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1. TepMHHBI M COKpALLCHUS

Tepmun/Coxpaimenue Onpenenenue

APY Jlepxkartenp  pErucTpanmMoHHOrO  yJOCTOBEpP CHUS
JIEKap CTBEHHOT O IIp erapara

Bropuunas YnakoBka, IOCTyHarowas K HOTp €OUTENIO U CITy Kalas

(moTp eduTenbeKas) U1 pa3MElIeHUsT €IUHUYHON IepBUYHON yNaKOBKU

yIIaKOBKa JEKapCTBEHHOTO TMpemnapata WIW OObeIUHSIOMAS
HECKOJIBKO TIEPBUYHBIX YNAKOBOK JIEKap CTBEHHBIX
IIp €11apaToB

ECKIJIIT EnvHBIN  CTpYKTYPHUPOBAHHBIA  CIIP aBOYHUK-KATAJIOT
JIEKap CTBEHHBIX IIp €NapaToB

NunuBuay aibHbIN Hudposas W OyKBEHHO-IIU(pOBast

Cep UMHBIN HOMED | OCIEA0BATENBHOCTD

TOPTOBOM €ITUHULIBI

N nentudukatop [Ipedukc koga SSCC, np eacTaBisronmic cO60# HaAbOP

IIp UMEHEHUA u3 2 nnu 0ojee 3HAKOB, PACIOJOKEHHBIN B Hadale
AJIIEMEHTHOM CTPOKMA M OJHO3HAYHO O E€IEIISAFOLIMI
Ha3HaueHue u (Gopmart MoJsl JaHHbBIX, CIEIYIOIIETo 3a
np epukcoM

KKT KoHTtp 01pHO-KacCcOBas TEXHUKA

Kox DataMatrix YHukanbpHas MOCJICA0BATEIbHOCTD CHUMBOJIOB,
IpEeACTaBICHHAsd B MallMHOYUTaeMon (opMe WIH C
UCMOJIb30BaHUEM HHOTO CpelcTBa  (TEXHOJIOTHM)

ABTOMATUYECKOU UACHTU(PUKAIIUU, KOTOPasi HAHOCUTCS
Ha YNAKOBKY JIEKap CTBEHHBIX ITPENapaToB METOJaMU
[E€YaTU WIN STUKETUP OBAHUSA

Mecto ocymiectBieHus | MecTo  OCYIIECTBICHHUS  JIEATETLHOCTH CyOBeKTa

NEATEbHOCTH oOpaneHust JeKapCTBEHHBIX CPEACTB — pPE3UJIEHTa
Poccuiickont ~ @enepaumu  COTJIACHO  JIMUEH3UA
(TIp OM3BOJCTBO JIEKap CTBEHHBIX CpEICTB,
dapmaneBTHYECKasT JEATEIBHOCTh W METUIIMHCKAs
NEeATEIbHOCTb, JEATETbHOCTb 1o obopoty
HAp KOTUYECKHX CP €JICTB U [ICUXOTP OTTHBIX BELECTB)

Od/] OnepaTop pucKaIbHBIX JaHHBIX

O6patHbii  mopsnok | [Topsiok npuemMKy JeKkap CTBEHHBIX P €NaparoB, NpH

aKIENTOBaHHUS KOTOPOM TOJyYaTelIeM P ErUCTP UPYIOTCA CBEAEHUS O

NPUEMKE JIEKapCTBEHHBIX MpenaparoB Ha CKJIaa, a




ITIOCTAaBIIIMKOM OCYyICCTBIACTCA MMOATBCP KACHUC

CBGI[GHI/II‘/JI O IIPHUCMKC Ha CKIIaJ ITIOKYIIATCIIA

[Tonyuarens YyactHuk 000poTa, OCYIIECTBISIONIANA TP UEMKY
JIEKap CTBEHHBIX Ip ENapaToB

[TocraBmuk YyactHuk o006opoTa, 000poTa, OCYIIECTBIISIOMIUNA
NOCTaBKY JI€Kap CTBEHHBIX ITp €11apaToB

[Ipsimoii nopsizok | [TopsIok npuemMKu Jiekap CTBEHHBIX TP enaparoB, Mpu

aKIIeTITOBAHMUSI KOTOP OM IMOCTaBIIUKOM P ETUCTPUPYIOTCS CBEICHUS 00
OTIpy3KE JI€Kap CTBEHHBIX TP €NapaToB MOJIyYaTeto, a
NOJy4yaTeaeM  OCYIIECTBISIETCS  MOJTBEP KICHHE
3aperucTPUPOBAHHBIX TMOCTABUIMKOM CBEIEHUI 00
OTrpy3Ke

PY Perucrpanuonnoe yaocToBepeHHE JIEKAP CTBEHHOIO
npenaparta

PO Peructparop smuccun

Tperuunas ['pynnoBasi ynakoBka, HUCHOJb3yeMas sl XpaHEHMS,

(TpaHCnOpTHAas) 1IEp €BO3KHU U IIEp EMEIIEHUS JIEKAP CTBEHHOT O penapara

yIaKoBKa MeXAy cyObekTaMu oOOpaleHusi JieKap CTBEHHBIX
CpE/ACTB

TYC ToBapHO-y4YeTHas cUCTeMa

Y4acTHuK o6opota | CyObeKT 00Op allieHHs JIEKAPCTBEHHBIX CP €ICTB,

TOBap OB IOp UMY E€CKUE JTUTIA U UHJIUBUY JIbHbIC
p €ANPUHUMATENH, OCYILIECTBIISIOLIKE TP OM3BOACTBO,
XpaHeHue, BBO3 B Poccuiickyro Oenep anuto, OTIYCK,
peanu3aluio, ep efady, p MMEHEHUE U YHUUYTOKEHHE
JIEKap CTBEHHBIX Ip ENapaToB

OI'MC MJIIT denep anbHas rocy 1apcTBeHHas HHPOPMaIIMOHHAS
cUcTeMa MOHUTOP MHTa ABUKEHHUS JIEKAPCTBEHHBIX
p eMapaToB 15l MEAUIMHCKOTO TP UMEHEHUS

API Application programming interface, onucanve
CHoCco00B B3aMMOIUCTBHS KOMIIBIOTEPHBIX P OTPAMM

DrugCode (kox | YHUKaJIbHBIN KOJI JIEKap CTBEHHOTO M erapara,

JIeKap CTBEHHOT O OJHO3HAYHO UACHTU(ULIMP YIOLIHM TEKapCTBO

npenapataB ECKJIIT) | cornacHo (opme BbiTycka, JO3UPOBKE, Iep BUUHOM,
BTOP MYHOM yIIaKOBKE M U3TOTOBUTEN IO TOTOBOM
JIeKap CTBEHHOM (POP MBI

GTIN Global Trade Item Number, yHMKaIbHBIH KOJI,

[P UICBAMBAEMBII TP YMIIE TOBAPOB IPU UX ONUCAHUU B




uH(GOP MALTMOHHOM P ecypce, 00ecreuuBaoOIIeM yUEeT U
XpaHEHHWE JIOCTOBEPHBIX JAaHHBIX O TOBapax IIo
COOTBETCTBYIOIIECH TOBAP HOM HOMEHKJIAType

SGTIN

YHUKAJIbHBIN UIECHTU(DUKATOD BTOP MYHOM
(MOTpeOUTENBCKON)  YMaKOBKHU JIeKap CTBEHHOTO
npenapara (B ciaydae €€ OTCYTCTBUSA - IIEpBHYHOU
yIaKOBKH JIEKap CTBEHHOTO Ip enapara), Gop MUpyeMbIid
nyTeM n00aBIIeHUS K r100aabHOMY
UACHTU(PUKATUOHHOMY HOMEPY TOPTOBOM €IUHUIIBI
VHIUBUAYAJIBHOTO CEPUUHOTO HOMEpPa TOPTOBOU
€IMHULIBI

SSCC

Serial ~ Shipping Container Code, cpeactso
uaeHTUu(pUKauu I'p yIIoBo# yHaKOBKH,
JieKap CTBEHHBIX Mp €NapaToB, YHUKAJIbHAS [ KaXKJI0M
OTHENbHOM TpETUYHOW (TPAHCHOPTHON) YHaKOBKU
JIeKap CTBEHHOT0 MpenapaTa KOMOMHAIMS CHUMBOJIOB,
P €10CTABJIEHHAS B BUJIE€ JIMHEWHOTO TP UXOBOI'O KOJAa




2. HazHauyeHue JOKYMeHTa

JIaHHBIN JOKYMEHT TP €/ICTABIISIET COO0M CBO METOIMYECKUX P EKOMEH 1Al
s cyOBeKTOB OOpallleHusi JIEKapCTBEHHBIX CpelncTB  (AUCTp MOBIOTOPOB,
MEIUIIMHCKUX YUPEXKJICHUN U alTeuHbIX OpTaHM3aIil) Mo paboTe B CUCTEME
MOHUTOPHUHIA JBW)KEHUS JIEKAPCTBEHHBIX IMpPENaparoB Ui MEIUIIMHCKOIO
npumenenus (nainee — ®I'MC MJIJIIT) B mepexoaHblid IEPUOI, & TAKKE IMOCTE
crapTa 00s3aTeIbHOM MAPKUPOBKHU JIEKapCTBEHHBIX npenapatoB 1 utomns 2020 roxa.

JIroOble Qu3nueckue IEHCTBUS, OCYIIECTBISIEMbIE C JIEKAp CTBEHHBIMU
npenapataMmu cyObeKTaMu 00palleHns JeKapCTBEHHBIX CPEJICTB Ha BCEX ATarax
TOBApP ONMPOBOJISIIEH LIEeTH, JOJKHBI ObITh 0Tp axeHsl B DI'IC MJJIIT.




3. O0mas uadopmanus

3.1.0nmucanne koga DataMatrix. Hanecenue Ha ynakoBky. CUnThIBaHHE
Ko/a

Kox DataMatrix B o0mem ciydae mpeacTaBiIsieT coOOM JIBYMEPHBI
MaTp WIHBIN MITPUXKOJ, TP CACTABISAIONMNA co00i1 4&€pHO-0€IbIC IIIEMEHTHI WM
AJIEMEHTBI HECKOJIBKHX Pa3JIMYHBIX CTETICHEH P KOCTH, 00BITHO B hop M€ KBaIpaTta,
pa3MEIIEHHBIE B P IMOYTOJIbHOM WY KBaJAPATHOM rpy1ine. MaTpU4HBIN IITPUXKOT
ITp €AHA3HAYEH JJ1 KOJIUP OBAHMS TEKCTA WIIU IAHHBIX JIP YTUX TUIIOB.

Kon DataMatrix jiekapcCTBEHHOTO Ipenapara COACp HUT B cede KpHUITo-
3alMIIEHHBIM KOJI MapKUPOBKU U BU3YaJIbHO P €JICTABIISIET COOOM JIBY XMEPHBIN
MaTp WYHBIN KOJI, pa3eleHHbIM HAa 4 OJUHAKOBBIE 30HBI.

OtnnuuTtenbHbIMU depTamu koma DataMatrix ot mpusbrynoro QR-koma
SBIISIETCS. OTCYTCTBHE 3-X KBaJpaToOB M0 yriaM U300pakeHus U Hajaudue L-nmuHun
II0 P aBOM M HWOKHEHN rpaHunam. [Ipumep a1s cp aBHEHMsI TP €1CTABIICH HA P UCYHKE
(Pucynok 1).

o b Ly o
L

e TR 2

DataMatrix - Ko

Pucynok 1

Kon DataMatrix, HaHeceHHBIH Ha yITaKOBKY JIEKap CTBEHHOTO TIperapaTa UMecT
pa3mepHocTh 36x36 Monaynei u coaepxkuT B cebe wuHbopmMamio o0 Kojae
Map KHPOBKH JIEKaPCTBEHHOTO TP €T1apata, ¥ BKIIFOUAET 4 TP YIIITbI IaHHBIX

1 — rno6anbHbI UaeHTU(UKAITMOHHBI HOMep ToproBoi enuuuibl (GTIN),
cocrosmuii u3 14 1udp 0BEIX CHMBOJIOB;

2 — UHJVBU]Ty AJIbHBIN CEp MIHBI HOMEP TOPTOBOM €AUHUIIbI, COCTOSIIINN 13 13
CUMBOJIOB 1T P OBOM MI1M OYKBEHHO -IIU (P OBOM MOCII€I0BATEIbHOCTH;

3 — KJIIOY TP OBEPKH, MPpeaocTaBisieMblii Oniep aTopOM CUCTEMBI, COCTOSIIUN U3
4 cumBOI10B 1K (P 0BOM MITH OYKBEHHO -1 (P OBOI MO CIIEI0BATEILHOCTH;



4 — 3HaueHue KoJa IpOBEpPKH, cocrosilee u3 44 cuMBOJIOB LIM(PPOBON WU
OYKBEHHO-II (P OBOM MOCIIEI0BATENBHOCTH.

BaxxHO NOMHMTB, YTO Ha pPBIHKE MOTYT BCTPEYAThCA JE€KApCTBEHHBIC
npenapaThl UMCIOIIME HAa CBOCH YIaKOBKE pa3jMyHble BHIBI kKojoB DataMatrix,
HaHECCHHBIE 10 BBOJIa 00s13aTeIbHON MapKUPOBKH JIEKapCTBEHHBIX ITP €T1apaToB.

Takumu kogam DataMatrix MoryT ObITh:

® KOJbI MAp KHPOBKH JIP yTUX CTp aH (0€3 Kp UITO3aIIUTHI);

e xoael Data Matrix, coxmepikamme KOIbI MapKHPOBKH Poccuiickoit
denepaliny, HO BBIMYIIEHHBIE B MOMEHT MPOBEACHHS HKCIEpUMEHTa TI0
MapKHUPOBKE JE€KapCTBEHHBIX IpeENapaToB CPEACTBAMHU HICHTH()HUKAIIHH,
nposoaumoro ¢ 1 ¢pespansa 2017r.mo 31 nekadbpsa2019r.:

e npyrue koasl DataMatrix, HAaHOCHMBIE ITP OU3BOIUTEISMHU B Map KETHHTOBBIX
1 MHBIX IENIAX.

3.2.I1pumepsbi koaoB DataMatrix u UX 0CHOBHbIE OTJIHY S

e DataMatrix 06e3 KpHUNTO3alIUTBl UMEET Pa3MEPHOCTb 26X26 Monayeit
(PucyHok 2) 1 MeHee U He UMEeT pa3JIelicHUs Ha 4 30HbI (JIpyTUe CTp aHbl U
DataMatrix, HaHOCMbI€ B Map KETUHT'OBBIX LEJISIX).

Pucynok 2

e DataMatrix ¢ KpumnTo3amuTod 88 CHUMBOJIOB UMEET pa3MepHocTh 44x44
moyist (PucyHok 3) u Goutee (Jiekap CTBEHHBIE P €MapaTthl C TAKUMHU KOJaMU
BBIITYCKAJIUCh B PaMKaX 3KCIIEPHMEHTAa MO MapKHUPOBKE JIEKap CTBEHHBIX
npenapatoB ¢ 1 ¢peBpansa2017r.mo 31 nekadbps2019r.).
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Pucynox 3

JlexkapcTBeHHbBIE MpemapaThl C TAKUMU KOJaMU MOTYT OecIp ensiTCTBEHHO
oOpalnarscs Ha p bIHKE /10 UCTEUEHHUs UX CPOKa T'OJTHOCTH.

CraTyc Ko/1a MapKUPOBKH MOKHO OTIP €I€IUTh IMOCP €ACTBOM CKaHUP OBAHHUS
koga DataMatrix MoOwnIbHBIM mHpuiIoXKeHHEeM «YecTHBIH  3HAK» WM
dbopmupoBanuem 3amnpoca B cuctemy OI'IC MJIII.

DataMatrix HaHOCHTCS Ha BTOPHYHYIO (TIOTPEOHTENBCKYIO) YIAKOBKY
JleKap CTBEHHOT O Ip enapara, a B Cl1ydae ee OTCYTCTBUS — Ha TIep BUYHY O YIIAKOBKY
J€KapCTBEHHOI0 Ipenapara IpOU3BOAUTEIEM JIEKap CTBEHHOI'O IIpenapara.
Nudopmarus, 3ammdppoBanHas B KoJie Map KUPOBKE, KakK Mp aBUIIO, 1y OIUpyeTcs B
YyesioBeKo-uyuTaeMoM Buje. [Ipumep HaneceHus denoBeKko-unTaeMon HH(Op Marmu
TIp e[ICTaBIIeH Ha pucyHKe (PucyHoK 4).

GTIN: 04603988015224
SER: 1108J5J214I8E
LOT: 20919

EXP: X 23

Pucynox 4

Wcnonp3ys ko DataMatrix, cyobext oOpaliieHus Jiekap CTBEHHBIX CP €CTB B
paMKax OCYIIECTBJICHUS OIepalyid ¢ JIeKapCTBEHHBIMHU IIpernaparaMud HMeeT
BO3MOJKHOCTB OCYIIIECTBIISTH TP UEMKY , TIEp EMEIIICHUE U TTep e1a4y JIeKap CTBEHHBIX
npenapaToB, BBIBOJ W3 000pOoTa W JpPYrue OINEpamud C JeKap CTBEHHBIMH
p erapaTaMu JUISI METUIIMHCKOTO TIp UMEHEHUsI, 00ecrieunBast Ip OCIS)KHUBAEMOCTh
JBIDKEHUST JIEKapCTBEHHOTO TIperapara IO BCEH TOBapOMPOBOIAIICH IICTH.
[Toap oOHee o mp orieccax mpreMa-rmepeady ToBapa yyacTHUKaMu 000pOTa OTICAHO
B paszene: [Ipoliecchl ABMKEHUS TOBAP a MEYK/Y KOHTD areHTaMM.
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3.3.0nucanne koga SSCC. Hanecenue Ha ynakoBky. CUUThIBaHHE KO/AA

Kon SSCC npencrasnsier coboit iudp oBoit HOMEp (PUKCUP OBAHHOM JIJTUHBI B
18 3rakoB. Buzyansno SSCC npezcrapiseT co00i TUuHEeHHbBIN TpuXxoBoi ko1, Ero
OTJIIMYUEM OT JAPYTUX JUHEHHBIX IITPHUXOBBIX KOJOB SIBJISIETCS HCIOJIb30BaHUE
uaeHTuukatopa npumMeHeHuss — «(00)», pacrnosOKEHHOTO HEMOCP €ICTBEHHO
nep ex Homep oM koaa. [Ipumep mp eacrasiied Ha pucynke (PucyHok 5).

MR

(00)146054 690000000283
Pucynoxk 5

Kon SSCC HaHOCHTCS TP OM3BOUTENIEM WITH TTOCTaBIIMKOM JIeKap CTBEHHBIX
npenapaToB Ha TPAHCHOPTHYIO YMHAaKOBKY. TpaHCIOPTHOW yMakKOBKOW MOKET
CIIY>KHTh 3aBOJCKON KopoO minu najjera. B penkux cnydasx kog SSCC moxer
HAHOCUTBHCSI Ha OaHJIep OJ1b, @ UMEHHO Ha KOMIUIEKT BTOP MUHBIX MTOTPEOUTETHCKHIX
YIIAKOBOK, 3aIasHHBIX IUIEHKOMU.

Ucnonb3ys xkon SSCC, yyacTHHK 0060poTa TOBapOB UMEET BO3MOKHOCTH
OCYIIECTBIISATh MPUEMKY W Tiepenady JIeKapCTBEHHBIX MpEnapaToB, B paMKax
B3aMMOJICHCTBUS C JPYTMMH KOHTpareHTaMh. BaXHO OTMETHTh, YTO
NP OM3BOJUTEh WM IOCTABIIHMK JIE€KApCTBEHHBIX CPEICTB MOMKET P OBOJIUTH
arperupoBaHue OIp €IeJIEHHOTO YPOBHA ¢ HaHeceHreM koaa SSCC, onHako He
coobmaTth 00 arperamuu ganHoro yp osas B ®I'11C MIJIII.

[TogpoOHee o mporeccax mpueMa-rep eaadl ToBapa y4acCTHUKaMu 000poTa
OTHcaHo B pa3jene: [[porecchl IBMKEHUS TOBAP a MEYK/TY KOHTP areHTAMH.

OnucaHue MpoIEeccCoB arperupoBaHus (00bEIUHEHUS) U Pa3arperupoBaHus
(pacopmupoBaHusi) TpaHCHOPTHOW YIMAKOBKU IMPEACTABICHO B CIEAYIOIIEM
paszerne.

[Tpu HaHeceHnH CyOBEKTOM 00p allleHus JIEKapCTBEHHBIX cpencTB kojga SSCC
HAa TPAaHCHOPTHYIO YMAKOBKY (KopoO wu(WiM) MNajuieTy) s yJIo0CTBa €ro
MOCTIEAYIOMIEr0 TOUCKAa JAPYTUMH CYOBEKTaMHU OOpaleHus JieKap CTBEHHBIX
CpE/ICTB, PEKOMEHyeTCs IoMeuaTh HaKIeHKy ¢ kojgoM SSCC nonosHUTETHHBIM

uaeHTuuKaTop oM (HampumMep, n3odpakennem koxa DataMatrix) wiau Tekcrom
(«Mapxuposka» niu « M1JIII»).
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J1J1s1 CHUKEeHUsT Bp EMEHH TIOUCKA U y100CTBA CYMTHIBAHUS Ha KOP 00 (TTaJlIeTy)
P EKOMEH/Ty €TCsl HAHOCHUTB JIBE ATUKETKH ¢ KoJ1oM SSCC Ha coceHHe BEp TUKAITHHBIC
croponsl. [lomemate kopoO Ha manjere ciueayer Tak, utobbl kong SSCC
pacrosnarascs Ha Hap yKHOM CTOP OHE, IOy CKasi er0 CYUThIBAaHUE.

Taxke, BO H30€KaHME COBEpPIICHHS OIIMOOK NPU CUUTHIBAHUM, HE

PEKOMEHTYETCS HAHOCUTD AP YTHE BHJIBI JIOTHCTUYCCKUX KOJOB, HA TC JKE€ CTCHKHU
Kopoo0a (mannersl), 4To U Kol SSCC uiiu B UX HEMOCP €ACTBEHHOM OJTU30CTH.

3.4.ArperupoBaHue 4 pa3arperupoBanue TPAHCIOPTHOH YIIAKOBKH

ArperupoBaHue — Tmpolecc OO0beAMHEHHS CyOBEKTOM  OOpalieHus
JIeKap CTBEHHBIX CPE/ICTB yIIAKOBOK JIEKAP CTBEHHBIX ITp €11ap aToB Ha JIDOOM 3Tare
oOparieHus JieKap CTBEHHbIX P ENapaToB B I'PyNIOBYIO YIIAKOBKY C HaHECEHUEM
COOTBETCTBYIOUIErO TPYIIOBOrO KOJAa TPETUYHOM (TPaHCHOPTHOM) YMaKOBKH
JeKap CTBEHHBIX MpenapatoB U ¢ coxpanenueM B ®T'UC MJUIIT undopmanmm o
B3aMMOCBSI3M CPEACTB HICHTHU(UKALIUMA, HAHECEHHBIX Ha MOTpPEOUTENbCKUE
yHaKOBKH JIEKap CTBEHHBIX TP €11apaToB (B cydae OTCY TCTBUS HOTP €OUTENbCKUX Ha

MEPBUYHBIX YIAKOBKaX), C TPYMIOBBIM KOJOM TPETUYHOUN (TpaHCIIOPTHOM)
YIIaKOBKH JIEKap CTBEHHBIX P €M1apaTOB CO3/1aBAEMOM I'p YIIIIOBOM yITAKOBKH.

ArperupoBaHue MpeanojaraeT BO3MOXKHOCTb HaJU4usl JIFOOOTO ypOBHS
BJIO’KEHHOCTH YITAKOBOK:

® arperupoBaHUE EPBOTO yPOBHSA — 00BEAMHEHUE TIEP BUUHBIX U BTOP MUHBIX
YIAaKOBOK JIEKapCTBEHHBIX NpenaparoB B TPETHUUHYIO (TPaHCHOPTHYIO)
YIIAKOBKY;

® arperupoBaHUE€ BTOPOrO  YPOBHI —  OOBEIMHEHUE  TPETUYHBIX

(TpaHCHOPTHBIX) YHAKOBOK B 1P YTYIO TPETUUHYIO (TP aHCHOPTHYI0) YIIAKOBKY
BBIILIECTOSILETO YPOBHS BIIOKEHHOCTH.

ArperupoBaHue  MOXXET  BBINOJHATHCA  CyOBEeKTOM  OOparieHus

JIEKAP CTBEHHBIX CPEACTB HA PAa3JMYHBIX dTanax IPOMU3BOJICTBEHHOI'O LHUKIA U
000p OTa JIeKapCTBEHHBIX Ip €11apaToB.

Jlns arperupoBaHWs yYacTHHKY o00opoTa HE0OXOJWMO BBITIOJTHHUTH
CIEAYIOLINE NEUCTBUA:

1. YnocroBeputbcsa B TOM, YTO YIMAKOBKH JIEKAp CTBEHHBIX I ENapartoB,
conepxamme yHukanbHble uaeHTHPUKaTopbl SGTIN, KoTopbie
YYaCTHUK 000pOTa IUIaHUPYET arp erupoBaTh, HAXOASITCA M0 JTaHHBIM
OI'C MU y Hero Ha 6anaHce.
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2. ArperupoBarb yIaKOBKH JIEKAPCTBEHHBIX I €APATOB B TP AHCIIOPTHYIO
ynakoBky u 3apeructpupoBatb B ®I'MMC MJIJIII cBexgenust o006
arperupoBaHNM YIIAKOBOK JICKAP CTBEHHBIX TP ENapaToB B TP CTHUHYIO
(TpaHCcTIOpTHYI0) yHnakoBKy (cxema 9111 mormueckoit moaenu Qaiios
oomMena OI'MIC MJJIII), wucmonp3ys s mepenadu UHGOP MaIyn
nokymeHT B popmare Xml. B mone «SSCCy» xml-mokyMeHTa 10JKeH
obITh yKa3aH ko7 SSCC tpancnoptHo#t ynakoBku. B mone « SGTINy
Xml-mokymeHTa HEOOXOAMMO TEPECYUCIUTh BCC  YHUKAJIbHBIC
WICHTU(PHUKATOPHI YIAKOBOK JIEKApCTBEHHBIX IIPEMapaToB, KOTOPHIC
OBLIIM arp ErupPOBAHBI B TP AHCTIOPTHY O YTIAKOBKY .

3. ArperupoBath BO MHOXXECTBO  TPAHCIOPTHBIX yIAaKOBOK U
sapeructpupoBath B @I'IC MJIJIII cBenenus o0 arperupoBaHUN BO
MHOYECTBO TpPETUYHBIX (TPAHCHOPTHBIX) YyNAaKoBOK (cxema 915
aorudeckoit monenu ¢aitnos oomena ®I'MC MJIIT), ucnons3ys ais
nepenaun uapopmMarmu 10KkyMeHT B popmate Xml. B moae «SSCCy»
xml-nokymeHTa HeoOX0mMO yKa3ath koJibl SSCC Bcex Tp aHCIOPTHBIX
ynakoBok. B moje « SGTIN» xml-gokymeHnTa Heo0X0aMMO Iep CUHCITHThH
BCE YHHKaJbHbIC WACHTU(DUKATOPHI YMAKOBOK JIEKap CTBEHHBIX
Ip enapaToB, KOTOP ble OBLIN arp erUpOBaHbI B KAXKYIO TP aHCIIOPTHYIO
YHaKOBKY.

4. Jlnst arperupoBaHusi TPETUYHONW YIAKOBKMA TEPBOTO YpPOBHS B
TPETHUYHYIO YIAKOBKY BTOPOTO YPOBHS M BHIIIE HEOOXOIUMO
NPOU3BECTH AHAJOTUYHBIE JEWUCTBUA C yKa3aHUEM IepeuHs
arperupyembix ynakoBok SSCC.

Jlonmyckaercs 1ONMOJHUTEIbHOE BJIOKEHHE MOTPEOUTENbCKUX YIIAKOBOK
JICKapCTBEHHBIX IIPENaparoB B TPETHUYHYI YHOAaKOBKYy. JlaHHas omnepaiws
MPUMEHSIETCST KaK B cllydae JOYKOMIUIEKTOBAaHUS TPETUYHON YIaKOBKU
BTOPUUYHBIMH (TIOTP EOUTETHCKUMHU) U TP ETUUHBIMU YIIaKOBKaMU JI€Kap CTBEHHBIX
MpenapaToB, TAK U B CIy4ae Mep eMENIEHUs] yITaKOBOK JIEKAPCTBEHHOTO Mp erapara
Y3 OJTHOUM TP ETUMHOM YITAKOBKH B P YTYIO.

BrnoxeHne ymakoBKM JIEKapCTBEHHOTO IMpernapara MOXKET BBITOJHITHCI
CyOBEeKTOM OOpallieHusl JIEKap CTBEHHBIX CPE/ICTB Ha Pa3JUYHBIX ATanax obopora
JIeKap CTBEHHBIX Ip ENapaToB.

1 3neck ¥ najee Mo TEKCTy NPHMBEAEHHI HOMEPA CXEM, HCIOJB3YIONIMECH Ui MOATOTOBKM XMIl-10KyMeHTOB,
y4acCTBYIONIIHMX B Ipoliecce oOMeHa nH(OopMaIMei TOBapHO -yYETHBIX CUCTEM yuacTHHKOB 06opoTa u ®I'MC MJUJIIL
ITonHelil mepedHeM cxeM, a Takke WX HaUMEHOBaHHUs, NpuBeleHbl B IIpmnoxkenun 1 Hactosmux MeToanueckux
peKOMeH1a Iui
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JI71s1 TOTIOJTHUTETBHOTO BJIOYKEHHS YITAKOBOK YYaCTHUKY 000pOTa HEOOX 0IUMO
BBITIOJTHUTH CJICTYOIIUE IEUCTBUSA:

1. YnocroBepurbcs B TOM, YTO YIMAKOBKH JIEKAP CTBEHHBIX IpENapaToB,
cojepxkaume yHuKaidbHble wuaeHTupukatopbl SGTIN, koTOpbIe
Y4aCTHUK 000pOTa IUIaHUPYET BJIOKUTh B TPAHCHOPTHYIO YIAKOBKY,
Haxoastcs o ganabiM @T'MC MJJTIT y Hero Ha GanaHce.

