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1. TepMHHBI H COKpALIEeHNSI

Tepmun/Coxpainenue Onpenesienue

JAPY Jepxarenb PETUCTPALMOHHOTO YIOCTOBEPECHUSA
JIEKAPCTBEHHOI'O IIperapara

Bropuunas VYnakoBka, NOCTyNaromas K MOTPEOUTENIO U CITyKalas

(morpedbuTenbeKas) JUISL pa3sMELICHUs €AUHUYHOM IIEPBUYHOM YITAKOBKH

yIaKOBKa JIEKapCTBEHHOI0 Tpernapara Wi 00beIUHSIONIas
HECKOJIBKO TEPBHYHBIX YIAKOBOK JIEKAPCTBEHHBIX
npenapaTon

ECKJIIT EnuHBI  CTPYKTYpHpPOBAaHHBIM  CHPABOYHUK-KATAJIOT
JIEKAPCTBEHHBIX MPENApaTOB

NHuBugyanbHbIN Hudposas WU OykBeHHO-IIU(pOBas

CEepUNHBIN HOMEDP | IIOCJIEI0BATEIBHOCTD

TOPrOBOM €MHUIIBI

Nnentuduxatop [Ipedukc koma SSCC, npencrapisonumii coboir Hadbop

MIPUMEHEHUS 3 2 unan Oosee 3HAKOB, PACHOJIOKEHHBIA B Hayaje
AJIEMEHTHOM CTPOKM M OJIHO3HAYHO OIPEISISIONINI
Ha3HauyeHue U (opmar NoJid JAHHBIX, CIEIYIOUIEro 3a
npepurKcoM

KKT KonTponpHO-KaccoBasi TEXHUKA

Koxa DataMatrix YHukanbpHas HOCJICA0BAaTEIbHOCTD CHUMBOJIOB,

npeACTaBlIeHHAas] B MallMHOYUTaeMou (opMe WU C

HCIIOJBb30BaHUEM HHOTO cpeacrBa

ABTOMATUYECKON MIEeHTU(UKAIUU, KOTOPAsi HAHOCUTCS

(TEXHOJIOTHH)

Ha YIIAKOBKY JIEKAPCTBEHHBIX IIPENAPATOB METOJAMU
II€YaTU WU STUKETUPOBAHUS

Mecto ocymiecTBieHus: | MeCcTO  OCYIIECTBICHUS  JICSITCIBHOCTH  CyOBEKTa

NeATEeIbHOCTU oOpallleHus] JIEKAapCTBEHHBIX CPEJACTB — pe3UACHTa
Poccuiickont ~ @enepaniu COTJIACHO  JIMIIEH3UU
(IpoOM3BOACTBO JIEKapCTBEHHBIX CpEACTB,
dbapMaiieBTHUECKasT JIEATEIBHOCTh U METUIIUHCKAS
NEATEIIbHOCTb, NEeATEIbHOCTD 1o obopoty
HApKOTUYECKUX CPEJICTB U TICUXOTPOITHBIX BEIIECTB)

oo/ OmnepaTop (HUCKATBHBIX TaHHBIX

O6patubiii  mopsaok | [Topsaok mpueMKH JIEeKapCTBEHHBIX MPEMapaToB, MPHU

aKIENTOBAHUS KOTOPOM TOJIy4aTeJeM PETHUCTPUPYIOTCS CBEACHHUS O

IpUEeMKe JIEKapCTBEHHBIX IMpenapaTtoB Ha CKIal, a




IIOCTAaBIIMKOM OCYIICCTBIIACTCA IMOATBCPKACHUC
CBGI[CHI/Iﬁ O ITPUCMKEC Ha CKJIaA ITOKYIIAaTCIIA

[Tonyuarens YyacTHuK 000pOTa, OCYHIECTBISIONMNA  TPUEMKY
JIEKApCTBEHHBIX MPEMapaToB

[TocTaBmuk YyactHuk o6opota, 000pOTa, OCYIICCTBIISIONTNI
MOCTaBKY JICKAPCTBEHHBIX MPENapaToB

[Tpsamoii nopsiAoK | [lopsaok mpHEMKH JEKapCTBEHHBIX IPENApaToB, MPHU

aKIENITOBAHUS KOTOPOM MOCTaBIIUKOM PETUCTPUPYIOTCS CBEACHUS 00
OTTpYy3KE JIEKAPCTBEHHBIX MPENapaToB MOJy4yaTeNro, a
MoJIy4aTeseM OCYLIECTBIISIETCSA MOATBEPKACHUE
3apETUCTPUPOBAHHBIX IOCTABIIMKOM CBEACHUN 00
OTTpYy3Ke

Py PeructpaniioHHOE  yIOCTOBEPEHHUE JIEKAPCTBEHHOTO
npenapara

PO Perucrparop smuccuun

Tpetuunas ['pynmnoBasi ynakoBka, HCIOJIb3yeMasi JUIsl XpaHEHUs,

(TpaHcnopTHas) MEPEBO3KHU U MEPEMEIICHUS JICKAPCTBEHHOIO ITpernapara

YITAKOBKa MEXKIYy CyObeKTaMu OOpalieHusi JIEKapCTBEHHBIX
CPENCTB

TYC ToBapHO-yuyeTHas cucreMa

VYyacTHUK obopota | CyOnekT oOpalieHus JeKapCTBEHHbBIX CPEJICTB,

TOBapOB IOpUINYECKHUE JTUIA U UHIUBUAYaJIbHbBIC
npeAnpUHUMATEINN, OCYIIIECTBISIONINE TPOU3BOJICTBO,
XpaHeHue, BB03 B Poccuiickyro denepanuro, OTIycCK,
peanuzanuio, rnepeavy, NpUMEHEHNE U YHUUTOKEHUE
JIEKApCTBEHHBIX MpenapaToB

OI'MC MJUJIIT ®denepanpHas rocygapcTBeHHas HHGOPMAIIMOHHAS
CHUCTeMa MOHUTOPUHTA JIBHXKEHUS JIEKAPCTBEHHBIX
npenapaToB sl METUIIMHCKOTO MPUMEHEHUS

API Application programming interface, onucanre
CIIOCOOOB B3aMMOJICHCTBHSI KOMITBIOTEPHBIX MTPOTPaMM

DrugCode (ko | YHUKAJIbHBINA KOJI IEKAPCTBEHHOIO Mpernapara,

JIEKapCTBEHHOTO OJIHO3HAYHO UICHTU(PHUITUPYIONIUN JTEKapCTBO

npenapara B ECKJIII) | cormacHo ¢opMe BbITycKa, J03UPOBKE, IEPBUYHOM,
BTOPUYHOM YITaKOBKE U U3TOTOBUTEIIO TOTOBOM
JIeKapCTBEHHOM (HhOPMBI

GTIN Global Trade Item Number, yHUKambHBIN KOS,

IIPUCBAaNBAEMBbIi T'PYIIE TOBAPOB MPU UX ONUCAHUU B




UH(OPMAITMOHHOM pecypce, 00eCTeunBalOIIeM YUYET U
XpaHEHHE JIOCTOBEPHBIX JIaHHBIX O TOBapax IO
COOTBETCTBYIOIIIEH TOBAPHON HOMEHKIIATYpE

SGTIN

YHUKAQJIbHBIN uACHTU(PUKATOD BTOPUYHOMN
(MOTpeOUTETHCKOM) YIIAKOBKHU JIEKaPCTBEHHOTO
npemnapara (B cilydyae €€ OTCYTCTBHUS - TEPBUYHOMU
yIaKOBKH JIEKAPCTBEHHOTO Mpernaparta), GopMupyeMblit
yTeM n00aBICHUS K rJ100aTbHOMY
UACHTU(UKAIIMOHHOMY HOMEPY TOPTrOBOM EIUHUIIBI
UHIUBUIYAIbHOTO  CEpUMHOIO HOMEpa TOPrOBOM
€IMHULIBI

SSCC

Serial ~ Shipping  Container Code, cpencTBo
UJCHTUPUKAITTU PYINIOBOM YIAaKOBKH,
JIEKAPCTBEHHBIX MPENAPATOB, YHUKAIbHAS IS KaXKI01
OTJIETFHON TPETUYHON (TPaHCIIOPTHOM) YMaKOBKH
JICKapCTBEHHOIO TMpernapara KOMOWHAIUs CHMBOJIOB,
pPEAOCTaBIEHHAS B BUJI€ JUHEWHOIO ITPUXOBOrO KOAA




2. Ha3zHaueHue TOKyMEHTAa

JlaHHBIN TOKYMEHT MPEACTABIIAET COOON CBOJ METOJNYECKUX PEKOMEHIAINI
Uil CyOBEKTOB OOpalleHHs JIEKapCTBEHHBIX CpPEACTB  (AMCTPUOBIOTOPOB,
MEAMIMHCKUX YYPEXKICHUNH M aNTeyHbIX OpraHu3aluii) mo pabore B cucreme
MOHUTOPUHIA JBWKEHHUS JIEKAPCTBEHHBIX MpENapaToB A MEIULMHCKOTO
npuMmenenust (nanee — GI'MMIC MJIII) B mepexoAHbll mepuoi, a TakXKe MOCIe
cTapTa 00s13aTeIbHON MapKUPOBKH JIEKapCTBEHHBIX MpernapaToB 1 utomns 2020 roaa.

JIroOble  ¢u3uyeckue JEeUCTBUSA, OCYILIECTBISIEMbIE C JIEKAPCTBEHHBIMU
nmpenapaTaMu CyObeKTaMH OOpallieHus JIEKapCTBEHHBIX CPEJACTB HA BCEX ATamax
TOBAPOIPOBOISIICH IETH, JOJKHBI ObITh oTpaxkenbl B ®I'MC MIJIIT.




3. Oomas undopmanus

3.1.0nmucanne koxa DataMatrix. Hanecenne Ha ynakoBky. CUuThHIBaHHE
Koaa

Kon DataMatrix B o00mem ciaydae TMpeacTaBisieT coOol  JBYMEpPHBIN
MaTPUYHBIN IITPUXKO, MPEACTABISAIONIMN CO00M UYE€pHO-OENbIe SJIEMEHThl WIIH
AJIEMEHTHI HECKOJBKHUX PA3IUIHBIX CTEIICHEH SIPKOCTH, 0OBIYHO B (popMe KBajaparta,
pa3MeIEHHBIE B IPSIMOYTOJIBHON WM KBAIPATHOM IpyIie. MaTpuyHbIN IITPUXKOT
MPEIHA3HAYCH ISl KOJUPOBAHUS TEKCTA WM JAHHBIX IPYTUX TUIIOB.

Kon DataMatrix nexapcTBEHHOTO TIpermapara COACPKUT B cede KPHIITO-
3aIMIIEHHBIM KOJI MapKUPOBKUA U BU3YaJIbHO MPEACTABISIET COOOW JBYXMEpPHBIN
MAaTpPUYHBIN KOJ, Pa3JEeIeHHbIN Ha 4 OTMHAKOBBIE 30HBI.

OTnuunTeNIbHBIMUA YepTaMu koja DataMatrix ot mpuBbiaHoro QR-kona
SBJIIETCSI OTCYTCTBHE 3-X KBAJPATOB MO YIiiaM U300pakeHUsl U Hajauuue L-nuHun
0 MpaBoy U HIKHEHN rpanunam. [Ipumep 11 cpaBHEHUs IPEJCTaBICH HA PUCYHKE
(Pucynok 1).

o b Ly o
L

e TR 2

DataMatrix - Ko

Pucynok 1

Koxa DataMatrix, HaHeCeHHBIN Ha yIIaKOBKY JICKapCTBEHHOTO ITperapaTa UMeeT
pasmepHocTh 36Xx36 Mopaylel u colepkuT B cede wuHbopMmanui 00 Koje
MapKHAPOBKH JIEKAPCTBEHHOTO TIpenapara, v BKIIFOYAeT 4 TPYMIbI JaHHBIX:

1 — ro0anbHbIA UACHTUPUKAIIMOHHBIA HOMep ToproBou emuHuibl (GTIN),
cocrosuii u3 14 nudpoBbIX CUMBOJIOB;

2 — UHAVBUYaJbHBIN CEPUIUHBIN HOMEDP TOPTOBOM €IMHUIIBI, COCTOSIIINHI 13 13
CUMBOJIOB IIU(PPOBOH Wi OYKBEHHO-IIU(PPOBOI TIOCIEOBATEIIHPHOCTH;

3 — KJII0Y MPOBEPKH, MPeI0CTaBIIsieMbIii OnepaTopoM CUCTEMBI, COCTOSIINN U3
4 cuMBOJIOB U POBOM MJIM OYKBEHHO-ITU(PPOBOI MOCIETOBATEILHOCTH,



4 — 3HaueHue KoJa MPOBEPKH, cocTosmiee u3 44 CUMBOJIOB HU(PPOBOM WM
OyKBEeHHO-ITU(POBOI NOCIIEIOBATEIHHOCTH.

[Tpu 3arpy3ke ceeaennii B ®I'IC MJUJIIT no obopoty mapkupoBaHHbIx JII1
CyOBEKTOM OOpaleHus JIEKAPCTBEHHBIX CPEICTB HEOOXOJUMO YUHUTHIBATh, UTO
SGTIN B cocTaBe K0/1a MApPKUPOBKHU SIBIISIETCS] PETUCTPO3aBUCUMBIM.

IMpumep: SGTIN 04606207000025FxICrAOzNaEol ne pasen SGTIN
04606207000025FxICrAOzNaeol — sto 2 pa3usix SGTIN.

BaxHO mMOMHHTB, YTO Ha pPBIHKE MOTYT BCTPEUATHCS JIEKAPCTBEHHbBIC
nperapaTrbl MMEIOIIME Ha CBOCH yIaKOBKE pa3linyHble BUABI KojgoB DataMatrix,
HAHECEHHBIE JI0 BBOJIa 00s3aTEILHON MapKUPOBKH JICKAPCTBEHHBIX MPETapaToB.

Takumu xomgam DataMatrix MoryT ObITB:

® KOJbl MAPKUPOBKH JPYTUX CTpaH (0€3 KPUIITO3ZAIIUTHI);

e komel Data Matrix, coxepxamme Koabl MapKUpoBKH —Poccuiickoit
®denepaury, HO BBINYLIEHHbIE B MOMEHT IPOBEACHHS 3KCIEPUMEHTA IO
MapKHUpPOBKE JIEKAPCTBEHHBIX IPENapaTOB CPEICTBAMH HACHTU(PUKALINH,
nposoguMoro ¢ 1 dgespans 2017 r. mo 31 nexabps 2019 r.:

e npyrue koael DataMatrix, HAHOCHMBIE TPOU3BOAUTENIIMA B MAPKETUHTOBBIX
Y UHBIX LEJAX.

3.2.I1pumepsnl koaoB DataMatrix u UX OCHOBHbIE OTJINYMS

e DataMatrix 0e3 KpUNTO3AIUTHI HMMEET Pa3MEPHOCTh 26x26 MomyJen
(PucyHok 2) u MeHee ¥ He MMEeT pas3jiejicHHs Ha 4 30HbI (Ipyrue CTPaHbl U
DataMatrix, HaHOCHMbI€ B MAPKETUHTOBBIX IETISX).

Pucynok 2

e DataMatrix ¢ kpunTo3ammrod 88 CHUMBOJIOB MMEET pa3MepHOCTh 44x44
moyast (Pucynok 3) u Gosee (JIeKapCTBEHHBIE MPEMapaThl ¢ TAKAMH KOAaMU
BBIMYCKAJIUCh B paMKax SKCIIEPUMEHTa MO MapKUPOBKE JIEKaPCTBEHHBIX
npenaparoB ¢ 1 gespasis 2017 r. mo 31 nexadbps 2019 r.).
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Pucynok 3

HeKapCTBeHHI)IC npcraparel ¢ TAKUMH KOJaMH MOI'YT 6CCHpCHHTCTBCHHO
06paHlaTBC5I Ha PBIHKC JO UCTCUYCHUA UX CPOKa I'OAHOCTH.

CraTyc K0Jla MAapKUPOBKHA MOKHO OIPEIEIUTh MOCPEACTBOM CKAHUPOBAHUS
koma DataMatrix MoOWIbHBIM  OpHUIOKEHHEM  «YeCcTHBIH  3HAK»  HIH
dbopmupoBanuem 3amnpoca B cuctemy OI'MC MJJIII.

DataMatrix HaHocuTCS Ha BTOPHYHYIO (ITOTPEOUTEIILCKYIO) YIAKOBKY
JIEKapCTBEHHOT'O IIperapaTa, a B CJlydae €€ OTCYTCTBUS — Ha IIEPBUYHYIO YIIAKOBKY
JIEKapCTBEHHOI'O IIpernapara IPOU3BOAMTENEM JIEKApCTBEHHOIO IIpernapara.
WNudopmanus, 3ammndpoBaHHas B KOJE MapKUPOBKE, KakK MpaBuilo, 1yOnupyercs B
4yesoBeKo-uuTaeMoM Buje. [IpuMep HaHeceHUs yenoBeKo-uuTaeMoil nHdopmanuu
npejcTaBiieH Ha pucyHke (PucyHok 4).

GTIN: 04603988015224
SER: 1108J5J214I8E
LOT: 20919

EXP: X 23

Pucynok 4

Hcnone3ys kox DataMatrix, cyobekT oOpaiieHus JIeKapCTBCHHBIX CPEICTB B
pamMKax OCYIIECTBICHHUSI ONepaluii ¢ JICKapCTBCHHBIMHU IIpermapaTaMu HMeeT
BO3MOXKHOCTh OCYILIECTBJISITh PUEMKY, IIEpEMEIICHNE U NIepeady JIEKapCTBEHHBIX
IpernapaToB, BBIBOA U3 000poTa W JApyrue oOIlepauuu C JIEKapCTBEHHBIMU
npenapaTamMu JIsl MEIULIUHCKOTO IpUMEHEHus, o0ecreynBasi MpoCiIeKUBAEMOCTh
JBUKEHHSI JIGKQPCTBEHHOTO TIperapara MO BCEM TOBApPONPOBOIAIICH IIETH.
[ToapobHee o mporeccax npruemMa-nepeaayd ToBapa ydacTHUKaMu 000poTa OMHMCaHO
B pazzene: [Ipoiiecchl IBMKEHHS TOBapa MEXKIY KOHTPAreHTaMH.
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3.3.0nucanue koaa SSCC. Hanecenue Ha ynakoBky. CUYUTBIBAHHE KOJA

Konx SSCC npencrapnser coboit nudpoBoit HoMep PUKCUPOBAHHOM JIJTUHBI B
18 3nakoB. BuzyanpHo SSCC npeacraniser coOoi JIMHEHHBIN IITPUX0BOH koa. Ero
OTJMYMEM OT JAPYTUX JIMHEWHBIX IITPUXOBBIX KOJOB SIBIISIETCS HCIOJB30BaHHE
uaentudukaropa npumeHeHus — «(00)», pacroiioKeHHOTO HEMOCPEACTBEHHO
nepe HomepoM koza. [Ipumep nipencrasieH Ha pucyHke (PucyHok 5).

MR

(00)146054690000000283
Pucynok 5

Konx SSCC nanocuTCS MPOW3BOAUTENIEM HIIA TIOCTABIIUKOM JICKAPCTBEHHBIX
MPEMapaToB Ha TPAHCIOPTHYIO YIAKOBKY. TpPaHCIOPTHOM YMAKOBKOM MOXET
CIIY’KUTh 3aBOJICKOM KopoO mim namiera. B peakux ciydasx kox SSCC moxker
HAHOCHUTHCSI Ha OaH/IEpPOJib, @ UMEHHO Ha KOMIUIEKT BTOPUYHBIX MOTPEOUTEIHCKIX
YIAKOBOK, 3alasiHHbIX TJIEHKOM.

