEJULMHCKUX OpraHusauuid (aMOynaTopui, Qenpauepckux, ¢enbaiepcKo-
aKylLIepCKUX ITyHKTOB)";

0) DomoJIHUTE ab3aleM CIeAYIOUIeTO CONEPKAHMS:

"O60co0NeHHbIE [oJpa3ieNICHUs MEIULIMHCKUX OpraHu3aluii
(ambynatopuu, penbamepckue, henbauepcko-aKylepcKue MyHKTE) B TEUEHHE
30 pabounx pAHEH cO [AHS COOTBETCTBYIOLIEH ONepalud MpPeACTaBISIOT
B CUCTEMY MOHHUTOPHHIA CBEICHHS, PELYyCMOTPEHHBIE MYHKTOM 1 MPHUIIOKEHHS
No 4 k Hacrosiuemy Ilonoxxenuo.".
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