2. J1oyKOMIUIEKTOBAaTh TPAHCHOPTHYIO YIIAKOBKY U 3ap €rUCTPUPOBATH B
OI'MC MJIIT cBeaeHrs O JOMOJHUTEIBHOM BIOKEHUM YIIAKOBOK B
TP ETUYHYIO (TP aHCIIOPTHY 10 ) YIaKOBKY (cxema 9 14 moruueckoit Mmojienu
daiimoB obmena OI'MC MIJIII), wucnonp3ys s Mepenadu
uHpopmanuu n1okymMeHT B ¢opmare xml. B mome «SSCC» xml-
JIOKyMEHTa Heo0X01uMo yka3aTh KoAbl SSCC Tp aHCIIOPTHOM Yy TAKOBKH,
B KOTOp Y10 Mpouszouuio Bioxenue. B nmone « SGTIN» xml-nokymenra
HEOOXOJIUMO TIEPEUYUCIUTh BCE YyHUKAJIbHBbIE HJICHTU(UKATOPHI
YMaKOBOK JIEKap CTBEHHBIX IpenapaToB, KOTOPbIe ObIIU BIOKEHBI B
TP AHCIIOPTHYIO YIIAKOBKY.

3. Jlna noGaBieHus Tp ETUUHON YIIAKOBKH MIEPBOTO YPOBHS B TP €THUHYIO
YIAKOBKY BTOPOTO YpPOBHS M BbIIIE€ HEOOXOIUMO IPOU3BECTU
aHaJIOTUYHBIE IEUCTBUS C yKa3aHueM Iep edHs yrnakoBok SSCC.

N3bsiTne — mpouenypa H3BICUEHUS JIEKapCTBEHHBIX IpenaparoB U3
TP ETUYHOU YIIAKOBKH.

N3bsaTHE yNAaKOBOK JIEKap CTBEHHBIX IIPENaparoB U3 TPETUYHOW YHaKOBKU

MOYET BBITIOJHATHCA CyOBEKTOM oOOparieHusi JeKapCTBEHHBIX CPEICTB Ha
Pa3IMYHBIX ATanax 000poTa ieKapCTBEHHBIX ITp eTapaToB.

I[JUI HU3BATHA YIIAKOBOK JICKAP CTBCHHBIX IIPCIIApaATOB YHACTHUKY O60p0’[3
HCO 6XOI[I/IMO BBITIOJTHUTB CJICAYOIIUC JICHCTBUSL:

1. YnocroBepurbcs B TOM, YIAKOBKHM JIEKAapCTBEHHBIX IIpEraparos,
comepxaume yHuKaidbHble uaeHTuukaropsl SGTIN, koTopbie
y4acTHUK 00OpOTa IUIAaHUPYET WM3BSATh U3 TPAHCIOPTHOM YMAaKOBKH,
Haxoastcs o ganaeiM @T'NC MJJTIT y Hero Ha GanaHce.

2. V3bATh yNakoOBKM JIEKApCTBEHHBIX MpEnapaToB M3 TPaHCHOPTHOM
yIaxkoBKy u 3ap eructpupoBath B DI'MIC MJIJIIT cBenenust 00 n3bsaTim
(cxema 913 mormyeckoit monenu ¢aitmo oomena OI'MC MJIJIII),
UCTIOJNIB3Ys JUTS Tiep eavyu uHpopManuu TokyMeHT B opmarte Xxml. B
none «SGTIN» Xml-mokymeHnTa HEOOXOTUMO TIEpEYHCIUTh BCE
YHUKaJIbHbIE HIEHTU(PUKATOP bl yTIAKOBOK JIEKAPCTBEHHBIX MPENapaToB,

KOTOP ble OBbLITN U3BSATHI U3 TP AHCTIOPTHON YTAKOBKH.
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3. JInsg m3bATHS TPETUYHOUN YMAKOBKHU MEPBOTO YPOBHS U3 TPETHUYHOM
YHaKOBKH BTOPOTO yPOBHS HEOOXOIUMO TPOM3BECTH aHAJIOTHUYHBIC
JENCTBUS ¢ yKa3aHUeM ynakoBKH Bbimectosieit SSCC.

[Ipy HaIMYMKU HECKONBKUX yPOBHEH BIOKEHHOCTH TP AHCIIOPTHOM YIIAKOBKU
u3bsATHEe ynakoBok JIII HeoOXoauMo OCyIIECTBISATH MOCIENOBATENBHO, IS
Ka)X10TO U3 ypOBHEH, OTpaxkas kaxayto onep auuro B PI'IC M/IJIII.

3amnpemaercs otnpasiate B GI'UC MIJIIT uadopmammio 06 u3BICHCHHN
YIaKOBOK Pa3HOU CTETICHU BIIOKEHHOCTH, HCIIOJIB3YSI OJIFH U TOT e XMI-1oKkyMeHT,
(manmpumep, Xml-mokyment, copepkanmii 00bEIUHEHHYIO HHMDOpMAIHIO 00
yHaKOBKaX JIEKapCTBEHHBIX ITP €M1apaTOB, U3BIEKAEMBIX U3 KOP OOKH U MAJIJIETHI).

B pamMxkax BBITIOJTHEHHS 0JHOM oriep artuu Helmb3s1 u3BiaekaTh SGTIN 13 p a3apix
I'p yIIOBBIX YIIAKOBOK OJTHOTO YPOBHS, T.€. HeNb3s u3bATh SGTIN 1 u3 kopoba 1 u
SGTIN 2 u3 xopoba 2 o1HOU oniep alueil.

PacdopmupoBanue — nporecc pachopmupoBanus (YHUUTOKEHHS) OTHOTO,
HECKOJIbKMX WJIM BCEX YPOBHEW TPETUYHOW YMAKOBKM JO BTOPHUYHBIX
(MoTp eOUTENBCKUX ) yTAKOBOK JIEKAPCTBEHHBIX TP €T1apaToB.

PachopmupoBanre  (YHUYTOXKEHHME)  TPETUYHBIX  YIMAKOBOK  MOXKET
BBITIOJIHSTHCSL YYaCTHUKOM 000pOTa Ha pa3IMYHBIX ATanax 00opora ToBapa.

Jns pachopmupoBaHusl TpPaHCIOPTHBIX YMAKOBOK YYaCTHUKY 000poTa
HEOOXOIUMO BBITIOJIHUTH CEAYFOIIUE AEUCTBUSA:

1. YaocroBepuThCs B TOM, UYTO YMAKOBKH JIEKap CTBEHHBIX IIpE€MapartoB,
coepxanme yHukanbHble uaeHTudukatopbl SGTIN, u momemniennsie B
TPAHCIOPTHYIO YMAaKOBKY, KOTOPYIO YYacCTHUK 00OpoTa IUIaHUPYET
pachopmupoBath, HaxoagTcst o naHHbIM OT'MC MJIIT y Hero Ha
OanaHce.

2. PacdhopmupoBars TpeTUUHYIO yIIAKOBKY U 3apeructpupoBatsh B DIUC
MJIJIII cBenennst o pachopmupoBanuu (cxema 912 moruyeckoit Moaem
daiimoB obmena OI'MC MIJIII), wucnonp3ys s Mepenadu
uHpopmammu nokymeHt B ¢Gopmare Xml. B mome «SSCC» xml-
JTOKyMeHTa HeoOxoauMo ykazath ko SSCC TpaHCHOPTHOM yITaKOBKH,
KOTOP Y10 TpeOyeTcs pazarperupoBars.

[Ipu HanW4YMK HECKOJBKUX YP OBHEU BIOKEHHOCTH TP AHCIIOPTHOM YITAKOBKHU
JOTYCKAETCSl OCYIIECTBIATh pacHOpMHUPOBAHUE OT BBIMIECTOSIIEIO YPOBHS K
HIKECTOAIIEMY, OTp axasi Orep aluio sl Kaxaoro u3 yposuei B ®I'MC MJIIT
WTH, YKa3aB COOTBETCTBYIOIINI THIT pachopmupoBanus B cxeme 912 oruyeckoit
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moaenu ¢ainoB oomena OI'MC MJUIII, cpasy pacdopmupoBars najajiery A0
BTOP MYHOU YITAKOBKH.

[Tocne ycnemnoro pachopMupoBaHus TP ETHYHONM YIIAKOBKH €¢ HOMep (KO
SSCC) craHOBUTCS «CBOOOJHBIM», TO €CTh JOCTYIHBIM IS TOCTEAYIOIIEro
WCTIOJIb30BaHMS.

[Tocne onepauuu pachopMHUpOBaHUA TMOJYYUTh HHPOPMALMIO O
COJIEp ’KUMOM TP €TUYHOM yaKOBKH ¢ ucnojab3oBanrueM SSCC koia cTaHOBUTCS
HEBO3MOKHBIM.

B cnydae He0OX0AMMOCTH MPOBEPKH COAEPKUMOT0 TPETUYHON YIaKOBKHI
HEO0X0MMO HCII0JIb30BaTh cxeMy 2 10 noruueckoit moenu ¢paiinos oomena GI'UC
MJUIIT. Xml-goxymeHT, HanpaBlieHHbIH Mo gaHHOM cxeme B PI'MIC MJUJIII,
NO3BOJISIET MOAYy4YuTh noApoOHyro uHpopmammioo o SGTIN wnu SSCC. Ilo
pesyybrataMm ycremHoi oOpabotku 3ampoca, ®IT'MMC MJJIIT Bo3epariaer
y4aCTHUKY 000poTa XMI-10KyMEHT ¢ OTBETOM O pe3yIbTaTax 00pabOTKU CBEICHHIA

no 3anpanmBaemomy SGTIN/SSCC, moarorosaennsrii mo cxeme 211 morudeckoit
moaenu daitmoB oomena GI'MC MJJITI.

Cpoxu nepenayu udpopmanun B ®I'MC MIJIIL: npu pachopmupoBaHru
TPETUYHOW YMNAKOBKH JIEKAPCTBEHHOTO IMpenapara, W3bATHH JIE€Kap CTBEHHBIX
Ip enapaToB U3 TP ETUYHOM (TP AaHCIIOPTHOM) YTAKOBKHU JIEKaPCTBEHHOTO Ip enapara,
JNOTIOJTHUTEIBHOM ~ BJIOKEHMH JIEKAPCTBEHHBIX IPENapaTtoB B  TPETUYHYIO
(TpaHCHOPTHYIO) YMAKOBKY JIEKapCTBEHHOIO Mpenapara s JIeKap CTBEHHbBIX

IIp ENapaToB, HAXOJIMXCS HAa Tep puTtopuu Poccuiickori @enepaiuu, B Te4eHue S
pado4ux aHeul

WIW JJs JIEKapCTBEHHBIX IIPErnaparoB, HAXOJAIIMXCA 3a IMpeleramu
tepputopun Poccuiickoii deaepannn, B TedeHue 20 padouux gHed ¢ JaThl
COOTBETCTBYIOIIEH OMEpalu ¢ JeKap CTBEHHBIMH IpernapaTaMu UKW TPETUUHOU
(TpaHCHOPTHO) yaKOBKOM JIEeKapCTBEHHOIO P erapara.

3.5. ToBapHO-y4YeTHbIE CHCTEMbI YYACTHUKOB 000pPOTa

B nensix aBromaTH3anuy OpoLECcCOB MEpeIaun CBEIEHU O JieKap CTBEHHBIX
npenapatoB B ®I'NUC MJUIIT ygactHuKaM 000poTa peKOMEHAYETCsS HallaJuTh
MHTETP allMOHHOE B3aMMO/IEUCTBUE UCIIOJIb3YEMBIX UIMH TOBAP HO-YUYETHBIX CUCTEM
(manee — TYC) ¢ ®I'UIC MUJIIT u ycrpoiictBamu, 00eCEeUNBAIOIIMMU TP HUEM U
BBIOBITHE JIEKaP CTBEHHBIX I €11apaToB.
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B ®I'"C M/JIIT peanu3zoBan HaOOp mporpaMMHBIX UHTEp (eiicoB (gaee —
metoael API) mis oOMena cBenenusimu ¢ TYC ydactHukoB 00oporta. Onucanue
npuBefeHo B gokymente «MC «MapxupoBkay. MJIJIIL. TIpotokon oOMmena
unTep eiicHoro ypoBHs_v3.04», pa3MenieHHOM Ha caiite UecTHbIN3HAK.

ITo pesynpratam gopadotku TYC B yactu peanu3anuu MHTETPaLMOHHOIO
B3aumoierictBusi ¢ @I'MC MJITT yuactHUK 0600pOTa UMEET BO3MOKHOCTh I101aTh
3asBKy Ha TP OX0KJICHUE TECTUP OBaHUs. 3asBKa 101a€TCs B P OU3BOJILHOM (hopme
Y HOCHUT yBEIOMHUTEIbHBIN XapaKTep.

TecTup OBaHHE UHTETP ALIMOHHOI'O B3aUMOJIECUCTBHSI ITP OBOAUTCS HA TECTOBOM
koHType @I MIC MJIIT u ocyiiecTBaseTcss y4aCTHUKOM 000pOTa CaMOCTOSATEIBHO,
an6o ¢ npuBaedeHreM rnocrapiuka U T-ycnyryyactauka o6opora.

@aKkT yCIEeNHOr0 TECTUPOBAHUSA HWHTErPAalMOHHOIO B3aUMOJCHCTBUS
MOATBEP ’KAACTCSA CAMOCTOSTEIbHBIM ITPOBEACHUEM PUEMO -CAATOYHBIX UCITBITAHUN
Y4aCTHUKOM 000pOTa C UCIOJb30BaHuEeM pekoMeHnnoBaHHoro OO0 «Omneparop-
LPITT» yek-nucra, oy 01MKOBaHHOr 0 Ha caiite UecTHbIM3HAK.

3.6.000pyaoBanue 1js padorsi ¢ ®PI'C MJIII

Jngs  paboTel C MapKUPOBAaHHBIMH JICKapPCTBCHHBIMH IIp €lIapaTaMH
HE00X0MMO HCITIOJIB30BaTh CIIEYIOIIee 000pyI0BaHHUE:

® JJIs OCYIICCTBIICHHS MPUEMKH U P O3HUYHOM ITP OJIaXKH JIeKap CTBEHHBIX
TIp enapaToB JOJIKEH UCT0JIb30BaThes 2 D ckaHep TP MX-KO0B;

® 171 BBIBOJIa U3 000pOTa JIEKapCTBEHHBIX ITP €I1APaTOB B PaMKaXx OTITyCKa
0 JIbTOTHOMY PELENTy WU I MEAUIIMHCKOTO TP UMEHEHUS JTOJI>KEH
WCTIOJIb30BaThCSI P ETUCTPATOP BEIOBITHSI?.,

3.6.1. Onucanme 2D ckaHepa NITPUX-KO/10B

2D ckaHep - yCTPpOUCTBO ISl TOAydeHUsS WHGOPMAIMA W3 JHUHEWHBIX M
MaTpUYHBIX IITPUXOBBIX KOJOB C BBIOOPOM TEXHOJIOTMHM pPACHO3HABaHUS U
O0COOEHHOCTEW JEKOJUPOBaHUSA B 3aBUCMMOCTH OT THUIA MITpuUx-koja. [Ipumep
CKaHepa np MBeJIcH Ha pucyHKe (PucyHOK 6Pucynoxk 1).

2 WuCTpyKims TO TOJYYEHHIO PETHCTPATOPA BHIOBITHS TIpUBeAeHa B [IPWIOKEHMH 2 HACTOSIIX
Mertoauueckux peKoOMeHa Ui
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Pucynok 6

2D-ckanep npuoOperaercsi yuaCTHUKOM 000poTa caMoCcTosITeNbHO. [lepeueHb
P OTECTHUP OBAHHBIX YCTPOMCTB pa3MellieH B pasnene «l [poBepka ckanepay Ha caifre
«YecTHbIN 3HAKY.

[Ipu Hanuuum ckaHepa y yyacTHHUKa 000poTa, ero paboToCrnoCOOHOCTH
HEO0O0X0IMMO TP OBEPUTH HA P €IMET KOP PEKTHOTO CUUTHIBAHUS KOJa Map KHAP OBKH.
CooTBeTcTBYIOIIast MHCTP KU pa3MelieHa B pasaene «[Iposepka ckanepa» Ha

caiite «YecTHbIiT 3HAKY .

3.6.2. Onucanue perucTpaTopa BbIOLITHS

Perucrpatop Bo10ObITHS (PB) — yCTp OliCTBO, OCYIECTBIISIFOIIEE CYUTHIBAHUE
kojga DataMatrix, ¢dopmupoBaHHe JaHHBIX O JIEKapCTBEHHBIX Mpenaparax u
nocnenyomyro nepeaauyy Bo ®I'MC MIJIIT nadopmaruu o dukcarmm (daxra
BBIOBITHSI YITAKOBKH U3 000pOTa. YCTPOIMCTBO UMEET NP OTPaMMHBIN HHTEp (eiic u
MOXET OBbITh MHTEIPUPOBAaH C TOBapHO-yueTHOU cuctemoit (nanee — TYC)
y4acTHUKa 000poTa.

Peructpatop BbIOBITHS MPUMEHSETCS B CIEAYIOMIMX IMpOIeccax BbIBOJA U3
000p oTa JieKapCTBEHHBIX ITP €MapaToB:

e npuoTirycke JIII 1o 1broTHOMy p €enTy B aNTEYHON OP TaHU3ALNY;
e npuotnycke JIIT 11 okazanusa MEAUIIMHCKOM TOMOIIIY B MEULIMHCKHX
OpraHu3alusX.

Baxno! Ilpu ocymecTBieHUM PO3HUYHOW NMPOJAKM JEKAPCTBEHHbIX
NpenapaTroB PerucTpaTop BbIObLITHS He TPedyeTcsl.

Peructpatop BBIOBITHS TOCTaBISIETCS B JABYX BapHaHTaxX HWCIOJTHEHUSI
(PucyHoKk 7), mpu 3TOM TeXHHYECKOE U (PYHKIIMOHAIBLHOE HAIIOJHEHHE yCTP OMCTB
UJCHTUYHO.
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Pucynox 7

3.6.2.1. Bo3Mo:kHBIE pe;KUMBI PA0OTHI PErHCTPATOPA BLIOBITHSA .

«ABTOHOMHBIH PEXUM» — [P U HEOOJIHIIIOM KOJIMYECTBE BBIOBITHSI YTaKOBOK B
nenb. He tpebyer nopaboTku nHGOP MALIMOHHOM CUCTEMBI yuacTHUKA 00opoTa. B
3TOM pEeXKUME BCE JEHUCTBUS 1O BBIOBITUIO JIEKapCTBEHHBIX IIpeEraparoB
OCYLIECTBIISIOTCS IOCP €ICTBOM P ETUCTPATOPA BHIOBITHS.

«Pexum TCJIl» — B momenienusx 0e3 cBsa3u. IlommepikuBaer 3arpy3Ky B
peructparop BbIObITHS TiepedHss TpeOyembix JIII u  BeIrpy3ka croucka
OTCKaHUP OBaHHBIX K010B DataMatrix. Y mo0eH aiis ucrnop30BaHus B TOMEIICHUSX
0e3 cBA3U U 00OMEHa JaHHBIMU ¢ MH(OPMALMOHHON CUCTEMOU y4acTHHKA 000poTa
0e3 ee 1opaboTKu (uep e3 Konmup oBaHue (Hailyion).

«CeTreBoll peXUM» — 3TO PEXUM, PU KOTOPOM PETUCTPATOP BBHIOBITHSL
BBICTYTIA€T CEPBEPOM, BBITIOJTHSIIOIINM 3arp OChI/KOMaH/IbI, TepeaaBaeMble ¢
1Iep COHAJIBHOTO KOMIIbIOTEPA YUaCTHUKA, TUOO0 U3 TOBAP HO-YUETHOM CUCTEMBI.

B3aumopeiictBue mosip3oBatens (COTpyAHHKA OpTaHU3AlMU) U TOBAapHO-
YYETHOM CUCTEMBI OP TAaHU3AIMH B YACTH PAOOTHI C P ETUCTPATOPOM BHIOBITHS MOKET
OBITH p €AJTM30BAHO, B TOM YHUCIIE M C HCIIOJIb30BaHNEM BeO -KiirueHTa (BeO-0pay3epa).

Pemenne o0 TpPUMEHEHWHM TEXHOJIOTHMM WCIOJb30BaHUS BEO-KIMEHTA
P THUMAETCS Op TaHU3AIHEN CAMOCTOSI TENIBHO.

Ccplnka Ha paszaen caita, B KOTOPOM COAEPIKUTCS BCS HEOOXOauMas
uHpopMaLus 0 pexuMax paboThl U crocobax MOAKIIOYEHUS PETrUCTPaTOpOB
BBIOBITHSA: https:/uyecTHbIi3HAK.pd/business/projects/medicines/retirement_record
ers/.

Nurerpanus ycrpoiictBa ¢ TYC ocymiectBisiercsi cyObeKTOM 00p allieHust
JIeKap CTBEHHBIX CP €/ICTB CAMOCTOSITENILHO JTUOO ¢ Mp uBJIeyeHreM nocrapmuka U T-
ycnyr. Ilpu paspaboTke HMHTErpalMOHHOIO B3aUMOJEHUCTBHUS HEOOXOIMMO
PYKOBOJCTBOBAaTbCA TEXHUYECKOW JOKYMEHTAlMEW, pPa3MCEIICHHOM Ha CauTe
YectHbii3HaK, B pa3jaene « Beliepikka u3 TeXHUUECKO U crieluduKaliy Ha MO CTaBKY

P ETrUCTP aTOPaA BHIOBITHSI Y.
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PykoBoacrBa moJsib30Barenss K  YCTPOMCTBY pa3MELIEHbl B paszeie
«Perncrpartopnl BEIOBITHSI» HA calTe «UecTHRIN 3HAK).

3.6.2.2. OOecnevyeHHue y4aCTHUKOM PerucTpaTopoM BbIOBITHS

YCTpOUCTBO MpEIOCTABISECTCS OINEPATOPOM CHUCTEMbl MOHWUTOPHHIA Ha
OCHOBAaHMHM THIIOBOTO JIOTOBOpa IO TPEACTABICHUIO PETHCTpaTopa BBIOBITHS
JIEKap CTBEHHBIX M ernaparoB cyObekTamM 0OpaleHus JIeKap CTBEHHBIX CPEJICTB Ha
0e3B03Me3/THOM OCHOBE, (POpMa KOTOP Oro yTBEP K/ eHa IMp Mka3oM MUHITp oMTOpTa
Poccun ot 13.08.2019N 2973.

NHCTpyKIMST 1O TMOJYYEHHIO perucrparopa BbIOBITUS TIpHUBEIACHA B
[TpusoxxeHnuu 2 HACTOSIINX METOJIUUECKUX P EKOMEHAAIUH.
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4. IIpouecchbl ABHKEHHUS TOBAPA MEK1Y KOHTPareHTaMu
4.1.11pamasi u 0OpaTHbIE CXeMbI aKIENTOBAHUS

B pamkax rpaXXZaHCKO-IIPABOBBIX OTHOIIEHUNW MEXAY KOHTpAareHTaMH

JIOITYCKAETCSl MCIOJIb30BAHUE OJHOTO W3 CIEAYIOIUX BapHUaHTOB IOCTABKU
JIEKap CTBEHHBIX I1p ENapaToB:

1. Ipsamoii mopsinok akuenToBaHus, npu koropom B PI'IC MJIII
OTIPABUTEIEM PETUCTPUPYIOTCS  CBEACHHS 00 OTrpy3Ke MOKYIaTeIo
JIEKap CTBEHHBIX IIP €11apaToB, @ MOJyYaTesIEM OCYLECTBIACTCS I10ATBEP )KIACHUE B
OI'MC MJUJIIT 3aperucTpupOBaHHBIX OTIPABUTEIEM CBEICHUH 00 OTrpy3ke
JIEKap CTBEHHBIX ITIp ENapaToB.

2. OO0paTHbIi NOPAAOK aKUenTOBaHuA, Ip U KoTopoM B PT'IC MJIII
MOJIyYaTeieM P ErUCTP UPYIOTCS CBEAEHUS O P MEMKE JIEKap CTBEHHBIX TP €MapaToB
Ha CKJIaJl, a OTIIP aBUTEIEM OCYECTBIISETCS [MOITBEPIKICHUE CBECHUI O P UEMKE
Ha CKJIaJ MOKYIaTeN .

Perucrpanms B ®I'UIC MJUJIII cBemeHnii O TpHUEMKE JEKap CTBEHHBIX
[IpEnapaToB MOXKET OCYLIECTBIIATHCA KAaK BPYUYHYIO, TAK U C HCIIOJIb30BaHUEM
TOBAPHO-YYETHBIX CHCTEM Y4aCTHUKOB, UHTErp upoBaHHbIX ¢ DI MC M /IJIII.

[Ipy npAMOM mNOpAAKE AKUENTOBAHMS IOJYYaTENO JIEKap CTBEHHBIX
npenapatos B ciydae oTcyTcTBud TYC HE00X0AMMO:

1. OtckaHup OBaTh MOCTYUBIINE BTOPUIHBIE WITU TP CTUY HbIC YITAKOBKH (B
cillydae, €Clid BTOPUYHBIC YIAKOBKH BJIOXEHBI B TPETUYHYIO), MPH
nomomu 2D ckanepa wmnm TepmuHana cOopa maHHBIX. B ciydae
OTCYTCTBHUSI CKaHEpa CIEAYET BHECTH BPYUHYIO YEIOBEKO-UUTAEMYIO
uHpopmanuio o SGTIN u cepnitHom HOMepe, HAHECEHHBIX HAa YTIaKOBKY
Jekap crBeHHoro npenapata u\w SSCC, HaHeCeHHBIH Ha KOPOO HIIH
najnery, B Xml-gokymeHr, u 3atem 3arpy3uts ero 8 ®I'IC MJIII ¢
WCIO0JIb30BaHreM JIMIHOT0 KaOMHETa y4acTHIKA 000pOoTa.

2. Ilpoitm aBTOpm3ammio B JIngyHOM KaOuHETe ydacTHHKa 0O0OOpOTa,
nepentu B paszuen «Peectp 1oKyMeHTOBy - moapaszuen « Bxomsmuey, ¢
UCTIOJIB30BaHUEM (GUIbTpa HAWTH TOCTYNUBIINE YBEIOMIICHUS 00
otrpy3ke u cBeputh SGTIN, HaHECEHHBIX HA YAKOBKU MOCTYTUBIIMX
nekapcrBeHHbIx npenapatoB m\win SSCC, ¢ SGTIN u\mun SSCC,
COJICp KAIMMHUCS B YBEIOMJICHNH ITOCTaBIIMKa (cxema 601 orudeckoit
Mo e aiiioB oomena ®I'MC MJJIIT).

3. Ilpu oTCyTCTBUHU PaCXOXKIACHUH U NP €TEH3UI K TIOCTaBJIEHHOMY TOBapYy,

OCYILIECTBUTH P UEMKY JIEKap CTBEHHBIX Ip erapaToB U
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3apeructpupoBate B GI'IC MJUJIII cBeneHuss o MpUHATOM TOBape,
UCIIOJIB3Ysl JUISl Tiep enaun uHpopManmm JoOKyMeHT B ¢popmate Xml, ¢
noMompio JlngyHoro kaOwHera ydacTHHKa oboporta (cxema 701
Joruyeckoi Moaemu dainos oomena GI'YIC MJIJIIT). B xml-goxymenre
HEOOXOIMMO  yKa3aThb HJACHTU(DUKATOPBI MECT  JIEATEIbHOCTH
OTHp aBUTENS U TIOJTyYaTeNs, a TaKKe OTCKaHUp oBaHHbIE KOJbI SGTIN
nnu SSCC, cornacHo myHKTYy 1.

4. Ecnu x TOBapy HMEIOTCA MPETEH3UH, JOIMYCKAETCsl OCYIECTBUTh
YaCTUYHYK NpPUEMKY ToBapa, 3aperucrtpupoBaB B OI'MC MJII
CBEJICHUS O MPHUHITOM TOBApe, UCIIOIB3YSI AJIsl TIep eAa4uu HH(POP Maln
JTOKYMeHT B (opmate Xml, ¢ momoribio JIMuHOTO KaOMHeTa y4aCTHHKA
obopora (cxema 701 mormueckoir moxaenu daimoB odmeHa PIUC
MJIJIIT), i - oTKa3aThCsl OT P UEMKH JIEKap CTBEHHBIX M €11apaToB C
nomoIpio Xml-mokymenra (cxema 252 yorudeckord Mojenu (aitios
oomena ®I'MIC MJIJIIT).

[Ipu oOparHOM TOpPSJKE AaKIENTOBAHUSA TMOJYy4YaTeNl0 JIeKap CTBEHHBIX
npenapaToB B crydae orcyTeTBus TYC HeoO0X01uMo:

1. OtckaHup OBaTh MOCTYUBIINE BTOPUIHBIE UITU TP CTUIHBIC yTAKOBKH (B
ciiydae, €Clii BTOPHWYHBIC YIIAKOBKU BIIOKEHBI B TPETUYHYIO), TPH
nmomomu 2D ckaHepa wiaum TepMmMuHANIa cOopa maHHBIX. B ciydae
OTCYTCTBHUSI CKaHepa ClIeqyeT BHECTH BPYUYHYIO YEJIOBEKO-YUTAEMYIO
uHpopmanuio o SGTIN u cep nitHoM HOMepe, HAaHECEHHBIX Ha YTIaKOBKY
Jekap crBeHHoro npenapata u\w SSCC, HaHeCeHHBIH Ha KOPOO WM
najiery, B Xml-gokymeHr, u 3atem 3arpy3utb ero 8 ®I'IC MJIII ¢
ucnoJib3oBaHueM JInuHoTO KabKUHeTa yuacTHUKA 000pOTa.

2. llpoiitn aBTopm3anuio B JImdHOM KaOWHETEe ydYacTHHMKAa 000pOTa,
nep elTH B pasaen «Peectp TOKyMEHTOBY M OCYIIECTBUTH 3arpy3Ky Xml-
IoKyMeHTa, coaepkariero ceeaenns 0 SGTIN mocTynuBuInx ymnaxkoBok
nekapcrBeHHbIX npenapatoB u\winm SSCC (cxema 416 jorudeckoit
moaenu ¢aiinos oomena ®I'MC MJIJIIT).

3. JlokaaThCs OT MOCTABIIMKA JIEKAPCTBEHHBIX ITP €MIapaTOB YBEIOMIICHHS,

MOATBEP XKAAIOIIET0 (aKT OTTPY3KH JIEKap CTBEHHBIX MperaparoB (cxeMa
607 nornueckoit Moaenu daitnos oomerna GI'IC M IJII).

[Ipu oOpaTHOM MOpPSJKE AKIENTOBAHUS TPYy30MOIydYaTesib JTOJKEH OBITh
00aBIICH I'P y300TIPABUTENIEM B PEECTP JOBEPEHHBIX KOHTPAr€HTOB.

