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. € s1or0_ xommsotepa, wenomssya nonysennyio VKO pyxosomirens, saperscrpupyite

MIUIT Bamy oprasmsawo. /las 91oro socromsayifrecs cesumwolt hiips:/mdlp.crpi./ nn
Kiomko «Bxon » chcrewy B pumaene «Mspxmpoaka nexapermy ma - calte
it Uecri3HAK PO TlompoSio zammsh War omican » «(PYXOROACTIE HOTS20BATEA
wHOrD KaGwHeTa...» » paszene «2.2. PerweTpamia Jeioro xabuiera Ysacrinka » HC
«MapinpoRKa»». TpH BOVEHKHOBEHHI CHORGHOCTEH ¢ RMTIOTHESICM 3TOTO MYTKTa 0GpaTHTECh 8
cayaGy Texmiecxoll nomepxxu LPITT mo aapecy suppori@erplry wm depes dopuy
obpaoli eanu s caitre tys:/MecTHuiBHAK PO.
Tocse perycrpatun oprasmrsa » HC MJUIIT mpowsboppyiiTe o6 97owm Teppirtopianssal
opras_Pocytpaswaiopa, Opran YpaATCHNS IpaROOXPARCHHEN CyGsckma PO M ueip
KONTITEHIIN B CoOTBETCTRYIOUEN CYOheTE PO,
Tonysue ycuresmie KBuTUIPORIHHIE HrexTpORHME noxmicH (VKT nomsosareaei,
OMpERCTEHHLX Ha WA 1, CCIM OHH e Gl OTYACHS KA WA 2, B AXKPEITORAMON
Mimikowcaisu yiocroseproitew uentpe (VLY. Hcromsys cpescTsa mriHoro kaGiera (TK)
MJUTI, VK31 pyxososrrens n yeraronsennoe CK3H, sapeructpupyiire wx » MC MUIIL
Vorawosute CI3H u ceprdxarss YOIl Janiax nomssosaresci a #x pabosne Mecra.
TlonpoGwo. gasmsi war omicas » paviere «4.9 Jobasms samch nomsosarens 5 JIK
VaacriunKa (ATMHNACTPHPORLIN)) «PYXOBOICTEA TOTHS0RATETS AUTHOFO Kabiera.... Tiph
POMTHKHOBEHHS CAOKHOGTEH © perucTpaLeil AONOTITERSAAX nons3ossrenit n MC MIUITT
obpammech » cayaby Texumieckol noxaepxn LUPHIT no aapecy supporiGEmpLr Wi tepes
Gopuy o6pHocaxu ua caie s/

. Tlpw neo6xomocT, sakpemiTe onpegenersii na mare 1 HoptAok A€fcTail COTYNKOB 10
pervcrpaus secTsul ¢ T B0 BHYTPEHIEX OPTAAILIONHO-DACTIODAITELALX AOKYMEHTEX
oprasmma,