Ucnoneszyss kon SSCC, yyacTHHK 000pOTa TOBAapOB HMMEET BO3MOKHOCTH
OCYIIECTBIISATh TPUEMKY M TIepeiady JICKapCTBEHHBIX IPEnapaToB, B paMKax
B3aUMOJICHCTBHS € JAPYIMMH  KOHTpareHTamMu. BaXHO OTMETHTh, YTO
NPOM3BOJIUTENb WM TOCTABIIMK JICKAPCTBEHHBIX CPEACTB MOXET IPOBOJHTH
arperupoBaHue ONMPEAEICHHOTO YpOBHsS ¢ HaHeceHueM koma SSCC, oaHako He
coobmarh 06 arperamuu 1anHoro yposus B ®I'IC M/JIIL.

[Tonpobuee o mpolieccax mpuemMa-mepeaadyd ToBapa y4aCTHUKaMH 00opoTa
OIMKCAHO B paszfiene: [Iporiecchl IBMKEHNs TOBAPA MEMXKTY KOHTPAT€HTAMH.

Onucanue MpoIEecCOB arperupoBaHusi (00OBEAUHEHUS) U pa3arperupoBaHUS
(pachopmupoBaHusi) TPAHCIOPTHOM YMAKOBKH TMPEACTaBICHO B CIEAYIOIIEM
paznerne.

[Tpu HaneceHnn cyOBEKTOM OOpaIeHus IEKapCTBEHHBIX cpencTB koga SSCC
Ha TPAHCHOPTHYIO YMAaKOBKY (KOopoO wu(wiM) mnamwiery) s yaoOcTBa €ro
MOCJICIYIOIIETO TOUCKA JPYTMMH CyOBbeKTamMH OOpaiieHusi JIeKapCTBEHHBIX
CPE/ICTB, PEKOMEHJIyeTCs MoMeuaTh HakjiIehky ¢ kojgoM SSCC monogHUTENbHBIM
uaeHTHPHUKATOpOM (Hampumep, u3oOpakeHneM koxa DataMatrix) wim tekcrom
(«MapxupoBka» wiau «MJIJITT»).
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JIy1st CHIDKEHMSI BpEeMEHH TTOMCKA U yI00CTBA CUMTHIBAHUS HAa KOpOO (Tauiery)
PEKOMEHIyeTCsl HAHOCUTH JBE 3TUKETKH ¢ KojgoM SSCC Ha coceTHUE BepTUKAIbHBIC
ctopoHbl. Ilomemate kKopoO Ha mamiere cieayeT Tak, 4ToObl kox SSCC
pacroJiarajics Ha Hapy>KHOHW CTOPOHE, JIOIyCKast €ro CYNThIBAHUE.

Taxxe, BO wu30exkaHUE COBEpPIIECHUS OMMOOK TPU CUMUTHIBAHUH, HE
PEKOMEHTyeTCsl HAHOCUTh APYTrHe BUIbI JIOTUCTUUECKUX KOJIOB, HA T€ YK€ CTEHKHU
KopoOa (nmauieTsl), yTo U KoJel SSCC win B UX HEMOCPEICTBEHHON OJIM30CTH.

3.4.ArperupoBaHue U pa3arperupoBaHue TPAHCIIOPTHON yIaKOBKH

ArperupoBaHue — Iporecc O0O0beIUHEHUs CYOBEKTOM  OOpallieHus
JIEKaQpCTBEHHBIX CPEJICTB YMaKOBOK JIEKAPCTBEHHBIX MpernapaToB Ha JI0OOM 3Tare
oOpallieHusl JIEKapCTBEHHBIX MpPEnapaToB B I'PYIIOBYIO YIMAaKOBKY C HAaHECEHHEM
COOTBETCTBYIOIIETO TPYMNIOBOrO KOJa TPETHUUYHOW (TPAHCHOPTHOM) YIAKOBKHU
JIEKapCTBEHHBIX TpenapatoB U ¢ coxpaHeHueM B ®I'MIC MIJIIT undopmaruu o
B3aMMOCBSI3M  CPEACTB HJCHTU(DUKAIIMK, HAHECEHHBIX Ha MOTPEeOUTEIbCKUE
YIaKOBKH JIEKAPCTBEHHBIX MPEMapaToB (B clydyae OTCYTCTBUSI MOTPEOUTEIIHCKUX Ha
NEPBUYHBIX YIAKOBKAaxX), C TPYNIOBBIM KOJOM TPETUYHOU (TPaHCIIOPTHOM)
YIIAKOBKH JICKAPCTBEHHBIX MPEMAPATOB CO3/1aBAEMOM TPYIIOBON YIIAKOBKHU.

AFpeI‘I/IpOBaHI/IC [npcarojaractT BO3MOKHOCTL HaAJIW4YHA JF000T0 YPOBHA
BJIOKCHHOCTH YIIaKOBOK:

® arperupoBaHHE MEPBOro0 YPOBHA — OOBEAMHEHUE MEPBUYHBIX U BTOPUYHBIX
YIaKOBOK JIEKAPCTBEHHBIX MPENaparoB B TPETUYHYIO (TPAHCIOPTHYIO)
YIaKOBKY;

® arperupoBaHH€  BTOPOrO  YpOBHS  —  OOBEOUHEHUE  TPETUYHBIX
(TpaHCIIOPTHBIX ) YITAKOBOK B APYTYIO TPETHUHYIO (TPAHCIIOPTHYIO) YIAKOBKY
BBIIIECTOAIIETO YPOBHS BIOKEHHOCTH.

ArperupoBaHue MOXET  BBINOJHSITHCS CyOBeKTOM oOpareHus
JIEKapCTBEHHBIX CPEACTB HAa PA3IMYHBIX JTamax MPOU3BOJCTBEHHOTO IMKJIA U
000pOoTa JIEKaPCTBEHHBIX MPETapaToB.

Jns  arperupoBaHUsl  YYaCTHUKY 000pOTa HEOOXOJIWMO  BBITIOJIHUTH
CHEAYIOLINE JECUCTBUS:

1. YaocroBepuThCs B TOM, YTO YHNAKOBKHM JIEKAPCTBEHHBIX IMPENapaToB,
colepxamue yHukaiabHble uaeHTudukatopel  SGTIN, koropsie
YYaCTHUK 000pOTa IJIaHUPYET arperupoBaTh, HAXOASATCS MO JAHHBIM
OI'NMC MUJIIT y Hero Ha OanaHce.
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2. ArpermpoBaTh YIAaKOBKH JIEKAPCTBEHHBIX MTPEMApaTOB B TPAHCIIOPTHYIO
ynakoBky u 3apeructpupoBatb B OI'MC MIJII cBenenus o0
arperupoBaHUM YIAKOBOK JIEKAPCTBEHHBIX MPENapaTOB B TPETUUHYIO
(TpaHCIIOpPTHYIO) ymakoBKy (cxema 9111 mormueckoit monmenu daiinos
oomMena OI'MC MIJIII), ucnonw3ys Aas mepenadyd HHPOpPMAIIH
nokyMmeHT B opmare Xml. B mose «SSCC» xml-moxymeHTa H0KEeH
obITh ykazaH koj SSCC TpancnoptHoil ynmakoBku. B mone «SGTIN»
Xml-mokymMeHTa  HEOOXOOUMO  MEPEYHCIUTh BCE  YHHKAIbHBIC
UICHTU(HUKATOPBl YIAKOBOK JIEKAPCTBEHHBIX NPEMapaToB, KOTOPbIC
OBLIIM arperupoBaHbl B TPAHCIIOPTHYIO YIIAKOBKY.

3. ArperupoBaTh BO  MHOXECTBO  TPAHCHOPTHBIX  YMAaKOBOK H
3apeructpupoBatb B ®I'MMC MJUJIIT cBenenust o0 arperupoBaHUU BO
MHO>KECTBO TPETHUYHBIX (TPAHCIOPTHBIX) YyHakoBOK (cxema 915
noruueckoit Mmoaenu (daitnoB oomena ®I'MIC MJIII), ucnions3ys asis
nepeaaun uHGopManuu nokymeHT B (hopmate Xml. B mone «SSCC»
Xml-mokyMeHTa He0O0X0 MO yka3aTh Kojpl SSCC BceX TPaHCIOPTHBIX
ymakoBok. B moste «SGTIN» xml-1okymenTa HEOOX0AMMO MIEPEUNCITUTD
BCE YHHMKaJIbHBIE UIACHTU(PUKATOPHI  YIMAKOBOK  JIEKAPCTBEHHBIX
IpenapaToB, KOTOPhIE OBLTM arperupoBaHbl B KXY TPAHCIIOPTHYIO
YIIaKOBKY.

4. Jlns arperupoBaHUsl TPETUYHOM YIAKOBKH IIEPBOTO YpPOBHSA B
TPETUYHYIO YNAKOBKY BTOPOTO YpPOBHS M BBIIIE HEOOXOAMMO
MPOU3BECTH  AHAJIIOTMYHBIE JEHCTBUA C  yKa3aHUEM  [EepeyHs
arperupyembix ynakoBok SSCC.

Jlomyckaercsi J0MOJHUTEIbHOE BJIOKEHHE NMOTPEOUTEIbLCKUX YNAKOBOK
JIEKapCTBEHHBIX TMpPENapaToB B TPETUUYHYK yHakoBKy. JlaHHas onepauus
MPUMEHAECTCA KaK B ClIyda€ JOYKOMIUIEKTOBAHHS TPETUYHOM YIAKOBKH
BTOPUYHBIMU (MTOTPEOUTEIHCKUMU) U TPETUYHBIMU YIIAKOBKAMHU JIEKAPCTBEHHBIX
IIPEapaToB, TaK U B ClIyyae IEPEMELICHUS YIIAKOBOK JIEKAPCTBEHHOTO ITperapara
Y3 OJTHOM TPETUYHOM YIIAKOBKHU B JAPYTYIO.

BnokeHne yNakoBKM JIEKAPCTBEHHOI'O IMpenapara MOKET BbITOJIHITHCS
cyOBeKTOM OOpalieHHs JIEKApCTBEHHBIX CPEACTB Ha Pa3IUYHBIX 3Tamnax obopoTa
JIEKapCTBEHHBIX MPENapaToB.

! 3mech m manee 1O TEKCTy INIPUBEAEHHI HOMEPA CXEM, HCIIONb3YIOIIMECS AJIs MOATOTOBKH XMI-IOKyMeHTOB,
YYacTBYIOIINX B Ipoliecce 0OMeHa HH(opMaIie TOBapHO-YIETHBIX CHCTEM y4acTHHKOB obopota u @T'MC MJIIT.
[TonHBIN TIEpeYHEM CXeM, a TaKXKe WX HaUuMEHOBaHWs, MpuBeneHbl B [Ipumokennn | HacTosmmx MeToaumuecKkux
peKOMeH A
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JIJ1s AOTIOJTHUTENBHOTO BIOKEHHS YITAKOBOK YYaCTHUKY 000pOTa HEOOXOAUMO
BBIIIOJTHUTD CIIEAYIOIUE NCHCTBUA:

1. YaocroBepuThCs B TOM, YTO YHNAKOBKHM JIEKAPCTBEHHBIX IPENAapaTOB,
colepxaiue yHUKainpHble wuaeHTu(dukaTtopel SGTIN, koTopbie
YYaCTHHK 000pOTa IUIAHUPYET BJIOKUTH B TPAHCHOPTHYIO YNAaKOBKY,
HaxoasaTcs 1o gaHaeM OI'MC MJIJIIT y Hero Ha GanaHce.

2. JIOyKOMIUIEKTOBATh TPAHCHIOPTHYIO YMAKOBKY M 3aperuCTPUpPOBATH B
OI'MC MIJIIT cBeneHusa O JIOMOJHUTEIBHOM BJIOKEHHWH YIAKOBOK B
TPETUYHYIO (TPAHCIIOPTHYIO) YIIAKOBKY (cxema 914 noruyeckoit Moaenu
daitnoB  oomena OI'MMC MJUJII), wucnone3ys [ mepenayu
uHpopmanuu AokyMeHT B Qopmare xml. B mome «SSCC» xml-
JTOKyMEHTa He00XoAnuMo yka3ath KoJbel SSCC TpaHCIOPTHOU YIIAKOBKH,
B KOTOpyto npousouuio BioxeHue. B mone «SGTIN» xml-nokymenra
HEOOXOJMMO IMEPEUUCIUTh BCE YHHUKaJbHbIE HACHTU(UKATOPHI
YIIAaKOBOK JIEKAPCTBEHHBIX IPENapaToB, KOTOpblE ObUIM BIIOKEHBI B
TPaHCIOPTHYIO YIIAKOBKY.

3. Jna noGaBieHHs] TPETUYHON YMAKOBKH MEPBOTO YPOBHS B TPETHUHYIO
YIaKOBKY BTOPOTrO YPOBHSI M BbIIE€ HEOOXOAMMO MPOU3BECTU
aHAJIOTUYHBIC JCHCTBUS C yKa3aHWeM nepedHs ymakoBok SSCC.

HM3baTHE — mnOpoueaypa WU3BJICYEHHUs JIEKAPCTBEHHBIX IMPENApaToB U3
TPETUYHOMN YIIAKOBKH.

N3bsTHE YNMAaKOBOK JIEKAPCTBEHHBIX IPENAPATOB W3 TPETUYHOM YIIAKOBKHU
MOJKET BBIIOJHATHCS CYOBEKTOM OOpalleHHs] JIEKApCTBEHHBIX CPEJICTB Ha
pa3IMuYHBIX ATarnax 00opoTa JEKapCTBEHHBIX MTPENapaToB.

J{nst M3bSATHS YyMaKOBOK JIGKAPCTBEHHBIX MpenapaToB YYaCTHHUKY 000pOTa
HEO0OXOJIMMO BBITIOJHUTD CIEIYIOIINE ICUCTBUS:

1. YaocroBepuThCs B TOM, YIAKOBKH JIEKAPCTBEHHBIX IMPEMaparTos,
comepxxamue yHuKaigbHbie uaeHTudukatopel  SGTIN, koropsie
YY9aCTHHK 000pOTa IUIAHUPYET HM3BbATH W3 TPAHCTIOPTHOM YITAKOBKH,
HaxoasTcs 1o gaHHeiM OIT'MC MJJIIT y Hero Ha GanaHce.

2. V3paTh YIaKOBKM JICKAPCTBEHHBIX TNIPEIMApaTOB W3 TPAHCIIOPTHOU
ynakoBk# U 3apeructpuponats B ®I'C MJJIIT cBenenust 06 u3biatuu
(cxema 913 moruueckort monenu daitioB oomena OI'MC MJUJIID),
UCTIONB3Ys [T Tepeaadr uHpopManuu 10KyMeHT B (Gopmarte Xml. B
noie «SGTIN» xml-gokymeHTa HE0OXOIUMO MEPEUYUCIUTH BCE
YHUKaJIbHBIC UACHTU(PUKATOPHI YIIAKOBOK JICKAPCTBEHHBIX MPENapaToB,

KOTOPbIE ObLIIM U3BSATHI U3 TPAHCIIOPTHON YIAKOBKH.
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3. Jna u3bATHA TPETHMYHOM YNAKOBKU IEPBOTO YPOBHS M3 TPETUUHOMN
YIAKOBKH BTOPOTO YPOBHS HEOOXOJIUMO IPOM3BECTH AaHAJIOTHYHBIC
JEeWCTBUS C yKa3aHWeM yIakoBkH BeiecTosiein SSCC.

[Ipy HAIMYNKM HECKOJBKUX YPOBHEHN BIIOKEHHOCTH TPAHCIOPTHOW YITAKOBKHU
u3bdaTHe ynakoBok JIII HEoOXOIMMO OCYHIECTBIATh IOCIEN0BATEIbHO, IS
KaXJI0r0 U3 YPOBHEH, OTpaxkas Kaxxayto onepauuto B PI'IC MJIIL.

3anpemtaercsa otnpasniate B ®T'UC MJUII undopmanmio 06 u3BIeUESHUH
YITaKOBOK Pa3HOM CTETICHU BIIOKECHHOCTH, UCTIOJIB3YS OJMH U TOT ke XM|-10KyMeHT,
(marmpumep, XMl-gokymeHTt, coxepxkammii 00BeAMHEHHYIO HHMOPMAIMIO 00
YIaKOBKaX JIEKAPCTBEHHBIX MPENapaToOB, U3BICKAEMBIX U3 KOPOOKH U MaJIIETHI).

B pamkax BeIOTHEHUS OJTHOM ornepaiuu Helb3s u3Biekatb SGTIN u3 pazHbix
IPYIIIOBBIX YIIAKOBOK OJTHOTO YPOBHS, T.€. Henb3s u3biATh SGTIN 1 u3 kopoba 1 u
SGTIN 2 u3 kopoba 2 0IHOM onepalue.

PacdopmupoBanme — nporecc pachopMupoBaHusi (YHUUTOKEHHSI) OJHOTO,
HECKOJIBKUX WJIA BCEX YPOBHEW TPETUYHOM YHNAKOBKH JO BTOPUYHBIX
(MOTpEOUTENBbCKUX) YITAKOBOK JIEKAPCTBEHHBIX MPENnapaToB.

PachopmupoBanue  (YHUUTOKEHHME)  TPETUYHBIX  YINAKOBOK  MOXKET
BBITIOJIHATHCS] YYACTHUKOM 000pOTa Ha pa3iIMvHbIX 3Tarnax o00poTa ToBapa.

Jns  pacopmupoBaHus TpPaHCIOPTHBIX YIAKOBOK YYaCTHUKY 000poTa
HEO0OXOJAMMO BBITIOJIHUTH CIEAYIOIIHNE IEHCTBUS:

1. YnoctoBepuThCsl B TOM, UYTO YIAaKOBKH JIEKAPCTBEHHBIX IPENapaToB,
conepkamue yHukansubie uaentuduraropsl SGTIN, u nomemnieHHbIe B
TPAHCIIOPTHYIO YIAKOBKY, KOTOPYIO YYacCTHHK 0O0OpOTa IJIaHUPYET
pacopmupoBath, HaxoasaTcsa no gaHHeiM OI'MC MJJIIT y Hero Ha
OanaHce.

2. PachopmupoBaTh TpeTUUHYIO YHIAKOBKY H 3apeructpupoBats B OI'UC
MJJIII cBenenus o pacopmupoBanuu (cxema 912 norudeckoit Moaenu
daiimo  oomena OI'MC MIJII), wucnons3ys s Tepenaydu
uHpopmanuu 1okymMeHT B ¢opmare Xml. B mome «SSCC» xml-
JTOKyMEeHTa Heo0XxoauMo ykazaTh koa SSCC TpaHCIIOpPTHON YITaKOBKH,
KOTOPYIO TpeOyeTCs pa3arperupoBarh.

IIpn HanU4YMKU HECKOIBKUX YPOBHEU BIIOKEHHOCTHU TPAHCIIOPTHOU YIAKOBKH
JIOTIYCKAeTCsl OCYIIECTBISTh pPacOpPMUPOBAHUE OT BBIIIECTOSIIETO YPOBHS K
HIDKECTOAIIEMY, OTpa)kas omeparuio s Kaxaoro u3 yposHeir B ®T'MC MJUJIIT
WM, YKa3aB COOTBETCTBYIOIIHM THN pachopmupoBanus B cxeme 912 moruueckon
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moxaenu ¢aitnoB oomena OI'MC MJUJIII, cpa3y pachopmupoBaTh HAIIETy M0
BTOPUYHOMN yITaKOBKH.

[Tocne ycmemHoro pacopMupoBaHus TPETUIHONW YITAKOBKH €€ HOMEp (KO
SSCC) craHOBHUTCA «CBOOOJHBIM», TO €CTh JOCTYNHBIM JJii TMOCJIEAYIOIIETO
UCTIOJIb30BaHUSI.

[Tocne omepamuu  pachOpMHUpPOBaHUS  IMOIYYUTh  HHOOpPMAIUIO O
COJICP)KUMOM TPETUYHOW YMaKOBKH C Hcmoiab3oBaHrneM SSCC koja CTaHOBUTCS
HEBO3MOXKHBIM.