[Ipy HanmuuuM TOBApPHO-YUETHOUN cucTeMbl, HHTerpupoBaHHON ¢ DPIUC
MJIIJIL, ansa BBIMOJTHEHMS OINEpalui akIenTOBAaHUS JeKap CTBEHHBIX TP EMapaToB
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HE0OXO0IUMO 00pATUTCS K pyKOBOJICTBY MOJIB30BATEN I CUCTEMbI, pa3pad0TAHHOMY
nocraBmukoM UT-ycayr qiis cydObekTa o0paneHus JeKap CTBEHHbIX CPeICTB.

B pamkax oGopoTa JiekapCTBEHHBIX MpENapaToB MEKIY KOHTpareHTaMH
JIOITY CKa€TCsl OTMEHA CIIEAY FOIINX OTIEp allvid:

e Perucrpanus 8 ®IT'MMC MJIII cBenenuit 06 0T3BIBE OTIIP ABUTEIIEM
MEPENAHHBIX  IOJy4aTEIr0 JIEKAPCTBEHHBIX IMpENapaTtoB -
IIP UMEHAETCS pu HEOOXO0IUMOCTH OTMEHUTh paHee
ocyuiectBiieHHY0 onep anuto B OIT'MC M /JIII.

e Perucrpanus B ®I'MMC MJIII cBenenuit 00 oTKa3e mojaydaTess oT
MPUEMKHU JIEKAp CTBEHHBIX MpErnaparoB — MPUMEHSETCS B CilydYae
BBISIBIIEHUSI ~ HECOOTBETCTBUM NPHU  IPHUEMKE  IOJy4arTelieM
JIeKap CTBEHHBIX TP €MapaToB U HEOOXOAMMOCTH OTKa3a OT MP UEMKU
Iep €IaHHOT O TOBApa.

e Perucrpanusa 8 ®T'UC MJIII cBenennii 0 KOpPEKTUPOBKE paHee
HaMpaBJICHHBIX PEKBU3UTOB - MPHUMEHSETCS IS KOPPEKTHPOBKU
paHee HampaBJICHHBIX PEKBU3UTOB OTIpaBUTENS (TPUMEHSETCA
TOJIBKO JUISI OTIEp alliH P ETUCTPALIMN CBEACHUM O 3aBEp LLICHUU JTara
OKOHYATEJIbHOW YIIAKOBKHA M PETUCTPALMUA CBEACHUM O BBIIYCKE
rOTOBOM TP 0Ty KLIMH 32 TP €7€1aMu Tep putopuu PO) .

Hnsa yno6cra nons3oBarus B @I'IC MJJIIT np exycMoTpeHa BO3MOKHOCTD
pErucTpalum CBEAECHU 0 YaCTUYHOM IpUEME JIE€Kap CTBEHHbBIX IMpenapaTos. s
3TOTO MOJTYYaTENI0 HEOOXOJMMO OTPa3UTh B COOTBETCTBYIOIIUX MOJIAX « SSCCy» 1
«SGTIN» xml-mokyMeHTa TOJBKO T€ CBEICHHUS, KOTOPBIC COOTBETCTBYIOT
(dakTHUeCKH MPUHATHIM YIAKOBKAM JIEKapCTBEHHBIX MpenapaToB (cxema 701
JorHyeckoi Mo e daitnos oomena ®I'MIC MJII).

Hampumep, B ciryuae moaydeHus OT MOCTaBIINKa XM|-ToKyMeHTa ¢ yka3aHueM
k0710B SSCC myiss kopoba Nel nkopoba Ne2 (cxema 415 nmoruueckoii Momenu (paiiion
oomena ®I'IC MJJIII), momyuartens B OTBET MOXeT chopmupoBars Xml-
JOKYMEHT, cojep amui uHpopmamnuio o npueMke kopooda Nel u ortkaze ot
npueMku KopoOa Ne2 (cxema 252 nmorudeckoit Mmoaenu ¢aiinoB oomena ®I'MIC
MJIJTIT).

Taxxe nomyckarorcst BapuanTtsl peructpaunu B PI'YC MJIII cBenenuii o
YaCTUYHOM OTKa3€ OT IPUEMKH YIIAKOBOK JIEKAPCTBEHHBIX IIpEnaparoB, B TOM
cllydae €CIM B COCTaB€ IIOCTABKU IIOJIYYEHBI JICKApCTBEHHBIE IIpErapartsl,
arp erupoBaHHbIe B KOp 00, U JIeKap CTBEHHbIE Mp eMaparhl, B OTHOIIEHUE KOTOPbIX
arperaiys He puUMeHsIack. B 1aHHOM ciiydae yyacTHHK 000pOTa TaKkyKe BIIp aBe
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chopmMupoBaTh OTKa3 OT MpHUEMa YacCTH HEarperupoOBaAHHBIX JIE€Kap CTBEHHBIX
npenapatos, cpopmupoas u otipasuB B @I'MIC MJIJIIT cootBercTBytomuii Xml-
JIOKYMEHT.

Jlomyckarorcss  ClieHapuM OTTPY3KH JIEKAPCTBEHHBIX IMpPENapaToB OT
MOCTaBIIMKA MOJYYaTENt0, P U KOTOPOU MOKYMATEIEM BBICTYAET TP EThsI CTOPOHA
(. e. nanHo# opranmzanuu (UI1) nepexonur npaBo coOcTBeHHOCTH). B nanHOM
ciyyae B ®I'MC MJJIII peructpupyercs TOJBKO oOIEpalus Nepeaayd OT
MOCTaBIIMKAa (PaKTHUECKOMY T'PY30IOJydaTeIo JIeKapCTBEHHBIX IIpEIapartos.
Omnep aryst iep ea4uu Imp aBa COOCTBEHHOCTH OT I'P Y30MOIydaTeNs K 0P HIY €CKOMY
BJIJICTIBITY TIP ¥ ’TOM HE P €TUCTP UPYETCSI.

[Ipu ocCymiecTBICHUM TIPOUEAYp MNpHUEeMa-liepeaadyu JieKap CTBEHHBIX
npenapatoB nepenayva ceeaennii Bo ®I'MC MJIIT np ouzBoauTcs yuaCTHUKAMU Ha
OCHOBaHHH OJHOTO THIIA TOKyMeHTa (ToBapHas HakinagHas TOPI'-12), ¢ ykazanuem
HOMEpa W JaThl HAakIagHOW. Takke OMyCKAaeTcs BO3MOXKHOCTb YyKa3aHWs

PEKBU3UTOB YHUBEP CAJIbHBIX IEP €JaTOUHBIX JOKYyMEHTOB (nanee — YIIJ[), B Tom
Clly4ae €ClIM TaKOW THIT JOKYMEHTA UCIIOJIb3YETCsl yUaCTHUKaMuU 0 00poTa.

Perucrpamnusa 8 ®T'MIC MIJIIT cBenenuii 00 aKIenTOBaHUM JICKAP CTBEHHBIX
IPENapaToB OCYILIECTBISAETCS B COOTBETCTBHM PErVIAMEHTHBIMH CPOKAMH,
onpeAeseHHbIMU nnocTaHoBNeHueM I[IpaButensctBa PO ot 14 nekadbpsa 2018 r. N
1556 «O6 ytBepxknaenun IlomoxeHuss 0 CUCTEME MOHUTOPHHIA JBHUKEHUS
JIEKap CTBEHHBIX MPENaparoB JJs MEIULMHCKOrO NpUMEHEHus». Perucrpamms
CBelICHUH 00 aKUENTOBaHMWU IOCTaBKH JOJDKHA OCYIIECTBIATHCS CYyOBEKTOM
oOpaiieHuss BHE 3aBUCUMOCTM OT  TEKyILIero craryca  [OANHMCAHUA
COIP OBOAUTENBHBIX (PUHAHCOBBIX TOKYMEHTOB MOCTaBKH (TOBap HbI€ HAKJIa IHbIE,
YHUBEpCaIbHbIE TEpENaTOYHblE  JIOKYMEHTb) cyObekramMu  oOpalieHus
JIEKap CTBEHHBIX CP €/ICTB.

B ®I'MC MIJII dukcupyercs dakTudeckas CTOUMOCTh CIUHHUIIBI
NOTP EOUTENHCKON YIMAaKOBKHM JIEKap CTBEHHOTO TMpemapaTra, KOTopas JdOJDKHA
COOTBETCTBOBATh  CTOMMOCTM  €IUHUIBI  MOTPEOUTENHCKON  YMaKOBKH
JIeKap CTBEHHOT0 Tp enapara, OTPaXCHHOM B COTP OBOAMUTEIIBHON JTOKYMEHTAIIUN.
[Tpu sTOoM, psin cyObekTOB oOparieHus JieKap CTBEHHBIX CPEACTB PAaCcCUUTHIBACT
CTOUMOCTh eIMHUII 1o ¢opmyne «O6mas croumocts maptuu ¢ HJC /
KOJIMYECTBOY» C OKPYIJICHHEM A0 MOJHOM KOTEWKH MO MpaBUy «K OJKaiiemy
LEIOMY», 4YTO NP 0OpaTHOM nepecyeTe (CTOMMOCTh €IUHUIIBI TOTP €OUTENHCKOM
YIAKOBKH * KOJIMYECTBO) BBHI3BIBAET p a3JMUKE 001l CTOUMOCTH Tap TUU U 00IIIel
cymmbl HJIC nip MBEZIeHHBIX MTOCTaBUIMKOM B COTIP OBOAUTEIBHOM TOKYMEHTAIIMU HA
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HC3HAYHUTCIbHYIO MAaTCMATHYCCKYIO IIOI'PCIMHOCTb, BO3HUKAIOIIYIO B CBA3U C
OKpP YIJICHUECM CYMMBI.

Taxke pomyckarorcs cinydau, korna B PI'MMC MJUJIIT yka3siBarores
dakTuueckue CTOMMOCTH €IUHUIBI MOTPEOUTENIbCKOM YMAaKOBKH COTJIACHO
HAKJIQJHOM, OJTHAKO yKa3aHHas CyMMa BCEX LEH NOTPEOUTENbCKHX YIaKOBOK
[10J1y4aeTcsi MEHbIIE, YEM CTOUMOCTD I'OCYJaPCTBEHHOT'O KOHTPAKTa MEHEE YEM Ha
CTOMMOCTh OJIHOM MOTPEOUTENHCKON YITaKOBKU. B 3TOM cilydae moCTaBIIMKOM B
TOBApPHOM HAKIAJHOM YKa3bIBAETCA, YTO «HU3JIUIIEK» JAHHOM YIIAKOBKU
ITOCTAaBJISIETCS 34 CYET CPEACTB I'PY300TIPABUTENSA.

Heob6xoaumo oOpaTuTh BHMMaHHUE, YTO YKa3aHHbIE PaCXOXKACHUS HE
SABJISIIOTCSL OCHOBAHMEM JUISL OTKA3a IPy30II0Iydarens B [P UEMKE JIEKAP CTBEHHBIX
IIPENapaToB K YUYETY HA OCHOBAHUHU JIAHHBIX, OTP AXKEHHBIX B COIP OBOJUTEIILHBIX
JOKyMEHTAaX.

4.2 IlepeMellieHr e MeXKIY MECTAMH /IeATEILHOCTH YUYACTHUKA 000poTa

OI'MC MIJIIT oGecneumBaeT BO3MOKHOCTh PErUCTpaIMM CBEACHUN O
NepEeMEIICHUH JIEKapCTBEHHBIX MpEenapaToB MEXAY pa3jIuYHbIMU MECTaMU
OCYILECTBJICHUS IESITEIbHOCTH (COTJIACHO JINLIEH3UH ) BHYTPU Cy ObeKTa 0OpaleHust
JeKapCTBEHHBIX CpeacTB 0e3 Tmepexoja TMpaBa COOCTBEHHOCTH, a TakKke
nep EMEIICHNE C MECTa OCYIIECTBICHUS JACSITEIbHOCTH HA MECTO OTBETCTBEHHOTO
XpaHeHUs ¥ 00p aTHO.

Hns otpaxenus B ®I'MC MIJII ¢akra nepemenieHus JiekapCTBEHHbBIX
p erapaToB HEOOXOAUMO BHITIOTHUTH CIIEAYIOIIUE IEHCTBUS:

1. YimocroBepuThcs B TOM, YIAKOBKH JIEKAapCTBEHHBIX IIp€Mapartos,
cojepxamme yHukainbHble uaeHTHPuKaTopsl SGTIN, Kkotopble
Y4aCTHUK 000poTa IUJIaHMPYET NEPEMECTUTh B JpPYroe MeECTO
OCYIIECTBIICHUS JIESITEILHOCTH, HaxoAsTcs 1o JanubiM @I C M y
Hero Ha OanaHce.

2. CyObexToM 00palieHus JieKap CTBEHHBIX cpencTB B JInaHOM KaOuHeTe
OI'NC MUJIIT nosmkHO OBITH 3ap ETUCTPUPOBAHO MUHUMYM 2 MeECTa
OCYILECTBJICHUS AESITETbHOCTH.

3. OcyuiecTBUTh  MEpPEMEIIECHUE JIEKAPCTBEHHBIX IMpenaparoB U
3apeructpupoBath B DI'MIC MJJIII cBenenus o mepemenieHuu (cxema
431 noruueckoit monienu ¢aitnoB oomena ®I'NC MJIIT), ucnons3ys
Ui mepenadr uHGopManuu JoKyMeHT B ¢opmare Xml. B momsx
«SSCC»u «SGTIN» xml-goxymeHTa HEOOX0IMMO YKa3aTh BCE KOIbI U
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YHUKAJIBHBIC U eHTI/I(l)I/IKaTOp bI YIIAKOBOK JICKAPCTBCHHLIX ITPCIIAPATOB,
KOTOpPBIC OBLIIH nep EMCIICHBI HA AP YITOC€ MCCTO ACATCIbHOCTH.

CBeneHus O BHYTPE€HHEM IEp EMEIIEHNUH JIEKAP CTBEHHBIX TP EMapaToB MEKITY
agpecaMl MECT OCYIIECTBICHUS ACATENBHOCTU COIVIACHO JIMIEH3UU (C y4eToM
TaKUX BUIOB JEATCIBHOCTH, KAaK NPOU3BOACTBO JICKAPCTBEHHBIX CPEICTB HU
bapmaneBTHUecKas nesaTenbHocTh) peructpupyercs B DT'C MJII B Teuenue 5
pabounx nHew ¢ paKTUYECKOM 1aThl IEep EMEIICHHUSI JIeKap CTBEHHBIX ITp €11apaToB JI0
IIP €ACTABJIEHUS CBEICHUM O HAJIbHEUIINX ONEp alusX ¢ TAKAUMHU JIEKAp CTBEHHBIMU
IIp enapaTaMHu.
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5. BbIBO JIeKapCTBEHHBIX MpeENaparos U3 00opora

BriBoa 13 000poOTa JieKkap CTBEHHBIX P €MapaToB - pean3anus, Ipogaxa u
OTIyCK (B TOM YMCJIE MO PELENTY) JeKap CTBEHHBIX MpenapaToB NOTP EOUTEIIO,
IpUMEHEHHUE, Mepeaaya Ha YHUYTOKEHHE, yTpaTa U CIMCAHHUE JIEKap CTBEHHbBIX
p emapaToB, 0TOOp 0Opa3IoB, BEIBO3 paHee BBE3CHHBIX B Poccutickyro demep arpro
JeKap CTBEHHBIX I enaparoB (PedKCIOpPT), a TAKKE BBIBOJ M3 000pOTa MO MHBIM
p UYUHAM.

Cpoxu nepenaun napopmanuu B PI'MC MJJII: Cyonekt oOpameHus
JIeKap CTBEHHBIX CPEACTB, OCYLIECTBISIOMINNA BEIBOJ U3 000pOTa JeKap CTBEHHBIX
npenapaTos (3a UCKIIIOUEHHUEM BBIBOJA U3 000pOTa JIeKap CTBEHHBIX IIp e1apaTtoB
nyTeM oTOOpa oOpasloB, BbIBO3a paHee BBE3€HHBIX B Poccuiickyro denepaumu
JIeKap CTBEHHBIX MpenapaToB WIM NepeJayd Ha YHUYTOXKEHHUE), B TEUEHHE 5
pabounx AHEN C JaThl COOTBETCTBYIOUIEH OMEpalvy MpeACTaBIsieT B CUCTEMY
MOHUTOP MHTa CBEJICHUSI.

B ®I'NC MIJIII peanu3oBaHbl CIeAyOMKE BUIBI BBIBOIA JIEKAP CTBEHHBIX
Ip ernapaToB U3 000poTa:

- PO3HUYHAS [P OJIAXKA;
- JIbTOTHBIN OTITYCK JIEKap CTBEHHBIX M €11apaToB;
- BBIBOJI U3 000POTA JIJTSI OKa3aHHsI MEIUIIMHCKOW TOMOIIIH ;

- BBIBO/I M3 000POTA 10 MHBIM P UUUHAM.
5.1.Po3HrYHAS MPOIaKa JIEeKAPCTBEHHbIX MPeENnaparoB

Jlnsa BeIBOJA M3 000POTa JIeKap CTBEHHBIX TP €IMapaToB B paMKax pO3HUYHON
P OJIaXKH YYACTHUK 000pOTa IOJHKEH UMETh aKTyallbHOE KaCCOBOE TP OTPaMMHOE
obecnneuenne, KKT wm ckanmep, oOecmeumBaromuii cuuThiBanne 2D kopda
Map KUPOBKHU.

KaccoBoe nmporpammuoe obecriedenue mopabatpBaercs mocrapmukom UT-
YCIIYT B COOTBETCTBHH C TP €00BaHUSAMH K MAPKUPOBKE JIEKAP CTBEHHBIX TP ENapaToB.
[Ipu oTcyTcTBUM CKaHEpa, ClTOCOOHOTO cuuThIBaTh 2D K0j, yuyacTHUKY 000poTa
HE0OX0oauMO ero mpuobpectd 3a coOctBeHHbIM cuer. C  mepedHeM
P OTECTUP OBAHHOTO O00OP yI0BAaHMSI MOKHO O3HAKOMHTHCS Ha caite «YecTHbIi
3HAK».
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CBeneHus 0 BbIBOJE M3 000OpOTa JIeKap CTBEHHOIO Ipernapara rnepeaaroTes
yyactHukoM obopora B ®IT'MIC MUJIIT uepe3 OnepaTtopa ¢puckaabHbIX JaHHBIX
(manee — OD/), B pexumMe peaabHOr0 Bp EMEHHU.

O®/I, na 6e3B03ME3THOM OCHOBE, 0OectieunBaet nep eaavy ceeaenuit B ®ITUC
MJIJIIT o BbIBOZIE M3 000OPOTA JIEKAPCTBEHHBIX ITP €TIApaTOB yYaCTHUKOM 000pOTA..
ITpouecc nepenauu CBEACHNN COCTOUT U3 CIEAYIOIINX HIAar0B:

1. Ilpu ocymecTBieHn: pacyéra ¢ MoKynaTeIeM (pop MUPYyeETCsl KaCCOBBII
YeK 1 (PUCKaTbHBIN JOKYMEHT.

2. OuckanbHbINA JOKYyMeHT mudpyercs puckanbubmM HakonuTeneM KKT u
3aTeM 3amudpoBaHHbIM nakeT nep epaercs OD/I, oTkyna nepenaercs B
denep albHY 0 HAJIOTOBYIO 1y )0y Poccuiickoit Deneparuu (manee —
®OHC).

3. Ilocne moaTBepxaenus oneparuu B ®HC, mokyMeHT mepenaercs u3
Ol 8 ®I'MC MIJIIT (cxema 10511 moruueckoit moaenu ¢anioB
oomena ®I'MC MJIJIIT).

[Ipu oTCyTCTBUMM CBeA€HM O BBIOBITUM B JIMYHOM KaOWHETE y4YaCTHUKA
00opoTa, B IepBYI0 OUEp €/1b, pEKOMEHYETCS [P OBEPUTH HATUUHE KACCOBOTO YeKa
B Jluunom kabunere O®J] (nmpu Hanuuuu). B ciaydae OTCyTCTBHS TaKoOM
BO3MOJKHOCTH YYaCTHUKY 000OpOTa HEOOXOAMMO OOpaTtuThCsi B CIYxOY
TexHudeckor noaaep xxku @I'MC MJIIL.

Ilocneoosamenvnocmey 6vinOIHEHUA O0CUCMEUIL COMPYOHUKA ANMEYHOU
Op2aHU3AUUU NPU POZHUYHOI RPOOAdice 1eKapCmEeHH 020 npenapama:

1. Honyuums 3anpoc om nayuenma.

2. Ocywecmeumo hapmayesmuueckoe KOHCY1bMUPOBaAHUE.

3. Ilooobpams HeoOx00uMBbLE 1IEKapCHEEHHbLE NPENApPantbl.

4. Ionyuums coznacue nayueHma Ha RPUOOPemeHue 1eKapCcme eHHbIX
npenapamoe.

5. Ioouepéono cuumamo koowvt mapxuposku DataMatrix 2D cxanepom
C Kaxcooil ynaKo6Ku 1eKap CneeHHbIX NPenapamos .

6. Yoocmosepumucsa, umo Ko0vt MapKupoeku cuumanuco KoppexKmHo.

7. IHonyyuume onnamy 3a JeKapcmeEeHHull npenapam U HpPoOUmMb
Kaccoeulil uek.

8. Boioambv nayuenmy nexkapcmeeHHwlii npenapam, coauy (npu
Heo0X00umMocmu) u Kaccoe8ulil Yek.

B pamMkax poO3HMYHOM MpPOJAXM JOIYCKAETCA OTIYyCK JOJUA U3
Pa3yKOMIUIEKTOBAHHON YIIAKOBKH JIEKapCTBEHHOTO Ipernapara, T.e. YaCTHUYHOE
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BBIOBITHE BTOP UYHOM yIIaKOBKH. BTOpuyuHas ynakoBKa JiekapCTBEHHOT O ITp enapara
JIOJI’)KHA COXPAHATHCS 10 MOMEHTA OTITY CKa MOCJIETHEH 10U BTOPUYHON YITAKOBKH.
Jlnst  OCylIecTBIIEHHS YaCTUYHOTO BBIOBITHUSA B KACCOBOM TP OTPAMMHOM
obecrieueHnn cyObekTa oOp aleH st JIeKap CTBEHHBIX CP €/ICTB HEOOXOIUMO BBECTH
KOJIMYECTBO MP OaHHBIX [1€p BUYHBIX YIIAKOBOK U 00111€e KOJIUYECTBO Mep BUYHBIX
yIIaKOBOK BO BTOpHUYHO yriakoBke. KaccoBoe 110 nomxHo oOecrieunBarh NpoBEPKY

KOJIMYECTBA paHee BBIBEJICHHBIX M3 000poOTa 10Jied U OJOKUPOBaTH BHIOBITHE
«U3JIULIKOBY, BBIBOJIS1 COOTBETCTBYIOLIEE YBEIOMIICHHUE.

B cayuae oOHapyXeHus NOMNBITKM OCYUIECTBUTh BBIBOJ U3 000poTa
«uznuiikay OT'UC MJUJIIT ocyniecTBUT BBIBOJI JIEKAp CTBEHHOTO MpernapaTta u3
obopora, mpu 3ToM OyAer 3aUKCUPOBAHO HAPYLIEHUE, U COOTBETCTBYIOMIAS
uH(opManus Oy 1eT Hanp aBjieHa B HaA30pHbIN oprad (Poc3apaBHaizop).

B cnydae oTmycka JekapCTBEHHBIX MpenapaToB (PU3MUECKOMY JIUILY,
3aCTpaxOBAaHHOMY B paMKax JOOpPOBOJILHOTO MEIUIMHCKOTO CTpaxXOBaHUA,
ceegenuss B ®I'MC MJUJIIl monmarorcs ydyacTHHMKOM oOopota mo cxeme 511
aorudeckoit mosienu ¢ainoB ooMena PI'MC MJII» ¢ ykazaHueM «HYJIeBOID»
HEeHbl YIIAKOBKM, a TAK)KE YKa3aHHE B CX€M€ BHJIa JOKyMeHTa (0JiaHKa CTpOroi
OTYETHOCTH WU «mpoueen). Jomomuurenbubpix cBeaenuin B OI'IC MJIJII
CyOBbEKTOM 00 allleHHsI JIEKAPCTBEHHBIX CP €/ICTB HE TTOJAETCH.

CyObeKThl 00palleHus JICKaPCTBEHHBIX CPECTB, 3aHUMAIOIIUECS P O3HUYHOU
MPOJAXEN JIEKAPCTBEHHBIX IPENapaToB, MOTYT OCYLIECTBISTH  OTIIYCK
JIEKap CTBEHHBIX MPENaparoB TOJbKO (PU3MYECKHUM JIMIAM C HCIOJb30BAHAEM
KOHTP OJIbHO-KaCCOBOM TEXHUKH.

Po3HuuHbIN np 0/1aBel] JiIeKap CTBEHHBIX IIpenapaToB, HE UMes JIMIICH3UIO Ha
(bapMaIneBTUYECKYO JACATEILHOCTh C yKa3zaHueM Bujaa pabot (yciyr) «OnroBas
TOPTORJISI JIEKap CTBEHHBIMH CP €JICTBAMU JJIsI MEIUIIMHCKOTO IPUMEHEHUs», HE
BITP aBE OCYIIIECTBIISITH ONITOBYIO TOP TOBJIIO JIEKAPCTBEHHBIMU CP €/ICTBAMH.

Jlnst ydacTHUKOB 0OOpPOTOB HE JIOIMYCKAETCs NP UOOPETEHHE JE€Kap CTBEHHBIX
IpenapaToB y anTeYHbIX OpTaHU3aUMM U JUCTP UOBIOTOPOB, KOTOPBIE HE UMEIOT
JIMLIEH3UU HA ONITOBYIO ITP OJIAXKY.

JIOTIOJTHUTENbHBIE PA3bICHEHUS, KACAIOLIUECS P EaIn3alUu JIEKap CTBEHHBIX
Ip enapaToB, P UBEICHBI B uchbMe Poc3apaBHamzopa ot 16.01.2020 N 01u-71/20
"O pO3HUYHOM ¥ OTITOBOM TOPTOBJIE JIeKap CTBEHHBIMU Tp erapaTamu' 2.

3 TTucemo npuBeneHo B [Ipunoxenun 4 HacTosmmx MeToIMuecKiX peKoMeH 1a Iui
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B curyammsx, korma MapKUpOBaHHBIA JIEKapCTBEHHBIM mpenapar Obul
«IpOOUT» HA Kacce B alTeKe, HO, M0 TEM WM MHBIM NP UYMHAM HE ObLI OTHYIIEH
NOKymaTento (0TKa3 Mo MHUIIMATUBE MOKYTATEI s, OTCY TCTBHUE HEOOX OTMMOM CyMMBI
JIEHEKHBIX CPEJICTB HA OIUIATY U T.J.), TAKOM YeK HE 3aKpP bIBACTCS U IOJIKEH ObITh
aHHYJIUPOBAH MOCPEACTBOM LITATHOTO KacCOBOTO IMPOTrPaMMHOIO OOeCledeHHUs.
Undopmarus, conmepkamasici B Takom dYeke, B O®Jl He mnepenaercs u
COOTBETCTBEHHO, CBEIECHUS O BBIBOJE JIEKAp CTBEHHOTO Ipenapara u3 o0opora B
OI'NC MIUJIIT ne ¢ukcupyrorcs. B ciydyae aHHyJIuMpoBaHHsS KacCOBOTO YeKa
uHopmMaius o Takom Jekap cteHHoM mpenapate B DI'YIC MJIII coxpansiercs B
cratyce «B obopote». [lonomHUTENbHBIX JEHCTBUM y4aCTHUKY 000pOTa COBEpIIATh
He Tpebdyercs.

Ba:xno! B nepexoanslii mepuoa A0 crapTa 00s3aTelbHON MapKUPOBKU
JieKap CTBeHHbIX Ip enaparos ¢ 1 utoins 2020 roxa, npu OCyIECTBIEHUH P O3HUYHOM
NpOJaXu JIEKapCTBEHHBIX TMpernapaToB (3a MCKIIOYEHHEM JeKap CTBEHHBIX
Ip enapaToB, OTHOCAIMX A K kKateropuu 7B3H), cuuTeiBaHre KOJ1a Map KUP OBKH 1
peructpainuu omnepauud BeiBojga u3 obopora B ®I'MC MIJIIT we sBusiercs
oOsi3atenbHOU mpouenypoi. [Ipu atom perynstop B nune Poc3apaBnangzopa u
OnepaTtop cucTeMbl Map KUPOBKH, B LIENSAX TECTUP OBAHUS TOBAPOIPOBO IALLEH LIETI
U oOecreueHus TOTOBHOCTH CyOBEKTOB OOpaleHus JIeKap CTBEHHBIX CPEACTB K
CTapTy 0053aTelIbHON MapKUPOBKU, PEKOMEHAYET (PMKCHPOBATh BCE OIEpallly,
coBeplIaemMble ¢ JiekapcrBeHHbIMM mpenapatamu B ®I'MIC MJUJIII, cormacho
JEHCTBYIOIITUM OH3HEC-TIP OIIECCaM.

5.2.JIbrOTHBI OTHYCK JIEKAPCTBEHHBIX MIPENapaToB

B ®I'NC MIJII peanu3oBaHbl CAEAYIOIMIME BUABI JBIOTHOIO OTITYCKA
JIeKap CTBEHHBIX IIP €I1apaTOB:

- BBIBOJ 13 00opota 1o 100% neroTe;

- BBIBOJI U3 000 OTa 10 JIbIOTE CO CKUIKOIA.
5.2.1. BeiBoa u3 o6opora no 100% abrore

BriBo 13 060pOTa TEKapCTBEHHBIX MTPENapaToB, OTITYCKAEMBIX IO P ELENTY 0
100% nprore, ocyniecTBisi€TCs C UCHOJIb30BAaHUEM YCTPOMCTBA — pPErucTparopa
BBIOBITHSI. THpOpMaIus 0 BBIBOJIC M3 000POTA TAKKX JICKAPCTBEHHBIX MPEMapaToB
nocrymaer B OI'MC MJJIII B aBTOMAaTUYECKOM PEXKUME MOCP E€ICTBOM

dbyHkumoHana peructparopa BeiObITHA (cxeMa 10521 noruueckoit Moaenu ainos
obmena ®I'MC MJJIIT).
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Taxxke nmomyckaercs OTIYCK JieKap CTBeHHbIX IpenaparoB o 100% nberore
yepe3 KKT ¢ nepenaueit nokymenta, noaroroieHHoro mno cxeme 10511 8 ®I'UC
MJJIIT mocpeactBom ykazanus meHbl 3a enunuily «0 py6.». MckiroueHnem
ABJSETCA OTIYCK JIEKapCTBEHHBIX IPEnaparoB, OCYUIECTBISEMbIM B paMKax
JIOTOBOPA KOMMCCHUM MEXJY anT€YHOM OpTaHu3alyded M  yIOJHOMOYEHHON
dapmaneBTuyeckoii opranuzanueii. B nmaHHOM ciydae OTHYyCK  JOJIKEH
OCYUIECTBIISATHCS C UCTIOIb30BaHUEM P ETUCTPATOPA BHIOBITHSL

Anzopumm oelicmeuil compyoHuKa anmeuHou op2anu3ayuu

1. Honyuamenw JIII npedocmasnsem compyoHuKy (nepeocmonbHUK))
J1b2OMHBLIL Peyenm.

2. CompyoHuk noooupaem npenapamsl 8 cOOMEEMCmMEUU C NOJ1Y4EHHbIM
Peuenmom, npu IMOM CKAHUPYem Koobl MapKUpoeKu Ha Hux. Bascno:
OMCKAHUPOGAHa 001)cHa Obimb Kadxcoasa ynakoexa. Illpu noemopnom
CKAHUPOBAHUU YNAKOBGKU Pe2UCmMPAamop 6vlovimus e 000asum ee 6
CRUCOK O011a 6blg00a U3 000poma, a co00WUmM nOJab306aAmenio 00
OUIUOOUHOM CKAHUPOBAHUU.