Tlpi HeGXoMOSTH, SAXERITE AOPEGOTKY HEIOTYEMsX Y Bac HAGOPMAIOHHSEX CHTEM
I8 BTOMATICALIM PASpABOTAHKIX GHSHEC-TPOLECEOR B COOTRETCTaMM ¢ HOpAKoM Ackcrai
onpeacnenon a Ware 1. BOTHINHCTSO (1O KOTTIECTRY YCTaHORTCHIMX PaGOX. MecT)
npoUsBOITERCi MIOPNAIOHHLX. CHCTEN AOPACOTATI CBO CHCTEMI 1A oGNena © HC
MIUIIT nesanucinmo o7 Baiero 3akasa i pacnpocTpansor oGHOMIEN LENTPATIRORIO.
(CIHCOK paspaBoTIIHKOB WHPOPMBLIHOILI CHCTEN, AKTHBHO COTPYZHHSAIOLUEX © OTEPATOpOM
cicrews, Bu  wokere mimi b nompenenc  lapmicpin  no cowne
hitps e TIBHAK PO/businessprojests 21/457, o Take  sampockms Mibopuao o
rotomsocTn k& napiuposke T y Bamero nocrasuie (paspaorca) mporpasiioro
obecnescrs.
‘OBpamime maiue, 7o Ban ueobxomino sapersctpuposars » HC MIUII nenomayexyio »
Baiell oprasaIH WIPOPALIORIYI0 CHCTEMY, ¢ TIONOLLNO K0TOPOHl mpeATOnaracTCH
BbmoAT oGwen Aakwen © HC M. Tlogpobiuo nopazox Ackcrsii omicast » paviere
10 JloGamms, yaamme yieruyo cucrewy s JIK_Yiacrinika (AmaumcToHpoRaie)»
PykoRozCTRA HoMORATEIA AORD KaGwaera...». TIpi BONIKHORERI CHORHOCTEN ¢
BUTOTHCHHCN STOr0 MyHXTA OSpATITECH B CAYXGY TeNIIIECKOI] TOAISPAL PAIpACOTIIKA
(Rocrasumxa,  obcrymaioehi  opramnawm)  Bameil  yueruoll  cucress; At
popuAIONA. cHCTEN cobeTaRIOf paspaGomar — b cayxy Texinriceroll NOTIEpH
UPIT no ampecy supporl@crpiru Wi sepes Qopuy obpamioh cammn ma calfte
hupsecTuIHAK PO
OnpezenHTe MOPAAOK TR (TPH YPOTSHEHHH W HIMCHEEII AOTRHOCTHRX obmaNOCTEH)
KNOUEH MEKTPOHOH OATHCH COTPYIWHKOR i MKPEITE ero, TP EOGKOMMOCTI, B0
RHYTPCHAIX. OpRAHIGALIORHO-PICTOpRNTETLHAX ZOKYMCHTaX Baunef opramaium, Tacke
onpeeiTe e AefcTA, HEOGXONIMLE A4 CHIKCINA PHCK] KOMIOMETALIN Kiovel
anexporof nozmic.

‘Cocrasse neperests wec xpastestx JI] 1 Mect ix a6 » Bewiel Opraisaiui, IPOBEpLTE
ero coorsetcrane numewswas. OmuTe b JIK CUHCOK MECT OCYILCCTRICHNA AEATENLHOCTH &
COOTRETCTRNI ¢ COCTABTEHHNHM nepeweM. BOTLNHCTSO WHGopwau /s Baumero yiobeTsa
YAC ATOTHENO B COUTBETCTBIN ¢ AMicHsHau Bameil oprawsaian. TIozpoGiee ci. pasten
€4.5 Jlobaims wecro sextensioc Ysacriuka 5 JIK Yuacrinnxay «PYKOBOICTER NOTI08ATN
AMAHOTO KaGuHeTa...». [IpH BOMMKHOBEHIN CIOXHOCTEH C BIIOTHCHMEM STOrO NYHKTA
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obparirrecs » cry6y Texineckoft noazepxxu LIPIIT no axpecy support@erpt.ru Wik depes.
opsy oGpaTHoN caesw Ha caiime bt/ HeciiBHAK PO.

. Ecau y Baiueli Opraumisatin ecTs 0rOBOpIHE OTHOUICHIS ¢ APYTHMH YIACTIHKAMH 060POTS, B

coomeTcTmn ¢ KoTope Baiua oprammsauss mwmomser Acficras ¢ JI B mecrax
CYUECTIEHNN JEATEILIOGTH APYTHX YAACTINKOD, YKERITE X B COOTRETETRMN C PEIEION
6. JloGamms wecro orsercraeiioro xpaneims 5 JIK Yuacrauxas «PyKosoacraa
NOTLSORATENS THHOTO KaGuHET...». OGPATHTE BHANGHNE, TTO PEATALNO H BHBOX W)
GOpOTA AT METAINCKOTO TDHMCHCAS B MECTIX  OTRCTCTICWIORO  Xpaneiin
sapercIpUpORaTS HeBOMOAHO. [IpH BOSHNKHOBEIIN CIOXHOCTEH ¢ BIIOTCHHEN TOTD
myncra oGpamiTecs s cayskGy TexcricckoR romnepaxH LPTTT o agpecy supportZerptru i
epes opy obpaTio ax ua caie ity Mecrini3HAK.POD.