B cnyyae HeoOX0IMMOCTH NMPOBEPKH COAEPKMMOI0 TPETHYHOH YNAKOBKHU
HE00XO0MMO HCHOJB30BaTh cxemy 210 noruyeckoit Mogenu ¢ainos oomena @I'MC
MJJITT. Xml-mokymeHT, HampaBieHHBIA 1Mo gaHHOW cxeme B OI'MIC MJJIII,
No3BOJIsIET TNONy4YuTh NoApoOHyr0 wuHpopmammio o SGTIN wummm SSCC. Ilo
pe3yapTataM ycnemHou o0pabotku 3ampoca, OI'MC MJIJIII BosBparmiaeT
y4acTHUKY 000poTa XMI-TOKYyMEHT ¢ OTBETOM O pe3yJIbTaTax 00pabOTKH CBEICHHUI
no 3anpammBaeMomy SGTIN/SSCC, noarotosieHHsli o cxeme 211 gorudeckoit
Mozenu ¢ainoB oomena OI'IC MJIJIII.

Cpoxnu nepegauyu uapopmanuu B PI'C MJII: npu pachopmupoBanumn
TPETUYHON YIIAKOBKM JIEKAPCTBEHHOI'O IIpenapara, WU3bATHU JIEKAPCTBEHHBIX
IpernapaToB U3 TPETUUHOM (TPAHCIIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOTO Mpenapara,
JONIOJIHUTEIIBHOM ~ BJIOKEHUU  JICKAPCTBEHHBIX IIPENAapaToB B  TPETUYHYIO
(TpaHCHIOPTHYIO) YIIAKOBKY JIEKapCTBEHHOIO Mpemnapara i JIeKapCTBEHHBIX
IpenapaToB, HAXOAAUMXCS Ha Tepputopun Poccuiickonn denepanuu, B Te4eHue S
padouunx aHeu

WIM [JI1  JIEKApPCTBEHHBIX IMPENapaTroB, HAXOMSAIIMXCS 3a MpeaeiaMmu
tepputopun Poccuiickoii @eneparnuu, B TedyeHwe 20 padouumx aHeill ¢ JaThbl
COOTBETCTBYIOIICH OMNEepaluy C JEKapCTBEHHBIMU IpenapaTaMyd WM TPETUYHOMN
(TpaHCTIOPTHOM) YIAaKOBKOM JIEKAPCTBEHHOTO Ipernapara.

3.5. ToBapHo-yuYeTHbIE CHCTEMbI YYaCTHUKOB 000p0Ta

B nensix aBromaTtuzanyu MpoLECCOB MEpeadyd CBEACHHUN O JIEKapCTBEHHBIX
npenaparoB B ®I'MIC MJJIIT ydactHukam 000poTa PEKOMEHAYeTCS HalaIuTh
MHTETPAllMOHHOE B3aUMOJICHCTBUE UCIOJIB3YEMBIX UMU TOBAPHO-YUYETHBIX CUCTEM
(manmee — TYC) ¢ ®I'IC MJUJIIT u yctpoiicTBaMu, 00€CTICUUBAIONITUMHU TIPUEM |
BBIOBITHE JICKAPCTBEHHBIX MPENapaToB.
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B ®I'IC MJIJIIT peanu3oBan Habop mporpaMMHBIX HHTEp(dENcoB (maiee —
metoael API) mis oomena cegenusimu ¢ TYC ydactHukOB 0o0opota. OnucaHue
npuBegeHo B gokymeHTe «MC «Mapkuposkay. MJUJIIL. Ilporokon oOmeHa
uHTepdeiricHoro ypoBHs v3.04», pa3MelieHHOM Ha caiite YecTHbII3HAK.

[To pesynbratam gopadotkun TYC B yacTu peanu3alid HMHTETPAlMOHHOIO
B3aumojiericTeust ¢ ®I'MC MJJIIT yuacTHrK 000pOoTa MMEeT BO3MOXKHOCTD 1OJ1aTh
3asBKY Ha MPOXOXKJICHUE TECTUPOBAHUs. 3asBKa MOJAETCS B MPOU3BOJIBHON hopme
Y HOCHUT YBEJIOMUTEIBHBINA XapaKkTep.

TecTnpoBaHre MHTETPALIMOHHOIO B3aWUMOJECUCTBUS ITPOBOAUTCS HA TECTOBOM
koHType ®I'MC MJIIT u ocyiiecTBisieTcst yuaCTHUKOM 000pOTa CaMOCTOATEIBHO,
1100 ¢ npusieueHueM nocrasuka UT-ycnyr yuactHuka o0opoTa.

@dakT yYCHENIHOTO TECTUPOBAHUS HWHTETPAIMOHHOTO  B3aWMOJCUCTBUS
MOATBEPAKIAACTCSA CAMOCTOSITEILHBIM MPOBEICHUEM MPUEMO-CIATOYHBIX UCITBITAHUM
Y4aCTHUKOM 000pOoTa ¢ HCHoJib30BaHUeM pekomeHgoBaHHoro OO0 «Omneparop-
[[PIIT» uek-nucTa, omyOIMKOBAaHHOTO Ha caiite UecTHbIN3HAK.

3.6.0060pynoBanue ajs padorsl ¢ ®I'UC MJJIIT

Jnst paGoTel ¢  MapKUpPOBaHHBIMHM  JIGKAPCTBEHHBIMH  IIpernapaTtaMu
HE00XO0JMMO MCIOJIb30BaTh CIEayIoIIee 000pyA0BaHUE:

® JUIsl OCYIIECTBIICHUS IPUEMKH U PO3HUYHOW MPOJAXKH JIEKAPCTBEHHBIX
IpenapaToB JOJKEH UCI0JIb30BaThes 2D ckaHep MTpUX-KOJOB;

e Uil BBIBOJA U3 000POTA JIEKAPCTBEHHBIX MIPENApaToOB B paMKax OTITyCKa
10 JIBFTOTHOMY PELENTy WU ISl MEAUIIMHCKOTO MPUMEHEHUS JOJIKEH

HCIIOJI30BAThCS PETUCTPATOP BBIOBITHSZ.,

3.6.1. Onucanue 2D ckaHepa MITPUX-KOI0B

2D ckaHep - yCTPONCTBO i1 TOJy4eHUS WHGOPMAIMM W3 JIMHEHHBIX |
MATPUYHBIX IITPUXOBBIX KOJOB C BBIOOPOM TEXHOJOTUU PACIIO3HABAHUS U
OCOOEHHOCTEW MEKOAMPOBAHMS B 3aBUCUMOCTH OT THIIA MTpHUX-Koja. [Ipumep
CKaHepa MmpuBesieH Ha pucyHke (PucyHok 6Pucynox 1).

2 WHCTpyKIMS TO TMONYyYSHHIO pErHCTpaTropa BHIOBITHS TpHBeldeHa B [IpUIIOKeHHH 2 HACTOSIIHX
Mertoauueckux peKoMeHaum

18



Pucynok 6

2D-ckanep npuobpeTaeTcs y4acTHUKOM 000poTa camocTosATenbHO. [lepedenn
MPOTECTUPOBAHHBIX YCTPOUCTB pa3MelleH B pazzeine «[IpoBepka ckaHepa» Ha caiTe

«YecTHBIN 3HAKY.

[Ipy Hamuuuu ckaHepa y ydacTHHUKa 00OOpoTa, €ro pabdoTOCIOCOOHOCTh
HEO0OXO0IMMO MPOBEPUTH HA NMPEIMET KOPPEKTHOTO CUUTHLIBAHUS KOJIa MAPKUPOBKHU.
CooTBeTCTBYIOIIAs MUHCTPYKIMS pa3MelieHa B pasjaene «lIpoBepka ckaHepa» Ha
caiite «HecTHBIM 3HAKY.

3.6.2. OnucaHue perucTparopa BoIOLITHS

Perucrparop Bb10ObITHS (PB) — yCTpONCTBO, OCYIIECTBIAIONIEE CUUTHIBAHHE
koga DataMatrix, ¢gopMHupoBaHME JaHHBIX O JIEKAPCTBEHHBIX IMpenaparax u
nocieaywmyo nepegaduy Bo ®I'NMC MIJIIT undopmanuu o dukcanuu daxra
BBIOBITHSI YIIAKOBKH M3 000poTa. YCTPOMCTBO MMEET MpOrpaMMHBIN HHTEepdeiic u
MOXET OBITh WHTErPUPOBAH C TOBapHO-ydyeTHOW cucrtemoi (mamee — TYC)
y4acTHHKa 000pOTa.

PeructpaTop BBIOBITHS NPUMEHSETCS B CIEAYIOIIMX Ipoleccax BbIBOAA M3
000pOTa JIEKapCTBEHHBIX MPENapaToB:

e 1pu otnycke JIII 1o aproTHOMy penenty B anTe4YHON OpraHu3aluy;
e 1npu otnycke JIII ayist okazaHuss MEAMIIMHCKOW MOMOIIM B MEAUIIMHCKHUX
OpraHu3aLHsIX.

Baxuno! Ilpu ocyumecTB/IeHHM PO3HHUYHOUM TMPOJAANKHM JIEKAPCTBEHHBIX
NpenapaToB perucTpaTop BbIOLITHSA He TpedyeTcs.

Peructpatop BBIOBITHS MOCTaBIAETCS B JABYX BapuUaHTaX HWCIOIHEHUS
(PucyHok 7), ipu 3TOM TEXHHYECKOE M (D)YHKIIMOHAILHOE HAIOJIHEHUE YCTPONCTB
UJEHTUYHO.
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Pucynox 7
3.6.2.1. Bo3Mo:kHBbIe pe;KUMbI PA00THI PErHCTPATOPA BHIOLITHSA .

«ABTOHOMHBIN PEKUM» — MPHU HEOOJIBIIIOM KOJTMYECTBE BHIOBITHS YIIAKOBOK B
nenb. He TpeOyeT nopaboTku MHPOPMAIIMOHHOM CUCTEMBI ydyacTHHKa obopoTa. B
OTOM pEXKUME BCE JCHCTBUSA TI0O BBIOBITHIO JICKAPCTBEHHBIX IIPENapaToB
OCYIIECTBISIOTCS TOCPEACTBOM PETUCTPATOPA BHIOBITHSL.

«Pexum TCJl» — B momemenusix 6e3 cBs3u. [lopnepkuBaeT 3arpys3ky B
peructparop BbIObITHA TiepeuHs TpeOyembix JIII w  BhIrpy3ka cHucka
OTCKaHUPOBaHHBIX K00B DataMatriX. Y 1o0eH /i UConb30BaHUs B TIOMEIICHUSIX
0e3 cBsi3U U 0OMEeHa JaHHBIMHU ¢ MHGOPMAIIMOHHON CUCTEMON y4acTHUKa 000poTa
0e3 ee 10paboTKH (uepe3 KomupoBaHue Paijion).

«CeTeBOM pexUM» — ITO PEKUM, MPU KOTOPOM PETUCTPATOP BBIOBITHS
BBICTYIIA€T CEPBEPOM, BBHIMOJTHSIONINM 3alpOCh/KOMaH/AbI, TepenaBaeMble C
NEPCOHAIBHOTO KOMIBIOTEPA yUACTHUKA, JINOO U3 TOBAPHO-YUETHON CUCTEMBI.

B3aumogeiicTBue monb3oBaTens (COTpyIHHMKA OpraHU3AIMM) W TOBApHO-
YYE€THOW CHCTEMbI OPTaHU3AIIMU B YACTU PAOOTHI C PETUCTPATOPOM BBIOBITHS MOKET
OBITH peaJIM30BaHO, B TOM YHUCJIE U C UCTIOJb30BaHUEM BeO-KiIueHTa (BeO-Opay3epa).

Pemenne 0 TpPUMEHEHWHM TEXHOJOTHUU HCIIOJNB30BAHUS BeO-KIMEHTA
MPUHUMAETCSI OPTaHU3aIHEe CAMOCTOSTENBHO.

Ccpuika Ha paszen caifta, B KOTOPOM COJIEPXKUTCS BCS HEOOXoaumasi
uHpopMmaIusi 0 pexuMax padOoThl M CHOCO0aX TMOJKIIOUEHUS PETUCTPATOPOB
BEIOBITHS: https://decTHbIN3HAK.pd/business/projects/medicines/retirement _record
ers/.

WNurerpauus ycrpoiictBa ¢ TYC ocymiectBisieTcs cyObeKTOM OOparieHus

JIEKApCTBEHHBIX CPEJICTB CAMOCTOSITEIILHO JIMOO ¢ TIpuBJIeueHueM nocrasiuka UT-
yciyr. Ilpu pa3paboTke MHTErpallMOHHOTO B3aWMMOJCUCTBUS  HEOOXOJIUMO
PYKOBOACTBOBAThCS TEXHUYECKOW JIOKYMEHTAIMEW, Pa3MEIICHHONW Ha cailTe
UYecTHbiii3Hak, B pasjaeine « Beyiepkka u3 TeXHUYeCKOU crienn( KAy Ha TOCTABKY

pPETUCTPATOPA BHIOBITHSIY.

20


https://честныйзнак.рф/business/projects/medicines/retirement_recorders/
https://честныйзнак.рф/business/projects/medicines/retirement_recorders/
https://честныйзнак.рф/upload/iblock/92b/TC-RV-v25_07.06.2019_Publichnaya-versiya.pdf
https://честныйзнак.рф/upload/iblock/92b/TC-RV-v25_07.06.2019_Publichnaya-versiya.pdf

PykoBoncTBa monb3oBarenss K - YCTPOWCTBY pa3sMELIEHbl B pasjele
«Perncrparopsl BEIOBITHS Ha caiiTe «YeCcTHBIN 3HAK.

3.6.2.2. O0ecneyeHue y4aCTHUKOM PerucTPaTOPOM BbIOBITHS

VYCTpolCTBO TPENOCTaBIsICTCS OMNEPaTOpOM CHUCTEMbl MOHUTOPUHTA Ha
OCHOBAaHUHM THUIIOBOTO JIOTOBOpa IO TMPEACTABICHUIO PETUCTPATOpPa BBIOBITHS
JIEKapCTBEHHBIX MpENapaToB CyObeKTaM OOpaIleHUs JIEKapCTBEHHBIX CPEACTB Ha
0€3B03ME3THOI OCHOBE, (hopMa KOTOPOTrO yTBEPXKACHA MpHUKa3oM MuUHIIpoMTOpra
Poccum ot 13.08.2019 N 2973.

NHcTpykiuss 1O  MOJYYEHUIO PETrHCTpaTopa BHIOBITHS NpHUBEACHA B
[TpunoxeHuu 2 HaCTOSIIMX METOANYECKUX PEKOMEH IAIUM.
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4. TIpouecchl ABHKEHHUS TOBAPA MeKAy KOHTPAreHTaMHu
4.1.IIpsimasi 1 oOpaTHbIE CXeMbI AKIENTOBAHMS

B paMKax TIpPaXKIaHCKO-IIPaBOBLIX OTHOLIICHUU MCKAY KOHTpaAarcHTaMu
AOITYCKACTCA HCIIOJIb30BAHHC OJHOTO M3 CIACAYIONINX BApPpHUAHTOB IIOCTABKH
JICKaPCTBCHHBIX IIPCIIAPATOB:

1. IIpsamoii mopsiok akuenToBanusi, mpu koropomM B GI'MIC MJIII
OTIPABUTENIEM  PETUCTPUPYIOTCS  CBEACHHS 00  OTIpy3Ke  IOKYMNaTelto
JIEKApCTBEHHBIX MPENapaToB, a MOJIY4YaTesIeM OCYIIECTBIISIETCA MOATBEPXKICHUE B
OI'MC MJIJIIT 3aperucTpupOBaHHBIX OTIPABUTENIEM CBEACHHN 00 OTrpy3ke
JIEKAPCTBEHHBIX MPENAPATOB.

2. OOpaTHbIi NOPSAAOK aKkuenToBaHus, npu koropom B ®PI'IC MJIIT
ITOJTy4YaTeJIEM PETUCTPUPYIOTCS CBEICHHS O NMPUEMKE JIEKAPCTBEHHBIX MPENAapaToOB
Ha CKJaJ, a OTIPABUTEIIEM OCYLIECTBIIAECTCS MOATBEPKIACHUE CBEAECHUN O IIPUEMKE
Ha CKJIaJl ITOKYyIaTeJIsl.

Perncrpammss B8 ®I'MMC MJUJIII cBenmeHuit O mNOpHEMKE JIEKAPCTBEHHBIX
IIPENapaToOB MOYKET OCYIIECTBIIATHCA KAK BPYYHYIO, TaK M C MCIIOJIb30BAHUEM
TOBAPHO-YYETHBIX CUCTEM YYAaCTHUKOB, MHTErpupoBanHbix ¢ ®I'MC M/JIIIL.

CyObekT oOpallieHus JEeKapCTBEHHBIX CPEICTB, OCYIIECTBISIOMIMN TPUEMKY
JIEKAQpCTBEHHBIX MpenapaToB OT APYroro CyObeKTa OOpalleHUsl JEKapCTBEHHBIX
CPEACTB B paMKaxX I'pakJIaHCKO-TIPaBOBBIX OTHOIIICHUH, B TeueHue 1 paboyero aHs
C JaTbl MNPUEMKH JICKAPCTBEHHBIX TMPENApaTOB M PETUCTPAIMA B CHCTEME
MOHUTOpPUHTA CBEACHUNH 00 OTTPYKEHHBIX JIEKAPCTBEHHBIX IMpernaparax o
MPEACTABIICHUS CBEJICHUIN O NAJIbHEUIINX OINEpalusX ¢ TAKUMH JIEKapCTBEHHBIMU
IpernapaTtaMy NOATBEPKIAET JOCTOBEPHOCTh CBEAEHUM, COAEPKAIIUXCA B CUCTEME
MOHUTOPHUHTA, MYTEM MPEICTABICHUS CBEACHUN B CUCTEMY MOHUTOPHHTA.

OO0s13aTenbHOCTh  MEpeJayd  CBEIEHUW 10 000pOTYy MapKUPOBAHHBIX
nekapctBeHHbIX cpenctB B OI'MC ML niis ciyyaeB mpsMOro rnopsiika NpueMKH
JIEKapCTBEHHBIX CPEJICTB B YCTAHOBJIEHHBIA CPOK JEUCTBYIOIIMMH HOPMATHBHO-
IIPaBOBBIMM aKTaMu B | JI€Hb HAaYMHAET OTCYET C MOMEHTA BBINOJHEHUS ABYX
YCIIOBHUI:

- JaThl TOJNWCAaHUS AaKTOB TMpUeMa IMepefJayd  ToBapa  MEXIy
IpPy300THPABUTENIEM U MOJIyYaTesIeM JIEKAPCTBEHHBIX CPEJICTB.

- TIOCTYIUICHHWE BXOJSIIETO YBEIOMJICHHS OT TPY300THpaBUTENS O (akTe
COBEPILEHHOM OTTPY3KHU B aJIpeC IPy30M0aydaTess
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B ciyuae Be160pa 006paTHOTO MOpsiKa MPEACTABICHUS CBEACHUN TpU 000pOTe
JIEKapCTBEHHBIX IMpEnaparoB CyObEeKT OOpallleHusi JIEKapCTBEHHBIX CPEJICTB,
OCYUIIECTBIISIONMNA MPUEMKY JIEKapCTBEHHBIX IpEnapaToB OT JAPYroro cyobekTa
oOpalieH s JeKapCTBEHHBIX CPEJCTB B paMKaX I'paKJaHCKO-TIPaBOBBIX OTHOLICHUH,
B TEYeHWEe pabdoyero JHA C JaTbl NPUEMKHU JIEKAPCTBEHHBIX MPENapaToB
IPEACTABIIIET B CUCTEMY MOHUTOPMHIA CBEICHHS O MPUHATHIX JIEKAPCTBEHHBIX
npenaparax.

OO0s13aTenbHOCTh  MEpejaud  CBEJIEHUW 10 000pOTYy MapKHUPOBAHHBIX
nexapctBeHHbIX cpeacts B @ITMC MIJII nns coydaeB oOpaTHOro mopsiaka
MPUEMKH JICKAPCTBEHHBIX CPEJICTB B YCTAHOBICHHBIM CPOK JEHCTBYIOIIUMU
HOPMATUBHO-TIPABOBBIMU aKTaMH B | JICHb HAYMHAET OTCUET C AAThl MOAIMUCAHUA
aKTOB MpHEMA MEPEAAYM TOBapa MEXAY TPY300THPABUTEIEM M IOJydaTeIeM
JIEKapCTBEHHBIX CPEICTB.