3. Compyonuk 6600um oamy, cepuio u Homep peuenma (Ha pezucmpamope
GblOBIMUA UNLU 6 MOBAPHO-YUEMHOIL CUCmeMe) U 8blOUpaem Oelicmeue
«3apecucmpupogamsv eviovimue». Ilocne nosaenenusa mna oOucniee
pecucmpamopa 8vl0blmus cO00u|eHUA 0 MOM, YMO 3ANPOC OMNPAGTIEH,
eévioaem JIII nonyuamenio. Bascno: osncuoamov omeem OI'HC M/UIII o
pe3yromamax nonvimku 6vie00a JIII uz oo6opoma 6 momenm omnycka
JIIT ne uyscno.

4. B cnyyae uacmuunoz2o 8vl0blmus 6mopuiHoll ynaKoeKu u3z ooopoma,
coomeemcmeywwiaa  uHgopmayua - o0 Konuuecmee  OoJeil
J1eKapcmeeHHo20 npenapama yKa3pleAemcs 6 pecucmpamaope 6blobimus
unu ¢ moeapo-yuemnoi cucmeme yuacmuuxa. Ilpu smom emopuunan

YRAKOBKA COXPAHAEMCA 00 MOMEHMA 8blObIMUA NOCIEOH el NePEUYHOIL
YRaKkoeKu.

5.2.2. BbiBO 113 000pPOTA 110 JIBIOTE CO CKUIKOM

OTnyck JIeKapCTBEHHOIO Ipemnapara C  YacTUYHBIM  JOTUP OBaHUEM
OCYILECTBIISIETCSI Yepe3 KOHTP OJIbHO-KaCCOBYIO TEXHHKY, ¢ nepenaueid B OI'UC
MJUJIIT cootBerctBytomero Xml-gokymenra (cxema 10511 normdeckoit momenu
¢aiinos oomena @I'MC MJJIII).

B pamMkax JaproTHOro OTHyCKa [OMYCKAaeTCs YaCTUYHOE BBIOBITHE
JeKap CTBEHHOTO Tipemnapara. (s ocyliecTBIeHus] YaCTUIHOTO BBIOBITHSI Uepes
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KaccoBO€ IporpaMMHoOe obOecneueHue cyObekTa oOpalleHusl JieKap CTBEHHBIX
CpencTB HEOOXOOUMMO BBECTH JOJIO0 YMAKOBKH JIEKapCTBEHHOI'O IIpernapara.
KaccoBoe mporpammHoe obOecriedeHHe JOIKHO O0OECledyruBaTh IPOBEPKY
KOJIMYECTBA paHee BBIBEJIEHHBIX M3 000poTa noJjied U OJIOKHPOBATH BHIOBITHE
«H3JIUIIKOBY, BBIBOJI COOTBETCTBYIOLIEE yBenoMieHue. Bropuunas ynaxoska JII1
COXpaHseTCs 10 MOMEHTA BBIOBITUS TOCTEAHEN 10U BTOP MUHOM YTAKOBKH.

B cnydae oOHapyXeHHS TOTBITKA OCYIIECTBUTh BBIBOJ M3 000pOTa
«m3nuikay, PI'MC MJIIT ocyiiecTBUT BBIBOJ, JIEKap CTBEHHOTO Mp €rapara u3

obopora, Ipu 3TOM OynaeT 3adUKCHpOBAHO HApYIIEHHWE, W COOTBETCTBYIOMIAS
nHdopMarusa Oy IeT HaIp aBjieHa B HaA30pHbBIN oprad (Poc3apaBHa30p).

Anzopumm oelicmeuil compyoHuKa anmeuHol op2anu3ayuu

1. HHonyuamens  1eKapcmMEEHHO20  npenapama  NPeOOCMAgiAEm
COMPYOHUKY ANMEYH O OP2AHU3AUUU 1b20MHbLIL Peyenm.

2. CompyOoHuk noooupaem npenapamsl 8 cOOMEEMCMEUU C NOJIYYEHHbIM

peuenmom, npu IMom ckanupyem koovt mapkupoeku DataMatrix na
HUX.
Basxxcno: omckanupogana oondxcrna oOvimv Kaxcoasa ynakoexa. Ilpu
HOGMOPHOM CKAHUPOBAHUU YNAKOBKU PESUCMPAMOpP 6blObIMUA He
oobaseum ee 6 CHUCOK 071 6bl6o0a U3 000poma, a cooodwum
noJ16308amesnio 00 OuWu O OYHOM CKAHUPOBAHUU.

3. Compyonux éeo0um oamy, cepuio u Homep peyenma (Ha pecucmpamope
6bl0bIMUA UNU 6 MOBAPHO-YUEHHOIL cCUucmemMe) U eblOupaem oelicmeue
«3apecucmpuposamsv eviovimuey. Ilocne nosaenenus na oOucniee
pezucmpamopa 8vl0blmus cooOuweHuUs 0 Mmom, Ymo 3anpoc Omnpasie,
OMmnycKaem 1eKapCcmeeHHblil npenapam noayuamenio.

Baosicno: oscuoamo omeem @®I'HC M/UIIIT o pezyrvmamax nonvlimku
év1600a JIII uz ooopoma 6 momenm omnycka JIII ne nyscno.

Baxno! B nepexonsblii mepuos 10 crapta 00s3aTE€IbHON Map KUPOBKU
JeKkap cTBeHHbIX npenaparos ¢ 1 urons 2020 roaa, npu OCyIECTBIECHUHU OTITY CKa
nekap ctBeHHOro npenaparta no 100% aprore 1u60 co CKUAKOHN (32 UCKIIFOYEHUEM
JieKap CTBEHHBIX [TpenaparoB, oTHocsumxcs kK kareropuu 7 B3H), cunteiBaHue koga
MapKUPOBKU U PETUCTpalliu omepanuu BeiBoga u3 o6opora B ®I'MC M/JIIT He
ABAsSETCA 00s3aTenbHOM mponeaypoil. Ilpm 3TomM perynsarop B JwHIe
Poc3apaBHagzopa u OnepaTop cHUCTEMBl MapKHPOBKH, B LENSAX TECTHP OBAHUSA
TOBap ONPOBOJIAIICH IEMU U OOecnedeHHss TOTOBHOCTU CyOBEKTOB OOpaleHus
JIEKap CTBEHHBIX CPEACTB K CTapTy 0053aTeIbHON MapKHUPOBKH, PEKOMEHIYET
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(buKcUpOBaThH BCE ONEpalluu, COBEpIIaeMbIe C JIeKap CTBEHHBIMU Tp erliapaTamMu B
OI'MC MIJIIT, cornacHo AEHCTBY IOIIIMM OU3HEC-TIP OIIECCaM.

5.2.3. BiBoa 13 000pOTa 17151 OKA3aHMS MEAUIMHCKOI MOMOIIH

BriBo 13 000poTa I€KapCTBEHHBIX MPEMAapaToOB IS OKa3aHUS METUITTHCKON
MTOMOIIIH OCYIITECTBIISIETCS C UCIOIb30BaHUEM P ErUCTPATOPA BHIOBITHSI.

Nudopmanmss 0 BbIBOJAE U3 000pOTa TaKUX JIEKapCTBEHHBIX I erapaToB
nocrymaer B OI'MC MJJIII B aBTOMAaTUYECKOM PEKUME MOCP €ICTBOM

byHKIHOHaIa perucrparopa BeIObITHA (cxema 10531 morudeckoit Moenu ¢aition
oomena ®I'MIC MJIJIIT).

JI71st ocy11ecTBIEHUSI YaCTUUHOTO BHIOBITHS JIEKap CTBEHHBIX Mp €NapaToB st
OKa3aHWs MEIMIIMHCKOW TOMOIIM B TOBApHO-y4eTHOM cucreMe (mpH
UCMOJIb30BaHUM PETUCTpATOpa BBIOBITUS B «CETEBOM peEXHME») CyObekTa
oOpailleHusi JeKapCTBEHHBIX CPEACTB WM B pErucrparope BbIObITHA (TpU
UCTIOJIb30BaHHUU P €TUCTPAaTOPa BHIOBITHS B «aBTOHOMHOM P &KHUME) HEOOX0AUMO
BBECTH JIOJIKO YIIAKOBKHM JIEKApCTBEHHOrO Npernapara. BTopuuHas ynakoBka
JIeKap CTBEHHOT'0 Ip enapara COXpaHsaeTcst 10 MOMEHTa OTILyCKa IOCIEAHEW 10U
BTOPHUYHON ynakoBKu. ToBapHO-yueTHas cuctemMa (MU PErUCTPaTOp BBHIOBITHA)
JOJKHBI 00ecreunBaTh MPOBEPKY KOJMUYECTBA paHEe BBIBEICHHBIX M3 000pOTa
noyied U OJOKUpOBaTh BBIOBITHE «U3JIUIIKOBY», BBIBOJS COOTBETCTBYIOIIEE
YBEIOMJICHUE.

B cnydae oOHapyxeHHUS TONBITKH OCYIIECTBUTh BBIBOJ U3 000poTa
«uznutrkay, ®I'MC MJJIIT ocymectBut BeiBog JIIT 13 0o6opota, mpu 3ToOM Oy et

3a(UKCHP OBAaHO HapYIIIEHNE, U COOTBETCTBYIOMIAs HH(pOpMaIus Oy 1eT HallpaBicHa
B Ha/130pHbIN oprad (Poc3apaBHaizop).

AJITOpUTM  JIEUCTBUII  COTPYJIHHKA MEIMIIMHCKOM OpTaHU3alUd TpU

WCTIOJIb30BaHUH UM P ETUCTpaTopa BBHIOBITHS BCeraa OJWHAKOB M HE 3aBHCUT OT
cnoco0a ero moaAKJIIYEHUS.

1. Compyonuk noayuaem uau cozoaem O0OKYMEeHmM-0CHOBAHUE OiA
pecucmpayuu 6616004 J1eKapCcmMeeHH020 npenapama u3 ooopoma. Imo
Modcem 0bimb mpedo8aHue-HAKNAOHAA, AKmM  CRHUCAHUA NpU
UCNOIb306AHUU 011 OKA3AHUA MEOUUUHCKOU NOMOWU UAU 110001
O0py2oil OOKyMeHm 6 COOMEEemcCmeuu ¢ GHYMPEHHEel Y4emHou
HOJIUMUKOU y4ACIHUKA 000poma.
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2. Compyonuk noobupaem ynakoeku npenapamos 6 COOmeEemcmeun ¢
O00KYMEHMOM-0CHOGAHUEM U CKAHUPYem Koobl mapKupoeku DataMatrix.
Eciu npu 3mom ucnonv3yemca moGaApPHO-yUEemMHAA  cUCHeEMA,
unmezpuposaunas c OIUC M/VIII u peczucmpamopom evlovimus, mo
COMPYOHUK MOdMcem cpa3zy e6uoemsv Ha IKpAHE KOMRbIOmepa
UHGOpMaYuUIO 0 OAHHOM J1EKAPCMEEHHOM NP enapame u 0 mom, MoIHcem
iU OAHHBLL npenapam 0vimb 6bleeOeH U3 odopoma. Pecucmpamop
8blObIMuUs npu CcKanuposanuu kooos mapkuposku DataMatrix npu
YCREWIHOM PACRO3HABAHUU KOOA MAPKUPOBKU, HAHECEHH 020 HA YHAKOBKY
JIeKapCcmeeHHo20 npenapama, 6vl600UM HA IKPAH HAUMEHOGAHUE
JleKapcmeeHHo20 npenapama.

3. 3asepuius noooop, COmMpPYOHUK evloupaem oeiicmeue
«3apezucmpupogams 6b10vimue» Ha pecucmpamope eviovimus. Ecau ne
UCNROIb3YEMCA MOBAPHO-YYEHIHAA CUCIEeMA, HA OUCnJlee YCMmpolicmea
Oyoem 6vl6edeHo coobuweHue 0 HeoHX00uUMocmu 6600a HOMePa U Oamol
00KYMEHMA-0CHOBAHUS NePed OMNPABKOIl C8eOCHUIL.

4. B cayuae uacmuyunozo 6vl0bimus 6MmopuUYHOIl YRAKOGKU U3 000poma,
coomeemcmeywowiais  uHGopmayua - 0 Konuyecmee  00.€i
JIEKApCMEEHH020 NPEnapama yKa3vleaemcs 6 pecucmpamaope 6vlovimus
unu ¢ moeapo-yuemnou cucmeme yuacmuuxa. Ilpu smom emopuunas
YRAKOBKA COXPAHACMCA 00 MOMEHMA 8bIOBIMUA NOCIEOH eIl NEPBUUHOI
YRAKOGKU.

Baxno! B nepexoanslii mepuoa A0 crapTa 00sA3aTE€IbHON MapKUPOBKH
JeKap CTBeHHbIX npenaparoB ¢ 1 utons 2020 roga, npu oKa3aHUU MEIUIUHCKON
MTOMOIIH, CYUTHIBAHUE KOJA MApKHUPOBKU M PErMCTP ALK ONEp Al BbIBOAA W3
obopora B ®I'IC MJUIIT He sBnsiercst oOsi3aTenbHOM npoueaypoi. Ilpu stom
peryasarop B auue Pocznpasranzopaun OnepaTop CHCTEMBI Map KUPOBKH, B LIENSAX
TECTUP OBaHUS TOBAP OTPOBOJSIIEH LIeTTU U 00ecreueHus] TOTOBHOCTH CyOBEKTOB
oOpaileHusi JeKapCTBEHHBIX CPEICTB K CTapTy OOs3aTEeIbHON MapKHPOBKH,
peKoMeHnyeT (PUKCHpOBaTh BCE ONEpallMU, COBEpIIAEMbIEe C JieKap CTBEHHBIMU
npenapatamu B ®I'IC MUJIII, cornacHo nelcTBY IOIUM OU3HEC-TIP OLIECCAM.

5.2.4. BbiBo 13 000pOTA 10 MHBIM IPUYHUHAM

Bwison JIIT n3 oGopora MOKET OCYIIECTBIAATHCS ydaCTHHUKaAaMH 000poOTa ¢
YY€TOM P a3JIMYHbIX THUIIOB COBEP IIIAEMBIX OTIEp alliii, B TOM YHCJIE:

e 0TOOP 00pa3IOB TAMOKEHHBIMU Op TAHAMU;
e 0TOOP 0Opa3IOBB paMKaX BEIOOPOIHOTO KOHTPOJIS;
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e 0TOOpP 00Opa3IoBB pamKax deaep aTbHOr0 HAJ30Pa;

e 0TOOP 00pa3MoB 115 hap MaIIEBTUY €CKOU SKCIIEP TU3BI;

® HEIOCTaua;

e TMepeayaIeMOHCTP allMOHHBIX 00Pa3IoB;

e crucaHue 0e3 Iepenaun Ha yHUUTOKCHUE,

e BpiBoag u3 obOopora SSCC/SGTIN, HaKOIJIEHHBIX B paMKax
IKCIEP UIMEHTA;

® CIHCaHUE Pa3yKOMIUIEKTOBAHHON BTOPUYHOH YIIAKOBKHY;

® CHHCaHHE P OM3BOIACTBEHHOI O Op aka;

® [POU3BOACTBO MEIUIIMHCKUX U3 JIEIIHIA;

® TP OM3BOJCTBO JIEKAPCTBEHHBIX TP €MIAPATOB;

e 0TOOP KOHTPOJBHBIX 00PA3IIOB;

e 0TOOp apXMUBHBIX 00OPA3IOB

e nepenauvallll Ha yHUUTOXKEHHE.

5.3.0co0enHocTH BbBIBOAA M3 000pOTa JIEKAPCTBEHHbIX MNpenapaToB B
crydyasx nepeaaqu ceegennii B ®I'MC M IJIII cyobekTaMu 00pameHns
JIEKAPCTBEHHBIX CPEJCTB C HAPYLIeHHEM PerjJaMeHTHbIX CPOKOB

[Ipu mocraBkax JeKapCTBEHHBIX MpENapaToB IMOJydaTedd TOBapa MOTYT
CTOJIKHYTbCS C CHUTyallUsIMH, MPU KOTOPBIX TPY300TNPABUTENb, MOJYUYUB OT
MEUIIMHCKON WJIM anTeYHOM OpraHu3aliyi COOOIIEHWH B paMKax OOpaTHOro
MOP 5/1Ka aKIIENTOBAHUS CBEJICHUN O MOCTABJICHHBIX JIEKAp CTBEHHBIX M eraparax,
He 3apeructpupoBai B ®I'IC MJIJITT o TeM uiiy MHBIM [P MYUHAM MO ATBEP K ICHUE
(akuenToBaHUE) CBEAECHUM O NPHEMKE MapKUPOBAHHOTO TOBapa Ha CKJIaj
mojyyareiass B PErJaMEHTHbIE CPOKH, YCTAHOBJIECHHBIE  HOPMAaTUBHOU
JIOKYMEHTAIIAECH.

Jns  oOecrniedeHnss BO3MOXKHOCTH JIaIBHEHUINIETO BBIBOJA W3 000poTa
MEIUITMHCKIMH U alITEYHBIMH OP TAaHU3AISIMH TAKUX JIEKap CTBEHHBIX TP €T1apaToB,
HE JTOKHUIAsCh TIOATBEPKICHUS TP y300TIPABUTENS 110 NCTEYCHUH YCTaHOBIICHHBIX
cpokoB nepenauu ceeaenuid, B @I'MC M/JIIT peanuzoBaHa pyHKIMOHATIBHOCTD
ydeta noo0HbIx SGTIN (manee— peectp oxunanmii).

[To dakty mepenauu rpy3omnomydarenem B @IT'MC MJIII ceenenuii mo cxeme

416 noruueckoit mojenu (aiiaoB oomeHa (0OpaTHbBIN aKIENT) B yCTAHOBJICHHBIC
cpoku (10 5 pabouux AHEH), TaKOMY YYaCTHHKY O0OOpoOTa IpeqOCTaABISIETCA
BO3MOXHOCTb OCYILECTBUTh BBIBOJ M3 000pOTa JIeKap CTBEHHOTO Mpemnaparta (B
paMKax pO3HUYHOM MPOJaXH, OTIyCKa IO JbrOT€ WM MCIOIB30BaHUS IS
OKa3aHMs MEIUIIMHCKOW MOMOIIN), IPU 3TOM HHPOpMAIHsI O Cep UHHOM HOMEpE
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BBIBEJICHHO 13 000poTa yrakoBKu iekapcTBeHHOro npenapata (SGTIN) otpaszurcs
B peecTpe OXuaaHui. MakCUMaJIbHBIN CPOK OKHMIAHUS aKUEITOBAHUS CBEICHUMN
TP Y300TIPABUTEIIEM B IAHHOM CITy4ae COCTaBUT 15 paboumnx qHEH.

Jlanee, B TOM cllydae eciii B 0003HaU€HHBIH BBIIIIE CP OK, TPY300TIPABUTEH HE
nepenan B OI'C MJIII cBenenrs 00 akienTOBaHUM MMOCTaBKH, TOTA YKAa3aHHbBIN
SGTIN oTpa3surcs B peecTpe Hap yIIeHUH, 1151 JaIbHEHIIIero aHaau3a CUTyalluy Co
cTop oHHbI peryinsrtopa (Poc3apaBHamzop).

Cpok B 15 pabGounx qHel uCUHCISAETCS UCXOIS U3 CyMMBI HOPMATHBHBIX
CPOKOB Ha MPHUEMKY TIPY300TIPABUTEIEM JIEKAPCTBEHHBIX MPENaparoB OT
TP OU3BOJIMTENS, X JAJBHEUIIYIO OTTPY3KY I'py30I0IyYareso U CpOKa NoJa4yu B
OI'NMC MJIIT cBenennii 0 BRIBOAE U3 000POTa yTAKOBKH.

JlanHast (yHKOMOHAIBHOCTh HE MpeaycMaTpuBaercss JUisl [P HEMKU
JIEKap CTBEHHBIX IIp €NapaToB 10 CXEME P IMOTO MOPSIIAKA AKIETITOBAHUS.

5.4.BbIBoJ M3 000pOTa JIeKAPCTBEHHBIX IPENapaToB MPH
HepPa0d0TOCIOCOOHOCTH PErucTPATOPa BHIOBITHS

B crydyae Hepab0oTOCIOCOOHOCTH P €THCTPATOPA BBIOBITHS YYaCTHUKY 000pOTa
HE00X0UMO 03HAKOMHUTLCS C COOTBETCTBYIOIIEH HHCTP YKITUEH 4,

5.5.0co0eHHOCTH BHIBOA U3 000POTA 1JIf OTAEIbHBIX KATEr 0P
YYaCTHUKOB

5.5.1. BbiBo 13 000pOTA U3 TPYAHOAOCTYIHBIX M OTAAJEHHBIX OT CeTH 1
CBSI3M MECT OCYLIeCTBJICHUS AeSITeJIbHOCTH

1. Opranuszauvyu ¥ HWHIMBUAYAJIBHBIE ITPEINP MHUMATENN, HAXOAAIIHECS B
TPYAHOAOCTYIIHOM MECTHOCTH, @ TAK)KE MMEIOIIUE MECTa OCYIIECTBIICHUSA
NEATEIbHOCTH, PACIHOJIOKEHHBIE B TPYAHOMOCTYIIHOM MECTHOCTH, HO
HMerLe BO3MOKHOCTh Nepelayd JaHHbIX 4Yepe3 cerb MuHTepHer,
JOJKHBI TIepefaBaTh CBEACHHS 00 omepamnusx ¢ JeKapCTBEHHbIMU
npenapatamu B ®I'IC MJJIIT cornacHo Tekylmum OH3HEC-TIp olleccam
JBIKEHUS JICKApCTBEHHBIX IpENaparoB, OMyOJIMKOBAHHBIM Ha caiiTe
YecTHbI3HAK.

2. OpraHu3aiy 1 MHIUBUIYalbHbIE TP €ANPUHUMATENHN, UMEIOIINE B CBOEM
COCTaBE MeCTa OCYIICCTBICHUS JAEATEIbHOCTH, HaXOJdAlIUeCcs B
TP YAHOIOCTYIIHOM MECTHOCTY M He UMeroLMe 1ocTyna k cetu MHTEepHer:

4 MucTpyKuusa pasMmeniena B IIpuioxennu 4 Ha CTOAIMX MeTOIMYECKAX PEKOMEH A LU
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e Ilepenaua cBenennii B PI'MMC MJUIITI ocymiectBusiercs 4epes
TOJIOBHYIO OpTaHM3alMI0, B COCTaBE€ KOTOPOM OCYyIIECTBIISIET
NeATeTbHOCTh  000COOJICHHOE  TMOJpa3aciieHue  METUITUMHCKON
OpTaHU3AIMH WK (PUITHA aTEIHOM CEeTH.

e Ecim Mecro OCyILIECTBIECHHS JEATEIBHOCTH HE  SIBISAETCH
CTPYKTYpPHBIM MOJPa3ieICHUEM BBIIIECTOSIIEH OpraHu3anuu (To
€CThb SIBJISETCS CaMOCTOSITENIbHBIM IOPUJWYECKUM JIULIOM HWJIH
WHAUBUY aJIbHBIM NP EANPUHUMATENIEM ), B TAKOM CITy4ae Y4aCTHHUKY
obopora HE0OXOAUMO 3arpy3Wrh XMI-TIOKyMEHT O BBIBOJIE
nekapcrBeHHoro mnpenapara B ®I'MC MJUJIIT depe3 JInunbli
KaOMHET U3 MeCTa, rje ecTb aoctyn k cetu MHrepHer. Cpoku Ha
rep eaavy CBEJICHUN COCTaBIAIOT 5 THEH.

5.5.2. BuiBoa u3 000poTa deibAIIepCKO-aKy IEP CKUMHU Y HKTAMHU

®denpamepcko-akyepckuid myHKT (nanee — OAII) siBasieTcst CTp yKTypHBIM
no/ipa3eJeHUeM MEIUIMHCKOM OpTraHu3allK, OCYIIECTBIISIONIUM J0Bp aueOHYIO

MEPBUYHYI0 MEIUKO-CAHUTAPHYIO TIOMOIIbL B  CEJIILCKOM MECTHOCTH, W
y4aCTBYIOIIUM B 000POTE IEKAaPCTBEHHBIX TP €TIapaToB.

MenunuHckass oOpraHu3alusa, B cocraBe KoTopoil Haxoautca DAIIL
OCYILIECTBIISIET TIEP €AYy JIEKAP CTBEHHBIX TP €MIAPaTOB HA MECTO OCYUIECTBJICHUS

nesitenbHOCTH DAIl U PpuKCHpyeT COOTBETCTBYIOIIYIO OTTPY3KY HAIlp aBJICHHEM
ceenenuit B OI'IC MJUJIIT.

B cayuae po3HWYHOM TTp 01aKH JIeKap CTBEHHBIX TP €MapaToB W/WIN OTITYCKa
JIEKap CTBEHHBIX ITP €MIAPATOB CO CKUIAKOM alITEYHON OP TAHU3AIUEN, HAX OJISIIIECHCS B
denpamep ckux myHkTax (nanee — OI1) m AT, BeIBO T€Kap CTBEHHBIX ITPETIApaTOB
13 000 0Ta OCYIIECTBIISAETCS C UCTIOJIH30BAaHIUEM KOHTP OJIbHO-KaCCOBOU TEX HUKH.

O06ocobaenHbIe TToapa3aencHus MeaunuHCKoN opranm3anuu (OAIL, DII),
OKa3bIBAOIIIHE ITeP BUTHYIO METUKO-CAHUTAPHYIO IIOMOIIB, OCYIIECTBIISIIOT BBIBOJT

JEKapCTBCHHBIX TIpeErmapaToB M3 000pOoTa ¢ HCHOJIb30BAaHUEM PETHCTpaToOpa
BBIOBITHS.

IIpumeyanmue:

1. Ecnu ®AII, ®II HaxoasaTcss B TpYIHOJOCTYITHOM MECTE€, HO NPHU ITOM
UMeEIoT aoctyn K cetu MHTepHer — B TakoM cinyuyae DAL, OII o6s3an

nep e1aBaTh CBEJICHUS O BBIBO/IEC JIEKap CTBEHHBIX ITP €I1apaToB 13 000poTa B
OI'’MC MJIIL.
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2. Ecimu ©AII/®DII nHaxoauTcsd B OTAaI€HHBIX OT CETEH MECTHOCTH M HE UMECT
JIoCTymna K cetd MHTEepHET — BBIBOJ JIEKAPCTBEHHBIX IpENapaToB W3
000poOTa OCYIIECTBIISICTCS TOJIOBHOW OpTaHW3alMeld, B COCTaB KOTOPOM
BxoauT OAIT/PII.

5.5.3. BbiBo 113 000p0OTa OPraHM3alusIMH, 0CYIIeCTBJISIONIUMHA HAPSIAY
C OCHOBHOM (YCTABHOM) A1eAITeIbHOCTHIO MEIUIHHCKY 10
AeAITeIbHOCTH (00pa3oBaTe/IbHbIC OPTAHU3ALMHU, YU PeKICHUSA
HAYKH, yUPeKIACHUA COLHATBHOr0 00CIyKUBAHUSA M HHbIE
OpPraHU3aIHN)

OpraHu3auysM 1 MHAWBUAYaJlbHBIM P €ANPUHUMATENSM, OCY ILIECTBIISIOIM
Hapsay C OCHOBHOH (YCTaBHOW) NEATENBHOCTHIO MEIUIMHCKYIO JEATEIbHOCTD,
HeoOxonumo otpaxath B ®I'MC MJIJIIT cBemenusi 000 Bcex omepanusx C
JEKapCTBEHHBIMM TNpenaparaMd. AJTCOpPUTM JIEUCTBUH TakKuX CyObEKTOB
oOp arieHust JIeKapCTBEHHBIX CPEICTB 10 BHEceHUIo nHpopmanuu B PI'IC M/JITT
aHaJIOTUYEH aJIrOPUTMY, TP UBEACHHOMY B ITyHKTE 5.2.3.
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6. OTaejabHbIE MPOIECCHI

6.1.PexomMeHn1aniu 1o BeJIeHNI0O TOBAPHOI HOMEHKJIATYPbI y4aCTHUKA
od0opoTa

B uensx obecrieueHusi KOpPEKTHOT'O MHTETP AIIMOHHOTO B3aMMOJICUCTBUS C
OI'NMC MIJIIT yuyactHuky o06opoTa TpH BEACHHUH TOBApPHOW HOMEHKJIATYPHI
JIeKap CTBEHHBIX TIp €MapaToB, HAXOMSAIIMXCA y HEro OajaHce, peKOMEHIYETCs B
Ka4eCTBE OCHOBHOT'O HJECHTU(HKATOPA UCMIOJIb30BaTh BHYTPEHHUN Y HUKAJIbHbBII

uneHTuduKaTop Jiekap cTBeHHOro mnpemnapata B peectpe ECKIJIII (nanee — xon
ECKUJIIT).

Jns nonyuenns u ydera koxa ECKIII B TYC yuactHuka oGopota
Heo0Xx01MMO rcnoib3oBaTh MeTo API 8.5.1 «Meron 1151 nostyyeHust iHpOpMayu
U3 peecTpa MpOU3BOAUMBIX OpTaHU3AIM JieKap CTBEHHBIX IpenaparoBy. CHucok
meronoB APl omy6nukoBansl Ha caiite YectHeii 3Hak B gokymeHte «UC
«MapxkupoBka»y. MJIJIIL. IIpoTtokon o6Mena unTep deiicHoro ypoBHs v3.04» B
pasgaene «loxkymenTsl ai1st padotsl B MJIJIT.

