JOINOJIHUTEJIBHOE COI'JIAIIEHUE Ne
K JOI'OBOPY Ne ~ OT«_» 20__TOJA

r. Mocksa

OO6111ecTBO ¢ OrpaHUYeHHON O0TBETCTBEHHOCTHIO «OnepaTop-LIPIIT»1 (nanee

— OmnepaTtop), ¢ OJIHOW CTOPOHBI, U

_(manee — Y4acTHUK), ¢ Ipyroi cTopoHsl (najnee - CTOPOHBI), 3aKITFOYUIN HACTOSIICE
JononnurensHoe cornamenue Kk Jforoopy or« » 20 roma Ne (manee

COOTBETCTBEHHO — «Cornamenue» u «/oropop») o HIKeCIeayoIeM:

1. Wznoxwutk nyHKT 3.5.2 JloroBopa B clieiyIolien peaakiuu:
«3.5.2. ObecneurBaTh HAHECEHUE CPEACTB MACHTH(PUKALUUM HA YHAKOBKY
JIEKQpCTBEHHOI'O0 TMpernapara WJIM Ha MAaTepUaIbHBI HOCHUTENb (STUKETKY) B
COOTBETCTBHHM C YCIOBHUSIMH, MPeycMOTpeHHBIMU IyHKTOM 9(1) ITonoxxenust. Konbr
MapKUpPOBKUA aHHYJUPYIOTCS B  CJIydyasx, YCTAHOBJICHHBIX MyHKTOM 9(2)
[Tomoxenus.».

2. Nznoxutk nyHKT 4.3 JloroBopa B clieIyIolen peaKiuu:

«4.3. Omara yciyr mo npeaoCTaBICHUIO KOJOB MapKUPOBKH OCYLIECTBIIETCS
Y4YacTHUKOM MOCPEACTBOM IEPEUMCIICHUs IUIATEKEH Ha PACUYETHBIA CYET
Omneparopa, ykazanHblil B JloroBope. Y4aCTHUK OCYLIECTBIISIET OILIATY YCIYT IO
MPEAOCTABIECHUIO KOJOB MApKUPOBKH C UCIOJIb30BAHUEM CJEAYIOIIUX CIOCOOOB,
PaBO BbIOOpA MEXAY KOTOPHIMU MPUHAJUIEKUT Y YaCTHUKY:

- 1100 710 1aThl MOJYYEHUs KOJOB MapKUPOBKH;

- mu0o B TeueHue 180 kaneHAapHbIX JHEH € AaThl MOJYyYEHUS KOJOB MAPKUPOBKH, HO
HE TIO3JHEE OOCTOSTENBCTB, MPEAYCMOTPEHHBIX ab3aiieM BTOPHIM MyHKTa 9(1)
[Tomoxenus.

[Ipyn n3MeHeHnn BaIOTHOTO 3aKOHOJaresbcTBa Poccuiickor Denepanuu, B ciiydae

UCIIOTHEHUS 0053aTeIbCTB Y YaCTHUKA I10 OIjiaTe yciyr no JJoropopy

1 B cooTBeTcTBUM C pacnopsaxkeHnem MNpasuTensctsa Poccuiickoin deaepaumm ot 18 aekabpsa 2018 r. Ne 2828-p
(CobpaHue 3akoHopaTtenbcTBa Poccuiickont ®epepaumm, 2018, Ne 53, ct. 8734) obuwecTtBO C orpaHUYEHHOM
OTBeTCTBEHHOCTbIO «OnepaTop-LIPMNT» onpeaeneHo opraHusauuei, ynoJHOMOYEHHOW Ha OcCylLecTB/ieHue



dYHKUMIA onepatopa CUCTEMbl MOHUTOPUHIA [ABWUMKEHWA NEKApCTBEHHbIX MPenapaTtoB ANS MeAULMHCKOro
NpUMeHEeHus.

TPETBUMHU JIMLIAMH, 3apETUCTPUPOBAHHBIMU Ha Tepputopun Poccuiickonn @enepanun
(pe3upentamu), Oneparop B LEIAX COOMIOJACHUS BAJIIOTHOIO 3aKOHOAATENbCTBA
Poccuniickonn @enepanuu BIpaBe HE NMPUHAMATh MOCTYNHMBIIME OT TAKUX TPETBUX
JIWII TIATEKU U HE YYUTHIBATH UX B CYET OIUIATHI Y YaCTHUKOM YCIIyT 110 JIorOBOpY.».
N3n0xuTh nyHKT 4.5 JloroBopa B CIAEAYIOMICH PEAAKIIN:

«4.5. B ciyyae ecnu omiata YCIyrd HO MPEIOCTABJICHUIO KOJa MapKUPOBKHU
OCYIIECTBIISIETCS Y YACTHUKOM JI0 NpeacTaBieHus uM B cucremy MJIJIIT ceenenuni
0 HAaHECEHUHU CPEACTBa UACHTU(PUKALINY, TPEOOPA30BAHHOTO U3 KOJa MAapKUPOBKH,
ycayra Mo OpedoCTaBICHUIO KOJa MAPKUPOBKHA CUUTAETCA OKA3aHHOM B MOMEHT
IIOJIy4YE€HUsl YYaCTHUKOM OILIAYCHHBIX KOJOB MApKUPOBKU. B ciyuae eciu
oIIaTa yCciayrH Mo Npea0CTaBICHUIO KOJIa MapKHAPOBKH OCYIIECTBIISIETCS
YuacTtHUKOM T0cie mnpenacrasieHuss B cucremy MJUIIL cBeneHuit 0 HaHeceHUH
cpelcTBa UIeHTU(DUKAIIMY, TPEOOPA30BAHHOTO U3 KOJIa MAPKUPOBKH, ycayra
[0 TPEIOCTABICHUIO KOJIa MAapKUPOBKH CUMTACTCS OKAa3aHHOW B MOMEHT
peructpanuu  (BHeceHust) Omeparopom B cucreme MJUIIT wuabopmaruu,
COJICpKaIlleicsl B  CBEJCHMUSIX O HAHECEHWM CpEACTBA  HWJCHTU(UKAIIUH,
peo0pa3oBaHHOTO U3 KOJIa MAPKUPOBKH. Y.

[InaTa 3a okazanue OnepaTtopoM yCIIyru MO MPEAOCTABICHUIO KOJOB MAPKUPOBKHU
B3umaercs ¢ 01 urons 2020 rona B cOOTBETCTBUU ¢ MYHKTOM 1(7) MOCTaHOBIEHHUS
[IpaButensctBa Poccuiickoit ®@enepanuu ot 14 nekabps 2018 r. Ne 1556 «O6
yTBepkAeHUHN [lookKEeHHsT O CHUCTEME MOHMTOPHWHIA JIBMYKECHUS JICKAPCTBEHHBIX
npenapaToB il MEIUIMHCKOTO NMPUMEHEHUsD». |0 MOMEHTAa B3MMaHMs IJIATHI 32
ycIyru mno mnpeaoctaBieHuto OmnepaTopoM KOJOB MapKUPOBKH, YCTAaHOBJIEHHOI'O
nynktoM 1(7) moctanoBnenust IlpaBurensctBa Poccuiickoii ®epepauuu ot 14
nexadpst 2018 r. No 1556 «O6 yrBepxkaenuu [lonoxeHuss o cucteMe MOHUTOPHUHTA
JBWKEHHUS JICKAPCTBEHHBIX IMPENApaToOB JJISI MEAULUHUHCKOTO MPUMEHEHUSD), KOIBbI
MapKUPOBKU aHHYJIUPYIOTCS B cliydae, MPeIyCMOTPEHHOM MOAMYHKTOM «0» MyHKTa
9.2 IlonoxkeHust 0 CUCTEME MOHUTOPUHTA JBUKECHUS

JICKAPCTBCHHLIX IIp€HapaTtoB JI1 MCAULOMUMHCKOIO IPHUMCHCHHA, YTBCPIKIACHHOTIO



noctaHoBieaneM [IpaBurenscTBa Poccuiickoit deneparuu ot 14 gexabps 2018 r.
No 1556 «O6 ytBepxknenuu IlosnoxkeHuss O cHUCTEME€ MOHMTOPUHIA JIBHXKCHUS
JIEKapCTBEHHBIX NIPENapaToB JAJIsI MEAUIUHCKOTO TPUMEHEHUS.

5. Cornamenue sBIAETCS HEOThEMJIEMOM YacThio JloroBopa, BCTymaeT B CHITY,
cTtaHoBUTCS 00s3arenbHbIM it CTopoH ¢ jatel mnoanucanus CorjameHus
nocnenaneil u3 CTOpoH U JEHCTBYET JO MOMEHTA BCTYIUIEHUS B CUITy U3MEHEHUH B
[Tpuka3z Munnpomtopra Poccun ot 04.02.2020 N 338 «OO0 yTBEepKIEHUU TUIIOBOI
dbopMbl JOTOBOpa Ha OKa3aHUE YCIAYr MO MPEIOCTaBICHUIO KOJOB MapKUPOBKHU
cyOBbeKkTam oOpanieHus JEKapCTBEHHBIX CPEJICTB (HEPE3UACHTAM )», B YaCTH IIYHKTOB
1 - 3 Cornamenus.

6. Cornamenue noIeuT noanucanuto CTopoHaMu (WM UX OPEICTaBUTEISAMNU): AJIs
Oneparopa - yCWICHHOM KBadu(UIMPOBAHHON AJICKTPOHHOM MOAMUCHIO; IS
VYyacTHMKa -  TOpPOCTOM  DJIEKTPOHHOM  MOAMKMCHIO  JMOO  YCHIJIGHHOM
KBaJIM(PUIUPOBAHHOM 31E€KTPOHHON MOANUCKIO (TIPYU HATUYUN).

7. Bce TepmuHbl, ucnoyibdyemble B COrIallieHny, UMEIOT 3HAYEHUE, YCTaHOBIEHHOE
U1t HUX JloroBopom.

8. Tlo Bcem BompocaMm, 0 KoTOopeix He roBopuTcs B Cornamennn, CTOpOHBI
PYKOBOJICTBYIOTCSI TIOJIOKEHUSAIMU JloroBOpa U JEHCTBYIOIIMM 3aKOHOJATEIbCTBOM
Poccuiickon @enepaunm.

HoAIMMCHU CTOPOH

Y4yacTHHK: Omneparop:
000 «Oneparop-IPIIT»