CybObektamu oOpamienust JjekapcTtBeHHbIX cpeacts GI'MC MIJII mpu
BHECEHUU KOPPEKTHOW HHMOpMalMy B YacTU MCTOYHHMKA (DUHAHCUPOBAHUS B
CJIy4asiX BBINOJIHEHWH ONEPAlUil OTIPY3KHM UM NPUEMKHU JIEKAPCTBEHHBIX CPEACTB
HEO0OXOJIMMO PYKOBOJICTBOBATHCS CIAEAYIOUIMMHU MPABUIAMU:

- YkazaHue BHJAa HUCTOYHHMKA «1» JUIsl CllydaeB 3aKyIKH JIEKAPCTBEHHBIX
IpenapaToB 3a COOCTBEHHBIE CPEACTBA BKJIIOYAET B TOM YHUCIE 3aKYyTKY
JICKapCTBEHHBIX CPEICTB B paMKax: O00s3aTEIBHOTO MEAUIIMHCKOTO
cTpaxoBaHus, QeaepaibHOr0 (oHIa 00s3aTEILHOTO MEAUIMHCKOTO
CTpaxOBaHUs, POJOBBIC CEPTU(UKATHI.

- YkazaHue BHUJA MCTOYHUKA «2» I CIydaeB MOCTABKU JIEKAPCTBEHHBIX
MpernaparToB 3a CUeT CPeNICTB PenepaabHOro OrKeTa

- YkazaHue BHUJA MCTOYHUKA «3» I CIydyaeB MOCTABKU JIEKAPCTBEHHBIX
MpPenapaToB 3a CUET CPEJICTB PErHOHAIEHOTO OI0KETa

Jlns BUAa MCTOYHMKA (pMHAHCUPOBaHUS «1» - HE yKa3bIBaeTCs PEECTPOBBIM
HOMEp KOoHTpakTa. [ns 2, 3 BuIa MCTOYHMKA (PUHAHCHPOBAHUS — 00s3aTEIBHO
YKa3bIBa€TCs pEECTPOBBIN HOMEP KOHTpakTa. IIpu oTcyTCTBHM peecTpoBOro HoMepa
Ha MOMEHT OTIPY3KH / IPUEMKH BMECTO PEECTPOBOTO HOMEpPA KOHTPAKTa MOKET
ObITh yKa3aH HOMEp M3BEIEHHUA O 3aKymke. [Ipu mpsMom mopsiake akienTOBaHUS
MOJIy4aTellto JJEKAPCTBEHHBIX MpenapaToB B ciydae oTcyTcTBus TY C HE00X0auMo:

1. OtckaHupOBATH MOCTYNUBIINE BTOPUYHBIE UJIU TPETUYHbIE YITAKOBKU (B
Clly4yae, €CJIM BTOPUYHBIC YIMAKOBKU BJIOKEHBI B TPETHUUYHYIO), MpHU
nomom 2D ckanepa wnm TepmuHana cbopa naHHbIX. B ciyuae
OTCYTCTBHUSI CKaHepa CJIEAyeT BHECTH BPYUYHYIO UYEJIOBEKO-UMTAEMYIO

uHpopmanuio o SGTIN u cepuitnom HOMepe, HAHECEHHBIX HA YTaKOBKY
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JekapcTBeHHOTo Tnpernaparta n\mn SSCC, HaHECeHHBIH Ha KOPOO WM
najiery, B Xml-gokymenr, u 3atem 3arpy3uth ero 8 ®I'MIC MJJIII ¢
ucrosib3oBanueM JInunoro kabuHeTa ydacTHIKa 000poTa.

2. Ilpoittn aBrOopu3anuio B JInyHOM KaOWHETE yYacTHHMKa O0OpOTa,
nepenTr B pasnen «Peectp 1okyMeHTOB» - moapasnen «Bxopsmuey, ¢
WCITOJIb30BaHUEM (IIIBTpA HAWTH TOCTYMHUBIINE YBEAOMIICHUS 00
orrpy3ke u cBepuTh SGTIN, HaHECEHHBIX Ha YIMAKOBKH MOCTYITHUBIINAX
nekapctBeHHbIX mnpemnapatoB mwmmn SSCC, ¢ SGTIN wm\mmm SSCC,
coJiep KalllUMHKCS B YBEIOMIICHUH TOcTaBIuKa (cxema 601 mornyeckoi
mojenu ¢aitoB oomena GI'MC MJIII).

3. Ilpu oTcyTCTBUUM pacXOKICHUMN U IPETEH3UHN K TTOCTABICHHOMY TOBApYy,
OCYIIIECTBUTh MPUEMKY JIEKApCTBEHHBIX npenapaTon u
3apeructpupoBatb B ®I'MIC MJIJIII cBeneHus O NMPUHATOM TOBApeE,
UCIIOJIB3YS IS mepeaadn mHpopMmamuu J0KyMeHT B ¢gopmare Xml, ¢
noMoniplo JInuyHoro kabmHeTa ydacTHuUKa oOopota (cxema 701
Jgorudeckoi Moaenu ¢aiiiaos oomerna ®I'YIC MJIIT). B xml-goxymenTe
HEOOXOMMMO  yKa3aThb  HMJACHTU(PUKATOPBI  MECT  JIESITEIIbHOCTH
OTHPABUTENS U MOJy4yaTelisd, a TaKkKe OTCKaHUpoBaHHbIE koAbl SGTIN
nn SSCC, coryiacHo NyHKTY 1.

4. Ecniu K TOBapy HMEIOTCS TMPETEH3UU, JOIMYCKAeTCs OCYIECTBUTh
YAaCTUYHYI0 NpUEMKY ToBapa, 3apeructpupoBas B OPI'IC MJJIII
CBEJICHMS O IPUHSATOM TOBape, UCTOJb3Ysl IS Tiepeaayr uHdopmaiuu
JOKyMeHT B (hopmare Xml, ¢ momoipio JInuHoro kabuHeTa ydacTHHKA
obopota (cxema 701 norumueckoi moxenu (aitmor odmena DPIUC
MJIJIIT), unu - oTKa3aThCs OT NPUEMKH JIEKAPCTBEHHBIX ITPENapaToB C
nomMoitneo XMl-nqokymenTa (cxema 252 jmoruueckoi mojenu (aiioB
oomena GI'IC MJIIT).

[Ipu oOpaTHOM TOpPSIAKE AaKIENTOBAHUSA TMOIY4YaTEeNI0 JIEKAPCTBEHHBIX
npenaparoB B ciaydae orcyTcTBust TYC Heo0X0auMo:

1. OtckaHMpPOBATH MOCTYNUBIINE BTOPUIHBIC UM TPETUIHBIC YIIAKOBKH (B
cllydae, €Clid BTOPHYHBIC YIAKOBKUA BJIOXEHBI B TPETHYHYIO), TPH
nomomn 2D ckanepa wunum TepMuHana cOopa JaHHbIX. B ciyuae
OTCYTCTBHSI CKaHepa CIeAyeT BHECTH BPYUYHYIO YEJIOBEKO-UMTAEMYIO
unpopmaruio o SGTIN u cepuitHoM HOMEpe, HAHECEHHBIX HAa YIAaKOBKY
nekapcTBeHHOro npenaparta u\mwim SSCC, HaHeCeHHBIH Ha KOPOO WM
najuiery, B Xml-gokymenr, u 3atem 3arpy3uth ero 8 ®I'MIC MJJIIT ¢
ucrnosib3oBanueM JInunoro kabuHera ydacTHIKa 000poTa.
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2. Ilpoiitn aBTOpu3anuio B JIMUHOM KaOMHETE YyYacTHHKa OOOpOTa,
niepeiTH B paszen «PeecTp TOKYMEHTOBY» U OCYIIIECTBUTH 3arpy3ky Xml-
JTOKyMeHTa, coaepskariero ceeaeHus o SGTIN mocTynuBmux ynakoBok
JekapcTBeHHBIX mpemapaTtoB m\mian SSCC (cxema 416 joruyeckoit
moeu daitioB oomerna ®I'MC MJJII).

3. Jokmatbes OT MOCTaBITMKA JIEKAPCTBEHHBIX MPENapaToB YBEIOMIICHHS,
MOATBEPIKAAI0NMIEro (GakT OTTPY3KH JICKaPCTBEHHBIX MTPEnapaToB (cxeMa
607 noruueckoii monenu aiinoB oomerna OI'MC MJJII).

[Ipu oOpaTHOM MOpPsAKE AaKIENTOBAHUS TIPYy30MOJaydaTedb TOJDKEH OBbITh
J00aBJIEH TPY300TIIPABUTENIEM B PEECTP JOBEPEHHBIX KOHTPATr€HTOB.

[Ipy HanMMUMM TOBAPHO-YYETHOM CHUCTEMbI, HHTerpupoBaHHo c¢ OI'UC
MJIIIJI, nis BBITIOJHEHUST OTNEpAIMA AKIIENITOBAHUSA JICKAPCTBEHHBIX IMPENAPATOB
HE00X0IMMO 00paTUTCS K PYKOBOJICTBY IOJIH30BATEIISI CHCTEMBI, pa3padoTaHHOMY
nocraBmmkom UT-yeayr st cyobekTa oOpamieHus JJeKapCTBEHHBIX CPEICTB.

B pamkax o0opoTa JEKapCTBEHHBIX NpPENapaToB MEXIYy KOHTpareHTaMu
JOIIyCKAeTCsl OTMEHA CIEAYIOIIUX OIEPALIUiA:

e Peructparus 8 ®T'YC MJIJITI cBenenunii 06 OT3bIBE OTIPABUTEIEM
MEPEIAHHBIX  MOJIy4aTeJl0  JICKAPCTBEHHBIX  IpenapaTtoB -
IIPUMEHSETCS pu HEO0OXOIMMOCTH OTMEHUTH paHee
ocymiecTBieHHyo onepaiyio B DI'MC MJIIL.

e Perucrpamus 8 ®I'UC MJIII cBenenuit 00 oTkasze moyyvaress OT
MIPUEMKH JICKAPCTBEHHBIX MPENAPATOB — MPUMEHSIETCA B Clly4yae
BBISIBICHUSI ~ HECOOTBETCTBUM  MPU  MPUEMKE  MOJy4YaTelIeM
JIEKapCTBEHHBIX MPEMApaToB U HEOOXOJUMOCTU OTKa3a OT MPUEMKHU
IIEPEIaHHOT O TOBapa.

e Perucrpamusa B ®PI'YUC MJIIT cBenennii 0 KOPPEKTUPOBKE paHee
HAMpPaBJICHHBIX PEKBU3UTOB - MPUMEHSETCA i1 KOPPEKTUPOBKHU
paHee HaIpaBJICHHBIX PEKBU3UTOB OTIPaBUTENS (MPUMEHSETCS
TOJIBKO JIJIs1 OTIEPAllUM PETUCTPALIMU CBEJICHUIN O 3aBEPIICHUM dTara
OKOHYATEJIbHOM YMAaKOBKM W PETUCTPALIMU CBEICHUW O BBIMYCKE
TOTOBOM MPOIYKIHH 32 IIpeaeiaaMu tTepputopun PO) .

s yno6erBa nonszoBanust B @IT'MC MJUIIT nmpexycMoTpeHa BO3MOXKHOCTb
pErucTpaly CBEICHUW O YaCTUYHOM IpUEME JIEKAPCTBEHHBIX mpernapaTtoB. s
ATOTO MOJYYATEIIF0 HEOOX0IUMO OTPA3UTh B COOTBETCTBYIOIMINX MOJISIX «SSCCy» min
«SGTIN» Xml-mokymMeHTa TOJILKO T€ CBEICHHS, KOTOPHIE COOTBETCTBYIOT
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(dakTUYeCKHu TNPUHATHIM YIaKOBKaM JIEKapCTBEHHBIX mpemnapaToB (cxema 701
Joruyeckoi Moenu ¢aittos oomena GI'MC MJIII).

Hampumep, B citydae mosry4eHus OT MOCTaBIMKa XMl-10kymMeHTa ¢ ykazaHueMm
ko70B SSCC mist kopo6a Nel u kopo6a Ne2 (cxema 415 norudeckoit mogenu ¢aition
oomena ®I'MC MJUJIII), momywyarenbs B OTBET MOxeT chopmupoBath Xml-
JOKYMEHT, coJepamuii uHpopMaluio o mpuemMke kopoba Nel u orTkaze ot
npuemMku kopoba Ne2 (cxema 252 noruueckoit monenu ¢aitioB oomena OI'MC
MJIJIIT).

Takxke nomyckarorcss BapuanTsl peructpanun B PI'MMC MU cBenenunii o
YAaCTUYHOM OTKa3€ OT NPUEMKH YIAKOBOK JIEKAPCTBEHHBIX IIPENApPaTOB, B TOM
Cllyyae €CIM B COCTaB€ IIOCTaBKM IIOJYyYEHBl JIEKAPCTBEHHBIE IpENaparsl,
arperupoBaHHbIE B KOpPOO, U JIEKApCTBEHHBIE MpENnapaThbl, B OTHOIIEHWE KOTOPBIX
arperauusi He IpUMEHsAJIack. B JaHHOM cilydae y4acTHMK 00OpOTa TakKe BIIpaBe
copMUpOBaTh OTKa3 OT IMpHEMa YaCTU HEarperupoBaHHBIX JIEKApPCTBEHHBIX
npermapaToB, cpopmuposaB u otnpaBu B ®I'IC MJIJIIT coorBercTBYrOmmiA Xml-
JOKYMEHT.

JonyckaloTcs CHEHAapuu OTIPY3KH JIEKAPCTBEHHBIX IPEnapaTtoB  OT
MOCTABIIHKA MMOJyYaTEII0, IPU KOTOPOX MOKYHATEIEM BBICTYIAET TPEThS CTOPOHA
(t. e. nanno#t opranuzaruu (MII) mepexoaut npaBo coOcTBeHHOCTH). B manHOM
coyqsae B ®I'MC MJUII peructpupyercs TOJBKO ONEpauusi Iepenadyd OT
MOCTaBIIUKA (HAKTUYECKOMY TPY30IMOJydaTesl0 JICKAapCTBEHHBIX IMpErnapaToB.
Oneparus nepenayu nmpaBa COOCTBEHHOCTH OT TPY30MOJIydaTens K FOPUINYECKOMY
BJIJICTIBILY TIPU 3TOM HE PETUCTPUPYETCHI.

[Ipu  ocymiecTBiIeHMH TPOUEAYp MpUEMA-TIEpeAaYu  JIEKAPCTBEHHBIX
npenapartoB nepenayda ceeaenuit Bo @I'MC MJIII npons3BoauTCs y4aCTHUKAMH Ha
OCHOBAHUH OJIHOTO THITA JOKyMeHTa (ToBapHas HakiagHas TOPI'-12), ¢ ykazanuem
HOMEpa W Jarbl HakjiagHoW. Takke [OMmycKaeTcss BO3MOXKHOCTh YKa3aHUA
PEKBU3UTOB YHHUBEPCAIBHBIX MEPEAATOUYHBIX TOKYMEHTOB (nanee — YIIJI), B Tom
Cllydae €Clid TaKOW THUTI JOKYMEHTA UCTIOJIh3YETCsl yYaCTHUKaMHU 000pOoTa.

Peructpanus B8 ®I'IC MIJIIT cBenenuii 00 akienTOBaHUU JIEKAPCTBEHHBIX
MpErnapaToB OCYLIECTBISIETCSI B COOTBETCTBUM PETVIAMEHTHBIMHU  CpPOKaMH,
ornpeeneHHbIMUA noctanoBiaeHueM [lpaBurensctBa PO ot 14 gexabps 2018 r. N
1556 «O6 ytBepxaenun IlonmoxeHuss O CUCTEME MOHHUTOPUHTA JIBWKCHUS
JIEKapCTBEHHBIX IIPENApaToB JJIsi MEAULIHUHCKOTO IPUMEHEHHs». Perucrpanus
CBeJIeHUN 00 aKIeNnTOBAaHWW IIOCTaBKH JOJDKHA OCYIIECTBISITBCS CYOBEKTOM
oOpallieHdsi BHE  3aBUCHMOCTH  OT  TEKYIIEro  cTaryca  IOJIHCAHUS

COIIPOBOAUTCIBbHBIX (1)I/IHaHCOBBIX JAOKYMCHTOB IIOCTAaBKH (TOBapHBIC HaKJIaJHBbIC,
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yHHUBEpCaJbHbIE  TMEpPEAaTOUYHbIE  JOKYMEHThI)  CyObeKkTamMu  OOpalieHus
JIEKApCTBEHHBIX CPEJICTB.

B ®I'dC MJ/UII d¢ukcupyercs (akTuueckass CTOMMOCTb €IUHUIIBI
NOTPEOUTENBCKOM YNAKOBKM JIEKAPCTBEHHOTO Ipenapara, KOoTopas JOJDKHA
COOTBETCTBOBATb ~ CTOMMOCTH  €OUHHUIIBI  TOTPEOUTENbCKOM  YMaKOBKU
JIEKApCTBEHHOI'O IIpenapara, OTPa)XEHHOM B CONPOBOAUTEIBHON TOKYMEHTALUU.
[Ipu stoM, psan cyOBEKTOB OOpalieHusl JIEKApCTBEHHBIX CPEJCTB PACCUMUTHIBACT
CTOUMOCTh e€AUHMLBI 10 (opmyne «OoO0mas croumocts naptum c¢ HIAC /
KOJIMYECTBO» C OKPYIJICHHEM JI0 TMOJHOM KOIMEWKH MO MpaBUIy «K Onuxaiiemy
LEJIOMY», UTO MPU 0OpaTHOM IepecyeTe (CTOMMOCTh €AUHUIBI TOTPEOUTEIHCKON
YIAKOBKH * KOJIMYECTBO) BBI3BIBACT PA3IU4UE O0IIEH CTOMMOCTH MapTUX U O01IeH
cymmbl HJIC npuBeIeHHBIX NOCTABIIMKOM B COITPOBOJAUTENBHON JOKYMEHTAUU HA
HE3HAUNTEIBPHYI0 MaTEMaTUYECKYIO0 ITOTPEUIHOCTb, BO3HMKAIOIIYI0 B CBSA3U C
OKPYIJICHHEM CYMMBI.

Takxe pomyckarorcs ciywyan, korma B OI'MC MJUII yxaseiBaroTcs
(dbakTUYeCcKrue CTOMMOCTH €IUHHUIIBI TMOTPEOUTEIHCKOW YIAKOBKH COTJIACHO
HAKJIaJHOM, OJHAKO YKa3aHHas CyMMa BCEX LEH MNOTPEOUTENbCKUX YIAKOBOK
IIOJIy4aeTCs MEHbIIE, YeM CTOMMOCTD I'OCYJapCTBEHHOIO KOHTPAKTa MEHEE YeM Ha
CTOMMOCTb OJIHOM MOTPEOUTENIbCKOM yMakoBKH. B 3TOM ciydae MOCTAaBIIMKOM B
TOBAapHOM HAKIAJHOM YKa3bIBa€TCs, 4YTO «M3JIMILECK» JIaHHOM YIIAKOBKHU
ITOCTABJISICTCS 3@ CYET CPEACTB I'PY300TIPABUTEIS.

Heobxogumo o0patuth BHUMaHUE, YTO YKAa3aHHBIE PACXOXKJEHUSA HE
ABJISIIOTCSL OCHOBAHMEM [UIA OTKa3a I'Py30II0JIydarelis B IMPUEMKE JIEKAPCTBEHHBIX
IIpEnapaToB K y4eTy Ha OCHOBAHWHU JAHHBIX, OTPAKEHHBIX B CONPOBOIUTEIIBHBIX
JOKYMEHTaX.