6.2.UlHBeHTapU3a1lUs OCTATKOB. Y4eT M CIIUCAHME JIEKAPCTBEHHBIX
npenapaTon

Ha maty crapTta 00s3aTelIbHOM Map KHPOBKH JIEKap CTBEHHBIX Ip enapaTos ¢ 1
utoiist 2020 roga y yuactHukoB 06opota Ha 6anance B ®T'MC MJIIT moryT ObITh
HAKOILUICHBI OCTATKH Map KAPOBAHHBIX JICKap CTBEHHBIX TP €Map aToB, 110 IJICHKAIIIX

crnucanuio B OI'MC MJIIL.

Beigensiorcs cnenyronype KaTEropuud Map KUPOBAaHHBIX JIEKAP CTBEHHBIX
mpenaparToB, KOTopbie MOTYT ObITh criicalbl B DT'MC MJJITT no 1 utons 2020 r.:

1. nekapcTBEHHbIE TMpenaparbl, MapKUPOBAHHBIE «IKCIEP UMEHTAIBHBIMID
kogamu DataMatrix 06e3 KpunTO3alMTBI B paMKax IpOBEICHUS
HKCIEPUMEHTA MO0 MapKHUPOBKE KOHTPOJBHBIMHU (UIECHTU(PUKAIIMOHHBIMU)
3Hakamu ¢ 1 ¢peBpans2017r.mo 31 nekabpsi2019r.

2. JIeKapCTBEHHbIC TpernapaTbl, MapKUpoBaHHbIe kojmamu DataMatrix ¢
KP UNTO3AIIUTON JJIMHOU 88 CUMBOJIOB U JTOTIOJIHUTETLHBIMHU MTOJISIMU B KOJIE
Map KUPOBKH (Cp OK F'OJTHOCTH, HOMEP CEpHUHU), U KP UIITO3AIUTOM JJTMHOMN 44
cumBoJia B niepuo/ ¢ 14 nekadps 2018 r. mo 30 utons 2020 .

Bcem yuactHukam o60porta, uMmeroruM Ha cBoeM Oanance B ®TTUC MJJIT
OCTaTKA MapKHUPOBAHHBIX JICKAP CTBEHHBIX IIpEMaparoB, MepeUYrCICHHBIX BHIIIIE,
PEKOMEHIYETCS TPOM3BECTH TMPOIEAYPY CIHCAaHUSA TaKUX OCTaTKOB (3a
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WCKJTIOYEHHUEM JICKap CTBEHHBIX ITp €MapaToB, oTHOCAmuXcs K 7B3H, 3aKymuieHHbIX
Ha cpe/cTBa deep albHOro OrIKeTa), C UCTIOIB30BAHHEM CXEMBbI 552 TOrudecKoi
mogenu ¢aitnoB oomena GI'MC MIJIIT ¢ yka3zaHnuem Tuma BhIBOJA U3 000poTa
«Bp1Bo 1 M3 060poTa K3, HAKOIJIGHHBIX B p aMKaX dKCIIep UMCHTa.

PekoMmeHyeMble CpOKH TIPOBEICHHUS OIEparii CIOUCaHUs CyOBheKTaMu
o6p ammenwst iekapcTBeHHBIX cpencTs ¢ 1 utons 2020 r. mo 30 urons 2020 .

Kpome Toro B nep exoansiii nepuoa Ao 1 urosst 2020 r. B DI'MC MJITT moxer
OTCYTCTBOBaTh MH(POpMAIHMS O TEpEeMEIICHUU MapKUPOBAHHBIX JIEKAP CTBEHHBIX
npernapaToB, y)Ke IMOCTaBICHHBIX IO CXeMaM MPsIMOTO WIH OOpaTHOro
akKIenToBaHus (OTCYTCTBYET MOJTBEPIKACHUE I'py30Moinyyaresei o mp MHITUN Ha
CBOM OajtaHC JIeKap CTBEHHBIX P ENapaTroB B paMKax MPAMOTO aKIENTOBAHUS WUITH
OTCYTCTBYET IOJTBEPKACHUE TPY300TIPABUTENSI O IIOCTABKE JieKapCTBEHHBIX
npenapaToB B paMKax 0OpaTHOrO akIENTOBAaHUA), @ (PAKTUUECKH TOCTaBIICHHbIN
ToBap Oyzer mnpoxaomxate uucautees B DOIUC MJUJIII na OGanance
PY300TIPABUTEIISL.

[Tpu nanuuuu B ®IT'UC MJUIT cBenenuii o jekapCTBEHHBIX Iperaparax,
MOCTABJICHHBIX T'PY300TIPABUTENIEM [0 CXEME MPSMOro aKIENTOBaHHUS U HE
NP UHATHIX Tpy3omnonyydareneM Ha cBoit 0anmanc B ®I'MC MJUJIIT o ucredennro 5
JHEN C JaThl MOJy4YeHusl ToBapa (Jiekap CTBEHHbIE Mpenaparel o gaHHbIM OI'MC
MJIJIIT HaxomsATcs B peecTpe OXKHUAAHHUs), TEKyILIeMy BJaJeibily TOBapa
(Tpy300TIpaBUTENI0) HEOOXOIUMO OTO3BaTh OTIPY3KY, MCHOJIB3Yys cxemy 251
aoruyeckon mojaenu dainoB oomena ®I'MC MIJIIL, u 3atem crnmcath JaHHBIE
JIEKap CTBEHHBIE P ENapaThl COTJIACHO TP UBEACHHOW BBIIIIE HHCTP Y KIINU.

B cnyuae ecnu B pamkax oOpaTHOrO akKIENTOBAaHUS I'PYy300TIPABUTENb HE
MOJITBEP IWJI TIPUEM TP Y30I0JydareseM Jiekap CTBeHHbIX mpenapatoB B OI'UC
MJIJIIT B TedeHwe S5 aHeW ¢ MaThl OTIPABKU COOOIIEHHUS O MOJIYy4YEHUU TOBApa,
TP y30MOoIydYaTesh MOXKET MOcpeacTBoM JIMUHOro kabuHeTa ydacTHHKA 000poTa
HammpaBUTh B apOUTpak B aJpec MOCTaBIIMKa 3ampoc Ha crmcanue um B GT'UC
MJUJIIT mocraBieHHBIX JIEKapCTBEHHBIX IpenaparoB. [locne oTtmpaBku Takoro
3ampoca  OTBETCTBEHHOCTh 3a  MOCIEAYIONIEE CHUCAHUE  JIOKHUTCS  Ha

rpy3ootnpasurens, Ha 0anance koroporo B ®T'MC MJIIT npoaomkaroT YuCIuThCs
IIOCTaBJICHHBIE JIEKAP CTBEHHBIE ITP €MapaThl.

[Tpu paxktraeckom BeiBoe JIIT 13 060pOTa, B Cllydae mp 0BEpKH MOKyTaTeIeM
JIEKApCTBEHHOTO Tpenapara, CIUCAHHOTO BBIIICONMMCAHHBIMU CIIOCOOaMH, B
MOOUJIBHOM MPWIOKEHUH OyJIeT ykKa3zaHa WH(pOpMaiuss O CHUCAHUU TaKOro
JIeKap CTBEHHOTO ITp enapara B paMKax SKCIep UMEHTA.
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6.3. Pexomenaauuu o pacuyery cymmbl HJIC

B cootBerctBUU ¢ TpeOOBaHMSIMU HMHTETPaALMOHHOTO B3aUMOJICHCTBUS C
OI'NMC MIJIIT yuyactHuKy 060pOTa HEOOXOMMO BHOCUTE CBEJIEHUSI O CTOUMOCTH
YIaKOBKH JI€Kap CTBEHHOTO Tp erapara, pacCuuTaHHOM UCXOAs U3 00IIel CyMMbl
NOCTaBJICHHBIX JIEKap CTBEHHBIX Ip €ENapaTOB U UX KosmdecTBa, u cymme HJIC s
Ka’KJ10M YITAaKOBKH.

B pamkax mnpsmoro mopsijika akIeNTOBaHUS CBEACHUS (UKCHUP YIOTCS
MOCTaBIIMKOM (Tpy300THpaButeiemM). B ciydae oOpaTHOro akienrta CBEACHHS
bukcup yroTes rpy3onoydareneM. Bo nz0exanue p acxoxAeHNUs 3HAUCHUN CTaBKU
HJAC ydactHukaM 000poTa pEKOMEHIyeTCS HWCIOJIb30BaTh CAWHBIM aJITOPUTM

pacuera cymmbl H/IC no popmyne: Cymma HIIC = Croumocts ynaxosku JIIT (0e3
H/C) * CraBka HAC/100.

s oxpyraenus cymmbl HJIC Mo AByX 3HaKOB MOCIIE 3 TONH HEOOX 0 MMO
M0JTb30BaThHCS apU(PMETHUIECKIMHU MP aBUIIAMHU OKPYTIICHUS.

6.4.IlopsaaoK CMeHbI Iep:KaTesisl PerucTPalHOHHOI0 Y/10CTOBeP eHUsl
JIEKapPCTBEHHOT 0 Mpenaparta

Hwxe B tabnuue (Tabauua 1) mpuBeaeH mnepedeHb ACUCTBUN CyOBEKTa
oOpallieHus JeKap CTBEHHbIX CPEACTB JJIsl CMEHBI JeprKaTellsl perucTp auOHHOIO

yJIOCTOBEPEHHUS Ha JICKAp CTBEHHBIH TIp emapar sl MEIUIIMHCKOTO MP UMEHEHHUS B
cucteme OI'MC MJUJIIL.

byayumui AepKaATIb
Texymmi JAepKaTe]ib | PerucTPAmUuOHHOI0
HeiictBue perucTpamuoOHHOro YA0CTOBEp EHUS (komy
YAOCTOBEP CHUA nepegawTCsi IpaBa Ha
NMPOAYKT)
Perucrpanus - Perucrpupyer
NMPOAYKTOB B goBbl GTIN B accormanmm
acconuanuu GS1 GS1
Perucrpanus - [Tocne 0OHOBIICHHMS 3aMTUCH
JIEKAPCTBEHHOT 0 B ECKIJIII m mnosaBneHus
npenapara B Hosoro DrugCode o
MJJIII U3MEHECHUSM B Py
(u3menenue nepxatens PY
(manee — JPY)
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peructpupyer HoBbIM JII1 B
MJIJIIT o voBe1id GTIN

Jorosop HA | - 3aKio4aer J0roop (mpu
yAaJIeHHbIU yCII0OBUH, YTO y 3T0TO [IPY
nocrynk P9 He ObLIO paHee J0TOBOpa)
Horosop Ha | OriauyuBaer paHee, | 3akiirouaeT J0roBop (mpu
OILIATY KO/IOB | IIp €10CTaBJICHHBIE KOJIbI | yCII0BUH, 4TO Yy 3TOTO JIPY
MapKHPOBKH MapKHUpPOBKH, €CIM  OHH | HE OBLIO paHee JOroBopa)
IIP €10CTAaBJICHBI HA yCIIOBUSX
MOCT-OILIATHI.
OTtuer o | YcinoBus ep €X0THOTO Omuccnss KM oTkpbiBaetcs
HAHECEHUU 1Iepnoaa. TMIOCJIE YTBEP XK IEHUS HOBOTO
(10319) Omuccus KOI[;; NONPOAYKLY | IPY i perucrpaumm
Ha CTaporo
3aKp BIFI;aeTC{I[HC MO3/IHEES, nponykras GS1 u MIUIIL
qeMm yepes 6 mecsines oce | OTIPABILIET  OTYETHL O
MOMEHTA YTBEP KICHUSA HaHecennn  (10319)  or
Hosoro JIPY B ECKJIII. nMeHn HoBoro JIPY ¢ nater
yTBEpKJeHUsA HOBOTO [[PY
IIpuem npoxymentoB 10319
3aKpbIBAETCA C  MOMEHTa
MOCTYILJIEHUS IIEP BOTO OTYETA
O HAHECEHHWM B CHUCTEMY
MIJIOI (10319) ot HOBOrO
JAPY. Ilpu sTtomM crapomy
JIPY  pexkomenayercsi B
cllydyae 3aka3a KOJOB IO
Tp €I0TIIATHO M cxeMe
3alpalnuBaTh KOJbI, HCXOI
U3 peajbHOM MOTPEOHOCTH HA
NPOJIYKT, KOTOpBIM Oyner
1ep e1aH HOBOMY BJIaJIETIbILY.
Peanuzauus Her orpannuenui Her orpannuenuit
CTOKA,
NPOU3BEIeHHOTO
10 YTBepPKIAeHUst
M3 noBoro /APY
HE3aBHCHUMO  OT

€ro HAXO0KJICHUA

TabOmuna 1
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6.5. Ilopsanox oTpa:kenus onepauuii B ®I'MC M/JIII npu ocyiecTBieHUN
ONITOBOM MPOJAAKU 32 HAJTMYHBIN M 0€3HAJIUYHBIN pacyer

[Ipu ocyniecTBiIE€HUM ONTOBOM TOPTOBIIH JIEKAP CTBEHHBIMHU TP €l1aparamu 3a
HAJIMYHBIN WK O€3HAJTWYHBIN pacyeT B (PUCKaIbHOM JOKYMEHTE B 0053aTEIbHOM
nop sake Heooxoaumo yka3eate MHH rpy3omonyyarens. B TakoM cirydae BeIBOJ
u3 obopota nekap crBeHHbIX penaparos B @T'MC M/IJIIT ve npousoiiger. anee
KOHTp areHTaM He0OX 0JMMO BBITIOJHUTH OTIEP allUX P UEMa-TIepeaayn.
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IIpuio:xenue 1. Ilepeyenn cxem JIoru4eckoii Moae/u paiijioB o0MeHa

OI'ucC MAJII
Ne XSD-
KparTkoe Ha3BaHuUe oniepanumn
CXeMblI
10300 |DmMuccust K010B Map KUPOBKHU
10311 |3aBepuieHne ynakoBKH (p ETUCTP aATOP IMUCCHH)
10319 | Beimyck JIII 3a npeaenamu PO (peructp atop amuccun)

10511 | Po3znuunas npoaaxa c ucronab3oBanruem KKT
10521 | OTmyck o JbrOTHOMY pelenTy (P eriucTp aTop BhIOBITHS)
10522 | OTmyck mo IbroTHOMY perenty ¢ ucrnosib3oBannem KKT
10531 Brinaua s okazaHust METUIIMHCKO M TOMOTIIH (P €TUCTP aTop
BBIOBITHSA )
250 Ot1MeHa onepanuu
251 OT13b1B yactu ToBapa OTIip aBUTENEM
252 Otka3 oT mpuemMkn yactu ToBapallokymnarenem
253 KoppekTtrpoBka p aHee HaIp aBJI€HHBIX p EKBU3UTOB
311 3aBep IIEHUE YIIaKOBKH
313 Beimyck JIIT
314 Otrpy3ka JIIT coOCTBEHHUKY /ISl BBIITY CKA TOTOBOM TP O TYKITUH
321 Brimyck JIIT (uHOCTp anHbIM Aep xaTensb PY)
331 Otrpy3ska JIII B PO
332 Bro3 JIII B PD
333 Bgo3 JIII B P® no koHcurHanuu
334 [Tep emernieHre B 30HE TAMOKEHHOT'O KOHTP OJIst
Bprlrmy ck 1i1st BHY Tp €HHETO IO TP €0JICHUS
Odop mitenne 3xkcopTa
335 Otka3 B nonb3y rocynapcreaB 3TK

Odop miienue p edkcropra
ITepenayana yanutoxenue uz 3TK
TamosxxeHHoe opopmiieHue
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Ne XSD-

KpaTkoe Ha3BaHHe onepanumn

cXeMblI

341 ITpuemka Ha ckiagu3 3TK

342 Bsox JIII B 060poT Ha Tepputopuu PO

351 Cwmena coocrBennuka JIT1

360 BBo3 cobctBennsix JIIT uz EADC

361 Otrpyska JIII B PO u3z EADC

362 Bgo3 JIIIB P® u3z EADC

363 Beoa JIIT uz EADC B 060opor Ha Tepputopun PD

381 Otrpy3ska JITI coOcTBeHHUKY

391 IToBTOpHBII BBOJ B 000POT

415 Otrpy3ska JIII co ckimana

416 ITpuemka JIIT Ha ckimaz

417 Bo3BpaT np nOCTaHOBJIEHHBIX JIEKAPCTBEHHBIX ITp €T1apaToOB

431 [Tepememnienue

441 Otrpy3ka JIIT Ha He3ap eruCTPUPOBAHHOE MECTO IS TEILHOCTH

442 [Ipuemxka Ha ckian JIII, panee oTrp y>keHHBIX Ha
HE3ap EruCTPUPOBAHHOE MECTO ACATENIbHOCTH

461 Otrpy3ka JIII B EADC

470 [Tepememenue JII1 B paMkax rocy 1apCTBEHHOTO JIEKAPCTBEHHOTO
obecnieueHus

471 [Iepenaua HOBOMY BIIaJENbILy

472 Otrpy3ka JIIT o areHTckoMy 10TOBOPY

511 Po3nnunas np onaxa

521 OTIyCK 11O JIBFOTHOMY P EUENTY

531 Brinaua 11 oka3zaHus MEIUIIMHCKOW ITIOMOIIA

541 [lepenaya Ha yHUUYTOXKEHUE

542 YHUUTOKEHUE

552 BwiBo 3 060opora
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Ne XSD-

KpaTkoe Ha3BaHHe onepanumn

cXeMbl
701 [ToaTBepkeHUE OTTP y3KH/TIPUEMKHU
702 OnpuxonoBanue
811 ITep eynmakoBka u mep eMapKUpOBKa
911 ArperupoBaHue
912 PachopmupoBanme rp ynmoBoi yrakoBKH
913 N3bsaTrEe U3 Tp yNnoBOM yIIaKOBKH
914 Bxirouenue B rp ynnoBy 0 yIaKOBKY
915 ['pymnmoBoe arperupoBanue
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Hpuiaoxenue 2. KpaTtkasi MHCTPYKIUA 110 IOJYYEHHIO perucrparopa
BbIOBITHS

Kparkas nuHCTpyKLM 1O Iaram

> Ilar 1. 3apeructpupoBatbcsi B CUCTEME MOHHUTOPUHIA IBWKECHHS JIEKAPCTBEHHBIX

npenapatoB 1o agpecy https://mdlp.crpt.ru/ (nanee — CucteMa MOHUTOPHHTA)

> IMar 2. 3anoiaHuTh W HANpaBUTh 3asABJI€HHE O npHcoeauHeHuu K JloroBopam

Omnepartopy

> Ilar 3. ITloamucats co cBoeil cTopoHbl JloroBop 0€3BO3ME3HOTO MOJIb30BaHUS

JIBIYKMMBIM UMY IIIECTBOM (PETHCTPATOP BHIOBITHS )

> Hlar 4. 3anoiaHUT, ¥ HANpaBUTh AHKETy Ha TMOJYUYCHHE PETUCTPATOPA BBIOBITHS

Onepatopy

> Ilar 5. [lognucate co cBoel CTOpPOHBI 3asBKy Ha mpenocTaBieHue Perucrtpartopa

BrI1ObITHS.

> Mlar 6. OcymecTBUTh MPUEMKY pPETHCTpaTopa BBHIOBITHS M MOJNKMCATH aKT TpUEMa-

nepenayu (AKT O IOJIyYeHUH PETUCTPATOpa BHIOBITHS)
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1 3amosHeHue 3aBICHUH O IMPpUCOCINHCHHUU K I[OFOBOpaM

B UC MJIJIIT Y4yacTHUK MOKET OTIPABUTH OJTHO M3 CIEIYIOUINX 3asBICHUM O
npucoearuHeHnu K JJoropopam:

— 3asBienue Ha popmupoBaHue JJoroBopa Ha OKazaHHE YCIYT [0 MPEI0CTABIICHUIO
KOJIOB MapKHPOBKHU;

— 3asBnenue Ha QopmupoBanue JloroBopa Mo MNPeNOCTaBICHHUIO pErucTparopa
BBIOBITHS;

— 3agBnenue Ha QopmupoBanne JloroBopa IO TNPEJOCTABICHUIO YCTpOMCTBA
pETUCTpaLry SMUCCHH [Ty TEM MPENOCTABICHUS yAAJICHHOTO IOCTYIIA;

— 3asBnenue Ha QopmupoBanue J[loroBopa MmO TpeAOCTaBIEHHUIO YCTPOWCTBA

perucTpaLuu SMUCCHH.

= AAMUHUCTDATOD
nNPODUNL W Pyccknii v g "
AaHHble opraHnzauum NuueHznm Appeca LoBepeHHbie KOHTPareHThl AHKeThI M AOTOBOPBI 3akaz SGTIN
® 3anonHguue 3aABNSHWA Jloroedbel 3anonHeHue aHkeT Ha PB 3anonHeHue aHkeT Ha P3 AHkeTel
Jlns ocHaterns Cybbexta oBpalllen s nekapCTBeHHsIX NpEnapaTos abopy w Tpebyerca € ONepaTopOM CHCTENE! MOHATOPVHTA AOFOEOP & COOTBETCTEMM € TWNOSOI (IoOpMON AroBapa.

Llan cospanus saREREHIAR HAKMMTE Ha KHONKY «OGOPMITE 388BReHMEs 1 BsiBepuTe Hyskmsili Tun lorosapa.
Lnn oTnpaskm 3aRENEHHA Ha GopMMposarine [laroEopa BLBEDHTE 3aRBACHIA B CTaTYCe «3aNOMHEHOR 1 HAXMUTE Ha kHOMKy «OTNpaBTs 5aREneHIss,

Ha 6cHOBaHMM OTRpaEReHHsIx saRBneHu ByayT chopuUpoEaril cooTsercTsprowme [loroecpel. TPOCMOTD 1 MOANVCAHIE ACFOECPOS OCYILECTENRIOTCA MM nepexoAe no ceainke «/lorosopess.

+ OpOopMHTL 3aRBNEHNE = Ouktp Q Mouck

Bcero noswuwmii: 116
0O Craye Mlata cosnanma [flata ompasku Tan
Otnpaensto 03.02.2020 03.02.2020 3aneneHWe Ha GopmMUp...

O 3anoaveqo 03.02.2020 3aneneHue Ha GopMKp... X

O 3anonxeno 03.02.2020 3anEncHMe Ha GOPMUP... X

O 3anonneno 03.02.2020 3anEneHMe Ha GOpMHUP... X

O 3anonxeno 03.02.2020 3anEncHMe Ha GOPMUP... X
1 Crenyowas > Mokazare no

Pucynok 8 — Knonka OgopmMuth 3asiBjieHne

B nmunom kabOuHeTe mnepedTu Ha Briaaky «lIpodunb», «AHKETHI W J0TOBOPaY,

«3amnoHeHue 3asBiaeHni» . Haxath kHOTIKY «+Odopmurs 3assinenne» (Pucynok 8).

1 Tlocne HaxatusiHa KHOTIKY « O(OpMHTB3asiBICHUE» OTKpoeTCsi 0KHO « OdopmiteHre

3asiBrieHus» (Pucynok 9).




OdopmneHue saaBneHna X

AaHHbIE 3aABneHnA

OBLUECTBO C OTPAHMYEHHO OTBETCTBEHHOCTBHO “TEM/IOMPUEOPCEPBAC 9203001165

920301001 1149204007754

* Twn 3aABNeHNA v
MpoaonknTb

Pucynok 9— OxHo «Odopminenue 3assBIeHID

2 B oxne «Odopmienue 3asiBIeHUD TPeOyeTCs BBIOPATH HYKHBIN THIT 3asIBICHIS B

BhInajaromem crucke (Pucynok 10).

AaHHhIE saABneHMA

OBLLECTBO C OrPAHYEHHOW OTBETCTBEHHOCTLHD "TEMOMPUBOPCEPBIC 9203001165

9203010071 1148204007754

3aABNeHne Ha QOPMUPOEaHKE ,ﬂoroaopa Ha OKasaHwe YyCnyr no NpejocTaeNeHNH KOAOE MapkKMpPOBKK
3aABNeHne Ha QOPMUPOEaHKE ,ﬂoroaopa no NpejocTaENEHVD PETMCTPETOPA BbIOBITUA

3aABneHune Ha QOpPMUPOEaHWE ,El,oroaopa no NpejocTaeaeHUHD }JCTpCﬁCTBE pPeErvcTpauni 3sMUCCKUK NyTEM NPEeLOCTaBAEHWA YAaNEHHOID
AoCTyNna

3anABNeHne Ha QOpPMUPOEaHKE ,Cl,oroBopa no NpejocTaeneHnD }*CTpCI:'iCTBE pPerucTpauni 3MIUCCUK

Mo ymonuaHnio

Pucynok 10— Oxuno Odopmienue 3asBrneHnst. Beioop Tumna 3assieHus

3. Tlocie BBIOOpA HY)KHOTO THITA 3asBIIEHUS TPEOY ETCs 3aM0JHUTH 005134 T IbHBIE MOJIS

(Pucynok 10) u Ha>kaTh KHOTIKY «I1pOITOIDKUTE .
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[LaHHBIE 3aABAEHNA

OBLLECTBO C OTPAHWYEHHON

3aABneHWe Ha ¢OpMHpOBaHMe ﬂ,orosopa Ha OKa3aHWe yonyr no npejolTabNeH s KOAOB MapkKpOBKA

299046, ropog Cesactonons, |

* TenedoH OpraHn3aLmm
alexander.k P Fau

Pucynok 11— OdopmiteHus 3asBiaeHUs

4. Jlanee 3amonuute manubie 3asButens (Pucynox 11). Haxwmwure xHOTNKy «BbhIOpars
OpEeCTaBUTENs U3 CIHUCKa mojb3oBatenei» (PucyHok 12), 3amoiHUTh BCe JaHHBIC

.
nomeueHHble (Pucynox 13). Haxate kHOTIKY «[1p0o 10 DKUTEY.

2/6 OdopmneHuve 3asBneHnsa X

[aHHble 3aABUTeNA (NPeACTaBUTENb, OT UMEHU KOToporo 6yAeT NnoanucaH Aoroeop)

hd BbiBpaTh NpeacTaByUTeNA U3 CNNCKA NONb30BaTENeN
3}"KOE}C,ﬂMT£‘-’b opraHuzauuu Q P Pea

Pucynok 12— Odopmienne 3asmieHune

Q Mowck

Bcero nozuuyuid: 4

Damuana Mna OTuecTeO LonHOCTE
O oc AnbE Anekc
() Bone Neot Tpure

Pucynok 13— Beibop npezactaBurens
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2/3 Odopmnenne 3aaBNEHHR X

Aanmsie 3ansnTenn (NPeacTasMTEAS, OT MMeNK KoToporo Gyaer nognucan gorosop)

v Q BaBpars NPEACTABMTEAN M3 CHNCEA NOALIOBATEACH

Py<osoanTeas Opramn3aying

example « 30@mails

Npogonxurs

Pucynok 14— 3anosHenvie TaHHBIX P EICTaBUTENS

5 3amosHuTe 6aHKOBCKUE PEKBH3UTHI (PrucyHok 15) u HaxkMuTe KHOTIKY «I1poa0IKUThY;

3/6 OdopmneHue 3anaBneHna X
BaHKOBCKWE PeKBU3UTEI
* BUK Q * HaumeHoBaHue BaHka
* KoppecnoHaeHTCKWiA cuet * PacueTHbIl cueT
Pucynox 15— 3anonHenne 6aHKOBCKUX PEKBU3ATOB
IIpumeuanne — crnegyroomue MIard pPerucTpalyy  aKTyaldbHBl  TONBKO  JJIA

«3asBreHus Ha QopmupoBaHHe JlOTOBOpa MO TNPEJOCTABICHHIO YCTPOWCTBA PETUCTPAINH

OMHUCCHHN.

6. Vkaxwure kakoe 000py/I0BaHHE U B KAKUX YCJIOBHUSIX PAa3MECTHTh, BEIOPAB 3HAYCHHUS 12
WIH «HET», HaxaTueM Ha HeoOxomumoe mosie (Pucynok 16). Haxxmure KHOTKY

«IIpoomkUTh».  AHAIOTHYHO 3AIOJNHUTE CIEAYION[HEe CTPaHHUIIbI
(Pucynok 17) (PucyHok 18). Haskmute kHOTIKY « COXpaHUTH

3asABJICHUA
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4/6 OdopmneHune 3aaBNeHNA

Pasmewenne obopyaosaHua

* CepeepHoe noMellenne (MuH. ceoboaHoe mecto cboky - 70 cM, C IMUEBONA W ThIIBHOM cTopoH - 90 cm)

" [locTyn TONBKO ANA COTPYAHWKOB W3 CNMCKa A0CTyna " CKY A
* TemnepaTypHblA pexim 20°+2 °C * BnaxkHocTb He Bonee 50 % (Ha yposHe 150 cm oT nona)
Her * OxpaHHaa CKUrHannsaumva * CucTema noXapoTyWweHua

Pucynox 16— Beibop 060pynoBanus

JneKT ponuTaHne

Ada Oa

Na Aa Jda

UctouHuk GecnepeboiiHoro nutanma (UPS)

fa fa

TeneKoMMYHWKaLMOHHAA CTOMKa

JIE]

fa

MpoaonxuTb

5/6 OdopmneHve saasnenus X

Pucynok 17 — Odopmnenne 3asBienue 5/6
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6/6 OdopmneHne zaABNEeHNA

,H.OHDHHHTEHI:HI:IE TPEﬁDBEHI‘UI K pasmMelleHHHD

* MpowzecgnTens cetesoro obopya0EaHMA h
L I

* ¥panenHeid goctyn go C¥3 w

* JIBC He meHee 100 MauT/c * KaHan sbixoaa & MHTEPHET He Meree 10 Mowu/c

Hanuume ceoBoaHbix NOPTOE Ha CeTEEOM 0BOpYACBaHMM (MUHKMYM 4 nopTa)

Cefid AN xpaHeHla KapT aKTMEAUMKY “PerncTparopa sMuockn”

O6pawaem BHMMaHWE, 4TO NMOCAE OTNPABNEHWA A3HHOW 339BKM HAa NOJAyYeHWe perncTpatopa 3mwcoun Bam
caenate cnegytoume gotorpadum:

* CEpPEEPHOT0e NOMELLEHHA,

*  TENeKOMMYHHWKaLWOHHOW CTORKK,

* CeTesoro obopyAoBaHKUA,

* WCTOYHMKA BecnepebofHoro NUTaHMAa,

*  CHUCTEMBI KOHAWLMOHMPOBAHWA,

* CHCTEMBI KOHTPONA YNP3aBAEHWs AOCTYNOM,

* MOMAPHOH M OXpaHHOW CMIHANWMIALMA.

Heobxogumo

ﬂlo1arpa¢un HEDEKOHHMO BbICNaTe Ha agpec € YKazaHWMEM TEMbI NHMCBEMa «murarpadmw nNoMeEWeEHMA ana

pazmewedna P3 na npowzeogcrees.