Onpegennre nopaAox aefcrau coTpyanxos npy oTxase MIVIII saperucrpuposars selicrae ¢
I Tiepenei BOSMOXHLIX TpWSIN 0TKa3 TPHACACH b AOKyMCHT «Omicainae XSD» 1n
Kaxnoi perucrpupyenoll Basen » HC MIUTH onepauun.

B anccossuien MAUIT itps:sb.mdlp.copt.ru ¢ nowoutsio Texiteckol nogaepcn Orieparopa
GHCTEMI 5uDOrLECIDLI SAPETHCTPHPYIT TecroRe xoxst apKposkn JIT 1 yBcaowCHE o6
10X OrTpySKe B atpec Bauuei oprassaL. MaxCHNATHHOS KOHYECTBO SHIABSENSIX CAY GOl
rexsurteckol nozAepcn LIPITT B POMKAX OHOT0 OGPAIITIA K0AOR MAPKIPOBKII BTOPHILX
JUBKOBOK 1A HETOT0BAAS B CLECOINLE COCTABMACT He Gone S LYK

Tlponepure _ paGoroctocoiuocr. _ paspaGoTauisix _ GisHec-Tpoueccon n _ obyeimocts
COTPYUHHKOR (HX FOTOBHOCTS K PEATHSALIH THX IPOLECCOR), HETOTAIYS B KATECTRE HCXOIAX
JAHALX A7 TOXCKACHIA KONTPOISILX TPHMCPO SApETICTRUPOSSHISE Ha. TPSTSLYIIEN
ware s ciecomme MJUTTT Ko7t Mapknponc I

Tpu _ neobrommocrn, mposepsre _nokmotenne x pabosewy xomrypy MU
PaGOTOGIOGOGIOCTS SAKESAHHEIX ZOPAGOTOK MHGOPMALIORHLX CHCTEN, B0 BOATMOETCTRIN ¢
OprasaCH, oy KHBOUEH TR WIOPNALKORSE CHOTEMS.
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Huopmupyen Bac o ToM, 4TO B COOTRETCTRIH ¢ (DETCPATHHEIM 3AKOHOM
or 28 exabpa 2017 . Ne 425-®3 «O BHecenun mmeRennii B DegeparbHbli aKon
«O6 obpauenun nexapeTsenmbx cpencte» ¢ | smpaps 2020 r. B Poccriickoft
Deacpain GyneT Beliena OGTIATENHHA MAPKHPOBKA 1CKAPCTBEHHIX NIPENAPATOB
cpencTBoM wxenTHuKamn B dopmate DataMatrix.

Tocranonnentem Tpasirersersa Poccuiickoli Denepauwtn o 14 1exaGpa 2018 .
Ne 1556 «OG yroepwermn TlofokeHns o CHcTeMe MOHHTODHNTA IBMKeHHT
JICKAPCTBGHHbX NPENIapaToB /1A MEIMIMHCKOTO MPHMEHCHIS»  YCTAHOBTEHH
TPEGOBAHHA K YHACTHHKAM OGPAIEHNA NEKAPCTRGHHLIX CPECTS, B TOM WHCTE
K MEMIIHCKHM OPraHM3AIMAM, 10 OGECTEYEHHIO MPOCTIEKHBACMOCTH JBIKENHS
TeKAPCTBEHHBIX NIPENapaToB B TOBAPONPOROILEH LemH.

Moziems  GYHKUMOMMPOBGHWS ~ CHCTEMBl  MOHHTOHHTA  JBIKEHHE
TIeKACTBEHHEIX MPEMEPaTOR MPEATIOTAracT OB3ATEILHYIO PETHCTPAIIO BCeX
YHGCTHHKOB 060POTS, BKTIOWAH MEIMIMHCKHE OPraHWSALMN, W Tepeiady HMH
HHQOPMALIH O COBEpIIAEMHX AeiiCTRILX.