4.2 TlepemMenieHue MeKIy MeCTAMM J1eSITeIbHOCTH YYACTHHKA 000poTa

OI'MC MJUJIIT obGecrieunBaeT BO3MOXKHOCTh PETUCTPALlMU CBEJICHUU O
NEepPEMENICHUH JIEKAPCTBEHHBIX MPENapaToB MEXAYy pa3IMYHbBIMU MECTaMu
OCYUIECTBJICHUS IEATETbHOCTH (COTIIACHO JUIIEH3UN) BHYTPU CYOBEKTa OOpallieHHs]
JIEKapCTBEHHBIX CpEJICTB 0Oe3 Imepexoaa ImpaBa COOCTBEHHOCTH, a TaKxke
NEPEMEIICHUE C MECTa OCYIIECTBICHUS AEATEIBHOCTH HA MECTO OTBETCTBEHHOIO
XpaHEeHHs U 00paTHO.

Hns orpaxenuss B ®I'UIC MJUIII ¢dakta nepemenieHus: JeKapCTBEHHBIX
npenapaTroB HEOOXOAUMO BBITIOJIHUTH CIAEAYIOIIHNE IEHCTBUS:
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1. YaocroBepuThCs B TOM, YIAKOBKH JICKAPCTBEHHBIX MPENapaTos,
cojepkame yHuKanbHble waeHTHdUKaTopel SGTIN, koTopsie
YY4aCTHHK 000pOTa IUIAaHUPYET TMEePEMECTUTh B JPYroe MECTO
OCYILIECTBIICHUA AEATEIILHOCTH, HaxoAsATcs 1o ganHbiM OT'MC MJIIT y
Hero Ha OanaHce.

2. CybObexkToM oOpallieHus1 JTeKapCTBEHHBIX Cpe/cTB B JImuHOM KabuHeTte
OI'UC M/ nomxHO OBITH 3aperuCTPUPOBAHO MHUHHMYM 2 MecTa
OCYILIECTBICHUS JIEATEIBHOCTH.

3. OcyliecTBUTh  MEpEeMENICHUE  JICKapCTBEHHBIX  IpEnaparoB U
3apeructpupoBatb B ®I'UC MJIJIII cBeneHus o nepeMerieHuu (cxema
431 normyeckoit mozaenu (aitnoB oomena ®I'MC MJIII), ucnons3ys
JUIS TIepeadd MHpopManuu JOKyMeHT B (opmare Xml. B momsx
«SSCC» u «SGTIN» xml-gokymeHTa HEOOXOIUMO yKa3aTh BCE KOJBI U
YHUKaJIbHBIE UACHTHU(UKATOPHI YIIAKOBOK JICKAPCTBEHHBIX MPEMapaToB,
KOTOpBIE OBLIIH MEPEMEILIEHBI Ha APYTO€ MECTO JAEATEIbHOCTH.

CBeneHMsI 0 BHYTPEHHEM IIEPEMELIEHUY JIEKAPCTBEHHBIX IIPENAPAaTOB MEXKIY
azpecaMM MeCT OCYLIECTBIICHUS IEATEIIBHOCTH COTJACHO JIMIEH3UM (C y4eTOM
TaKUX BHUIOB JEATENbHOCTH, KaK IIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB U
(dapmaneBTryeckas aestenbHocTb) peructpupyercsa B GTUC MJII B Teuenue 5
pabouux THeW ¢ (aKTHUYECKOW JaThl IepEMENICHUS JIEKaPCTBEHHBIX MTPENapaToB A0
IIPEICTABIICHNS CBEACHUM O JAJIbHEHIIMX ONEPALMIX C TAKUMH JIEKAPCTBEHHBIMU
npenapaTamu.
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5. BbIBO/ JIeKapCTBEHHBIX MPeNapaToB U3 000poTa

BbiBog 13 000poTa JIEKAPCTBEHHBIX MPENapaToB - pealu3alus, NpoJaxka u
OTIyCK (B TOM YMHCIIE MO PELENTY) JIEKAPCTBEHHBIX IMPEnapaToB MOTPEOUTENIO,
IpUMEHEHHUE, Tepeladya Ha YHUUYTOXKEHHE, yTpara U CIHCAHHE JIEKapCTBEHHBIX
npenapaToB, 0TOOp 00pa3ioB, BBIBO3 paHee BBE3eHHbBIX B Poccuiickyto ®denepariiio
JIEKapCTBEHHBIX MPENapaToB (PEIKCHOPT), a TAK¥KE BBIBOJ U3 000pOTa MO UHBIM
NPUYHHAM.

Cpoxu nepenaun undopmanuu B ®I'MC MIJIIT: CyobekT obOpamieHus
JICKapPCTBEHHBIX CPEJICTB, OCYIIECTBISIONINI BBIBOJ M3 000pOTa JIEKApPCTBEHHBIX
npenapaToB (3a UCKIIOYEHHEM BBIBOJA U3 000pOTa JIEKAPCTBEHHBIX MpEnapaToB
nyTeM oTOOopa 00pas3loB, BhIBO3a paHee BBE3eHHBIX B Poccuiickyro denepanuu
JICKapCTBEHHBIX TPEMapaToB WX TIepeayd Ha YHUYTOXKEHHUE), B TEUEHUE 5
pabouux JHEW C JaThl COOTBETCTBYIOIIEH OMEpaluy MpPEeICTaBIsIeT B CUCTEMY
MOHUTOPHUHTA CBEICHHUS.

B ®I'MC MJIII peann3oBaHbl CIEIYIOMIME BUABI BBIBOJA JIEKAPCTBEHHBIX
npenaparoB U3 00opoTa:

- pPO3HUYHAs IIPOJIAKA,
- JIbITOTHBIN OTITYCK JIEKAPCTBEHHBIX MPENAPATOB;
- BBIBOJI U3 000pOTa /JIsl OKa3aHUsI MEAULMHCKON TTOMOIIIH;

- BBIBOJ] M3 000POTA 110 MHBIM MPUINHAM.
5.1.Po3Hu4Has Npoaaxka JieKapCTBEHHBIX NMPenapaToB

Jlst BBIBOZIAa M3 000pOTa JIGKAPCTBEHHBIX MPEMAapaTOB B paMKax PO3HUYHOM
MPOJTAXKH YYaCTHUK 000pOTa JOJDKEH MMETh aKTyaJbHOE KacCOBOE MPOrPaMMHOC
obecnnieuenne, KKT wu ckanep, oOecrneunBarommii cunThiBanue 2D kojma
MapKHPOBKHU.

KaccoBoe mporpammHoe obOecrieueHue aopadarbiBaeTcsi moctaBiiukom WT-
YCIIYT B COOTBETCTBUH C TPEOOBAHUSIMHU K MAPKUPOBKE JICKAPCTBEHHBIX MPenapaToB.
[Ipu oTcyTcTBUU CKaHepa, cOCOOHOro cuuThiBaTh 2D kox, ydacTHHKy 0OopoTa
HEOOXOIMMO ero mnpuoOpectd 3a coOctBeHHBIH cuer. C  mepeyHeM
MPOTECTUPOBAHHOTO OOOPYMIOBAHMS MOXKHO O3HAKOMUTHCS Ha caiite «YecTHbIi
3HaK».

29



CBeneHusi 0 BBIBOJE M3 000OpOTa JIGKAPCTBEHHOTO IperapaTa IMepeaaroTcs
yuyactHukoM obopora B ®I'MC MJUJIIT yepe3 OmnepaTopa pucKaabHBIX JaHHBIX
(manee — OD/]), B pexxuMe peabHOrO0 BPEMEHH.

O®/1, na Oe3B03ME3/1HOM OCHOBE, 0OecreunBaet nepenavy ceenennii B @I'M1C
MJIJIIT o BeIBOZIE M3 000POTA JIEKAPCTBEHHBIX MPENapaToOB yYaCTHUKOM 000pOTa..
[Ipouiecc nepenaun CBeICHU COCTOUT U3 CJIETYIONIUX 11ArOB:

1. Ilpu ocymiecTBiIeHHH pacdyéTa ¢ MoKymnarenaeM GOpMUPYETCS KaCCOBBIN
YeK U (PUCKAThHBIA JOKYMEHT.

2. OuckaiabHbIN TOKyMeHT mudpyercsa puckanbabiM Hakonutenem KKT u
3areMm 3amudpoBaHHbI akeT nepegaercs OD/I, oTkymaa nepemnaeTcs B
denepanbHyo HalmoroByto ciyx0y Poccuiickoit @enepanuu (nanee —
®HC).

3. Iocne nonreepxaenus onepaunu B ®HC, noxymeHT nepenaercs u3
OdJ[ B ®I'UC MIJIIT (cxema 10511 normueckoit momenu (aitsioB
oomena ®I'MIC MJJIIT).

[Tpu otcyrcTBUM cBefeHM O BBIObBITMM B JIMuHOM KaOWHETE y4acTHHKa
000poTa, B MIEPBYIO OUEPENIb, PEKOMEHIYETCSI IPOBEPUTH HAJIMUKE KACCOBOTO YeKa
B Jluunom kabunere O®DJ[ (npu Hammuuu). B ciaydae OTCyTCTBUSL Takou
BO3MOYKHOCTH Y4YaCTHHUKY 00OpoTa HEOOXOAMMO OOpaTUThCcsl B  CIYXOy
texHnueckoi noaaepxku OI'MC MJIIL

IlocnedosamenvHocmo 6bINONHEHUA OCUCMEUN COMPYOHUKA ANMEUHOU
Op2anu3ayuu npu PO3HUYHOU RPOOazice 1eKAPCMEEHHO20 npenapama:

1. Hoayuums 3anpoc om nayuenma.

2. Ocywecmeums hapmayesmuyecKoe KOHCYTbMUPOSAHUE.

3. Iloooopamb Heobx00uMble 1eKapcmeeHHble RPEenapamol.

4. Ilonyuums coznacue nayuenma Ha npuodpemenue 1eKapcnEeHHbIX
npenapamoe.

5. Iloouepéono cuumams koowvt mapxkuposxku DataMatrix 2D ckanepom
C Kaxcooil ynakoeKu J1eKapCmeeHHblX NPenapamoas.

6. Yoocmosepumucsa, umo koovlt mapKupoeéku cuumanuco KOppeKmHo.

7. Hoayyums onnamy 3a JnexapcmeeHHulil npenapam u nPoOUmMb
Kaccoewlii uex.

8. Boioamv nayuenmy nexkapcmeeHHwvlll npenapam, coauy (npu
Heo0X00umMocmu) u Kaccoelil uekx.

B pamMkax pO3HMYHOM [POAAXKU JONYCKAETCS OTIHYCK JOJH U3
Pa3yKOMIUIEKTOBAHHOM YITAKOBKM JIEKAPCTBEHHOI'O Ipernapara, T.€. YaCTUYHOE
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BBIOBITHE BTOPUYHOM yIIaKOBKH. BTOpHyHas ynakoBKa JIEKApCTBEHHOI'O Ipernapara
JOJKHA COXPAHSTHCS O MOMEHTA OTITyCKa MOCJIEIHEHN J10JI BTOPUYHON YIAKOBKH.
JUis  OCyIIECTBIEHHMsS YAaCTUYHOIO BBIOBITMSI B KAaCCOBOM MPOTPaMMHOM
obecrnieueHnu cyObeKkTa oOpallleHus JIEKAPCTBEHHBIX CPEACTB HEOOXOIMMO BBECTU
KOJIMYECTBO MPOJIAHHBIX MEPBUYHBIX YIAKOBOK M 00IIee KOJMYECTBO MEPBUYHBIX
yIaKoBOK BO BTopuyHOH ynakoBke. KaccoBoe I1O nomkHo oOecnieunBaTh NpOBEPKY
KOJIMYECTBA pAHEE BBIBEJCHHBIX W3 000pOTa JO0JEH M OJOKHPOBATH BBIOBITHE
«H3JIMILIKOBY, BBIBOJSI COOTBETCTBYIOIIEE YBEAOMIICHHUE.

B cayuae oOHapy>keHUsS TONBITKM OCYIIECTBUTH BBIBOJ M3 000poTa
«zmumkay OI'MC MJUJIIT ocymiecTBUT BBIBOJ JICGKAPCTBEHHOTO Mpemnapara M3
obopoTa, mpu 3TOM OyneT 3apUKCUPOBAHO HAPYIIEHHE, U COOTBETCTBYIHOIIAs
nH(opmarus OyeT HampaBjeHa B HaJI30pHbIN opraH (Poc3apaBHanzop).

B cinydae otTmycka JeKapCTBEHHBIX IMpenapatoB (PU3UYECKOMY JIHILY,
3aCTpaxOBaHHOMY B paMKaxX JOOpPOBOJBHOTO MEAMIIMHCKOTO CTpaxOBaHUS,
ceenenuss B ®I'NC MJUIIT moparorcst yyacTHUKOM oOopora mo cxeme 511
agornyeckor moaenu ¢ainoB oomena ®I'MIC MUJIIT» ¢ ykazaHneM «HYJIeBOiD)
LHeHbl YIIAKOBKH, a TAaK)XE€ yKa3aHHE B CXEME BHUJA JOKyMeHTa (OJaHKa CTpOrou
OTYETHOCTH WM «mpouee»). JlomomuutensHblx cBenennin B ®IMC MJII
CyOBbEKTOM 00paIleHUs JEKaPCTBEHHBIX CPEJICTB HE MOJACTCS.

CyOBeKThl 00pallleHHs JICKAPCTBEHHBIX CPEACTB, 3aHUMAIOIIUECS PO3HUYHON
MpOAAXel JICKAPCTBEHHBIX  MPENAparoB, MOTYT  OCYLIECTBISATh  OTIIYCK
JIEKAPCTBEHHBIX MPENapaToOB TOJbKO (PU3MYECKHUM JIMIAM C HCIOJIb30BAHUEM
KOHTPOJIbHO-KaCCOBOW TEXHHKHU.

Po3HMYHBI mpoaaBel] JIKapCTBEHHBIX MPEMapaToB, HE MMEs JUIICH3UIO Ha
(dhapMalleBTUUECKYIO NIeSITEBHOCTh C yKazaHueM Bujaa padot (yciyr) «OnToBas
TOPTOBJIS JICKAPCTBEHHBIMU CPEACTBAMH IS MEAWIIMHCKOTO MPUMEHCHUS», HE
BIIPaBE OCYIIECTBIISATH ONTOBYIO TOPTOBITIO JIEKAPCTBEHHBIMU CPEJICTBAMHU.

JI1st y49acTHMKOB OOOPOTOB HE JOMYCKAEeTCsl MPUOOPETEHUE JIEKaPCTBEHHBIX
npenapaToB y anTeYHbIX OpraHu3aluid U JUCTPUOBIOTOPOB, KOTOPHIE HE UMEIOT
JIMLIEH3UU HA ONTOBYIO MPOJAKY.

I[OHOJ'IHI/ITCJ'H)HBIe Pa3bACHCHHA, KACAOIMHUCCA pPCaiM3allhuK JICKAPCTBCHHBIX

npenaparoB, NpUBEJACHBI B muchMe PocsapaBuamzopa ot 16.01.2020 N 01u-71/20

"O pO3HMYHOI ¥ ONTOBON TOProBIE JICKAPCTBEHHBIMU Ipenaparamu'™.

3 [Tucbmo npuBeneHo B [Ipunoxernn 4 HacTOAIHMX MeTOANYEeCKUX PEKOMEH A
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B curyammsax, koraa MapKUpOBaHHBIM JIEKAPCTBEHHBINM MpemapaTr Obul
«TpOOUT» HA Kacce B amnTeke, HO, MO0 TeM WJIM MHBIM IMPUYUHAM HE ObLI OTIYIICH
noKynaTesnto (0TKa3 Mo UHUIIMATUBE MTOKYTATeNsl, OTCYTCTBUE HEOOXOAMMOM CyMMBbI
JICHEKHBIX CPECTB HA OIUIATy U T.J.), TAKOM Y€K HE 3aKPBHIBACTCS U JOHKEH OBITH
aHHYJMPOBAH MOCPEACTBOM IITATHOTO KAacCOBOI'O MPOTrPaAaMMHOI0O OOECredYeHUs.
Nudopmarus, coxepxkamasics B Takom ueke, B O®DJ[ He mnepemaercs u
COOTBETCTBEHHO, CBEJECHUS O BBIBOJIE JIEKAPCTBEHHOI'O Ipernapara u3 o0opoTa B
OI'C MIUIIT He dukcupyrorca. B ciydae aHHynMpoOBaHHSI KAacCOBOTO 4YeKa
uHpopMarus o TakoM JiekapcTBeHHoM Tipenapate B @I'IC MIJIIT coxpansiercs B
cratyce «B o6opote». J[onosHUTEIBHBIX IEUCTBUIN yUaCTHUKY 000pOTa COBEpIIaTh
He TpedyeTcs.

Baxkno! B nepexoaHslii mepHoj 10 cTapTa 00s3aTeIbHOM MapKUPOBKHU
JIeKapCTBEHHbIX npenapatoB ¢ 1 urons 2020 roaa, mpu OCyIIECTBIEHUA PO3ZHUYHON
MPOJAXKH JIEKAPCTBEHHBIX MPENaparoB (3a MCKIKUYEHUEM JIEKAPCTBEHHBIX
MpenapaToB, OTHOCAIIUXCA K kKateropuu 7B3H), cuntsiBaHue Koga MapKUPOBKH U
perucrpanuu omepanuu BbiBoga u3 obopora B ®I'MC MJUIII we sBusgercs
oOsi3atenbHON mpouenypou. [Ipu stom perynarop B nuie PocsnpaBHamzopa u
OnepaTtop CUCTEMBI MAPKUPOBKH, B LIEIAX TECTUPOBAHKS TOBAPOITPOBOIAIICH LIENN
u oOecrieyeHuss TOTOBHOCTU CYOBEKTOB OOpAIllEHUS] JIEKAPCTBEHHBIX CPEICTB K
CTapTy 00s3aTeIbHON MapKUPOBKH, PEKOMEHAYET (PUKCHUpPOBATH BCE ONEpalvu,
coBepuiaeMbie ¢ JiekapcTBeHHbIMU Tmpenapatamu B OI'MC MJUIIIL, cornmachHo
JEHCTBYIONTUM OM3HEC-TIPOIIECCaM.

5.2.JIbroTHBIH O0THYCK JIEKAPCTBEHHBIX NPenapaTon

B ®I'MC MJUIII peanu3oBaHbl CHEAYIOIIME BHIBI JBIOTHOTO OTIIyCKa
JIEKAPCTBEHHBIX NPENapaToB:

- BBIBOJ] 3 06opoTa 1o 100% nbrore;

- BBIBOJI U3 000POTa MO JIbIOTE CO CKUIKOM.
5.2.1. BeiBoa u3 o6opora no 100% Jsabrore

BrIBo M3 000pOTa JIEKapCTBEHHBIX MPEIapaToB, OTITYCKAEMBIX 110 PEIICTITY 110
100% nbrore, OCyIIECTBISIETCS C KCIOJIb30BAaHUEM YCTPOWCTBA — pErucrparopa
BbIOBITUA. MHbOpManus o BeIBOJIE M3 000pOTa TAKUX JIEKAPCTBEHHBIX MPEMapaToB
noctynaetr B @OI'MMC MJJIII B aBTOMAaTHYECKOM pEXKHUME MOCPEACTBOM
dbyHKIIMOHATA perucTpaTopa BeIObITHS (cxeMa 10521 moruueckoit moaenu ¢aiaon
oomena ®I'MIC MJIJIIT).
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Takke nomyckaeTcs OTIIYCK JIeKapCTBEHHbIX IpenapaTtoB no 100% merore
yepe3 KKT ¢ nepenadeit qokyMmenTa, noaroroiaeHHoro mno cxeme 10511 B ®I'UC
MJJIIT mocpenctBoM ykaszaHus IieHbl 3a eauHuny «0 py6.». HckirodeHuem
ABJISIETCA OTITYCK JIEKAPCTBEHHBIX IPENapaToB, OCYIIECTBISIEMBIA B paMKax
JIOTOBOpAa KOMMCCHUM MEXKIy anTEeYHOM OpraHu3alued M  YIOJIHOMOYEHHOU
(apmaneBTUYECKOM OpraHu3anueid. B 1aHHOM cilydae OTIYCK —JOJDKEH
OCYULIECTBJISITHCS C UCIIOJIB30BAHUEM PETUCTPATOPA BBIOBITHS.