CoxpaHuTs

Pucynok 18 — Odopmnenne 3asBienus 6/6

Ilocne 3amomHeHUS 3asBICHUS HY>XHO HaXaTb KHOIIKY «COXpaHI/ITB» n 3aj1BJIICHUC

OyIeT COXpaHEHO W JOCTYIHO /IS NMPOCMOTpa Ha BKIAJIKE «3allOJIHCHWE 3asBICHHUI) B

craryce «3anonaeno» (PucyHok 19).
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oo
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nPooUb w Pyccknii v AMRACTEETOR v
[MlaHHble opraHuzauum Nuuexznmn Appeca JloBepeHHble KOHTPareHTbl AHKeTbl 1 AOTOBOPbI 3akaz SGTIN
3anonuenve zasenennii O Jorosopsi O 3anonuenue anker Ha PB O 3anonnenue aHkeT Ha P3O Askersi
[Ln ocHaenia CySvexTa OBpaLLEHAR neKapCTEEHHSIX NPENapaTos < Onep cucrensi PiHTa AOTOEOP & COOTSETCTEWM C TMNOSO# GOPMOY A0TOEOPa.

eHHOI TUNC

i TUNOBO#

nanenHoro aocryna
wnos

Lins co3aanma 3aRBNEHUA HAXKMUTE Ha KroNKy «OhopmuTs 3asBnerves 1 seibepuTe Hysoslil Tun Jorosopa.

Lns ommpaskn Ha & a suibepuTe 5 craryce £ HEXMUTE Ha KHOMKy «OTRPSBUTS S3RBNEHUSS,

Ha ocHosamm 7 GyayT chopmup coorsercrayrowme lorosops. [pOCMOTP ¥ NOANMCAHIE AOTOEOPOS OCYLLECTENSIOTCA NPV NEPEXOAE NO CChinKe «/loroBophts,

+ OpopmuTs 3aneneHve = owetp Q noucx
Bcero nozuywii: 116

0O Crarye [lata co3panma [ata omnpasku Tun +
O 3anonHero 03.02.2020 3anAeneHue Ha GopMup... X o
O 3anonsero 03.02.2020 3aAeneHve Ha popmMup... X o
O 3anoamero 03.02.2020 3aneneHue Ha GOPMMP... X o
O 3anonHeHo 03.02.2020 3aABNEHME H3 GOPMUP... P X -
O 3anonHero 03.02.2020 3aneneHue Ha GOPMMP... X e
o 1 Cregywowas > Mokasats no

Pucynoxk 19— IIpocmotp 3asBienuii
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2  IIpocMoTp, penakTUpOBaHUE U yAaJeHUE 3asSBICHUN

Kraomkn A ACUCTBHU C  3adABJICHUAMH PacCIOJIOXKEHBI B KpaMHEW IIpaBOM KOJIOHKE
(Pucynoxk 20).
C 3asBiI€HUAMU B CTaTyce «3arOIHEHO» JOCTYITHBI CJIe Ty FOIIHE JeHCTBUSL:
— Ilpocmortp 3asBneHmit;
- PeﬂaKTI/Ip OBAHHUC 3a54BJICHHUU,
— YpaneHue 3asBJICHUNL
C 3asiBIICHUSIMH B CTaT yCe « OTHp ABJICHO» JOCTYIIHBI CJICAYOIIHUC ACUCTBUA:
— IIpocmorp 3asBreHMI.
:\/: NPOGUAL » Pycoani v AfMUHACTPaTOD -
[OaHHble opraHnzaummn Nuuenzun Apnpeca [loBepeHHbIe KOHTpareHTsl AHKeTbl 1 4OTOBOPLI 3aka3 SGTIN
® 3anonHeHwe 3aRsneHui Horoeope 3anonxenune auket Ha PB 3anonHeHue aHkeT Ha P3 AnkeTsl
[lns ocHawenna CyBuekra OBpalLieHIs neKapCTaeHHLIX NPENapaTos 0BopyAOEaHMen TpeByerca 33KA104uTs ¢ NEpaTOPOM CHCTEMS! MOHUTOPHHIS AOTOSOP B COOTEETCTEMM € TNOSOH dopuoil Aorasopa.
0]
&
® [IAR COBARMIR SARENEHIAR HEXAMTE HA KHOMKY <OGOPMUTS 33REAEHUES U BLIBEpUTE HysksbIli Tvn [lorosopa,
[lns omnpasiin 3asenerms Ha dopuuposarie Jlorosopa seibepiTe 3asBneHIa 5 CTaTyce s3ano/HEHOR 1 HaXMUTE Ha KHOMiky «OTNPaBATS SaREneHIss.
& Ha cHosaHw oTNpasneHHEIX 3aAsneril BYayT ChopMIpOBaHE! cOOTBETCTaYIoLIVE [lorosops, [TPOCMATE ¥ NOANMCAHNE AOTOECPOS OCYILECTEASIOTCA NPV NEPEXOAE NO CCEUKE «arosopsIs.
© + O¢opmuts 3asenesve = ounstp Q nouck
Bcero nozuumi: 116
®
0O crarye [laTa cozaanna [ata ompasku Tvn
A
CrnpaeneHo 03.02.2020 03.02.2020 3aneneHune Ha Gopmup...
B
O  3anonHeno 03.02.2020 3aneneHue Ha hopmup...
go
O 3anonHeHo 03.02.2020 3aneneHune Ha Gopmup... X
88
O 3anosneno 03.02.2020 3aABACHHE H3 HOPMKP... X
o]
0O 3anonxeno 03.02.2020 3aneneHune Ha Gopmup... X
= 1 Cregyiowan > Mokazats no

Pucynok 20 — Ctpanuria 3anonHenne 3asiBjeHu . J[eHicTBUS C 3asBICHUSIMUA
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3 OrnpaBka 3asBieHui o mpucoeauHenue k Jloropopam Oneparopy

OTMeTuTh 3asBI€HHE B cTaTyce «3aloJHEHO» TaJOo4YKOM M HaxaTb KHONKY OTIpaBuTh

3asiBiieHHs. KHOTIKA CTaHOBUTCS JOCTYNHO# MOCIie BbiOOpa 3asrieHus (Pucyrok 21).

Vv nPoOGUNbL W Pyccanii v AIMUHUCTPATOP -

JlaHHble opraHuzaumm Nuuensun Appeca [oBepeHHbIe KOHTPareHThl AHKeTbl U AOTOBOPLI 3akaz SGTIN
® 3anonHeHWe 33ABAEHMIA Aoroeopsl 33NoNHEHKE 3HKET Ha PB 3anN0oNHEHWE 3HKET Ha P3 AHKETEI
[1nA ocKaweRNA Cydnekra o) HEIX MPENaPaTOE 0BCPYAGEaHUEN TPEGYETC 33KAKUMTS < ONEPATOPOM CUCTEME! MOHMTOPHHTS AQOEOP E COGTESTCTEMN ¢ THROBOH GopMal 4OrcEcRa.
=
=4
® [LA7 CO3AAHAR SARENEHUA HEXMATE H2 KHONKY «OdOPMATE 3aREASHUE= W BnibepuTe Myskseii Tun Jorosopa,

L1 oTpasKM 38RENEAIA Ha GOPMMPaEaHie laTOBORa SHIBEPUTE SAEASHVA 5 CTATYCE «JAMONHEHO» U HEXMTE Ha KHOMIKy «OTrIpasHTS 38RENSHIAS,

& H2 GCHOEAHIY CTNPAENEHHBIX SAREAEHI SyayT CHOPMMPOEaHE! CoaTseTcTayolme forosopsl, MDGCMOTE 1 NOATMCaHVE ZOTOECDOS OCYUIECTENAITCR NV NEDEKOAE N0 coainke «orosopeis.
© asuTh 3anBnekun | + OdopmuTs 3amBAEHMe = OWALTp Q nouck

Bcero noauywii: 116

0O  Cranye [llata cozparna [flata anpasku Tun
A
3anoHero 03.02.2020 3aseneHue Ha GOPMIP... X e
=]
3anonHeHo 03.02.2020 3aRBNEHWE Ha DOPMKD... X e
ag
a
O 3anonxeno 03.02.2020 JaneneHme Ha GOPMMP... X e
ag
a0
O 3anosvero 03.02.2020 3asBneHIE Ha GOPMMP... X e
el
O 3anonHeno 03.02.2020 3anBNeHNE Ha GOPMHMP... X ©
= 2 1 Creaywowas » Moka3ate no

Pucynok 21 — BeiGop 3asiBIeHMi 171 O TIIPAaBKH

Ilo pe3yjibTataM  OTIIPpABKU 3asBJICHUM IIOSIBUTCS COOTBCTCTBYIOIICC  YBCAOMIICHHC

(Pucynok 22).
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ra - MUHACTPETO]
v nPOONb w» Pycami ¥ A paTop v
Nankbie opranmsaumm Muuerzim Aapeca [loBepentbie KOHTpareHTb! AHKeTbI 1 AOrOBOPbLI 3axas SGTIN
® 3anonwenve zasenennii O Jorosoper () 3anonHewue ankeT Ha PB (O 3anonwenue aHket Ha P3O AukeTsl
113 ocHawerina CybbekTa OBpalLeHis MEKapCTEeHHiX NPENapaTos 0BOPYACEaHHEM TREBYETCA 33KNI0HHTS € ONEPaTOPOM CHCTEMS! MCHITOPWHIE AOTOECP & COOTBETCTEA € THMOBOR GOpNO 40r0B0pPa.
o] Crauars n 5 ¢ yTB: /i TNOBO# bopMOi ACTOBOPE N0 MPEACCTABNCHUIO PErVCTPATOP BbiBLITMA
Cravare n 5 ¢ yiBeg i TMnoBOI opMoii ACTOBORA HA OKASAMME YCTYT N0 NPEAOCIABAEHMIO KOAOS MADKMPOBKH
& Cuauare n 5 c yTBey A TMNOBO# (OPMOii ACTOBOPA N0 NPEACCTABNEHMIO YCTPOICTBA PErMCTPALMM IMMCCHY MYTEM NPEAOCTABAEHMUS Acayna
Cxauate n 5 ¢ yTB: A TNOBO# opmoli A0TOBOPE N0 NPEACCTABNEHHIO CTPOT
® 2 X it AT i O Iy S El O pMaTS arEnerwee  EAGe ey Mychiss fvan /] eecpeY
LLna oTnpasku 3asEneHIAS Ha GopMipoBarie [lorosopa HBEpUTE SAREAEHUS B CTaTyCe «38NCAHEHOR 1 HAXMATE Ha KHOTKY «OTNPaBATS 3aREnEHIRS,
& Ha acHosarm HBix 7 Byayt b1 cooTeTcryrowme Jorosoptl. Mpocmatp 1 oyt NPy nepexaae o cebinke «orosopsks,
+ OdgopmuTs 3asBneHue = ®uaetp Q nomex
Bcero nozuyui: 116
0O Carye [lata cosatmsa [flata otnpaskn Tan +
Ornpaenexo 03.02.2020 03.02.2020 3aneneHUe Ha GopMKp. @
Ornpaenexo 03.02.2020 03.02.2020 3aABNEHUE H3 DOPMKP. @
0o
)
O 3anonweno 03.02.2020 3aRBEREHME H3 HOPMUP... & X o
ag
ae
O 3anonHenc 03.02.2020 v Cnacubo! Bawwm 3aRENeHWA OTNPAENeHbl Ha paccMoTpeHme. Ha ykazaHHbIA
el Bamu e-mail npuget nucemo o rotosHocTH JIoroBOpOB K NOANMCaHMIO.
O 3anonHexs 03.02.2020 3aneneHne Ha dopnrp.
= o 1 Creaylowaa > Mokazate no 20

Pucynok 22 — [ToaTepskaeHue OTOpaBKU 3asiBICHUMA



4  Jlorosop. [Iepexoxn k moanucu JJokyMeHTOB

Ha ocHoBanum 3amoiHeHHOTO M oOTHpaBieHHoro OmnepaTopy 3asBICHHS B TeEUYEHHUE
onHoro pabouero paHs Oyaer c@opMHUpoBaH MAOTOBOP Ha MPEAOCTABIECHUE PETUCTpaATOpa

BBIOBITHS B COOTBETCTBUU C YTBEPKICHHON MuHmpomroprom Poccun TumnoBoit ¢opmoii.

Jns mepexoma K HMOANKMCH NOATOTOBIEHHOro OmepaTopoM xoroBopa Tpedyercs HepelTH

Ha cTpanwuity «JloroBopsn» (PucyHok 23).

ra - AQMUHNCTPATOR
) MPOGUNL w Pyccmii v A P
JaHHeie opraHmzauum Nuuenznm Anpeca JloBepeHHbIe KOHTPAreHThI AHKETEI U AOTOBOPEI 3akaz SGTIN
® 3anonHeue 3anEneHUi 3anonxenue ankeT Ha PB 3anonKeHue aHkeT Ha P3 AnkeTol
Ilns ocHawerina Cybnekra 0BpaLIEHIA NEXAPCTEEHHEIX NPeNaparos oBopyACEaH M TREBYETCR 3aKntouMTs ¢ ONEpaTopOm CHETEMS! MOHITOPMHTE AOTOEOP E COOTSETCTENM ¢ TANosoi hopuoli foroeopa.
=
F=4
& [lnR co3naHAA SARENSHWMA HEKMUTE Ha KHONKY «OdopMUTE 3aAENeHKes 1 BbibepyTe HyNtHbIR TvN Jorosopa.
[lns oTripasky sasEnerIA Ha dopriposane Jlorosopa BEIBEpTE JARBNERNA § CTATYCE «3aMIONHEHOR 1 HEMMITE Ha KHOMKY «CTIEBHTS S3RENEHIS,
& Ha 0CHOBaHMM CTNPaBASHHLIX 3BABAEHMA BYAYT CHOPMMPOEaHEI COOTERTCTSYrOWME [oroEopel. MpOCMAaTR K NCANMCAHNE AOTOEOPOS CCYLECTENRIOTCH NP NEPEXOAE NG CChke «/lorosopals.
® + O¢opmuts 3anBnenue = ounetp Q nowex
Bcero nosuywi: 118
O Cranye [flata cozgarma [fara omnpaskn Tvn
O 3anoaweno 03.02.2020 3aneneHne Ha GoOpPMKD... X

Pucynoxk 23 — I[epexoa k crpanuiie JloroBopbl

IIpu Bxome B pasgen JloroBopsl BCIUIBIBACT OJIOKUpYIOIIEE OKHO, Tpedyroliee
nmoAnucaThb J0KyMeHThl (PucyHnok 24). CucteMa TpeOyeT Mo IImicaTs I0roBopa THIa:
- IPEA0CTaBIICHHUS KOJIOB MapKHPOBKH;
- IPEAOCTaBIICHUS yCTPOUCTBA PErUCTPALIUN SIMHCCHH;

- IPelOCTaBJIEHHsl Y CTPOMCTBA PErUCTpallMi SMUCCUH [Ty TEM ITPEJOCTABIICHHUS Y AAJIE€HHOIO JJOCTYIIA;

- JOIIOJTHHUTCJIBHBIC COIJIAIICHU .
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MHPpopMaLMOoHHEIM NucbMoM 06 Onepatope-LIPINT

BribepuTe a3N1eKTPOHHYIO NOAMKUCE...

C TekcTom AoKymeHTa(-0B) 03HaKoMAeH(-Ha) u cornaceH(-Ha)

3aKpbITb

Y Bac ecTb AOrOBOpPHbIe AOKYMEHTbI, OXXUAAOLLNE noanucaHus!

D JloroBop no npepoctaBAeHUo YCTpoicTBa perncrpaumm smuccun 3B_®_00421/20 ot 28.02.2020

@ HEPEA noAnuMcaHWeMm cKaudaiTe U 03HaKOMBTeCh C NPpUNOXKEHHBbIMW AOKYMEHTaAMW N

Pucynok 24— Bnokupyromiee 0KHO

[locne mepexoma OyaeTr [OOCTYNEH TepeyeHb

o3HaKoMJIeHHs U oanucH. (PucyHok 25).

NOATOTOBJICHHBIX JTOKYMCEHTOB

IS

HpHMeanHC - B ClIydac HaXO0XICHUA HECOOTBETCTBUM B MOATOTOBJIEHHBIX JAOKYMCHTax

pexkomMeHayeTcst oOpaTUThCS B CIykOy TexHHuYeckod mnoanepxkku OrmepaTopa IJsi BHECCHHS

U3MEHEHUI 1 1epedopMUPOBAHHS TOKYMEHTOB.

cn [LOTOBOPHBIE IOKYMEHTbI
\:/J
[ata cosaanua Homep goxymenTa Haumerosarie
13.01.2020 KM_0_00055/20
o 31122019 P3_0_00063/19
301220 P3_0_00062/19
27122019
"
27122019 P3_0_00061/19
6.12.20 B_0_00260 ! ¢
26122019 3B_0_00258/19
pe
26122019 38_0_00257/19
“
oy 26122019 KM_®_00955/19
= 26.12.2019 38.0_00251/19

Em Pycckuii

Craryc

EL it aroms

=1

v ANMCaH CTOPOHAMI

v

[3 Hanposepxe

A

Aawswcrpatop

Jlara nognucanma

Pucynoxk 25— CtpaHulia co CIUCKOM JIOKyMEHTOB

CraTychl O IICaHusI JOTOBOPA:

1. TpeOyet nmoanucH — y4yaCTHUKY HEOOXOIMMO IO JIHCATh JOrOBOP
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2. Ha mpoBepke — 10roBop HaxoauTcs Ha noanucanuu Ha ctopone OO0 «LIPITT»

3. Moanucan ctoporamu — gorosop nosnucan co croporst OO0 «IIPITT»

CkauaTb W OPOCMOTPETH [OrOBOpP MEpeN €ro MOJANUCAHHEM BO3MOXHO B OKHE
MOANUCAHUs, KOTOPOE OTKPBIBACTCA NPH HaXaTuW craryca TpeOyer moamucanus (KHOMKA

"CkaudaiiTe 1 03HaKOMBTECh C TPUIOKEHHBIMU TOKyMEeHTaMu").

Ckauath " IMOCMOTPETh AOTOBOP € OTTHCKaMU IOAINMHCAHTOB IIOCJIC IMOANMCAaHUA CO

cropoust OOO «IIPIIT» Bo3MoxkHO BbIOpaB JloroBop B cmmcke nokymeHTOB (PucyHnox
26).

AOTOBOPHBIE JOKYMEHTEI

e o Montsoszrens
b= A veanon 4.0

Blava nogamcanns

Pucynox 26 - Ctpanuiia criucka 10Ky MEHTOB
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5 3anonHeHue AHKET Ha OCHAIICHUEC PErucTpaToOpoOM BBIOBITHS

[Tocne moamucanusi mOroBopa MO NpeAOCTaBiIeHUIO Perncrtparopa BBIOBITHS CO CTOPOHBI
ydacTHHKa (cTtaTyc aoroBopa «Ha mpoBepke») He0oOXOIMMO cpa3y MNEpeXOJIUTh K 3alOJIHEHHIO

" OTIIpAaBKE AHKeTBI Ha OCHAII[CHUE perucrpaTopom BBIOBITHS.

5.1 Ilepen 3amosHEHHMEM aHKETHI HEOOXOAWMO n00aBUTH Mecta aesrenbHOCcTH B JIK HC

M/JIIT, BBIMOJITHUB CJIETy FOLIUE A HCTBUSL:

1. BTI'naBrHomMeHro BeIOparhpasaen «I1poduiby, « Anpecay, «Mecta aesrenbHocTi» (PucyHok 27).

2. Haxatp kHOTIKY J[00aBUTH B IPaBOM BEPXHEM YTy TaOJIUIBI — OTKPOETCS OKHO ISl BHIOOpA
3apeTrUCTPUPOBAHHBIX MeCT jesTesibHocTH (PrcyHok 28).

3. BwiOparh agpec u HaxaTh KHOMKY JloOaBUTh HOBBIH — jJ00aBieHUE MECTa JESTEIBHOCTH

BBITIOJTHEHO Y MOJKET UCTIONL30BAThCS MPH Mepeiade CBeeHNH B cucteMy 00 o6opore JITT.

Dannbie oprasmzaumm NMuuenanm Anpeca DloBepentbie KoHTpareHTL! AHKETBI M 10FOBOPBI 3axas SGTIN Brirpysxa aanHbIx

51

® Mecra aeRTensHoCTH
+ foBapwre = Ounep Q nowex
Bcero nosuuwii: 14

O Haenrudwrarop MO MaerTwdnkaTop DUAC Anpec CyGuet PO Cramye T3 NPUOCTANCBAEHMHA

[u] 5c18chod-2aaa-4062-.. 067 Kinpopexan, p-+ Y. Knposckan 0GAacTs Aeiicreyer

e ¥ & ¥ T

=] e7bb45d0-b6b6-44b9- r Mockaa, ya Mnewees. Mockea Aeiictayer

9f15c4a7-3d%e-4b03-9. 06in MpryTckas T Apky WpkyTckan obnacts Pedicreyer

X
o

Pucynoxk 27 — [Ipodwuis. Bkinagka MecTa nestensHOCTH

BblﬁEpHTE ajpec MmecTta AeATe/JibHOCTHN X

Q

Mockea r, yn HernwdHan, 4. 16, ctp. 2
664035, WpkyTckaa obnacts, r. MpkyTck, yn. Cnaptakoeckas, 11

r MpkyTtck, yn Baruna, 4 1

r pkyTtck, yn AenactpouTtenei, a 53

r pkyTtck, yn AnvazHas, 4 666

Mockea r, Bapwaeckoe w, BnageHue 78A

Mockea r, yn Mneweeea, 4. 3

[NobaBuTb HOBbI

Pucynox 28 - Cnincok aapecoB st 1ooasneHust MJ]
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IIO63.BJ'ICHI/I6 HCCKOJBbKNX MECT ACATCIBHOCTHU IOpUANYICCKOIO Jquna,

PaCIOJIOKEHHBIX TI0 OJJTHOMY aJIpecy OMHcaHo B [IpmiioskeHIH.

5.2 3anonHenue aukeT Ha PB

Ha crpannne «3amnosnHeHne ankeT Ha PB» BbIOpaTh HeoOXoauMoe I OCHAIICHHS

PErucTpaToOpOM BBIOBITHSI MECTO MAESATENBHOCTH M HaXaTh Ha KHOIKY B KpaiiHell mpaBoif

KoJioHKe Tabsmis! (Pucyrok 29).

v nPO®UNb @ P © FRRRCTPATOR =
JanHble opraHuaumm Nuuenanm Aapeca [loBepenHbie KOHTPareHTbi AHKETHI 1 AOrOBOPSI 3akas SGTIN BbirpyaKa AaHHbIX
2] a PB
3 SHKETA 1 KEXULOTO MECT OCYLLECTNENHA AEATERLHOCTH
B» & CTpoke Bubpamnoro MA.
®
&
= onmetp Q nomex
B Auwit: 14
®
® Ma DUAC Aapec Cy6uext PO Craryc Mokasarh aHKeTs
A 00000000002220 5c18cb9d-2aaa-4062 061 Kuposcxas, p-H Y. Kupoeckas obaacTe Aeiicteyer
® ;
00000000000976 €7bb45d0-bbb6-44b9- r Mocksa, yn Maewees. Mocxea Aeiictayer
0
8
00000000100877 9f15c4a7-3d9e-4b03-9 06a WpkyTckas r Upky. WpkyTcxan obaacte Aeiicteyet +
00

Pucynox 29 - 3anmonnenue anker Ha PB. Beioop M/

Ilocne HaxaTtusi Ha KHOIIKY OTKpPO€TCA OKHO [Jid 3allOJTHEHHSA aHKETbl Ha OCHAICHUEC

PErucTpaTopoM BhIOBITHS BEIOpaHHOTO MecTa AesrenbHocTH (Pucynok 30).
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AHKkeTa Ha perucrpartop BbibbITUS X

Mpeanpuate <OBWECTBO C OFTPAHWYEHHON OTBETCTBEHHOCTLIO », WHH NNEHAPYET BHEDERME MPOLECCOR PEMMCTRALIAM
BbIBOAA W3 ﬂﬁﬂpDTa n, MapPKWPOBAHHLIX YHUKSNbHBIMK WHAWBWAYANLHEIMWA 3HAKaMW M3pKWPOBKM C KOACM, 3allMLLEHHLIM Kpmnmrpaqmuec»(nﬁ cUCTEMOR ¢ OTKPLITLIM  KAKIYOM
(3CCMMETPHYHBIM WMGPOM) B GOpMaTe ABYMEPHOTO WTPWX-KOAa cTaHaapTa Data Matrix.

* Homep AvUEH3MK

* MakTueckuii agpec ycraHoekn PerucTpatopa BrIGEITUA COBNAZAET C MECTOM AeATeNbHOCTH 7

* KonuuecTeo pabounx MecT, Ha KOTOPbIX NPOU3BOAWTCA OTNYCK NeKapCTEEHHbIX NPenapaTos

* Konuuecteo paboumx MecT, Ha KOTOpbIX NPOM3BOAMTCA OTNYCK NeKapCTEEHHbIX NpenapaTos 7B3H

CoxpaHuTb OTtmeHa

Pucynok 30 - AHkeTa Ha OCHAIIEHUE PETUCTPATOPOM BBIOBITHS

IMpuMeyanue — MPH 3aM0JIHEHUH aHKEThI HCIIOIB3YHTE IT0ACKAa3KHU 0T IIOJIEM 3aI10THEHUS
(Pucynoxk 31).

* Konvvecteo pabo4mx MecT, Ha KOTOPbIX MPOM3BOANTCA OTNYCK NeKapCTBEHHbIX Npenapatos B3H v nsrote 100%

byabTe BHUMATENbHbI: B LIEAX YCKOPEHWUs 0BpaboTki 3aABKN HEODXOAMMO MaKCMMa/IbHO KOPPEKTHO YKa3blBaTb 3HAYEHWUA MPK 3aro/IHEHWN AaHHOTO Mo

Pucynox 31— IMoackasku st 320 HCHHS

[Mpumeuanne - Ecnu ¢akrudeckuii agpec yCTaHOBKH OTJIIMYAETCS OT aapeca BBHIOPAHHOTO
MecTa JAeSTeNbHOCTH, TO HJ KOPPEKTHOTO jJobaBieHust HyxkHoro anapeca (koga DUAC)
pPEeKOMEHAYEeTCsl BOCMOJIb30BaThCA oOQuUMaibHbIM caiiltom denepanbHoll  MHGOpPMaLUMOHHOMN
aJlpecHOil CHCTEeMBl W JEWCTBOBATH COTJIACHO TPHUBEIEHHON Ha caiite WHCTpyknuu. CcChuika Ha

caiiT 100aBeHa Ha CTPaHUILY 3amoaHeHus aHkeTsl (PucyHok 32).
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AHKeTa Ha perucrpaTop BbibbITMA X

Mpesnpuatne <OBWECTBO € OFPAHWYEHHOW OTBETCTBEHHOCTBIO » MHH MN3HWPYET BHEAPEHWE NPOLECCOB PErvcTpauru
ewiBoga uz oBopota M, mapkupl X YHAK, WH, HBIMI MEPKMPOBKM € KOACM, Z3LMIIERHEIM KpUNTOrpaduueckod CMCTEMOR C OTKPBITEIM  KNKOUOM
(accumeTpruHEIM Wdpom) B bopmMaTte ABYMEPHOTD WTPUX-KOAA cTaHAapTa Data Matrix.

* Homep nuueHsum

* Konvuecteo paf)ounx MECT, Ha8 KOTOPbIX NPOM3ECAMTCA OTNYCK NEKapPCTBEHHDbIX NPENAPATOE

* KonnuecTeo pabounx MecT, Ha KOTOpbIX MPOM3BOAWTCA OTNYCK NEKapPCTEEHHLIX NpenapaTos 7B3H

CoxpaHuTb Otmena

Pucynok 32 - Ccpinka Ha opunmansaeiii cait DUAC

3anoaHUTD AHKCTY U HAKaTb KHOIIKY «COXpaHI/ITI)».

ITocme coxpaHeHUs aHKeTa CTAHOBHUTCS JOCTyNHa B cTaTyce «3amosiHeHO» (PucyHok
33).

AanHbie opraHusaumm Nuersnn Aapeca foBeperHbie KOHTPareHTb AHKETbI M AOTOBOPBI 3akaa SGTIN Boirpyaka aaHHbixX
0] O 3anonHenue sasenenmii () florosopsi () 3anonkenue anker Ha PB (O 3anonwenve akket Ha P @ ArkeTel
-} BrISOP HKeT At anekH Ha RGCTYTIEH NOCNE OTNPEEKIA 3aABNEHAR Ha NOANVCAHAE COOTBETCTBYIOWEND [IOrOBOPA. LR SEMGAHEHITA 1 CTIPABKIA SAREAEHI Ha NOANHCaHKE JCTOBOPOB NEPEAINTE Ha BKAAAKY «3ancrHEHWE
3aREneNMits.
JL17 OTNPBKK 33R8KN H3 DCHALLEHIE CBOPYCBAHIEM BLIGEPHTE ZHKETEI B CTATYCE «AHKETE JANONHENES M HIXMUTE H3 KNOMKY «OPOPMMTE 33REKY B yxaxwTe MU AR YTOUHEHNA JOMOTHATENLHOR
® VHBORMALU 1 HEXMKTE KHCNIKy "CTnpasuTy”. [ anweTsl SyayT e Jaseknt X
& = Ounetp Q nowck
Bcero noawuwmii: 93
&
o Mis.. DU, DA Cratyc = flara ompasks Ton [AononHuTentHLIe AaH... +
a o 3aN0AHeHO AHKETa Ha P * X e

Pucynox 33 - Crpannna Auketsl. OToOpaskeHHe 3aMOJTHEHHON aHKEThI
Ha crpannue «AHKeTh» KHONKHM [ JNEMCTBUM ¢ AHKETaMH paclojoXeHbl B KpaiHeil

npaBoi konouke (PucyHok 34).
C aHKeTaMH B cTaTyce «3alOHEHO» JOCTYITHBI CJIEIYFOLIE ACHCTBHS:

— IIpocmorp aHker;
— PepakrupoBaHue aHKET;
— VYjaneHue aHKeT.

C aHKeTaMH B cTaTyce «OTHpaBJ'IeHO» JAOCTYIIHBI CJICAYIOIINC JICUCTBUS:
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— IIpocmorp aHkeT.