B cootsercTsin ¢ pacriopsxenmiem Ilpasimenseraa Poccticioli Gesepaut
oT 18 zexaGpa 2018 r. Ne 2828-p 00O «Onepatop-LIPIIT» onpesenen opramsanmei,
YIIOMHOMOUGHKOH Ta OcymlecTBTeHHe (MK onepatopa  HHGOPMALHOHHO
CHCTEMS! MOHHTOpHHIa ABIKERIIS IEKAPCTREHBIX Npenapatos (1aee — IC ML)
u peammsyiomeli mo mopysenmo Ipasntenscraa  Pocemiicxoli  Deneparmi

citestytomuili KoMmeKe Mep:
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-CO3aNHe, pABMTH, MOTCPHWIAN, TEXHEHECKOS  OGCTYyKHBHIe
M OKCILTYaTaLMA HHOPMAITIONTON CHCTeMS, 00cCTeMBaIONEH LEHTPATIIOBIHHYIO
TeHEPAILIO KOOB MAPKHPOBKH C HCTIOT530BaHHEM KPHITTOTpaHeCKIX TeXHOMOMH,
HX YHeT W NPOBEPKY, @ TakKe cGOp, XpaeiHe, HAKOMEHHE H Mepelata JAHNEX
o nexapersemmux mpenapatax DenepambHoll CiykGe mo Hamopy B ciepe
JE——

- OCHAUICHHE MEJMLMHCKNX OpramMsaiii  yCTpOFCTBAMM perWCTpai
~BBIGITH 1€KADCTBCHHEIX IDENapaToR;

- OfecheuenHe  KOHCYIBTAIHONNON, METOMONOTHYECKOH M TexHdeckol
HOIEPIGH CYGLCKTOB OGpAILeHHS TEKEPCTBEHHEIX MPENapaTon.

B ILeI5X CBOCBPEMEHHOTO TIOMICTIOHEHHS CyGHeKToB obpamenis k MC MU
JexapeTseRmBIX cpeacts OO0 «Onepatop-LIPIIT» mpeocTaniela BOIMOXHOCT
PerHCTpaH yuacTHUKOB, HaunHas | HORGps 2018 r.

Tpocim Bac J0BECTH 10 CBeAEHNS pyKOBOXHTENeH MeHHCKHX oprassamli
undOpMaIMIO O  Heo6XOmEMOCTH  cKopeMimell  peTHCTPAIMH  BBEpCRHBX
v oprassamuii B IC MJUII B COOTBETCTRHN ¢ mpH7araemoli mHCTpyKeli.
Ilpn BoJMMKIHOBCHHH BOPOGOB M CHOKHOCTEH NpH PETHCTpALIM Mpockba
oGpamarses B Crykby Texumdeckoli nomiepikka OO0 «Ormeparop-LIPHT»
o Tenedony 8-800-222-15-23 wm mexrpontoli nosTe support@erpt.ru.

Kpome T0ro, HHGOPMHPYCM, HTO OCHAIICHME MeWMIMHCKNX oprammsaii,
OCYWCTRITIOWEX  BMBOX M3  OGOPOTA  JICKACTBEHNMX  NEMApaTOB,
IIpEXKAIANEHHEIX LI OKA3AHHS MEAMLMHCKON TIOMOII, YCTpOHCTRAMH BHIGHTHA
fexapersemtsx  mpenapatos  ocymecraisercs 000  «Oneparop-LIPITTy
Ha 6e3B03MeEHOM OCHOBE. B LEAX TAKOrO OCHAIIIEHH MeTITHICKHM OpTaHH3AIIM
HCOBXOMMO JAKIIOHHTL C ONEPATOPOM CHCTEMS MOHHTODHHFA AOTOBOPH,
B TOM WHCTC COTEpKIME YCTOBMA NEIOCTABMCHES TAKOMO 0GOpYIoBAMS
H €r0 per/IaMeHTHOro 06Ty KHBaHHA Ha Ge3BOIMEITHO OcHOBE.