Anzopumm Oeiicmeuit compyOHUKa anmeyHoll Op2anu3ayuu

1. Ioayuamens JIII npedocmasnsiem compyoHuKy (nepeocmoibHUKY)
JIb2OMHBLIL peyenm.

2. Compyonuk noooupaem npenapamul 6 COOMEEMCMEUU C NOJIYUEHHbIM
peuenmom, npu IMoOmM CKaAHupyem Koobl MaAPKUpOeKu Ha Hux. Basicno:
OMCKAHUPOBana 00icHa Ovimep Kadxcoasa ynaxoeka. Ilpu noemopnom
CKAHUPOBAHUU YNAKOGKU pecucmpamop 6wvloblmusa He 0odasum ee 6
CHUCOK 0714 6bl600a u3 000poma, a coodwum noabv3oeamenro 00
OUWUDOYHOM CKAHUPOBAHUU.

3. Compyonuk 6600um oamy, cepuiro u Homep peyenma (Ha pecucmpamope
6bIObBIMUA WU 6 MOGAPHO-YUEMHOU cucmeme) u evloupaem oeiicmeue
«3apezucmpuposamsv eviovimue». Ilocnre nosaenenuna Hna Oucniee
pezucmpamopa 6vlo0blmus COOOUWEHUA 0 MOM, YMO 3anpoc OMnpPaeJieH,
eévioaem JIII nonyuamenio. Basicno: osrcuoame omeem ®@I'HC MJIII o
pe3ynomamax nonvimku evigooa JIII uz ooopoma ¢ momenm omnycka
JIIT ne nyscno.

4. B cayuae wacmuunozo 6vl0vimusa 6MoOpUYHOIU YNRAKOEKU U3 odopoma,
coomeemcmaeyouas ungopmayun 0 Koiuyecmee doneil
JIeKapCmeeHH020 npenapama yKa3vléaemcs 6 pecucmpamaope evlovimus
unu 6 moeapo-yuemuoii cucmeme yvacmuuxa. Illpu smom emopuunasn
YRAKOGKA COXPAHAEMCA 00 MOMEHMA 6blObIMUA NOCIeOHEell NePBUYHOU
YRAKOGKU.

5.2.2. BbIBOA 13 000pOTA 10 JILI'OTE CO CKUAKOMH

OTnyck  JIEKapCTBEHHOIO Ipernapara ¢ YacTHYHBIM  JIOTUPOBAaHUEM
OCYLIECTBIISIETCSI YEpe3 KOHTPOJIBHO-KACCOBYIO TEXHHUKY, ¢ nepenadeit B OI'NC
MJIJIIT cootBerctBytomero Xml-gokymenrta (cxema 10511 normdeckoir Mojenu
daitnoB oomena ®I'NC MIJIII).

B paMKax JIbI'OTHOI'O  OTIIyCKa JOIIYCKACTCiA  YaCTHYHOC BBIOBITHE
JICKApCTBCHHOI'O IIpCiiapara. I[J'IH OCYHICCTBJICHHUA YaCTHYHOTO BBIOBITHS ucpes3
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KaccoBO€ MporpaMMHOe oOecredyeHne CcyObekTa OOpalleHusl JeKapCTBEHHBIX
CPEICTB HEOOXOIUMO BBECTH [OJIO YIIAKOBKU JICKAPCTBEHHOTO Iperapara.
KaccoBoe mporpamMmHOoe oOecredeHue JIOHDKHO —O00eCreuuBaTh —IMPOBEPKY
KOJIMYECTBA paHee BBHIBEJCHHBIX W3 000pOoTa J0Jiel W OJOKUpOBATh BHIOBITHE
«UBIUIIKOBY, BRIBOJISI COOTBETCTBYIOIIEE YBeAOMiIeHHe. Bropuunas ymakoska JIIT
COXpaHSETCS 0 MOMEHTA BBIOBITHS TIOCIIECTHEH TOJM BTOPUIHOM YITAKOBKH.

B cnydae oOHapyXeHUsT TONBITKM OCYIIECTBUTH BBIBOJ M3 000poTa
«mzmumkay, ®I'MC MIJII ocymecTBUT BBIBOJ JIEKAPCTBEHHOIO IIpenapara W3
o0opora, mpu 3ToM Oyner 3adUKCHUPOBAHO HAPYILIEHHE, U COOTBETCTBYIOIIAS
uHopMalus OyJeT HalpaBiieHa B Haa30pHbIH oprad (PocaapaBHanzop).

Anzopumm Oelicmeuit compyoOHUKa anmevyHoll Op2anu3ayuu

1. Ioayyamens J1eKapCcmeeHH020 npenapama npedocmaennem
COMPYOHUKY QNMEYHOU OP2AHU3AUUY 160N HbLIL Peyenm.

2. CompyoHuk noooupaem npenapamul 6 COOMEENCMEUN C NOJIYUEHHbIM

peuenmom, npu 3Mom cKanupyem koovl mapkuposxku DataMatrix ua
HUX.
Baoxxcno: omckanuposana 0ondcna Ovimb Kaxcoaa ynaxoexa. Ilpu
HOGMOPHOM CKAHUPOGAHUU YNAKOGKU PEUCHPAMOp 6blOblmus He
Jobasum ee 6 CHUCOK 014 6bleooa u3 oobopoma, a CcooouUmM
noav3oeamento 00 OWUOOUHOM CKAHUPOBAHUU.

3. Compyonuk eésooum oamy, cepuro u Homep peyenma (Ha pecucmpamope
6bIObBIMUA WU 6 MOGAPHO-YUEMHOU cucmeme) u evloupaem oeiicmeue
«3apezucmpuposamsv eviovimuey. Ilocne nosaenenusa Hna oOucniee
pecucmpamopa 6vl0blmusi cOOOUIEHUA 0 MOM, YMO 3aNPOC OMNPAGIICH,
OmmnycKkaem J1eKapcmeeHHblil npenapam noayuamenio.

Baoicno: oxncuoamv omeem @I'HC MJUIII o pe3yrvmamax nonvimku
év1600a JIII uz ob6opoma 6 momenm omnycka JIII ne nyscno.

Baxkno! B mnepexomHplii mepHoj 10 cTapTa 00s3aTebHONM MapKHUPOBKHU
JeKapCcTBEHHbIX MpemnapatoB ¢ 1 urons 2020 roga, nmpu OCYHIECTBICHHH OTIYCKa
JekapcTBeHHoro mnpemnapara mo 100% aprore aub0 co CKUIKON (3a UCKIIIOYECHUEM
JIEKapCTBEHHBIX MIPENnapaToB, OTHocsmuxcs K kateropuu 7 B3H), cunteiBanue kona
MapKHUpPOBKHM U PErMCTpalvu orepanuu BbiBoja u3 obopora B ®I'MC MJIIT we
aBiseTcst  obOs3aTenpHOM — mporeaypoil.  Ilpm  »sTom  perymarop B e
Poc3npaBHanzopa n Oneparop cHCTEMBl MapKUPOBKHM, B LEISAX TECTUPOBAHUS
TOBApOIPOBOSIIICH IeMu W 00eCleueHnss TOTOBHOCTH CYOBEKTOB OOpaleHus
JIEKapCTBEHHBIX CPEICTB K CTapTy 00s3aTENbHONM MAapKUPOBKH, PEKOMEH]YET
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(buKCUpOBaTh BCE OIEpaIlii, COBEPIIaeMbIEe C JICKAPCTBEHHBIMHU TpemapataMu B
OI'MC MJJIII, cormacHo IEUCTBYIONIUM OU3HEC-TIPOIECCaM.

5.2.3. BeiBoa 13 000poTa A1 OKAa3aHUSI MeIUIIUHCKOI MOMOLIH

BBIBOI[ n3 060p0Ta JICKAPpCTBCHHBIX IIPCIIAPATOB AJIA OKa3aHUA MG,ZII/IIII/IHCKOﬁ
IMoMoOIM OCYHICCTBIIACTCA C UCITIOJIL30BAHUCM PETHUCTPATOPA BBIOBITHS.

Uudopmaruss o BbIBoje M3 000pOTa TaKMX JIEKAPCTBEHHBIX IPEMapaToB
noctynaetr B @OI'MMC MJJIII B aBTOMAaTHYECKOM pEXKHUME IMOCPEACTBOM
dbyHkunoHana perucrpatopa BeIObITHS (cxema 10531 moruueckoit Mmoaenu dhaiinon
oomena ®I'MIC MJIJIIT).

J{nst oCyllleCTBICHUSI YACTUYHOTO BBIOBITHS JIEKAPCTBEHHBIX MPEMapaToB JJis
OKa3aHWsl MEAUIIMHCKOM TOMOINM B TOBApHO-y4eTHOM cucreme (Ipu
UCIIOJIb30BAaHUU PErHCTPAaTOpa BBIOBITUS B «CETEBOM DPEXKHUME») CYObEKTa
oOpalieHusi JIEKapCTBEHHBIX CPEJICTB WM B PErHCTPATOpe BBHIOBITUS (IIpH
WCIIOJIb30BAaHUU PETUCTPATOPA BHIOBITUS B «aBTOHOMHOM» PEXHME) HEOOXOIUMO
BBECTH [IOJII0 YIAKOBKHM JICKAPCTBEHHOrO Iipemnapara. BropuuHas ymnakoBka
JIEKapCTBEHHOI'O Mpernapara COXpaHseTcs 10 MOMEHTa OTIyCKa IMOCIEAHEN 10Jn
BTOPUYHOM yrmakoBKU. ToBapHO-ydeTHasi cucrtema (M PETUCTPATOP BBHIOBITHS)
JIOJDKHBI 00ecrieyrBaTh MPOBEPKY KOJWYECTBA PAaHEE BBIBEJACHHBIX M3 000pOTa
nojied W OJOKHPOBAaTh BBIOBITHE «HU3JIUIIKOB», BBIBOJAS COOTBETCTBYIOIIEE
YBEJIOMJICHHE.

B cnydae oOHapyXeHUS TIONBITKH OCYIIECTBUTh BBIBOA H3 000poTa
«uzmuikay, ®I'MC MIJIIT ocymectBut BoiBoj JIIT u3 obopora, npu 3Tom Oyaet
3aUKCUPOBAHO HAPYIIICHHUE, U COOTBETCTBYIOMIAs HH(MOpMaIlus OyAeT HarpaBiieHa
B Ha/130pHbIN oprad (Poc3apaBHanzop).

ANTOpUTM  JEUCTBUM  COTPYyJAHUKA MEIUIIMHCKOM  OpraHu3aludu Ipu
WCIIOJIBb30BAaHUN MM PETHCTPATOpa BBIOBITHS BCErJa OJMHAKOB M HE 3aBUCHUT OT
crroco0a ero MmoAKIFOYEHU.

1. Compyonux noayuyaem uau co3zoaem OOKYMEHmM-0CHOBAHUE 01
pecucmpayuu 6v1600a J1eKAPCMEEHHO20 npenapama u3 ooopoma. Imo
Modcem  Ovimb  mpedOGaHUe-HAKNAOHAA, AKM  CHUCAHUA  NpU
UCNONb306AHUN 01 OKA3AHUA MEOUUUHCKOU NOMOWU uau Jaoou
Opy20il  OOKYMEHm 6 COOMEEemCmeuU ¢ GHYMPEHHE YYemHOuU
ROUMUKOU yuacmHuka obopoma.
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2. Compyonuk noodoupaem ynaxkoeKu Hnpenapamos 6 COOMEemcmeuu ¢
OOKYMEHMOM-0CHOBAHUEM U CKAHUpyem Koovl mapkupoexu DataMatrix.
Ecau  npu 3mom ucnonvdyemca moeapHo-yyemHas —cucmema,
unmezpuposannas ¢ OIHC MJUIII u pecucmpamopom eviobimus, mo
COMpPYOHUK MoOJ)cem Ccpazy 6udemv HA IKpAHe KOMnvlomepa
UH@pOpMayUuIo 0 0AHHOM 1eKAPCHEEHHOM npenapame u 0 mom, Modcem
U OaHHBLI npenapam O0vimb 6vleedeH u3z ooopoma. Pecucmpamop
8bl0bIMuUsA NPU CKAHUPOBAHUU K0008 mapkuposeku DataMatrix npu
YCHEewHOM PaACNO3HABAHUU KOOA MAPKUPOGKU, HAHECEHHO20 HA YNAKOGKY
JIeKapCMEEHHO20 npenapamada, 6vl600UM HA IKPAH HAUMEHOBAHUE
JleKapcmeeHH020 npenapama.

3. 3aeepuiue noooop, COMpPYOHUK evloupaem Oelicmeue
«3apezucmpuposams évibvimue» Ha pezucmpamope viovimus. Ecnu ne
UCNONb3YEMCA MOGAPHO-YYEMHAA CUCmeMa, HA Oucniee ycmpoiicmea
0yoem 6vl6e0eHO cooduieHue 0 He0OXO0UMOCMU 66004 HOMEPA U Oambl
00KYMEHmMa-0CHOBAHUSA nepeod OMNPAGKOIl C86EOCHUIL.

4. B cayuae uwacmuunozo 6vi0vimus 6MOpPUYHOIN YNAKOEKU U3 00opoma,
coomeemcmayouan ungpopmayun 0 Konuuecmee ooaeil
JIeKapCMeEEeHHO020 npenapama yKa3vl6aemcs 6 pecucmpamope blobimus
unu ¢ moeapo-yuemnoii cucmeme ywacmuuka. Ilpu smom emopuunan
YNAKOBKA COXPAHAEMCA 00 MOMEHMA 6blObIMUA NOCTIEOHEll NEPEUYHOIL
YRAKOBKU.

Baxkno! B nepexoanslii mepuoj 10 cTapTa 00s3aTeIbHOM MapKUPOBKHU
JeKapCTBEHHbIX TpernaparoB ¢ | utong 2020 roma, npu OKa3aHUKA MEAULIUHCKOU
IIOMOIIIM, CYMTHIBAHHE KOJla MApKUPOBKM M PETUCTPALMHU OIEpallMd BBIBOAA M3
obopora B ®I'IC MIJIIT ne sBusieTcs oOs3aTenbHOU Tporeaypoit. [Ipu stom
perynsarop B auue Poc3apaBHagzopa u OnepaTtop cCUCTEMBI MAPKUPOBKH, B LIEIAX
TECTUPOBAHUSI TOBAPOIPOBOAIIECH LENMU U OOecreueHus TOTOBHOCTH CyObEKTOB
oOpalieHusi JICKapCTBEHHBIX CPEACTB K CTapTy o00s3aTeTbHOM MapKUPOBKH,
pEKOMEHayeT (PUKCHpOBaTh BCE OINEpallMd, COBEPIIAEMBIE C JIEKAPCTBEHHBIMU
npenapatamu B @I MIC MJJIII, cornacHo aelCTBYIONIUM OHU3HEC-TIPOIIECCaM.

5.2.4. BbiBOA 13 000pOTA 10 HHBIM MPUYUHAM

BeiBog JIIT u3 060poTa MOXKET OCYIIECTBIATHCS YYaCTHUKAMH 000poTa ¢
Y4€TOM Pa3IUYHBIX THIIOB COBEPIIIAEMBIX OTEpaIliii, B TOM YHCIIE:

e 0TOOp 00PA3IIOB TAMOKCHHBIMH OpTaHAMH,
e 0TOOp 00PA3IOB B paMKax BEIOOPOYHOTO KOHTPOJIS;
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e 0TOOp 00pa3loB B paMKax (enepaabHOro HA/130pa;

e 0TOOpP 00pa3IoB A (papMaIIEBTHIECKON IKCTICPTU3HL

® HEI0CTaua;

® 1iepeaayda JEMOHCTPALIMOHHBIX 00pas3IloB;

e crucaHue 0e3 repeadr Ha YHUUTOXKEHHUE;

e BbiBOAg u3 obOopora SSCC/SGTIN, HakomIeHHBIX B paMKax
AKCIEPUMEHTA;

® CINMCaHUE PAa3yKOMIUIEKTOBAHHOW BTOPUYHOU YIIAKOBKH;

e CIIMCaHWE NMPOU3BOACTBEHHOIO Opaka;

® TIPOU3BOACTBO MEIUIIMHCKUX U3ICIIHIA;

® [IPOM3BOJCTBO JIEKAPCTBEHHBIX MPENAPATOB;

e 0TOOpP KOHTPOJBHBIX OOPA3IIOB;

e 0TOOpP apXMBHBIX 00PA3IIOB

e nepenayva JIII Ha yHUYTOXKEHNME.

5.3.0cob6eHHOCTH BBLIBOAA M3 000pOTa JE€KAPCTBEHHBIX MPENapaToB B
ciayyasx nepeaauu ceeaenuit B ®1I'MC MIJIII cydobexkTamu oOpameHust
JIEKAPCTBEHHBIX CPEICTB C HAPYLIEHHEM PErJIaMeHTHBIX CPOKOB

[Ipr mocTaBKax JEKAPCTBEHHBIX IIPEMAPATOB IOJIY4YaTeld TOBapa MOTYT
CTOJIKHYTbCS C CHUTyaUUsIMH, IIPU KOTOPBIX TIPYy300THPABUTEIb, IOJIYyYUB OT
MEJUIIMHCKONW WJIM anTeYHOW OpraHu3allud COOOIIEHWH B pamMKax OOpaTHOTO
MOPsIJIKA aKLENTOBAHUS CBEACHUW O MOCTABJICHHBIX JIEKAPCTBEHHBIX Ipenaparax,
He 3apeructpupoBai B ®I'IC MJIIT no Tem uin MHBIM NpUYUHAM [TOATBEPKICHUE
(akuenToBaHMWE) CBENCHUNW O TPHUEMKE MAapPKHUPOBAHHOTO TOBapa Ha CKJaj
MOJy4yaTeass B PEMVIAMEHTHBIE  CPOKM,  YCTAHOBJIEHHBIE  HOPMATUBHOM
JTOKYMEHTAIUEN.

Jlnst  obecriedeHUsT BO3MOXKHOCTH  JTallbHEWINIETO BBIBOJA U3 000poTa
METUITMHCKUMH U alITeYHBIMHU OPTaHU3AIUSIMU TaKUX JICKAPCTBEHHBIX MPEMapaToB,
HE JI0KUASICh MOATBEPKIAEHUS TPY300TIIPABUTENS 110 UCTEUEHUN YCTAHOBJIECHHBIX
cpokoB nepegaun cenenuii, B @I'MC MIJIIT peanuzoBana GyHKIMOHATBHOCTD
yueta nogo0HbIXx SGTIN (manee — peectp oxumgaHuit).

[To gaxty nepenauu rpy3zomnomnyuarenaem B OT'UC MJIII cBenenuit mo cxeme

416 nmoruueckoit monenu (¢aitioB oOMeHa (0OpaTHBINM aKIENT) B YCTAaHOBJICHHBIC
cpoku (10 1 pabodero gHs), TaKOMY Y4YacTHUKY 00OpOTa MPEIAOCTaBISIETCS
BO3MOYKHOCTh OCYIIECTBUTH BBIBOJ M3 000pOTa JIEKapCTBEHHOTO mpemnapara (B
pamMKax pO3HUYHON MpOJaXH, OTIyCKa IO JbIrOTE€ WM WCIONB30BAHUS IS
OKa3aHUsl MEIUITMHCKOM MOMOIIH), TIPU 3TOM HHQOpPMAIHS O CEPUHHOM HOMeEpe
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BBIBEICHHOH U3 000pOTa yrmakoBKu JekapcTBeHHoro npenapata (SGTIN) orpasurcs
B peecTpe OXHuAaHuil. MaKkcUMalbHbIM CPOK OKUAAHUS aKIENTOBAHUS CBEICHUN
IPY300TIIPABUTEIEM B JAHHOM CJIy4ae COCTaBUT 15 pabounx aHEH.

Jlanee, B TOM citydae eciiu B 0003HAYCHHBIHN BBIIIE CPOK, TPY300TIIPABUTEIH HE
nepenan B8 DI'UC MJJII ceeaenust 00 akienTOBaHUM MTOCTaBKH, TOT1a YKA3aHHBIN
SGTIN oTrpasutcs B peecTpe HapyIIeHUH, I JadbHEHIIero aHaau3a CUTyaluu co
cTopoHbl perynsTopa (Poczapasaanzop).