Hannble opraHuzaunn Nuenznm Aapeca HosepenHbie KOHTpareHTbl AHKETBI M A0rOBOPbI 3axaz SGTIN BoirpysKa AaHHbIX
) 3anonuenue sananennii (O florosopel () 3anosHenve anker va PB () 3anonHenue anket Ha P @ AHkeTul
BLIGOR BHKET AR sanEkd Ha AocTy! CTTpaEKY SERENEHNR Ha Joroeopa. fin ¥\ OTIPaBKM 33FEAEHIA 1A MOATHCaHME JIOTOBOPOB NERERRMTE Ha BKARAKY <IAMONHEHIE
asmnerits
LA GTNDEBKH 33ABKI Ha CCHALIEHIAR OBODYAOBIHAEM BHBEDHTE SHKETHI B CTATYCE «AHKETS JAN0/HERES W HAXMATE Ha KHOMKY «OGOPMMTS 33RBKY Ha 0O B oK YKERVTE ML AR YTOUHENS AONCNKATENEHOI
WHEORMEN 11 KEXMITE KHOMKY “CTpaBuTs”. Nocne SyayT patopy AT 3amBKM Ha

= onetp Q romck
Beero nozmuwii: 93

a Mie.. - DUA... Cratye = [lara ornpaskm Tun DONoNHNTENBHEIE A3H. .. +

o 3anonHeHo AHKeTa Ha P3

» @ ¥ 2 ¥ @ @

Pucynoxk 34 - Crpanuna AHkeTsl. JleficTBus ¢ AHKeTaMu

5.2 OTnpaBka AHKET Ha OCHAIIIEHUE PErUCTPaTOpoM BbIObITUSA OriepaTopy

OTMeTHUTh aHKETHl B cTaryce «3amoJIHEHO» Talo4Koi H Haxarh KHONKY «Odopmuts

3asIBKY Ha OCHAIIeHUE 000pYI0BaHHEM).

KHormka cTaHOBHTCS TOCTYIHOMW Nociie BeIOOpa aHKeT u3 circka (Pucynok 35).

AanHbie opraHMsaumn JNuuensun Anpeca [oBepeHHble KOHTPareHTbI AHKeTbI M AoroBopsI 3akas SGTIN Bbirpyska aaHHbIx
4] (O 3anonHenwe 3anenedmii (O forosopel O 3anonHexue aHkeT Ha PB () 3anonHeHwWe aHkeT Ha P @) AHKeTsl
- BuiSiop anKker 418 0d 38Kk Ha oC ADCTYNEH NOChE OTNPaBKek 3aRENEHNR Ha NOANKCANVE COOTBETCTBYIwero Jorosopa. i W oTnpagky noanmcarie f nepefiguTe Ha BKAAAKY «3anonHenne
3aenEHMity.
/177 OTNPEEKY 33RBKM Ha OCHAILIEHIE DEOPYAOBAHNENM BHIGEDHTE BHKETE B CTATYCE «AHKETE J3NDAHEHSS W HEKMUTE Ha KKONKY <OBOPMHTE 33ABKY Ha OO ] okne WL AR YTOUHEHNS AOTONHITENEHOG
& WHBODABLIAY 1 HEXMUTE KHOMKY “CTNDAENTS". TIOCHE STOTD BHKETHI BYyT HAMPa wwTErpaTapy AT SanEky K2
& + Ogopmus sanpky Ha ocHawenwe obopyaosanmen == ®wnwrp QL Momck
Bcero noznumit: 93
&
& Mie.. DHA.. ~ Cratye = fara ompaskn Ton AcnonHATENsHLIE AaH... i
@
A & 3anonxero Askera na P3 & X e

Pucynox 35 — Bribop anket 1151 oTripasku OnepaTopy
[Tocne wHaxatus Ha KHONMKY «OQOpMHTH 3asiBKy Ha OCHAIIEHHE O0OPYIOBAHHUEMY
OTKpPOETCS OKHO JJIS BBOJA JOTIONHUTENBHBIX NAaHHBIX JIIsI opopMicHUS 3asBKH HA OCHAICHUE

ob6opynosanuem (Pucynok 36).

aHKeT gns

[ins ocHamenma CySuexta neKapeTBeHHLIX Tpedyerca cucremsl PVHTa 4OTOROP B COOTEETCTRMM C TAIOROH GOPMOI AOTOROPA.
HanpaguTs aanmsie anm o K Aorosopy - o

HaumeHoBaHve opranmzaLu
OBLLECTBO C OrPAHUYEHHO OTBETCTBEHHOCTBIO

Knn OrPH/OTPHUMN

* KOHTaKTHO® MUO ANA YTOUHEHWA AONOAHUTENBHOA MHGO PMaLIMK * KOHTaKTHbIA TeNedoH ANA yTOUHEHWA AONONHUTENbHON MHOOPMaLM

OmnpaswTs Otmena

Pucynox 36 - BBojx maHHbIX 11 ohopMiteHUs 3assBKH Ha OCHAIICHHE 000 Py I0BaHHEM

[Tocne BBOa JaHHBIX HAXKaTh HA KHOTIKY « OTIIPaBUTHY.

66



[Tocne Haxkatusg Ha KHONKY «OTHpPaBUTB» aHKETHl MEPEXOolsAT B craryc «OTHpaBiIeHO» U
Oynyt nHampasnenbl Omeparopy s nanbHelmeld o0pabotku. [locne oOpaboTkM mepeaHHBIX

JaHHBIX Oy IyT c(hOpMUPOBAHBI JOKY MEHTHI, KOTOPBIE OyIyT pa3MeIIeHsI B pa3ene J{0oToBOPHI.

5.3 [Moanucanvie aHKETHI.

B Teuenme 1-2 paboumx nHel aHkera Oynaer mpoBepeHa co ctopoHsl OOO «LIPIIT», B
pasnene «JoroBope» Oymer cdopmupoBanHa «3asBKa YYacTHHKAa O TPEJOCTABICHHU

O60py[[OBaHI/I$I PB» B cTaTryce «Tpe6yeT IO AIIMCH)) . y‘{aCTHI/IKy H€O6XOI[I/IMO IIoAIMrUCaThb

3a5BKY.

ra JAOTOBOPHBIE AOKYMEHTbI
L)

Pucynoxk 37 - Crpanuma JJorosopsl. [Toanucanve 3asiBKH.

Ilocne mnoanucanmst 3asBka nepexoauT B cratyc «Ha mnposepke». Ilocme mnposepku
3asBku Ha ctopoHe OOO «IIPIIT» B Tewenmm 1-2 pabouwx JHEN 3asBKa MEPEXOJUT B CTATyC

«Iloanucan CTOpOHaM» .
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6 AKTBI O IMMOJIYUCHUHU PErucTpaTropa BBIOBITHSL. Hepexoz[ K IIOAITMCH I[OKYMGHTOB

[Mocne moammcanusi «3asBKM y4YacTHUKA O TMpeaocTaBIeHHH obOopyaoBanus PB» co
cropousl OOO «HPIIT» B pasmene J[oroBopel Gopmupyercsi «AKT mnpuema — TMepenadu

ob6opynoBanus» B cTatyce « Tpedyer moamucuy.

BHMMAHMUE!

AKT IO JIIMCBIBACTCA 10 (baKTy MMOJIY4YCHHA pCrucrpaTopa BBIOBLITHSL.

Jns mepexona K TMOANMHCH TOATOTOBICHHBIX JOKYMEHTOB TpeOyeTcss mepeilTu Ha

ctpanuiy «JloroBopsi» (PucyHok 38).

[JlarHbie opraHmaaumm NALen3nm Aapeca [loBeperHble KOHTPareHTbI AHKETbI W AOFOBOPBI 3aka3 SGTIN Bbirpy3aKa AaHHbIX
@ o e e JpeE e e (@) Ak
2 BLi60p 3HKET 113 OBOPMASHIA I3RBKM H3 OCHALICHHE 0BOPYAO0BAHHMEM LOCTYNEH NOCHE OTNIPIBKM JIRBNSHIA Ha NOANMCAHHE COOTBETCTEYIOWENO [10r0B0Pa. LR JN0NHEHVA 1 OTNPIBKM 33A6/EHWA Ha NOANMCaHNE [lOrOBOPOE NEPSAANTE Ha BKAAAKY =3aN0AHEHME
aRenetits
- 11 OTNPAEKM 33AEKH Ha OCHAILIEHHE OBOPYAOBSHIE BHIGEPHTE SHKEThI B CTATYCE wAHKET3 SAMIONHEHE» 1 HEXMUTE Ha KHOMKY «OGOPMUTS 33RBKY H3 OCHALLIEHME DGODYAOBAHNEN . B MAN0TOBOM OKHE YKEXMTE KOHTAKTHOS MHLIO MR YTOUHEHIA JONCIHATENHOR
& MHOOPMALIAM W HEXMUTE KHOMKY “OTNpaeuTs”. MoCne 31010 3HKETH! GYAYT HANPABAEHE! WHTETPATODY ANA OOOPMAEHUA 33REKW H3 OGODYAOBaHME.
& + OdopmuT saseky Ha ocHaulenne oBopyacBannen = OnawTp Q nouck
Beero noanuuii: 93
MAE... DHA.. Mnenmudmkarop DUA. .. Cratyc = flara omnpaskn Tun JONONHHTENLHLIE AaH...
a 3anonHeHo Axketa Ha P3 X o

Pucynok 38 - Ilepexon k Bkinaake JloroBopsr
[Mocne mepexonma OyaeT [OOCTYNEH TIEpEYEHb IMOATOTOBICHHBIX JTOKYMEHTOB IS
o3HakomiyieHust W moxmucu. (Pucynok 39). Jlamee HeoOXomamMo BeIOpaTh W3 MEpEUHSA

JIOKYMEHTOB AKT O ITOJIyYEeHUH perucrpaTopa BeIObITHS U oanucath ero Y KOIT opranusarnum.

2 BOTOBOPHLIE AOKYMEHTEI

fava cosaarma Homep Aosymenta Hamwenosarme

Pucynok 39 - CtpaHuma co CIUCKOM JJOKyMEHTOB

[lepen moanucanueM AKT MOKHO cKadyaTbh M IpocMmoTpeTh. Ilocie moamucanus axkra co
CTOpOHBI Y4YacTHMKa OH nepexoaut B craryc «Ha mposepke». Ilocie mpoBepkn akra Ha
cropoe OO0 «UPIIT» B Teuenue 1-2 paboumx gHel akT mepexonut B craryc «llogmucan

CTOPpOHaMM» U MOXKCT OBITHL CKaYaH C noanrucsAMr CTOPOH.
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Hpunoxenue

Jlo6aBjieHHE HECKOJIbKHX MeCT JAesITeJIbHOCTH K0 PHAHYECKOr0 JIMIA, PACIIOJI0KEHHbIX M0 OTHOMY
ajpecy.

Hnsa ciydaeB, Korga mo OJHOMY aApecy AOMa HAXOISITCS HAXOIHUTCA HECKOJIBKO MECT
OCYIIECTBICHUS JEATEILHOCTH, HANpUMep — B OJHOM 3MaHUM 2 WIW 0oJjiee anTekd, s
ycnemHoil peructpaunn MJ[ B UC «MJIII» kaxgoro MecTa OCYIIECTBIEHHUS AEATEIBHOCTH,

HE0OXO0IMMO MTPOU3BECTH MOCIE0BATENBHO CIEYIONTUE ICVCTBHS:

1. IlpucBouTh YHUKAIBHBIHM HOMEP ajapeca 00BeKTa aapecauu B (heaepanbHONH WH(OpPMAITHOHHON
aZpecHol ciyx0e 715 Kax 10l anTeku. J{jist 3Toro Heo06xo0aMMO 0OPATUTHCS B MECTHBIE OPTaHb
caMOyTpaBJIeHUs 1151 100aBJIeHUS aJipeca ¢ yKa3aHHEeM HOMepaoMEIEHNH COTTIaCHO KOJTHYECTBY
aITeK, HaXOJUIIINeCs B OJHOM 34aHUH.

2. TIposeputs B cepuce DUAC https://fias.nalog.ru/ Hamuure yHUKaTBHOTO ajpeca ¢ 100aBICHHbIM
HOMEpOM MOMETIECHUSI.

3. OOpaturscs B Poc3apaBHaa3op, B JUICH3UM I KaKIOW M3 anTeK BHECTH HOBBIM ajpec
n00aBIIeHIEM HOMEPA ITOM eI CHHUS.

4. PoczapaBHam30p MoCie BHECEHNSI M3MEHEHMH, HarpaBuT nHpopmarmto B MC MUJIIT.

5. B MC MJUJIIT npou3BeCTH pEerucTpaIyio MeCTa OCYIIEeCTBICHUS NCSITSABHOCTH I KaXKIOu

anTeky B COOTBETCTBUHU C MOIy4eHHBIMU YHUKaTbHBIMU DU A C 1o moMenieHusIm.
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Ipunoxenue 3. [lncemo ¢ pazbsacuenusimu PoczapaBuaazopa 06 oTnycke
JIEKapCTBEHHBIX MpPenaparon

MHHHCTEPCTBO 31PaBOOXPAHEHUS 2343634
Poccuiickoit ®Penepanuu
OENEPAJIBHASA CJY2XKBA 11O HAI30PY
B C®EPE 3IPABOOXPAHEHUSA PyKOBOJ.IHTeIIHM
(POC3JIPABHA/I30P)
MEIULUHCKHUX, ONITOBBIX U alITEYHBIX
PYKOBOJIMUTEJIb opranmaunifl

Caasstiickast . 4, crp. 1, Mocksa, 109074
Tenedon: (495) 698 45 38; (495) 698 15 74

16 .014.R0R0 N Ofwr -~ 1 /O

o . . g .

O po3HHYHO# U ONITOBOM TOProBIIe
JIEKapCTBEHHBIMH IIperapaTaMu

OQepnepanbHas cmyx6a mo Hagzopy B cdepe 3IpaBOOXpAHEHHS B CBS3H C
MHOTOYMCIIEHHBIMH OOpAlleHHsIMH 110 BOIpPOCY PO3HHYHOH M ONTOBOH TOPrOBIH
JIEKapCTBEHHBIMH MpenapaTaMy Ui MEUIMHCKOTO IIPUMEHEHHUS COObIIaeT.

B cootBercTBHHM co cratbeit 506 I'paxmaHckoro komekca Poccuitckoi Denepanuu
no JIOTOBOPY IIOCTaBKH MOCTaBLIHK-IIPOABeEIl, OCYILECTBIISAIOLINH
NpeANPHHUMATEIBCKYIO IEATEILHOCTD, 00s3yeTcs nepeaaTh B 00YCIIOBIEHHBIA CPOK HITH
CPOKH IPOMU3BOJMMBIEC MJIH 3aKylaeMble MM TOBaphl MOKYIATENO Ul MCIOIb30BAHHUS B
NPEANPUHUMATE/IECKOH JEATENbHOCTH WM B MHBIX LENAX, HE CBA3AHHBIX C JIAYHBIM,
CEeMEUHBIM, JIOMAITHUM U HHBIM MOI06GHBIM HCIIOIB30BAHHEM.

B cooTBercTBHM ¢ pasbACHEHMAMH MOCTAHOBJIEHHS IInenyma Beicmero
Apbutpaxnoro Cyna Poccuiickoit ®enepamun ot 22.10.1997 Ne 18 «O HEKOTOPBIX
BONpocax, CBA3aHHBIX ¢ npuMeHeHueM Ilonoxennii ['paxaanckoro konekca Poccuiickoii
®Qenepauui 0 JI0TOBOpe IIOCTaBKH», TNOX LENSAMHM, HE CBS3aHHBIME C JIAYHBIM
HCIOJIb30BAHUEM, CIIe/lyeT IOHUMATh, B TOM YMClle IPHOGPETEHHE IOKyIaTelleM TOBapOB
AN obecnedyeHHs: ero JAeATeNbHOCTH B KayecTBe OpraHu3alli¥ HJIM TpakJaHWHAa-
NpEANpUHAMATEIs (OPITeXHUKH, OQHUCHON MeGellH, TPAHCTIOPTHBIX CPEJICTB, MaTepHaoB
JUIsl pPEMOHTHBIX paboT U T.I1.).

OTHOmIeHHMs, BO3HHMKAIONIME B CBS3H C obpamenueM - pa3paboTKOH,
AOKIMHHYICCKAMH  HCCIIE0BAHHAMH, KIMHHYECKHMH HCCIIE0OBAHUSMH, 3KCIIEPTH3OM,
FOCYJapCTBEHHOH perucTpanueif, co craHmapTHsammedi u ¢ KOHTPOJIEM Ka4yecTBa,
TPOH3BOACTBOM, H3TOTOBJICHHEM, XpaHEHHEM, NEPEBO3KOH, BBO30OM B Poccuiickyio
®enepaunio, BeIBo3oM u3 Poccuiickoii Mexepaun, PEKJIaMOH, OTITyCKOM, peau3aluei,
nepeayel, NPUMEHEHHEM, YHHYTOKEHMEM JIeKapCTBEHHBIX CPEICTB, PEryIHpylTCs
®DenepanbHeIM 3ak0HOM 0T 12.04.2010 Ne 61-®3 «06 0OpallleH!H JIeKapCTBEHHBIX
CpeACTB» (naiee — 3akoH 06 oOpalieHHH JIEKapCTBEHHBIX CpEnCTB).

Cornacuo crathe 54 3akona o6 obpaumenun JIEKapCTBEHHBIX CPEJCTB ONTOBAs
TOPrOBIIA  JICKAPCTBEHHBIMH ~ CPEACTBAMHM  OCYIIECTBISETCS  MPOM3BOLMTE/AMH
JICKAapCTBEHHBIX CPEACTB M OPraHM3aUMsAMH ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMH
CPCACTBAMH N0 NpaBHJIAaM HAIEXKAlled AMCTPHOBIOTOPCKOA NPaKTHKM M IpaBHiIaM
HaJlexalled TpPAaKTHKH XPAaHEHWs M  [EPEBO3KH  JIeKAPCTBEHHBIX IIpenaparos,
YTBEPIKACHHBIM ~ COOTBETCTBYIOIMMH  YIIOJHOMOYEHHBIMH (eepalbHBIMH  OpraHamu
UCIIOJIHUTEILHOM BJIACTH.
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2

Po3HuuHas TOproBns NleKapCTBEHHBIMM —MNpenapaTaMd IS MEIMIMHCKOrO
NPUMEHEHHS B KOJMYECTBAX, HEOOXOAMMBIX JUIi  BBIIOJHEHHS  BpayeOGHbBIX
(penbamepckux)  HasHAYeHMH,  OCYIIECTBISETCH  ANTEUHBIMH OpraHu3alHsIMH,
MHAWBHyalbHBIMU NPEANPHHUMATEIISIMH, HUMEIOIIHMH JTHIIEH3HIO Ha (hapMalleBTHYECKYIO
ACATENBHOCTb, ~ MEIMIMHCKHMH  OpraHM3alMsIMH, HMEIOIIMMH  JIMIEH3HI0  Ha
(apmaneBTHYECKYIO  eATENHHOCTH, W HX  060COBICHHBIMH [o/ipa3ieIeHusAMH
(ambynaropusmu, denbamepckuMu 1 (enb/IepCKO-aKyIepCKUMH [TyHKTaMH, [IEHTPaMH
(oTaenenusMu) obueit BpauebHO# (ceMeiiHoii) IIPaKTHKH ), PaCIOJIOKEHHBIMU B CEJIbCKUX
HAaCeJICHHBIX MyHKTAaX, B KOTOPhIX OTCYTCTBYIOT alTeYHbI€ OpPraHW3allMH, MMEIOLIHMMHU
JHMLEH3UIO Ha (papMaleBTHYECKYIO 1eATEIbHOCTD.

dapmaneBTHYECKas AEATEIBHOCTD, BKIIOYAIOIIAS B ceOs:

-ONTOBYIO TOPrOBJIIO JIEKAPCTBEHHBIMU CPEICTBAMH, HX XPaHEHHUE, IEPEBO3KY;

-4 (WIH) DPO3HHYHYIO TOPrOBIIO JIEKAPCTBEHHBIMH MpENapaTamMu, HX OTIYCK,
SABJISICTCS JIMLIEH3UPYEMbBIM BHIIOM JIE€STEIHHOCTH.

Posuu4HEIHi nponasen, He UMes THIEH3MIO Ha (apManeBTHYECKYIO IeATENBHOCTD ¢
yKasaHHeM paboThl (yCIyrH) «ONTOBas TOPrOBJIA JIEKAPCTBEHHBIMH CPEACTBAMH IS
ME/MIMHCKOrO  NPUMEHEHMs», He BIpaBe OCYIIECTBIATH ONTOBYI TOPIOBIIO
JIEKapCTBEHHBIMH CPEJCTBAMH.

ITo muenuto ®AC Poccnn (mucema PAC Poccun ot 19.09.2017 Ne UA/64899/1 1,0t
21.06.2017 Ne WA/41856-TTP/17, ot 23.10.2014 Ne AJ1/43043/14), B cnyuyae ecnu
00BEKTOM 3aKYIKH SBIISETCS MOCTABKA JIEKAPCTBEHHBIX CPE/ICTB, 3aKa3uyUuKy HEOOXOJUMO
YCTaHOBHTb TpeOOBaHHE K yYacCTHHKaM 3aKyNKH O COOTBETCTBHH 3aKOHO/IaTeNILCTBY
Poccuiickoii  ®enepauun, a wuMeHHO, ecnH YYaCTHHK 3aKylKH He sBIsSeTCS
TTPOM3BO/UTENIEM JIEKADCTBEHHBIX CPE/ICTB, O HAJIMYMH y OPraHH3alMi ONTOBOH TOPrOBIIH
JMUEH3MH Ha (apMaleBTHYECKYIO JESTENbHOCTh C YKA3aHHEM «ONTOBAs TOProOBJIs
JICKapCTBeHHBIMH ~ CpEACTBaMU». PO3HMUHBIA mNpojaBel, He WMes IMIEH3HIO Ha
(apMaueBTHYECKYIO AESTENbHOCT C YKA3aHHEM «OITOBAS TOPrOBJISl JIEKapPCTBEHHBIMU
CPeACTBaMK», HE MOXET ObITh YYaCTHHKOM 3aKYNKH H [OCTABIIMKOM JIEKapCTBEHHBIX
CPE/CTB 10 rOCYJapCTBEHHOMY KOHTDAKTY.

Ecim  ywactHmkoM — BeImeykasarHO#M 3aKYNIKH  SBJIS€TCS  MPOU3BOJHUTEINH
JICKapCTBEHHBIX CPE/CTB, TO Y4aCTHHK 3aKYNKM B COCTAaBe CBOEH 3asABKH NPEIOCTABISET
JHICH3AIO Ha OCYINECTB/ICHHE ACATENLHOCTH 10 MPOM3BOACTBY JIEKAPCTBEHHBIX CPE/CTB,
BbIIAHHYIO B COOTBETCTBHM C mocTaHoB/neHneM [IpaButenscrsa Poccuiickoit Menepauun
ot 06.07.2012 Ne 686 «O6 yrBepxnenun [Tonoxenus o JMLEH3UPOBaHHH NTPOU3BO/ICTBA
JIEKapCTBEHHBIX CPECTBY,

JlononuuTensHO HHPOPMUPYeEM, UTO HACTOAMIEE THCHMO He SBISETCS OpHIHAIBHBIM
TOJIKOBAaHHEM TIOJIOXKEHHH NEHCTBYIONIEr0 3aKOHOAATeNbCTBA POCCHICKON Denepauuu B
CBA3H C OTCYTCTBHEM y Poc3ipaBHaI30pa COOTBETCTBYIOMMX MONTHOMOYMIA.

M.A. Mypaiko

I'ycekoBa U.A. (499)578 01 43

71



IIpuio:xxkenue4. [lopsinok padoTbl y4aCTHHKA 000pOTa B CiIy4yae
BpemeHnHoM HepoctynHocTu PT'UC MJIIT

1. Ha3HayeHue AOKYMeHTAa

Hacrosmmit TOKyMEHT OMUCHIBACT MOPSIIOK ACHCTBHI YYaCTHHKOB 000pOTa B Ciydae
BO3HUKHOBEHU S BPEMEHHOW HEJOCTYITHOCTH OJAHOM UJIM HECKOJIBKUX KOMIOHEHT cucTteMbl @I MC
MJUIII, a Tak)e BBIIOJIHEHUS MPEBEHTUBHBIX MEP yYaCTHUKAMHU 000pOTa Ui MUHUMH3AIMH
PHICKOB MPEPhIBAHUS JISATSIPHOCTH OpraHu3aiuu B yactu nepenayu ceeaenuii B ®I'MC MU u
CHUIKEHU S HETaTUBHOTO A peKTa Ha TOBAPHO-YUETHBIE CUCTEMbI YYaCTHUKOB 000pOTa.

st obecrieueHus HEMPEPBIBHOCTHU MPOIIECCca TPOU3BOICTBA U JABHEHIIIET O ABUIKEHUS
JIEKapCTBEHHBIX MPENapaToB IO TOBAPOMPOBOJAIIECH LENH (B CiIydyae BBISBJICHUS BPEMEHHOM
HegoctynHoctd GT'MC MJUJIIT) nns Bcex Karteropuii y4aCTHMKOB 00opoTa (IPOU3BOIUTEINEH
JIEKAPCTBEHHBIX TPENapaToB, OpraHU3alMil ONTOBOW TOPTOBJIM, MEIUIMHCKUX M alTEYHBIX
OpraHu3aIuii) paspaboTtaH aJbTEPHATUBHBIN cepBucC «®apma.llpocTo»
(https://ph.mdlp.crpt.ru/login), obecrieurBaroOIIHii BO3MOKHOCTBIO MOJATOTOBKH M IMepeaadd BCexX
KITIOYEBBIX TUIOB WH(OPMAIIMOHHBIX COOOIIEHUH (omepamuii, OTpakalommX (aKTHUECKUue
JIEHCTBUS C JIGKAPCTBEHHBIMH IIpenapaTamMu, COrIacCHO JJOTHYECKOW Moenu (aitioB oOMeHa) B
OI'iC MUJITI.

IIpnmeyanue: pu UMEIOLICHUCS noTpedHOCTH HCII0JIB30BaHUS JAHHOU
(GYHKIIMOHATBHOCTH perucTpanuio B cepBuce «Papma.dlpocTo» yuacTHuKy o000poTa
HeoOXoauMo Tpou3BecTH 3a0maroBpemMenHo. B momeHT HemoctynmHoctd API ®T'MC MJUIIT
peructpanus B cepsuce «Papma.llpocToy HegocTynHa.

C yueroM Toro, uro ceppuc “@apma.llpocTo” pasMemaerca Ha oraeiabHoM ot OI'MC
MJUIII koHTYpE, OH HE MOABEPIKEH BAUIHIIO HenocTynHoct cepsucos @I'MC MIUJIII.

CchUIKM Ha TOJIB30BATENbCKYIO JIOKYMEHTAIUIO, @ TaK)Ke BUIeoMaTepuaisl o padoTe ¢
cepsucoM «Dapma.llpocto» npuBenensl B pazaene Omundka! UCTOYHUK CCHLJIKH He HAHJIEH.
HACTOSIIET0 MPUIOKEHHUS.

2. Topsaaok padoThl ¢ cCUCTEMOIi ISl MPOU3BOANTE/ el U HMIIOPTEPOB
JIEKAPCTBEHHBIX NPENapaToB

2.1. 3aka3 u reHepanus CpeacTB WIeHTU(PUKALUH

Jus  obecrieueHust OecriepeOOHONW TMOCTaBKM W HAHECEHUS KOJOB MapKUPOBKU
PEKOMEH/IyETCSI OCYIIECTBIIATh PEryIIpHOE HAKOIICHUE KPUTITOKOAOB B UHCIIE, JOCTATOYHOM JIS
Oecriepe0oitHOM paboTHl TPOM3BOICTBEHHOTO IIUKJIA 3aBOJIa-U3TOTOBUTEISL.

IlpetaraeMblii  BapuaHT XpaHEHUs 3amaca KPUITOKOAOB IOAXOAUT Kak Ui
IIPOU3BOJUTEIIEH, OCYIIECTBIIOIIMX HAHECCHUE, TaK U JUIA Jep’Kareiaedl perucTpaliOHHBIX
YJAOCTOBEPEHUH, OCYIIECTBIISIIOIIMX MPOU3BOJCTBEHHYIO JIEATENbHOCTh HAa KOHTPAKTYEMBIX (B
TOM 4YHCJI€ W WHOCTPAaHHBIX) IUIOMAAKaxXx. B 3ToM cioyuyae ydacTHMK, SMUTHpPYs 3arac
KPHUIITOKOJIOB, NEPEJAeT UX Ul MOCIEIYIOUIEro HaHECCHUsS 3aBOAY M3TOTOBUTEIIO B 00BEME,
JIOCTAaTOYHOM JIJIs1 BBIIIYCKA MApTHH JIEKAPCTBEHHBIX IPENAapaTOB HA IEPCIIEKTUBY 3 -6 MECSLIEB.

OO6pamaem Bame BHMMaHMe, YTO OTpaHMYEHHUE [0 YUCIY KPUITOKOJOB MPHUCYTCTBYET
TOJIBKO JUIsl TEHEpaluu OTKPBIThIX 3aka30oB B CY3. B ciydae, eciy y4acCTHUKOM IPOU3BOIUTCA
CBOEBPEMEHHOE 3aKpPbITHE 3aKa30B M IOJYyYEHHE KPUIITOKOJOB, INOTEHLUAIbHBIA 00BEM HE
OTrpaHUYEH.
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2.2. Co0J1101eHHe XPOHOJIOTHH 3arPy3KH M OTCJIeKHMBAHHE CTAaTyCa
00padoTKHN TOKYMEHTOB

Pexomenayercst coOmoaTh CIEAyIONIME TpaBUJia COXPAHEHHUS XPOHOJIOTHUHU 3arpy3Ku
nokymeHToB B OI'MC MJJIII co cTOpoHBI TOBapHO-y4YETHOM CHCTEMBI MPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEJICTB COrJIACHO mocTaHoBieHUIo IIpaBurtenscrBa Poccuiickonn @enepannu
Nel556 ot 14 nexabpst 2018 roga (B Tekyiel peaakiium).

1. Ocy1ecTBIATh OCIEA0BATENBHYIO 3aIPYy3Ky JOKYMEHTOB COIVIACHO ONKCAHMIO B
nokymente «llacmopra mporeccoB», pa3MEIICHHBIX Ha caiite YecTHbINM3HaK.pd B paszzaene
«JloxkymenTsI 11t pabotsl B MJIJITT».

2. Brinonusars 3arpy3Ky HOOKYMCHTOB IIOCJICHOBATCIIBHO U C HauOOJIbIINM
HHTCPBAJIOM BPECMCHU, JOITYCTUMBIM AJId IIPOU3BOACTBCHHOI'O IIPOLECCA YHACTHUKA.