VHHTHBAA MIIOKCHHOC, T8 ONpENCTCHHS ONTHMATHROTO BAPHANTA

HCTOTHERWA  POTHCTPATOPOB  BHOBTHN  ACKEPCTRGHHAX  Tpenaparos,
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TIPE/HA3AACHHLIX JVI% OCHAIIEHNA MEMIMHCKHX OPraHW3LIH, i HX KOTHYECTE
npocim npexcTasuTs B axpec 000 «Onepatop-LIPIIT» Hudopmamiio cornac
TpHIOXeHIO B CpoK 210 13 Mas 2019 1.

Taioxe obpamaen Bame BHAMAFME, €TO NPEAOCTABICHHE HETOWHOF
HiOPMALIH MOKET IOBTEHs 32 COGO/i B ARTBHEHILIEM HEBOIMOKHOCTS KOPPEKTHOF
NCPETATH JAHNBX 06 WCTIOTHIOBAHHBIX NPH OKAIAHHH MEAMLMHCKOH TIOMON
JCKAPCTBOHHEX  TDENAPATAX W AIMMHMCTPATMBHYIO  OTBETCTBEHHOCTS
U8 MCUMUMHCKHX OpraHWSAUMii B BHJE LITPAOB 33 HECBOCBPOMCHHOS BHECEHME
WM BHCCCHWE HE/IOCTOBCPHSX [IGHHEIX B CHCTEMY MOHMTOPHHTA ABHIKCHHS

TeKapeTBeHHBIX MperapaTon.
Tpmsoxenns:
1. Mictpyxumms 1o noawmosertio k UC MJUIT #a 4 1.1 1 51,

2. CheteHHs 0 MeLHCKHX OpranH3aAX CyGhexTa Poccilickolt Deacpain
Halnsloks.

Menoammrensubiii tupexTop JLM. Anxazon

[

CpomAn
s 1060
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MHCTPYKINS 0 HOTKTIONEHHI0 MEMIMHEKHX OPraR3aLMii i anTeK

x MC MJUIIT

Had mcrax

000 «Oneparop LIPITT», 2018
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Jlns Toro, wIoGw HauaTs paGoraTh  MiGOPMALHOMHON CHCTEMON MOHWTOPHKTA. JBIKEHNK
ICKAPCTRCHNLLX TPEMEPATOR, MCUUIHCKIN OPAHSAIDIEN, AITEKAM  ATTCHNSIM CETAM HEOBXOTHNO
BunOmIIT ceayiomye AelicTaus. OGPATITE BHMMAHMe, ¥TO A YCKOPEHHS AOCTIORCHNS PesyIbTaTa
HEXOTOPHIC WATH MOFYT BAIIOHATLES NAPALIETLEO, 'TO CACAYET H X OGN,

1. ONpERemITe, KaKNHE TIOTLSORATEIH, K&K 1 B KAKOH MOMEHT GYAYT DETHCTPHPOBATS T¢ WA Wik
elcreia ¢ exapersermia npenaparavn () » UC MIVIIL Kucne nelicrans. fomwias
perucrpuposasca b 1IC MU, omicano  JOKYMEHTC «ORACAIE Gituicc-TpoLEccoms,
pascucion B paszere <MapkHpoBKa nckaporm wa caite ipe:/MecTisBHAK.PO B
mozpaszese lokywentity, 6o «OcuoRute Aelcrana yiacrunxon MAUTTD. B excaviennofl
PAGOTE MEZWIMICKX OPFAMSALAA W ATEK PEATHTYIOTEA GHMEC-TPONCCEH, oA B
creyioux pavesax:

& . Pasien «OGopor exapoTseHHLX IpenapaTOm. Jacch oGpaTITe BHINAHE K
cxewax wa ctpenkn Mey norocai <HC MJUITDy u «CyGiext obpamenns —
onysare:s». TIOXIHCH Ha CTpETaX yKasstparo 1 cocras nepeasacistx » HC MJLITT
. nonysseniax or HC MIUIT famiix. OMCaimie cocTama ZMIAX IPIBCACHO 8
Rowyuee «Omicarme XSDy, pasueucinion » orou xe nogpaene caira, 610k
Paspaormase (o na 3 ke crpaue cafra).