Cpok B 15 pabounx nHEW HCUYUCHSAETCS HCXOAS M3 CyMMbl HOPMATHBHBIX
CPOKOB Ha TMPUEMKY TIpPY300TIPABUTENIEM JIEKAPCTBEHHBIX MPENapaToB OT
IIPOU3BOJIUTEIISA, UX JAJBHEUIIYIO OTTPY3KYy IPy30II0JIy4YaTeI0 U CPOKa MOJa4Yu B
OI'MC MUJIIT cBeneHuii 0 BbIBOJIE U3 000pOTa YIIAKOBKHU.

JlanHass  (QYyHKUMOHAIBHOCTh HE MPEAyCMaTpUBaeTCS A IPUEMKHU
JIEKAPCTBEHHBIX NPENAPATOB MO CXEME MPSIMOTO MOPSIAKA AKLIEITOBAHUS.

5.4.BbiB0j1 U3 000pOTA JIEKAPCTBEHHBIX MPENapaToB MPH
HepadoTOCIIOCOOHOCTH PErucTPaTopa BHIOBITHS

B cnydae HepaboTOCTIOCOOHOCTH PErUCTpaToOpa BHIOBITHS Y4aCTHUKY 000poTa
HE0OXOIMMO 03HAKOMHUTECS C COOTBETCTBYIOIIEH MHCTPYKIMEH®,

5.5.0co0eHHOCTH BBIBOJA U3 000POTA /ISl OTJAEJbHBIX KaTeropuii
Y4YaCTHMKOB

5.5.1. BeiBoa 13 000pOTa U3 TPYJAHOAOCTYIHBIX M OTJAAJEHHBIX OT CETH U
CBSI3M MECT OCYIIeCTBJIEHHS 1eSITeJIbHOCTH

1. Opranuzanuu U WHAUBUAYAJbHbIE NPEANPUHUMATENN, HAXOMASIIMECS B
TPYAHOIOCTYITHOM MECTHOCTH, a TaKXKE€ UMEIOLIUE MECTa OCYIIECTBICHHUS
NEATEIIBHOCTH, PACIIOJIOKEHHbIE B TPYIHOAOCTYIIHOM MECTHOCTH, HO
HMerIHe BO3MOKHOCTL IepeAadyH JaHHbIX 4yepe3 cerb MHTepHer,
JOJDKHBI TepefaBaTh CBEIEHUS 00 omepanusix ¢ JIEKApCTBEHHBIMU
npenaparamu B ®I'MC MIJIIT cormacHo Tekyum Ou3Hec-Tpolieccam
JBUKEHUS JIEKAPCTBEHHBIX IMPENapaTroB, OMyOJMKOBAaHHBIM Ha calTe
YecTHbIN3HAK.

2. OpraHuzauuy ¥ UHAUBHUIyaJIbHbIE MPEINPUHUMATEIN, UMEIOLIUE B CBOEM
COCTaBE€ MeECTa OCYIICCTBJICHUA JCATEIbHOCTH, HaXoIdIlMecs B
TPYIHOIOCTYITHOM MECTHOCTH M He HMeloLIue JocTyna K cetu HTepHer:

4 Mucrpykuus pasmeniena B [punoxennn 4 nactosmmx MeToAUYECKUX PEKOMEH AN
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o Ilepemaua cBeaenuit B ®I'MIC MJJIII ocymecTBiaseTca dYepes
TOJIOBHYIO OpPraHW3alll0, B COCTABE KOTOPOM OCYIIECTBISET
NEeATEIbHOCTh  000COOJIEHHOE — MOJpa3fesieHHe  MEAUIIMHCKON
OpraHW3aluy Wiu GUIHAT allTeYHON CETH.

e Ecmu MecTO OCYILIECTBIECHUS [JEATEIIBHOCTH HE  SIBJISIETCS
CTPYKTYPHBIM TMOJpA3/IeICHUEM BBIIIECTOSAIIEH OpraHu3anuu (To
€CTh SABJISETCSA CAaMOCTOSITEJIbHBIM IOPUANYECKAM JIMIIOM WM
WHUBUyaJIbHBIM TIPEINPUHUMATEIIEM), B TAKOM CITy4ae YYaCTHUKY
obopota HEOOXOAUMO 3arpy3uTh XMI-IOKyMEHT O BBIBOJIE
nekapctBeHHoro mnpenapara B OI'MC MJUJIIT yepe3 Jluunblit
KaOWHET W3 MecTa, TNe ecTh AocTyn K cetu MaTepHer. Cpokn Ha
nepenavdy CBEACHUN COCTABILAIOT S5 THEH.

5.5.2. BbiBoa u3 000poTa ebanepcKo-aKyliepCKUMUA MyHKTAMHI

®denpamepcko-akymepckuit myHKT (panee — MAII) sBigeTcss CTpyKTypHBIM
No/ipa3/ieiecHueM MEIUIIMHCKOW OpraHu3alliM, OCYIIECTBISIONIUM J10BpaueOHYIO
IIEPBUYHYI0 MEIUKO-CAHUTAPHYI0 IIOMOIIb B CEIbCKOM MECTHOCTH, U
YYaCTBYIOIIMM B 000OpPOTE JIEKAPCTBEHHBIX NTPENapaToB.

MenunuHcKass opraHv3anusi, B cocTaBe KoTopod Haxomutcsi DAII,
OCYUIIECTBIISIET IMEPEady JICKAPCTBEHHBIX MPENApPaTOB HA MECTO OCYIIECTBICHUS

nesrenbHOoCcTH DALl M PuKCHUpyeT COOTBETCTBYIOIIYIO OTIPY3KYy HaIpaBICHUEM
ceeaenuit B ®I'MC MJIII.

B ciy4yae po3HUYHON MpoOJaXy JEKApCTBEHHBIX NMpPENapaToB W/WIH OTIIyCKa
JIEKapCTBEHHBIX MPENAPATOB CO CKUJIKOW ANITEYHON OpPTaHU3aIMEH, HAXOAIICHCS B
denpamepckux myHkrax (naiee — OI1) u GAII, BbIBOA Je€KapCTBEHHBIX MPEMapaToOB
13 000pOTa OCYIIECTBIIAECTCS C UCTIOIB30BAHUEM KOHTPOJIBHO-KACCOBOW TEXHUKHU.

O6ocoOneHHble mojpasaesieHuss MeauruHcko opranmzanuu (DAIL, OII),
OKa3bIBAIOIIKNE MMEPBUYHYIO MEINKO-CAHUTAPHYIO TTOMOIIb, OCYIIECTBIISIOT BBIBO/T
JCKAPCTBEHHBIX IIperapaToB Hu3 000poTa C HCIOJB30BAHUEM perucTparopa
BBIOBITHSL.

IIpumeyanmue:

1. Eciiu @AII, ®II Haxomarca B TPYAHOIOCTYITHOM MECTE, HO NPU 3TOM
UMEIOT JocTyn K cetu MuTtepHeT — B Takom ciydae DAII, OII obs3an
nepeaaBaTh CBEJEHUS O BBIBOJIE JIEKAPCTBEHHBIX MPENapaToB U3 000poTa B
OI'MC MJIIL
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2. Ecnu ©AIT/PIT HaxoauTcsa B OTHAJIEHHBIX OT CETEH MECTHOCTH M HE UMEET
JocTyna K ceth WMHTEpHET — BBIBOJ JICKAPCTBEHHBIX IIPENAPATOB U3

00opoTa OCYIIECTBIISCTCS TOJIOBHOM OpraHu3alieii, B COCTaB KOTOPOU
Bxoaut OAIT/DII.

5.5.3. BbIBO 13 000pOTa OPraHU3aANUSIMHU, OCYIIECTBISIOIIUMH HAPSILY
C OCHOBHOI (YCTAaBHOM) 1eATEJIbHOCTHI0 MEAUIUHCKY IO
AeSITeJIbHOCTH (00pa3oBaTe/ibHbIC OPraHU3ALUN, YUPeKICHUS
HAYKH, YYPEKICHUS CONMATBLHOr0 00C/IY;KMBAHUS U UHbIE
OpPraHu3aIuu)

OpraHu3anusaM 1 WHIMBHYAIbHBIM IIPEAPUHUMATENSAM, OCYLIECTBIISIOIUM
Hapsly C OCHOBHOM (yCTaBHOW) JESTENbHOCTbIO MEIUIIMHCKYIO JEATEIbHOCTD,
HeoOxomumo otpaxate B OI'MMC MJUJIII cBemenust 000 Bcex omnepamusx ¢
JIEKapCTBEHHBIMU  IpenaparamMu. AJITOPUTM  JIEUCTBHM TakuX CYOBEKTOB
oOpalieHus JeKapCTBEHHBIX CpeCTB Mo BHeceHUIo nHpopmanmu B PI'IC MJUJIIT
aHAJIOTUYEH AJITOPUTMY, IPUBEJICHHOMY B IYHKTE 5.2.3.
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6. OTaejbHBIE POLIECCHI

6.1.PexoMeHIaMu 110 BeJeHUI0 TOBAPHO HOMEHK/JIATYPbI YYACTHHKA
odopoTa

B nensax obecrnieueHuss KOPPEKTHOTO MHTETPALIMOHHOTO B3aUMOJCHCTBUS C
OI'C MJUIIT yuactHHKy o0oOpoTa TpU BEACHMH TOBAPHOW HOMEHKIIATYPHI
JIEKapCTBEHHBIX MPENapaTroB, HAaXOIALIUMXCS y HEro OallaHce, PeKOMEHAYETCS B
KayecTBE OCHOBHOTO MJIEHTU(HUKATOpa HCIOIb30BaTh BHYTPEHHUU YHUKAIbHBIN
uaeHTUGUKaTOp JiekapcTBeHHOro mpemapata B peectpe ECKIIIL (mamee — xon
ECKJII).

Jns nonyuyenus u ywera koma ECKIII B TYC ywacTtHuka o6opota
HeoOxoaumo ucnoiib3doBaTh MeTog APl 8.5.1 «Meton aiia nonydyenuss uHpopMauuu
U3 peecTpa IMPOU3BOJUMBIX OpPraHW3alWN JIEKAPCTBEHHBIX NpenaparoBy. CHucok
meronoB APl omybnukoBansl Ha caite YectHoli 3Hak B jokymeHnte «MC
«Mapxkuposkay. MJUJIII. Ilporokon obmena uuTepdeiicHoro ypoBHs v3.04» B
pasnene «{oxymenTst 1151 padotsl B M IJITD».

6.2. MHBeHTapHU3aIisl OCTATKOB. Y4eT U CHUCAHNE JIeKAPCTBEHHbIX
npenapaTron

Ha narty crapra o0s3aTebHOM MapKUPOBKH JICKAPCTBCHHBIX IpernapaToB ¢ 1
utonist 2020 roma y yuactHukoB obopota Ha 6anmance B @I'MC MJIJIIT moryT ObITH
HAKOIUICHbI OCTATKW MapKHPOBAHHBIX JICKAPCTBCHHBIX MPENapaToB, MOJICHKAIIIX
criucanuto B ®I'MC MJIIL.

Briaenstorcs  crneayromme KaTeropud MapKUPOBAHHBIX — JIEKAPCTBEHHBIX
npenaparoB, KOTopbie MoryT ObITh ciicanbl B @T'IC MJJIIT no 1 urons 2020 r.:

1. nmexapcTBEHHBIE TMpenaparbl, MapKUPOBAHHBIC «IKCIEPUMEHTAIHHBIMIY
komamu DataMatrix 6e3 KpuNTO3amUTBI B paMKax IPOBEICHHUS
DKCIIEPUMEHTA MO0 MAapPKUPOBKE KOHTPOIBHBIMU (HIECHTU(DUKAITMOHHBIMU)
3Hakamu ¢ 1 pepans 2017 r. mo 31 nexabpst 2019 r.

2. JIGKapCTBCHHBIC TMpenaparbl, MapKHpoBaHHbIC Komamu DataMatrix ¢
KPHUIITO3ALIUTON ITMHON 88 CUMBOJIOB M IOMOJIHUTEIBLHBIMU TOJISIMUA B KOZE
MapKUPOBKHU (CPOK TOJHOCTH, HOMEP CEPUM), U KPUIITOZAMUTON JIMHOU 44
cumBosia B iepuoy ¢ 14 nexadbps 2018 r. mo 30 urons 2020 r.

Bcem yyactHukaM o06opota, umeromum Ha cBoeM Oanance B ®I'MIC MJIJIIIT
OCTaTKM MapKHPOBAHHBIX JIEKAPCTBEHHBIX NPEMApaToOB, MEPEUUCICHHBIX BBIIIE,
PEKOMEHIyeTCS NPOM3BECTH TMPOIEAYPY CIUCAHUSA TaKUX OCTaTKOB (3a
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VCKIIFOUEHHUEM JIEKaPCTBEHHBIX IIpenaparoB, oTHocsAumxcs Kk 7B3H, 3akyrnieHHbIX
Ha Cpe/cTBa (peiepaabHOTO OIOHKETa), C UCIIOJIB30BAHUEM CXEMbI 552 JTIOTUYECKOU
mozenu ¢aiinoB oomena GI'MIC MIUJIIT ¢ ykazanuem Tuma BbIBOJA M3 000pOTa
«BriBoz1 13 060opoTa KN3, HaKOTIIEHHBIX B paMKaX 3KCIEPUMEHTA.

PekomeHmyeMble CpPOKM TIPOBENCHUS ONEPANMA CIHUCAHUS CYOBEKTaMU
oOpaienust JiekapcTBeHHBIX cpeAcTB ¢ 1 utons 2020 r. mo 30 urons 2020 r.

Kpome Toro B nepexoansiii nepuon 1o 1 utons 2020 r. 8 ®DT'UC MJIIT moxet
OTCYTCTBOBaTh MH(OpMAIMA O TEPEMEIICHHH MapKHUPOBAHHBIX JICKAPCTBEHHBIX
MpenapaToB, YK€ IMOCTABJICHHBIX IO CXeMaM [psSIMOro WM OOpaTHOIo
aKIenToBaHUs (OTCYTCTBYET MOATBEPKACHUE TPy30I0oaydaresied 0 NpUHSATUU Ha
CBOI OaslaHC JIEKApCTBEHHBIX IMPENapaToB B pamMKax MPsIMOTO aKIENTOBAHUS WM
OTCYTCTBYET ITOATBEPKACHUE TPY300THPABUTENSL O IOCTABKE JIEKAPCTBEHHBIX
IpernapaTroB B pamMKax OOpaTHOrO akKIENTOBaHUS), a (PAKTUYECKU MOCTABICHHBIN
ToBap Oyner mnpopomxarh uwucautbess B OIUMC MJUJIII nHa OGamance
rPy300TIIPABUTEIIA.

[Ipn nHammuumu B OI'MMC MJJIII cBemeHuil 0 JEKApCTBEHHBIX Mpenaparax,
IIOCTABJICHHBIX T'PY300TIIPABUTEIIEM II0 CXEME INPSAMOr0 akKLUENTOBAaHHWS U HE
MPUHATHIX rpy3onoiaydatenem Ha cBoil Oananc B ®I'MIC MJIII o ucreyenuto 1
JIHSL C JaThl MOJYy4YEHHUsI TOBapa (JIeKapCcTBEHHblEe mpenaparbl no gaHHeiM OI'MC
MJUIIT HaxomsTcss B peecTpe OXHUIAHWSA), TEKYIIEMYy BIaJeiblly TOBapa
(Tpy300THpaBUTEN0) HEOOXOAUMO OTO3BAaTh OTIPY3KYy, HCIHONB3Yys cxemy 251
noruueckoit moaenu ¢aiisioB ooMena ®I'MC MJUJIIL, u 3atem cnucath JaHHBIC
JIEKapCTBEHHBIE MTPENapaThl COrJaCHO MPUBEICHHOW BbIIIE HHCTPYKIIUU.

B cnywae ecam B pamkax 0oOpaTHOTO aKUENTOBAaHUS TPY300TIPABUTENL HE
MOATBEPANI TPHUEM TPY30IOIydaTeNIeM JIEKapCTBEHHBIX mpemnapatoB B OI'MC
MJJIIT B Teyenue 1 gHsA ¢ mathl OTOpPABKU COOOIICHUS O TMOJIYYEHHHM TOBapa,
rpy30Mnoiy4aresib MOXKET MmocpencTBoM JIM4uHOro kabumHeTa ydacTHHKa 000poTa
HaIpaBUTh B apOUTpak B aJpec MOcCTaBIIuKa 3ampoc Ha crnucanue uMm B OI'MC
MJUJIIT mocraBieHHBIX JEKapCTBEHHBIX mpernaparoB. [lociie ormpaBku Takoro
3ampoca  OTBETCTBEHHOCTh 3@  IOCIHEAYIOLIee  CIMCAaHHUE  JIOKUTCS  Ha
rpy3ooTtnpasurens, Ha 6anance kotoporo B ®I'MC MJITT npogomxkaroT YuCaIuThCs
ITOCTABJICHHBIE JIEKAPCTBEHHBIE ITPENApaTHhI.

[Tpu daxkrruueckom BoiBOjIE JIII 13 000poTa, B CiIydae MPOBEPKH MOKYIAaTeIeM
JICKapCTBEHHOTO TIpemnapara, CIUCAHHOTO BHINICONMCAHHBIMU CIIOCO0aMH, B
MOOWIJIbHOM TPUJIOKEHWU OyAeT yKa3zaHa HH(pOpManus O CHUCAHUU TaKoro
JICKapCTBEHHOTO TIpernapara B paMKaxX dKCTIICPUMEHTA.
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6.3. Pekomenganuu no pacuery cymmsl HIAC

B cootBercTBUM ¢ TpeOOBaHUAMH HWHTETPALIMOHHOTO B3aUMOJCHCTBUS C
OI'NMC MJJIIT yyacTHUKY 000pOoTa HEOOXOIMMO BHOCHUTH CBEJIEHUS O CTOMMOCTH
YIaKOBKH JIEKAPCTBEHHOTO Mpernapara, pacCUMTAHHOW UCXOJs U3 OOIed CyMMBbI
MOCTABJICHHBIX JIEKAPCTBEHHBIX MPENapaToB U UX KoaudecTtna, u cymme HJC nns
KQKJIOW YIIAKOBKH.

B pamkax mnpsMoro TOpsAKa akIENTOBaHHWS CBEICHUS (UKCHPYIOTCS
MOCTaBIIUKOM (Tpy300TIpaBuTeneM). B ciydae oOpaTHOTO akiienTta CBEICHUS
bukcupyroTcs rpysomnoiydareneM. Bo n3bexxaHne pacxokIeHUS] 3HAUCHUH CTaBKU
H/JC y4dacTHukam 000pOTa PEKOMEHIYETCS HCMOJb30BaTh €AUHBIN alTrOpUTM
pacueta cymmbl HJIC mo ¢popmyne: Cymma HJIIC = Ctoumocts ynakoBku JIIT (6e3
HJC) * CraBka HAC/100.

st okpyrnenust cymmbl HIIC mo nByX 3HaKOB Mociie 3amsiaToil HeoOXoauMo
MOJI30BATHCS apU(PMETUIECKUMHU MTPABUIIAMU OKPYTIICHHUS.

6.4.HOpH}IOK CMCHBI I€psRaTe/Id PErNCTPALIMOHHOI0 YI0CTOBEPCHHUA
JEKApPCTBECHHOI'0 IIperiaparta

Huwxe B Tabmune (Tabmuma 1) mpuBeneH mnepedeHb ACHCTBUM CyObekTa
oOpalieHus JIEKapCTBEHHBIX CPEJICTB JJII CMEHBI JEepKaTelisi PEerucTpalioOHHOTO

YIAOCTOBEPEHUS Ha JICKAPCTBEHHBIN Mpenapar sl MEAUIIMHCKOTO MPUMEHEHUS B
cucreme ®I'MC MJIJIIT.