3. OTtcnexxuBaTh CTaTyC MPEAbLAYIIEr0 OTIPABIEHHOIO JTIOKYMEHTa /0 OTIPaBKH
MOCTIeTYIOILETO.
Ilpumep:
a. Omnpaexa cxemvl HAHeCEHUs,
b. Ionyuenue cmamyca obpabomku Ookymenma,
C. 3anpoc cmamyca no nepgomy uz KM ¢ omueme;

d. Ilposepka, umo KM ¢ cmamyce “Hanecen”, omnpaska omuema o
azpezayuu.

O6pamaeM Bame BHuMaHNE Ha KOPPEKTHOCTb MOJaBaCMbIX CBEICHUM B OTUCTax, B
HYaCTHOCTH:

— Cpoxka rogHocry;

— Howmepa cepuu;

— Bumnanensua ToBapa;

— Tuna npousBocTBa (COOCTBEHHBIE MOIITHOCTH, KOHTPAKTHOE IIPOU3BOICTBO).

B ciyuae BO3HMKHOBEHUS OMMOOK CO CTOPOHBI yU4acTHHKA 000pOTa B MOJAaBAEMBIX
CBEJICHUSX KOJl MAPKUPOBKHU MOKET OBITh OTHECEH K COOTBETCTBYIOIIECH CTATYCHON MOJICIH.
WcnpaBieHue mogoOHBIX CUTyaluil TpeOyeT MNPUBJICYCHUS CIECIUATMCTOB TEXHUYECKON
noiepxkku OrepaTopa CHCTEMBI M JUTUTEILHOT0 pa3ouparenbcTBa. McnpaBieHue cBeeH Ui
MPOU3BOAUTCS COTpynHHKamMu OrmepaTtopa CHCTEMBI Mocie O(UIMAIBHOTO 3ampoca OT
y4acTHUKA Ha UCIPABJICHHE CBEICHUI Ha OJIaHKE OpraHU3alliu, TOITBEPKICHHOM M€YaTHIO.
Cpoku 1 BOBMOXXKHOCTH BHECEHU I UBMEHEHUH B cBeZieHU s, paHee nojganHbie B OT'IC MJJITT
YYaCTHHKOM, HE PErJIaMEHTHPOBaHBI.

2.3. Mopsinok B3anmoneiicteusi ¢ ®T'UC M/IJITI Ha unTepdeiicHom
YPOBHE B cilyuyae KpaTkoBpeMeHHoii Hegoctynnoctu @T'UC MJJITT

B ciywae ¢ukcanuu yBeIMUEHHOTO BPEMEHHOI'0O MHTEpPBAJIa OTBETOB CO CTOPOHBI
OI'MC MJUJIII, BHEIIaHOBBIX pabOT WM PEryIsapHbIX penn30oB CHCTEMBI CIEayeT
00ecreunTh COOTBETCTBYIOIIYIO PEAKIMI0 CO CTOPOHBI IPOM3BOJICTBEHHOW CHCTEMBI
YyacTHUKa.

B cinydae mnnaHOBBIX peNM30B M BHEIUIAHOBBIX PabOT, MOATBEPKIACHHBIX
COOTBETCTBYIOIIEH HH(OPMALIMOHHON pAcChUIKON CIIy>KObl TEXHHUYECKOH IOJICPIKKH,
PEKOMEHIYEeTCs:

— OcylecTBUTh OTIIPaBKY JOKyYMEHTOB 3apaHEe;
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— Ha Bpems penusza mnpekpatuTh OTHPAaBKY JOKYMEHTOB H OIIPOC CTaTyca YkKe
OTHPABJICHHBIX W IO BO3MOXHOCTH KOIHUTH HCXOIAINNEC NOKYMCHTBI Ha CTOPOHC
IIPOU3BOJICTBEHHOMN CUCTEMBI YYaCTHUKA,

— OcymecTBIsITh OTIMPABKY JOKYMEHTOB MPU MOJYyUYEHUH COOOIIEHUS 00 OKOHYaHUU
pabor.

B cnydae (Qukcauuum HeKOppeKTHOH palboTel Ha uHTepdeiicHoM ypoBHE
B3aMMOJICHCTBUSI PEKOMEH]IyeTCsl MPOBECTH AMATHOCTUKY COOCTBEHHOW HMH(PaCTPYKTYpHI,
MPOBEPUTDH HAJTMYME CETEBOT0 COeAUHEHUsI 10 npoaykTuBHo# cpenpl @TUC MIUJIII, a Taxxke
YBEIMYUTh BDEMEHHOW MHTEPBAJI OTIPABKU JOKYMEHTOB.

s mpousBoauTENE U UMIIOPTEPOB JIEKAPCTBEHHBIX IIPENApaToB TaKKe IOCTYIICH
ceppuc «@apma.llpocto», SABIAIONMKCS aTbTEPHATUBHBIM HWHCTPYMEHTOM Iepeliayu
CBEJICHUHN O JIBUKEHUM JIEKAPCTBEHHBIX IPENapaToB B MOMEHT HEIOCTYIHOCTH CHUCTEMBI
OI'MC MIJITL. [etansHOe ONMUCAHUE MPECTABICHO B pasnene 3.1 HaCTOSIIero TOKyMEeHTA.

3. Tlopsinox paGoThl ¢ CHCTEMO¥ /IJIsi OPraHU3aLMIl ONTOBOIi TOProBJIH
JICKAPCTBEHHBIMH NpenaparamMmu

3.1. O6men Ha uHTep(eiicHOM YypOBHE CHCTEMbI

[Ipumeuanue: npu UMEIOLIEH st MOTPEeOHOCTH HCITOJIB30BaH U JAHHOH
GYHKIIMOHATBHOCTH peructpanuio B cepBuce «®apma.llpocTo» yuacTHHKY 000poTa
HE0OXOoaMMO Mpou3BecTH 3abmaroBpeMeHHo. B MomenT HenoctynHoctu API ®T'MIC MJUIIT
peructparus B ceppuce «Papma.llpocTo» HegOCTYHA.

Ecnu toBapHO-ydeTHas cucreMa y4acTHHKa 000pOTa HE MOMIEPKUBACT OTIIOKECHHYIO
otpaBky qokymMeHTOB B afpec DI'MC MJIJIII, To B cimy4asix BOSHUKHOBEHU s HepocTynHOoCT APl
OI'NMC MIJIIT nHeobxoaumo Bocmonb3oBaThes cepBrucoM «Dapma.IlpocToy, pacmonokeHHBIM MO
anpecy https:/ph.mdlp.crpt.ru/. B ranHOM cepBuUCe TOCTYIHBI K (JOPMUPOBAHHIO U TTOCIIETYIOIICH
nepegaun B cuctemy ®I'MC MJIIT moxymeHThI, oOecreuynBaroniie MOHUTOPUHT JBUKEHHUS
JIEKapCTBEHHBIX IIPETIapaToB.

[Tocne aBTOpm3anum ydacTHHKa oOopora B cepBuce «Dapma.llpocTo» HeoOxoamMo
nepeiTu B pasznen «UepHoBUKH», chOPMUPOBATE HEOOXOJUMBIE JTOKYMEHTHI JUIsl OTIIPAaBKHU B
cucremy ®I'MIC MIUJIII. dokymenTsl, chopmupoBanHbie B cepBuce «Papma.llpocto», MOKHO
MOAMMNCATh U COXPAHUTH AJIs ITOCIIEAYIOIEN OTIIPABKHU.

B mMomenT HenoctynmHoctu cuctembl GI'MIC MJUIIT cepuc «®apma.llpocto» moxker
UCIIOJIB30BAThCS YYACTHHKOM 000poTa Kak Oydep A HaKomJIeHUs cPOPMUPOBAHHBIX B CTOPOHY
OI'NC MIJIIT noKkyMeHTOB.

ITocne BoccranoBnenus aoctynHoctd APl ®TMIC MJIJIII HeoOXoauMoO BBIOJHUTH
cunxpoHusauuto ceppuca «Papma.llpocro» ¢ cucremoit ®I'MC M/JIII u 3arem B paznene
“YUepHOBUKHU ’ BHITIOJIHUTH MEpeIady TOKYMEHTOB, OKHIAIOMIMX B OYep e Ha OTIPABKY.

4. Tlopsimok padoThl ¢ CHCTEMON /JJIsl OpraHu3aIuii, 00ecneYnBaAIINX BIBO/
U3 000pOTAa JIeKAPCTBEHHBIX MPeNnapaTon

4.1. JInuHblil KaOMHET YYACTHHKA 000pOTa CHCTEMbI

B cnyuasx BpemeHHON HenocTynHocTH JInyHoro kabuHera yyactHuka obopora OI'MC
MJUIIT nporeccsl ABUKEHUS U BBIOBITU S JIEKAPCTBEHHBIX MIPENApATOB HE MPUOCTAaHABINBACTCSL
[Ipr HEOOXOIMMOCTH MOMCKAa HEOoOXonMMon WH(OpMaIuu, a TakKe MOATOTOBKH OTYETOB Ha
nepeMeIleHHe, CIIMCaHue U BBIOBITH E ISKAPCTBEHHBIX MPENapaToB HE00X0ANMO BOCIIOIb30BaThCS
cepucom «@apma.llpocro». Ilocime BoccraHoBieHHS PabOTOCIIOCOOHOCTH CHCTEMBI BCS
nHpopManus OyJeT ycremHo oTpakeHna B JInunom kabuuere yuactHuka obopora @I'1C MJIII.
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4.2. Po3HUYHASI TOPrOBJIA JIEKAPCTBEHHBIMH MpenapaTaMmu

B caywasx BpeMEHHON HENOCTYNHOCTM MNpoAyKTuBHOro koHtypa OI'MC MIJIII
MPOLIeCChl POSHUYHON MPOIAXKU JIEKAPCTBEHHBIX MPENApaTOB HE MPUOCTAHABIMBAIOTCS U YEKH,
HaIpaBJIEHHbIE B ajjpec omnepaTopa (pUCKaIbHBIX JAHHBIX MOCPEICTBOM KOHTPOJIBHO-KACCOBOM
TEXHUKH, OyIyT HAXOJUTHCS B OYEpEe/In Ha OTIpaBKy B npueMubli kontyp ®I'MC MJJIII. ITocne
BOCCTAHOBJIEHUsI pabOTOCIIOCOOHOCTH CHUCTEMBI O4Yepelb YEKOB OyAeT IOCIeJOBATENBHO
pa3obpaHa, nepemMelieHa B 6a3y JaHHBIX, HH(GOPMALMs O BEIOBITHH JIEKAPCTBEHHOTO ITpernapara
Oyzet oTpaxena B JImunom kabunere yyactHuka odopora ®I'1C MUIII.

[Ipu oTCyTCTBMHM 1O MECTy OCYILIECTBJICHHS JESATEIbHOCTH CyObekTa oOpalieHus
JIEKAPCTBEHHBIX CPEACTB Ha MOMEHT ocyuecTBiieHus npojgaxu JIII no cucreme ®I'1C MJUIII,
BO3HUKIIIETO BBHUAY OTCYTCTBUS IOJTBEPXKIACHUU cO cTOpoHBbI mocrtaBmuka JIII, mporecc
po3anuHoi nponaxu JIIT ve nmpuocranaBnuBaercs n aist cucteMmbl MJUJII crienyer corsiacuo
pealM30BaHHOMY MEXaHU3My peecTp okujaaHuil. To ecTb npu OTCYTCTBUU MOIATBEPKACHUS
OTTPY3KM JIEKApPCTBEHHBIX IPENaparoB OT IIOCTaBIIMKA JOMYCKAaeTCs IpOoJaka ITUX
JIEKapCTBEHHBIX IMpENapaToB MOKYIMATEI0 B pamMKax OOpaTHOro Mmopsjaka akienToBaHus (T.e.
yIaKoOBKa JIGKAPCTBEHHOTO TMperapaTa YUCIUTCSA 3a TPy300THpaBuTeNneM). B naHHOM cimydae
BBIBEJIEHHBIN M3 000pOoTa KOJI MapKHpPOBKHU MOMAaJaeT B peecTp oxuAaHuil. boiee neranbHoe
onycaHue mpoliecca MPUBEACHO B JMOKyMeHTe «MeToauyeckue peKOMEeHAAlHMH Mo padboTe ¢
MapKUpPOBAaHHBIMU JICKAPCTBEHHBIMH IIpeNapaTaMmu», pa3MeIieHHOM Ha caiite YecTHbI3HaK.p B
pasnene «JlokymeHnTtsl o padore ¢ MJUJIIT», mompasnene «OCHOBHBIC NEHCTBUS YYaCTHUKOB
MIJIII».

4.3. PaboTa ¢ perucTpaTopamMu BblObITHSA

[Tpu BOBHUKHOBEHHU COOBITHS HEPAOOTOCIIOCOOHOCTH PETUCTPATOPa BHIOBITHS YYaCTHHUK
o6opora ®I'MMC MIJIIT nomken nmogaTh oOpaiieHue B ciyk0y TexHuueckor moaaepkku OO0
«Omnepatop-LIPIIT» mo snekTpoHHO# mourte SUPPOrt@crpt.ru, mmbo 3asBUTH O HEHCIPABHOCTU
yepe3 nuuHbIi kabuner ®T'UC MJIII.

B obpamennu HeoOX0IUMO ONrcaTh BO3HUKILYIO MPoOIeMy, MPUIIOKUTH HEOOXOUMBbIE
CHUMKH dKpaHa, HIUTFOCTPUPYIOIIME OMHOKY B paboTe yCTpOWCTBA.

[To pesymbraTraM pacCMOTpEHHUsI OOpAICHHS COTPYIHUKAMHU CIIy)KObI TEXHH YECKOH
MOAJEPKKH, OKa3aHUsl KOHCYJIbTAIlUH, TPEIOCTABICHUS PEUICHHUS M MOJYYCHHS OT y4acTHUKA
o0opoTa  TOATBEPKACHHUS KOPPEKTHOW pabOTOCTIOCOOHOCTH  YCTpPOWCTBAa  OOpaleHue
3aKPBIBACTCSL.

B cnyuae BbIsSIBIIEHUSI TEXHHYECKOW HEUCIIPABHOCTH YCTPOICTBA OOpalleHue mepenaeTcs
CEPBUCHBIM MHXXEHEpaM [UIs JanbHEeHero aHanusa. [lo pesynbraraM aHanm3a MPUHUMACTCA
peleHue o 3aMeHe 100 PEMOHTE YCTPOMCTBA.

Ha mepuon mpoBeneHusi 3aMEHBI JTHMOO PEMOHTA PETHCTPATOpPA BBIOBITHS yYACTHUKY
000poTa MPEIOCTABISAETCS JOCTYN K «IPSMOM» TMoAade CBEACHUN O BBHIOBITHH JIEKAPCTBEHHBIX
npenapaToB mo cxemam 521/531 mocpeactBom cepuca «®apma.llpocto». s ckaHupoBaHus
KOJIa MapKUPOBKH U Tiocnenytoieit nepenaun ceenenuii B @' C MIJITI yepes BoIlieykazaHHbBII
CEPBUC HEOOXOIMMO BOCIIOJIB30BAThCS OECIIATHBIM MPUIIOKEHUEM I MOOMIIBHOTO TenedoHa
«Dapma.Ckanepy (pa3meriieH B MarazuHe npuiioxxenuit Google Play) nu6o ckanepom 2D mrpux-
KO/JIOB.

[Tocne mpoBeneHust 3aMeHBI JIMOO PEMOHTA yCTPOMCTBA JIOCTYIl K «IPSAMOI» Iojadye
CBEJICHU U 3aKPBIBACTCA.

B cmyuae oTcyTcTBUsSI peructparopa BbIOBITHS MOPSAOK JCHCTBUM aHaJIOTHYeH
ONHUCAaHHOMY B JaHHOM pazzene. B aToM ciydae aoctyn K “HpsMoi” mojaye CBEACHUM
3aKpBIBAETCSl TOCIIE TOJMYyYEeHHWE YYaCTHHUKOM perucrparopa BbeIObITHSA. [Ipu 3TOM B MOMEHT
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HaIpaBJICHUS 0OpaleHUsI 00 OTKPBITUH YUYACTHUKY CXeMbI “TipsiMoii” mojaun cBeneHuit B @IUC
MJUIII y yyacTHHKa 10JKHA OBITH 0(OpMIICHA 3asBKa HA MOMYUYCHHE PErUCcTPaTopa BIOBITHSL.

B cnywae Bpemennoii HenocrynHoctu ®I'MMC MJIUJIII npu BeIBome u3 o00opoTa
JIEKapCTBEHHOT 0 ITperapara yepe3 perucTpaTop BbIOBITHS OTUET O BBIBOJIE TOMEIIAETCS B OYepelb
B npuemHsblii koutyp ®I'MIC MJUIII u mo ¢akTy BOCCTAaHOBJIEHUS CHCTEMBI OTYeT OyJer
obpaboran u nepemenieH B 6azy ganHbix @I'MC MJJIIL. [JanHas onepariusi BEIOJTHSIETCS KakK B
cityyae paboThl yCTpOICTBa B aBTOHOMHOM PEXHUME, TaK ¥ PH MOAKIIOYEHUH K TOBAPHO -y4ETHOM
CHCTEME Y4acTHHKa 000poTa (CeTeBOil pexuM paboThl PErucTpaTopa BbIOBITHS).

5. Hopaaoxk B3aumoaeiicteust ¢ ®TUC MIJIII B cirydyae 10arocpoyHoOi
HE/I0CTYIHOCTH CHCTEMbI

B ciyuae Bo3HuKHOBEeHU 1oATr0cpouHor HenoctynHoct cepBrucoB ®T'UC MJJIIT (Gonee
6 uvacoB) Omepatop mo corjiacoBanuto ¢ MwuHnpomToprom Poccum, MunsapaBom Poccun,
PoczapaBHam3opoM myOnMKyeT OMOBEUICHHE BCEM YYaCTHHKAM O BPEMEHHOM BKIIOUYCHHUU
pexuMa 00pabOTKH BXOISIIMX JOKYMEHTOB TOJBKO Ha mNpuéM. B 3ToM pexume OyayT
HEJOCTYIIHBI:

— BezoBsl API ®T'C MUIII, kpome 3arpy3Ku cxem;
— OrcnexuBanue craryca 00pabOTKH 10KYMEHTOB;

— BBbI30BbI CIPaBOYHBIX M CUCTEMHBIX METOJIOB;

— Jlocryn k JInuHOMy KaOMHETy y4acTHHKA.

Bce nonannble nokyMeHThI B iepuo HepoctynHoctd @T'MC MJUJIIT nomematorcs B
MPOMEKYTOYHOE XPAHWIJIMIIE MAaHHBIX M OyayT 0o0paOoTaHbBl MPH BBIXOAE CHUCTEMBI H3
aBapuiiHoi cutyauuu. [locne BoccranoBienusi padorocnocoonoctu OI'MC MIJIT mns
KOJIOB MAapKHUPOBKH, OTIPYKEHHBIX IOJIy4yaTelasiM M TOMEHICHHBIX B IPOMEXKYTOUHOE
xpanunuie (3arpyxeHasix B @TUC MJIII ¢ ommbkaMu, JONMYIIEHHBIMU YYacCTHUKaMK ) Ha
48 yacoB OyJeT BKJIIOYCHA CXEMa “ONMPHUXO0JIOBAHMS, KOTOpas NPaKTHYECKH HJICHTHYHA
00paTHOMY aKI[ENTOBAHUIO IIOJIy4E€HHS TOBAPOB:

HET 0053aTeNIbHOCTH YKa3aHHS UIEHTH(PUKATOpa yYaCTHUKA OTIPaBUTENS;
HeT 0053aTeNIbHOCTH MOJIYYEeHUsI TOATBEPKICHUS 00 OTIpy3Ke OTIIPaBUTEIIEM;

OrpaHMYCHUE HAa MCI0JIb30BAHNUE B CXEME YKa3aHUS TPAHCIOPTHOM yakoBKH, UTOObI HE
ONPUXOJ0BATh 10 OLIMOKE YyXkKHe JeKapCTBEHHBIE TpernapaThl.

Cuenapuit npumenenusi cxembl 702-posting.xsd. Cxema 702-posting.xsd nocTynHa u
MO’KET MPUMEHATbCA CyObeKTaM oOpallleHus 3a HCKIo4YeHueM npousBoauteneii. Cxema 702-
posting.xsd pekoMeHyeTcsl UIsl UCIIOIb30BaHU sl AITEUHBIMU M MEUIIMHCKUMHU OpraHU3alUsMU.
Cxema 702-posting.xsd MoXeT TNpPUMEHSATHCS CyObeKTaMu OOpallleHHs B ciydae, eciu
T'PY300TIIPAaBUTENb JIEKAPCTBEHHOT'O Tpernapara Mo KakuM-Tnoo npuanHaMm He nepenain B [MC
MJIJIIT cBenenus 0 mpueMKe U OTTpy3Ke MapKHMPOBAHHOTI O JIEKAPCTBEHHOI O IIpernapara.

CyObeKkT oOpalieHus, OCYIISCTBUBIIMKN (HaKTHYECKYI0 MPUEMKY MapKHPOBAHHOIO
JIEKAapCTBEHHOT'O TIpemapara Ha CKJIaA, JUIsl TOCJIEAYIOMEro BBIOBITUS WM JBHXKCHUS
MapKUpPOBAHHOI'0 JIEKAPCTBEHHOI'O Mpernapara MOXET OCYLIECTBUTh OINPUXOJAOBAHUE TaKOTO
JICKapCTBEHHOTO Mperapara myTeM 3arpy3ku cxembl 702. Cxema OmpHXOJOBaHHS HE TpeOyer
MOATBEPXkAEHUS 00 OTIPy3KE CO CTOPOHBI OTHpPaBUTENS. 3arpy3uB cxemy 702 MapKUpOBaHHBII
JIEKapCTBEHHBIN npemnapar Oyner MIPUHSAT Ha CKJIaJ OpraHH3allHu.
Hanee ero moxHO Oyaer peanmsoBarh ¢ ucnoiszoBanueM KKT unu PB. IlocnenoBarensHOCT
1aroB moipoOHO onucaHa B JOKYMEHTE, OIyOIMKOBaHHOM Ha caiite YecTHbI3HAK. DD

CxeMy OINpHUXOJ0OBAaHUS B YKAa3aHHOM CJIy4ae MOKHO TakK)Ke HCIOJb30BaTh B CEpBUCE
“@apma.Ilpocro”.
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https://честныйзнак.рф/upload/Spravka_po_ispolzovaniyu__shemi_702%20-%20Oprihodovanie.pdf

6. HHTerpamuoHHoe B3auMo/eliCTBHE ¢ BHEIIHUMH HHPOPMAIIMOHHBIMH
CHCTEeMaMH

O6pamaem Baiie BHUMaHue, 4TO corjlacHo nocraHoBieHuto [IpaBurtenscTBa Poccuiickoit
Oeneparuu Nel556 ot 14 nekabps 2018 roga, yacts pynkuuit ®TMC MJIIT ocymecTBasercs
Ha OCHOBAHUH CBEJICHUH, MOTYyYaeMbIX OT (DeepabHBIX OPTraHOB MCIOJHUTEILHOMN BIIACTH WU
Ha OCHOBAHUH CBEJCHUM, COACPKAIMMXCI B UX MH(DOPMAITMOHHBIX CUCTEMAaX U TMOJyYaeMbIX C
HCIIOJIb30BAHUEM CHCTEMbl MEXBEJIOMCTBEHHOI'O0 SJEKTPOHHOI'O B3aMMOJCHCTBUA (manee —
CMDB) B aCHHXPOHHOM pEXHUME.

Cornacuno ®enepansHomy 3akoHy "OO0 opraHuzamuy npeaoCcTaBICHUS TOCyIapCTBEHHBIX
U MyHununaneHeix ycayr" ot 27.07.2010 N 210-®3 (mocnmemnsisi pemakuus), CpoOK
MPEOCTABJICHUS CBEJCHUM C MCIOJIB30BAHUEM CPEICTB MEXKBEIOMCTBEHHOTO B3aMMOJACUCTBUS
HE MOKET MPEeBbIIIATh 5 THEH ¢ MOMEHTa (popMUpOBaHUsI 3arIpoca JJIs CITydaeB:

— Ot Munnpomropra Poccuu: B "actu moirydeHHs HHPOPMALMHU O JIMIICH3USIX HA
MPOU3BOJICTBO;

— Ot Mun3znpasa Poccuu: nonyderuss HHQOpPMALIHH IO CBEACHUSIX COACPIKAIIMXCS B
€IMHOM CTPYKTYPHUPOBAHHOM CIIpaBOYHUKE JieKapcTBeHHBIX npenaparoB (ECKIIII);

— Ot Poc3mpaBHagzopa: monydeHuss wuHbopManuu O (papMalleBTUYECKUX U
METULIMHCKUX JTUIEH3UAX;

— Ot denepanbHOM HATOTOBOM CITYKOBI: B YaCTH TOJIYYCHUS CBEICHHUH 10 apecaM U3
OUAC wu cBemeHuil u3 peecTpa OPUAMYECKUX JUL W HUHIUBUIYAIBHBIX
NpeaIpUHUMATENEH;

— Ot QDenepanbHOl TaMOXKEHHOM CITyKObI: 4acTW MOJY4YEHUs CBEIACHHU U3 peecTpa
TaMOKEHHBIX JEKJIapaluid.

7. ConpoBoauTebHasi IOKYMeHTAIMSA

— Meroauueckne peKOMEHJIAIUM MO PadoTe ¢ MAPKUPOBAHHBIMHU JIEKAPCTBEHHBIMU
npenaparaMmu (https://xn--80ajghhoc2ajlc8b.xn--
plai/upload/iblock/ff6/Metodicheskie rekomendatsii po rabote s markirovannoy produkis
iey opublikovano.pdf)

— PykoBoactBo  momp3oBarens  JluuyHoro kabuHeTa  cyOBekTa  oOpalieHHs
JIEKAPCTBEHHBIX CpEnCTB (https://xn--80ajghhoc2ajlc8b.xn--
plai/upload/iblock/d1f/Rukovodstvo-polzovatelya-lichnogo-kabineta-subekta-
obrashcheniya-lekarstvennykh-preparatov.pdf)

— PyxoBoactBo MOJIB30BATENA cepBuca «Dapwma.lIpocTo»
(https://ph.mdlp.crpt.ru/documentation)

— Buneomarepuansl mo padore ¢ ceppucom «®Dapma.llpocto» B OOyuaromiem 1eHTpe
YectHoro 3Haka (https://xn--80ajghhoc2ajlc8b.xn--plai/lectures/education/)
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IIpuio:xenueS. [lopsinok 06padoTKu 00paleHuii y4aCTHHKOB 000poTAa 10

KaCCOBbIM Y€KaM

1.

B pamkax oOpamieHus B ciyk0y TexHHYecKoi momaaepxkku Omeparopa Ha MpeaMer
MPOBEPKU HAMYUs CBEICHUH O peaTu30BaHHOM JIEKAPCTBEHHOM Ipemnapare (1o
cxemMaMm Jormdyeckoid mogmenu (aitmoB obmena 10511/10522), mocTynmuBIIUX OT
ormepatopa (QuUCKaNbHBIX HaHHBIX (mamee — ODM) B ®T'UC MIJI, cybwekTy
oOpallieHus1 IEKapCTBEHHBIX CPEACTB (faliee — 3asBUTENb) HEOOXOAUMO MPEIOCTaBUTh
CIIeTYIONTY 0 WH(OopMaIuo:

1.1. Omnwucanue npuYrHbI OOpALLEHUS.

1.2. Komwuto KaccoBOro yeka (CKaH-Komus, (GOTo UM HHOE).

1.3. Jlannsie yeka B popmate json ot OD]I (mpu Hamu4uum).

CoTpyIHUK TEXHUYECKOW MOIIACPKKH 00ECTIeunBaeT NEPBUYHYIO IPOBEPKY HATUUHS
ceenenuit mo cxemam 10511/10522 B 6aze manabix ®T'MC MJJIIL, B COOTBETCTBUH C
PEKBU3UTAMH YeKa, IPEJICTABICHHBIMH 3aBUTEIIEM.

IIpn orcyrcrBum cBenennii o0 yexke B @T'UC MJIII:

3.1. CoTpyIHUK TEXHMUYECKOW MOIACP)KKH 3CKaIUpPYyeT oOpallleHHe 3asBUTENs Ha
CIeIyIOUMHA  YpOBEHb  TEXHHYECKOW  MOJIEPKKH  JIsI  HPOBEACHUSA
JOMOJTHUTEIIEHOTO aHAJIN3a TPHYMH HHITUICHTA.

3.2. Cpoku paccMOTpeHHUss U OTPaOOTKM HHIMJEHTA OIpelesieHbl B JIOKYMEHTE
«[paBuna  perJaMeHTHOTO  OOCHY)KMBAaHUS  TEXHUYCCKOW  MOJICPIKKU

000pYI0BaHUS u IPOTPaMMHOI'O oOecrieueHust rOCYIapCTBEHHON

nHGOPMAIIMOHHON CUCTEMBI MOHUTOPHUHTA 32 000POTOM TOBAPOB, MOUIEKAIIUX

00s3aTeILHON MapKUPOBKE CpejicTBaMU WaeHTUGuKamun» (namee — [IpaBuma

peryiaMeHTHOT 0 00CTYKUBAHUSA).

3.3. Ilo pesynbratam mnonyudeHHs WHpopmanmuu o ¢akre oTpabOTKH OOparieHus
COTPYJHUK TEXHMUYECKOM momaepxkku Ormeparopa, HpeIOCTaBiIseT OTBET
3afBUTENIO M 3aKpbIBA€T OOpalleHHWE COrJacHO MOPSAAKY, OIMCAHHOMY B
[IpaBunax peramamMmeHTHOTO OOCTY>KUBaHMUSI.

IIpu oTcyTcTBUM cBeeHUI 00 oTIpaBJIeHHOM Yeke oT OD/1:

4.1. CoTpyaHHUK CIy>KObl TEXHMYECKON IMOJJIEPKKM HaIlpaBiseT oOpalleHHe Ha
AJIEKTPOHHBIN ajpec Ciryk0bl TexHuueckoil noanepxku OD /1.

4.2. Cpoku paccMOTpeHHMs M OTpaOOTKM OOpalieHHus MOTyT BapbUpOBATHCS B
3aBUCHMOCTH OT PETJIAMEHTHBIX CPOKOB, YCTAHOBJIEHHBIX KOHKpeTHBIM OD /1.

4.3. Tlo pesynbraTam mnonydeHuss wHpopMaAuU O (GakTe OTPaOOTKU OOpaIlieHus
COTPYIHUK TEXHUYECKOM mnopaepkku Omneparopa, NpeJOCTaBIseT OTBET
3afBUTENI0O M 3aKpbIBA€T OOpalleHHE COrJacHO MOPSAAKY, OINMCAHHOMY B
[IpaBunax peramamMmeHTHOTO OOCTY>KUBaHMUSI.
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