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MockBa

O BHeceHHH H3MEHEHHH B THMIIOBYIO (pOpMY J0roBOpa 10 NPeAOCTABIECHHIO
YCTPOHCTBA PerucTpalHu SMHCCHHE cy0beKTaM o0paleH sl JJeKaAPCTBEHHbIX CPe/ICTB
Ha 6e3B03Me3HOH OCHOBE, YTBEPKACHHYIO IPHKA30M
MuHucTEpCTBa NPOMBIIIJIEHHOCTH U TOProsan Poccuiickoilt ®egepannu
ot 5 cenTsOps 2019 r. Ne 3326

B cootBercTBUM ¢ myHKTOM 9 IlonoxxeHust 0 cucTeMe MOHUTOPUHIA JIBHIKEHHMS
JeKapCTBEHHbIX TMpernapaTtoB [ MEAULMHCKOIO NPUMEHEHHUs, YTBEP)KIEHHOIO
nocraHosieHueM IlpaButenscTBa Poccuiickoit @enepanun o1 14 nexabps 2018 r. Ne 1556
«O6 ytBepxnaeHuu IlonoxkeHuss 0 cHUCTeMe€ MOHUTOPHUHIA IBUXECHMS JIEKApCTBEHHBIX
Tipenaparos Juis MeAdMHCKoro mpuMeHeHus» (Cobpanue 3akoHonarenbeTsa Poccuiickoi
®enepanuy, 2018, Ne 53, ct. 8641; 2019, Ne 37, ¢1. 5162), npu K a3 bl Balo:

yTBEPOUTh MpUIaraéMble W3MEHEHHs, KOTOpBIE BHOCSTCS B THUIOBYIO (Hopmy
JI0roBoOpa 110 MPeJOCTaBICHUIO YCTPOMCTBA PErUCTPALlUK YMUCCUM CyObeKkTam oOpateHus
JIEKapCTBEHHbIX CPEACTB Ha 0€3BO3ME3JHONW OCHOBE, YTBEPXKIEHHYIO IPHKA30M
MunucrepctBa  NpOMBIIUIEHHOCTH M ToproBimM  Poccuiickoit ~ @epepauuu
or 5 cenraOps 2019 r. Ne3326 «O6 yrBepxIeHHWH THIIOBOH (OPMBI JOroBOpa

0 IPEJOCTaBICHUI0 YCTPOMCTBAa pErucTpali 3MUCCUH CyObekTaM obparleHus
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NeKapCTBEHHBIX CPEACTB Ha 0e3B03Me37IHON OCHOBE» (3aperucTpupoBaH MHUHUCTEPCTBOM

toctuuuu Poccuiickoit @eneparyu 3 oktsdps 2019 r., peructpaiioHHbli Homep 56116).

Bpro Munuctpa

B.JI. EBTyX0B




YTBEPXJEHbDI

npukazoM Mupnpomropra Poccuu
oT /4//4/2,1/% L0277 No 4///

N3MEHEHMUA],
KOTOPbIe BHOCSTCH B THIIOBYIO (pOpMYy 10roBOpa 1O NPEAOCTABJICHHIO YCTPOHCTBA
pPerscTpanuu SMUCCHH cyObeKkTam o0panleHus JIeKapCTBEHHbBIX CPEeACTB
Ha 0e3B0O3Me31HOMH OCHOBE, yTBepAKAeHHYIO Npuka3oM Mununcrepersa
NPOMBIILJIEHHOCTH M TOProeaH Poccuiickoil Peaepanuu
oT S cenTadpn 2019 r. Ne 3326 «O6 yrBep:kaeHnn TUIIOBOH (opMbI 10roBopa
MO NPeAOCTABJICHHIO YCTPOHCTBA PEruCTPalMH SIMHCCHH cy0bekTaM o0palneHus
JieKapcTBEeHHBIX cpeicTB Ha 6e3B03Me31HOI OCHOBE»

1. Paznen II nononsuTe nyHKTOM 2.1.7 ClIeAYIOIETO COAEPKAHU:

«2.1.7. Onepatop obecneunBaer Oecnepeborinyio pabory Cucremsr MJUII,
32 WCKIIOYEHHEM TMEPEpPhIBOB HA perjiaMEeHTHBIE M TEXHOJOTMYecKue paboThl.
Jocrtynnocts Cuctembr MJIJIII cocrasiser 99,5 % B TedueHue KajleHZAApHOro roaa

W paccuUThIBaeTCA 1o Gopmyiie:

Pa6ora Cucrembt MJUIII - ITpoctoit Cuctemsr MU
Pa6ora Cucremer MJIJIIT

JC Cucremet MJIJI1 = x 100,

rie:
JIC Cucrempt MIJIIT — nocrynHocts Cucremsr MJUIIT 6e3 yyerta nepepblBOB
Ha perjiaMeHTHBIEC U TEXHOJIOTHYECKUE paboThI;

Pa6ora Cucremer MJIJIIT — Bpemss paborer Cucremmt MJUJHI B Teuenue

KaJleHAapHOro roja (B uacax);
Ipocroit Cucremsr MJIJITT — Bpems npoctost Cuctemsr MJUIII (B yacax) B TeyeHue
KaJIeHAapHOro roja 6e3 yueTa nepepsiBOB Ha PerjiaMeHTHBIE 1 TEXHOJIOTHYEeCKUE paboThL.».
2. ITlyuxkr 6.4 pomonuuTs ab3auem credyloiiero coaepxanus: «Vupopmanus
0 perjiaMeHTHOM OOCJIY)XHBaHHH U TeXHHYeCKoH noanepxke OO0pyaoBaHus pa3sMelleHa

Ha Caiite Onepartopa.».
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3. Pazgen VII nononHuth NyHKTOM 7.5 CHeAyIOLIEro coaepXasus:

«7.5. Ecnu BcneactBue HepabortocrnocobHoctu Cuctemsl MUILL, mpesbinarouen
BpeMs €€ [OCTYNHOCTH, PacCUMTaHHOH B COOTBETCTBMM C NIyHKTOM 2.1.7 Jlorosopa,
1 npu HewcnoHeHud OneparopoM OO0S3aHHOCTH MO OCYLIECTBICHHUIO PETIaMEHTHOIO
00CITyXKMBaHUA ¥ TEXHUUECKOH noanepx ki O0opynoBaHus Y4acTHUKY NPHUYUHEH YiiepO,
to Onepatop B COOTBETCTBMH C YycioBuamu JloroBopa Bo3memaer Y4YacTHUKY
JOKYMEHTAJIBHO MOATBEP)KIEHHbIH peabHblH yiep0, a B cinydae eciny Obl1 NpUYUHEH Bpel
AKU3HH, 30POBbIO U (M) UMYILECTBY Y4YacCTHMKA, — JOKYMEHTAJIBHO MOATBEPXKIEHHbIE

pacxoabl MOCIICAHETO.».