b «S. Paszen Buipon w3 0GopoTan

€. 7.2, BOSSPAT IPHOCTAHORTEHKSIX NEKAPCTBHHSIX PETIADATOR

4. «92. Pachopumposaime (YHWITORCHHE) TPETWHON YUAKOBKH TEKACTREHIAX
npenaparom

. «l0. OTMeNa SapCrHCTPHPOBANHIX OUEPAILNE, OTSHIB IEKAPCTSCHHLX Tpen3paTOS
OTKE3 B TPHENKe TEKAPCTBEHHLIX NpEnapaTOR)

£, Jlpyrie pasiens, b 3aBHCHMOCTH OT OCOBEHHOCTEH KOHKPETHO OpraHyaLI.
lars 1 4 2-5 NOFYT BHITOMINTCS NaPANTETSHO.

2. Tonyse yownenyio xsanndwiposatyio snextposyio noamice (YKI) pyxosomimens
coramnsunn » scosertmo Vimcars. oo e (11, Crocox
T ueipon om0 © cala  Muwmocwrw no ccme
i il o v soservges 2. B ma sTou o B yke. orpen
nomnicuncox_ nomoopareach, noryue YKOI n am mex. Tipn nosyvesm VKT
PYKOBOITEIR OGPATITE BHNMAHIE Ha. TOUHOS COOTDCTCTAMS ABHHSIX CEPTAQHXATA. AGHHLDM
EIPIOL. B crysae necoomacrcrana socryn » MC MJUIIL ¢ nenomssosaimien Taoro
cepupurara Gyser nesomonen, VKO mpusencs nomyue. saono. Jumih  war
BMNOMIRCTCR yuaCTIMKANMH 0B0pOTA caMOCTORTeT:H0. TIpi BOSINKIOBEIIN! CrOACIOCTEI ©
nonywemmes: VKT caeayer obpaarses emocpeacraciio » V1T

3. Vcramosute cpeicTso kpumTorpadieckol sauwm wagopmawnn (CK3H), cozepwamee
‘xpunTonposaiinep (CSP) ¢ mopnepaxofi NOCT P 34.10-2012 (ciiucok cepTHOHUMPOBARHEIX Ha
coommercrne yxasamsowy TOCT CK3 jocrynen ma caifre OCB PO mo cosunke
gl b rulcertfcation i, KoHeynvTaIO 0 BGopy MoARO Moy B VIL npi
nonyvexn YKIT), s KOMIIOTEp opraIH3AII, ¢ KOTOPOrO TPEAMOTATAETEA PerKCTPHPORATS
omercTacinsts_corpymumon, paoraoux ¢ HC MUTIL Taxse yeramomme a_otor
Kounsiorep mony et cepripnar YKL 910 HeoSxosio ant ucmonssonauus YK mpi
patiore ¢ HC MIUIT. Moapobio npoece yeranonkn CK3H 1 ceprumsara YKOIT omcan 8
(PYKOROICTIC MOTMIOROTEIA OO  KAGHHETA CyGRKTS  OGPAIICINA TEKBpCTRCHHAX
npenaparoms » pavierax 2.1, Yerauoma 110 u cepragmatons n dllputoxcie B.
Hicrpysun o yeranonke spummorpadeckoro 110y, JIOKYMCHT PaCTOTGAeH B paviers
«Mapxuponxa zexapera» na catime I x/MecTLI3HAK P b moapasiene JlosywenTsin,
610 cOcuomuse aclicrans_yuacrmxos MIUD. Tipn sowoncionenmn_cnoxuocreli ¢
BetnomenHeN T0rD nyHKTa OGpeTITECS B CRyKSY TeximECKof noepn LPIIT o axpecy
SupDOT@CrDL. WK sepes Popuy oBpaTHo s wa cafre iips:/UecTiniSHAK. PO.