Bynyummi aepKaresb
Texymmu JAepiKaTesib | perucTpauuoHHOro
HeiicTBue PEerucTpanuoOHHOrO0 YAOCTOBEpEeHHS (komy
Y10CTOBEepPEeHUSs nepejalTcsi NnpaBa Ha
IPOIYKT)
Perucrpauus - Peructpupyer
MPOAYKTOB B HOBBIM GTIN B acconmanuu
accornuanuu GS1 GS1
Perucrpanus - [Tocne oOHOBIIEHUS 3aMKCH
JIEKAPCTBEHHOI' 0 B ECKIJII u mnosBieHusa
npenapara B HoBoro DrugCode o
MJIJIIT U3MEHECHUSM B PY
(u3meHeHue nepxarens PY
(manee — JPY)
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peructpupyet HOBbIN JIII B
MJIJIIT oz woserii GTIN

Jorosop HA | - 3akiroyaeT JoroBop (mpu
yAaJeHHbIH yCIOBHUH, 4TO Yy 3TOro JIPY
pocryn k PJ He OBLIO paHee JOoroBopa)
Jlorosop Ha | OmtaunBaer paHee, | 3aKiro4aer JA0roBop (Ipu
onJiaTy KOJIOB | ITPE0CTABIICHHBIE KOJIbI | YCIIOBHH, 4TO y 3TOrO JIPY
MAapKHPOBKHU MapKUpOBKHM,  €CIIM  OHH | HE OBLJIO paHee J0roBopa)
MIPENOCTABIEHbBI HA YCIOBUSIX
MOCT-OIJIaThI.
OTtyer 0 | YCIIOBHS IEPEXOTHOTO Omuccust KM oTkpeiBaeTcs
HAHECEHU U Hepuoaa. IIOCJIE YTBEPKIAECHUS HOBOTO
(10319) OMuccHs KOJOB IO TPOAYKTY JIPY u  perucrpaiuu
ua craporo JAPY npoaykra B GS1 u MJUJIIL.
3aKpBIBACTCS HE MO3/IHEE,
4yeM uepe3 6 MECSLEB MOCIIE Ompapisier  OTYETH O
MOMEHTA YTBEpK/ICHHS Hanecenun  (10319) or
nosoro JIPY B ECKJIIL. nMeHd HoBoro JIPY ¢ mathl
yTBepkKAeHU HOBOTO J[PY
[Ipuem noxkymenToB 10319
3aKpbIBAETCSI C  MOMEHTA
MOCTYIJIEHUS [IEPBOTO OTYETA
O HAHECEHUHM B CHUCTEMY
MJJIIT (10319) ot HOBOrO
JAPY. Ilpu »stoM crapomy
JAPY  pexomenmyercs B
cllydae 3aka3a KOJOB IO
MIPENOTUIATHOM cxeme
3anpamuBaTh KOJbBI, HCXOJs
U3 peasibHOM MOTPEOHOCTH Ha
NPOJIYKT, KOTOpPBIA  Oyner
NepeaH HOBOMY BJIAJIEIIBILY.
Peanu3zanusa Het orpannyenunit Hert orpannyenuit
CTOKA,
NPOU3BEICHHOT0

A0 YTBepKIACHUS
M3 wnoBoro /IPY
HE3aBHCHMMO  OT
€ro HaXOKIeHUus

Tabmura 1
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6.5. llopsinok oTpaskenus onepanuii B ®I'UC MJIII npu ocyniecTBIeHHH
ONTOBOM MPOJAKU 32 HAJMYHBIN U 0€3HAJIMYHBIN pacuer

[Ipu ocymiecTBIEHNN ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH IIpernapaTaMy 3a
HAJIMYHBIA WM O€3HAJIMYHBIN pacdyeT B (PUCKAJIBHOM JIOKYMEHTE B 00S13aTEIBHOM
nopsike Heobxonumo ykaseiBate UHH rpy3ononyuarens. B Takom cinyuyae BBIBOX
u3 obopoTta nexkapcTBeHHBIX npenapatoB B ®T'UC MIJIIT ve npousoiinet. [Janee
KOHTpareHTaM HeoOX0IMMO BBITIOJIHUTH OIEpaliy MpHeMa-Tnepeaayu.
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IMpunoxenue 1. IlepeyeHb cxem JIOru4ecko mojesu (paiijiop ooMeHa

OI'UC MIJIIT
Ne XSD-
KpaTtkoe Ha3BaHue onepanuu
cXeMbI
10300 |OMuccus KoJI0B MapKUPOBKHU
10311 |3aBepuieHue yMaKOBKH (PETHCTPATOP SMUCCHHN)
10319 | Bemyck JIIT 3a npenenamu PO (peructpatop SMHUCCHHN )
10511 | Po3uuunas npogaxka c ucnonbzoBanueM KKT
10521 | OTmyck mo JbrOTHOMY pelenTy (PEerucTpaTrop BHIOBITHS)
10522 | OTmyck 1o IbroTHOMY perenty ¢ ucrosibzoBanneM KKT
Briaua s okazaHus MEAUITMHCKOM MOMOIIHU (PErUCTpaTop
10531
BBIOBITHS)
250 OtmeHa onepanuu
251 OT13bIB yacTu ToBapa OTnpaBuTEIEM
252 Otka3 oT nmpueMku yactu ToBapa Ilokymnarenem
253 KoppekTtupoBka paHee HanpaBI€HHBIX PEKBU3UTOB
313 Brimyck JIIT
314 Otrpy3ka JII1 coOCTBEHHUKY AJIsl BBIITYCKA TOTOBOM MPOIYKIUU
331 Otrpy3ska JIIT B PO
332 Bgro3 JIII B PO
333 BgBo3 JIII B P® no xoncuruamuun
334 [TepemenieHre B 30HE TAMOKEHHOTO KOHTPOJIS
Brimmyck 1151 BHyTpeHHETo moTpeOieHus
Odopmiienue sxcropta
Ortka3 B nosp3y rocynapcersa B 3TK
335
Odopmienne peskcmopTa
ITepenaua Ha ynuuroxenue u3 3TK
TamoxenHoe opopmiieHue
341 [Tpuemka Ha cknan u3z 3TK
342 Bon JIIT B 06opot Ha Tepputopun PD
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Ne XSD-

Kparkoe HazBaHue onepauuu

CXeMbI

351 Cwmena cooctBennuka JII1

360 BBo3 co6ctBennbix JIIT u3 EADC

361 Otrpy3ska JIIT B PO u3 EADC

362 Bgo3 JIIT B PO u3 EADC

363 Bgop JIIT uz EADC B 060opot Ha Teppuropuu PO

381 Otrpys3ka JIIT coOCcTBEeHHUKY

391 [ToBTOpHKI BBOJ B 000POT

415 Otrpy3ka JIIT co cknana

416 ITpuemka JIIT Ha ckian

417 Bo3Bpar nprocTaHOBIEHHBIX JIEKAPCTBEHHBIX MIPENAPATOB

431 [Tepememnienue

441 Otrpys3ka JII1 Ha He3aperucTpUPOBAHHOE MECTO JEATEILHOCTH

442 IIpuemka Ha cknan JIII, paHee OTrpyKEHHBIX HA
HE3aperucTpUPOBAHHOE MECTO ACSITEIbHOCTU

461 Otrpy3ska JIIT B EADC

470 [Tepememienue JII1 B pamkax rocy1apCTBEHHOTO JIEKAPCTBEHHOTO
o0ecrnieuyeHus

471 ITepenaya HOBOMY BiIai€ibIly

472 Otrpy3ka JIIT no areHTckomy 10roBOpy

511 Po3ununas nponaxa

521 OTIlyCcK MO JTbrOTHOMY pELEenTy

531 Brimauga qi1st okazanusg MeIUIITHCKOM ITOMOIIHA

541 [Tepenaya Ha yHUUTOXKEHUE

542 YHUYTOXEHUE

552 BriBog u3 o6opota

701 [ToaTBepkaEeHNE OTTPY3KU/ TIPUEMKHU

702 OnpuxoioBaHue
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Ne XSD-

Kparkoe HazBaHue onepauuu

CXeMbI
911 ArperupoBaHue
912 PachopmupoBanue rpynmnoBoi yrmakoBKH
913 N3bsaTHE U3 TPYIIIOBON YIAKOBKH
914 BxitoueHue B IpyImnoByO yIIakOBKY
915 ['pynmoBoe arperupoBanue
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Ipunoxenue 2. Kparkass MHCTPYKIHUS 110 MOJyYeHUIO perucrparopa
BbIOBITHS

Kparkas uHCTpYyKIUSA 110 11aram

> Ilar 1. 3apeructpupoBathcsi B CHCTeME MOHHWTOPHWHTA JBIDKCHHS JICKAPCTBEHHBIX

npemnapatos 1o aapecy https://mdlp.crpt.ru/ (manee — Cucrema MOHUTOPHHTA)

> Ilar 2. 3amojgHUT, W HANpPaBUTh 3asABICHHE O TMpPUCOSAWHEHMH K JloroBopam

Omneparopy

> IMar 3. Ilommucate co cBoell cropoHbl JloroBop ©€3BO3ME3THOTO IMOJB30BAHUS

JIBIKIMBIM UMYIIIECTBOM (PETUCTPATOP BHIOBITHS)

> Ilar 4. 3amonHATP W HANpPaBUTh aHKETy Ha TOJYYEHHE pErucTparopa BBIOBITHS

Onepatopy

> Ilar 5. Iloamucate co cBOed CTOpPOHBI 3asBKy Ha MpeAocTaBlicHHEe Perucrtparopa

Br10ObITHS.

> Ilar 6. OcymecTBUTh TMPHEMKY pPETUCTpATOpa BBIOBITHS W TOANKCATH akKT IpHeMa-

nepeaayn (AKT O IOTyYEHUH PETUCTPATOPA BHIOBITHS)
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1 3amonHeHue 3asBIEHUI 0 MpUcoeInHEeHUH K J[oroBopam

B MC MJIIT YyacTHUK MOKET OTIPABUTh OJHO W3 CICAYIOIIMX 3asBJICHUN O

IMPHUCOCAUHCHNHU K I[OFOBOpaMZ

— 3asBieHue Ha (GopmupoBaHue J[oroBopa Ha okazaHHE YCIYT MO MPEIOCTABICHUIO
KOJIOB MapKHPOBKHU;

— 3asBienne Ha (opmupoBaHue JloroBopa MO MPENOCTABICHUIO PETHUCTpaTOpa
BBIOBITHS,

— 3asBieHne Ha (QopmupoBanue JloroBopa IO TNPENOCTABICHUIO YCTPOMCTBA

PErucTpanu SMMUCCUU IYTEM NMPEAOCTABJICHUA YAAJICHHOI'O NOCTYIIA,

— BasBiaeHne Ha QopMmupoBanue JloroBopa IO NPEIOCTaBICHHIO yCTpOiCTBA

perucTpanuy SMUCCUH.

= 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 Ogopmuts 3asiBiieHune

B uuHom kabuHere mnepedTH Ha Bikaaaky «l[Ipoduiaby, «AHKETBI M JOrOBOPay,

«3anonHeHue 3asBieHui». Haxars kHONKy «+Odopmuts 3assinenue» (Pucynok 8).

1 Tlocne Haxarust Ha KHOTIKY «OQOPMUTH 3asiBIICHHE» OTKpoeTcst OKHO «OdopmiieHne

3asiBiieHus» (PucyHok 9).




OdopmneHue saaBneHna X

AaHHbIE 3aABneHnA

OBLUECTBO C OTPAHMYEHHO OTBETCTBEHHOCTBHO “TEM/IOMPUEOPCEPBAC 9203001165

920301001 1149204007754

* Twn 3aABNeHNA v
MpoaonknTb

Pucynok 9— OxHo «OdopmiieHne 3asBICHHUSDY

2 B okne «OdopmiieHne 3asBiaeHus» TpeOyeTcsl BHIOpAaTh HYXKHBIM THII 3asBICHUS B

BhImazaromiem crucke (Pucynok 10).

AaHHhIE saABneHMA

OBLLECTBO C OrPAHYEHHOW OTBETCTBEHHOCTLHD "TEMOMPUBOPCEPBIC 9203001165

9203010071 1148204007754

3aABNeHne Ha QOPMUPOEaHKE ﬂOI’OBOpﬂ Ha OKasaHwe YyCnyr no NpejocTaeNeHNH KOAOE MapkKMpPOBKK
3aABNeHne Ha QOPMUPOEaHKE ﬂOI’OBOpﬂ no NpejocTaENEHVD PETMCTPETOPA BbIOBITUA

3aABneHue Ha dopmmupoBaHKe [JoroBopa No NpeaocTaBNeHUID YCTPORCTBa PErMCTpaLni 3MUCCHK NyTeM NPeaoCTaBAeHWA YAaNEHHOTO
[OoCTyna

3anABNeHne Ha QOpPMUPOEaHKE ﬂ,oroaopa no NpejocTaeneHnD ycrpoﬁcma pPerucTpauni 3MIUCCUK

Mo ymonuaHnio

Pucynok 10— Oxno Odopmienue 3asBieHus. BeiOop THIa 3asBiIeHus

3. Tocxe BBI60pa HYXHOTO THUIIA 3a4BJICHUA Tpe6y€TC$[ 3aIIOJIHUTE 00S3aTeIbHEIE OIS

(Pucynok 10) n HaxxaTh KHONKY «IIpOZOIIKUTEY.
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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— OdopmieHus 3asBieHus

4. Jlanee 3amonmnute pannbie 3asutens (Pucynok 11). Haxkmure kuHONKy «BwIOpaTh
NpPECTaBUTENs U3 CHHCKa Mojb3oBarenei» (PucyHok 12), 3amoiHUTh BCe IaHHBIC

.
nomeuennbie © (Pucynok 13). Haxxatb KHONKY «IIpOTOIKUATEY.

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— Odopminenue 3asiBicHHE

Q Mowck

Bcero nozuuyuid: 4

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

Pucynok 13— BeiGop npencraBuTens
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2/3 Odopmnenne 3anBNeHNR X

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

v, Q ﬂb:(:;nn. NPCACTARMTEAR M3 CNNCEA NOALIOBATEALN

example « 30@mails

Npogonxurs

Pucynok 14— 3anonHeHne JaHHBIX IPECTaBUTEIS

5 3anonHuTe 6aHKOBCKHE pekBU3UTHI (PucyHoK 15) n HaxkmuTe KHOMKY «IIpOoIOIKUTEY;

3/6 OdopmneHue 3anaBneHna X
BaHKOBCKWE PeKBU3UTEI
* BUK Q * HaumeHoBaHue BaHka
* KoppecnoHaeHTCKWiA cuet * PacueTHbIl cueT
Pucynok 15— 3anonHenne 0aHKOBCKUX PEKBU3UTOB
HpI/IMe'-IaHI/Ie — CIICOyromue mraru peructpanuu AKTYyaJIbHbI TOJIBKO JJIsA

«3asBnenns Ha (QopmupoBaHue Jloroopa IO NPEIOCTABICHUIO YCTPOWCTBA PErUCTPALUU

OMHUCCHN.

6. VYkaxute Kakoe 000pYIOBaHHUE U B KAKMX YCIIOBUSIX Pa3MECTUTh, BHIOPAB 3HAUECHHUS «J1a»
WIN «HET», HaxaTtneM Ha HeoOxomumoe mnone (Pucynok 16). Haxmure KHONKY

«[TpoaomKHUTEY. AHAJOTMYHO 3allOJIHUTE CIEIYIOIINE CTPAHHIIBI
(Pucynox 17) (Pucynok 18). Haxxmure kHonky «COXpaHUTBY;

3asBJICHUSA
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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

Pucynok 16— Bsi6op o6opynoBanus

JneKT ponuTaHne

fa fa

Na Aa Jda

UctouHuk GecnepeboiiHoro nutanma (UPS)

Ada Oa

TeneKoMMYHWKaLMOHHAA CTOMKa

JIE]

fa

MpoaonxuTb

5/6 OdopmneHve saasnenus X

Pucynok 17 — Ogopmienue 3aspnenue 5/6
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,H.OHDHHHTEHI:HI:IE TPEﬁDBEHI‘UI K pasmMelleHHHD

* MpowzecanTens cetesoro obopyAosaHNA w

* ¥panenHeid goctyn go C¥3 w

* NIBC He menee 100 MBuT/c * KaHan BslXx0Aa & MHTEpHET He MeHee 10 Mbwut/c
* Hanwuve csoBoaHbIX NOPTOE Ha CETEEOM 0BopyACEaHMM (MHUHMMYM 4 nopTa)

* Cefid AnA xpaHEHWA KaPT aKTHMEaUMK “PerucTparopa smMuccm”

OBpawaem BHMMaHWe, 4TO NOCNE OTMNPABNeHWA AAHHOA 3aAEKW Ha NoAydyeHwe perwcrpatopa 3muccui Bam neoBxogumo
caenate cnegytoume gotorpadum:

Potorpagmn HeoDXOAMMO BLICNATE Ha agpec € yKasaHuwem Tembl nucema «Pororpaduu nomeweHwa gns
pazmewedna P3 na npowzeogcrees.

6/6 OdopmneHne zaABNEeHNA X

CEPEEPHOTO MOMELLEHHA,
TENeKoMMYHHKaLWOHHOR CTORKM,
ceTesoro obopyRoBaHva,

HCTOYHWKE BecnepebofHoro NUTaHma,
CHCTEMBI KOHAWLMOHWPOBAHWA,

CHCTEMbI KOHTPONA YNPaBAEHUa AOCTYNOM,
NoMapHOH W 0XpaHHON CMTHANW3aLMA.

CoxpaHuTs

Pucynok 18 — Odopmienue 3asBnenus 6/6

[Tocne 3amonHeHUs 3asBICHUS HYXHO HaXaTh KHONKY «COXpaHHUTB» M 3asBIICHHUE
OyIeT coxpaHeHO W JOCTYIIHO HJs TPOCMOTpa Ha BKJIAAKe «3amojHEHHWE 3asBICHUI» B

craryce «3anonnero» (Pucynok 19).
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nPoO®OUNbL » Pyccknin v AZMUHUCTPATOP -

[MlaHHble opraHuzauum Nuuexznmn Appeca JloBepeHHble KOHTPareHTbl AHKeTbl 1 AOTOBOPbI 3akaz SGTIN

3anonuenve zasenennii O Jorosopsl (O 3anonwewue aHker Ha PB

AnkeTs!

Linn ocHawervn CybnekTa OBpaILEHAR NEKEDCTEEHHIX NPENapaTos < Onep cucrentsi PHIa AOTOBOP & COOTSETCTEMM C TMOSOi GOPMOY A0TOEOPa.

MUTBCR € YTBEPKAEHHOM 2 dp oBOpa no 1 C poiicTEa perucrpaumy CCHU yTem npeAoCTal 1anesHoro aocryna

XOMUTBCA C

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

Lns otnpasky Ha & A sbepute s cratyce 1 HaXMUTE Ha kHONKy «OTNPaBMTE S3RBNeHYSS,
Ha ocHosamm 7 GyayT chopmmp coorsercTayrowve orosopsi. MPOCMOTP ¥ NOATUCAHIE AOTOEOPOS OCYILECTEARKITCA NPV NEPEXOAE MO CChinke «/lorosEopkts.
+ OpopmuTs 3aneneHve = ounetp Q noucx

Bcero nozuywii: 116

0O Crarye [lata co3panma [ata omnpasku Tun +

O 3anonHero 03.02.2020 3anAeneHue Ha GopMup... X o
O 3anonHero 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

Pucynok 19— ITpocMoTp 3asiBieHMi
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2 IIpocMmoTp, peakTUpOBAaHKUE U YIAJICHUE 3asBICHUN

Kuonku JUISL ﬂeﬁCTBHﬁ C 3a4BJICHUSAMU  PACIIOJIOKCHBI B Kpaﬁﬂeﬁ npaBoﬁ KOJIOHKEC

(Pucynok 20).
C 3asiBIICHUSIMH B CTaTyce «3aIl0HEHO» TOCTYIHBI CIIETYIOIIHE ISHCTBUS:

— IIpocMmoTp 3asBiIeHUN;
— PenaktupoBaHue 3asBJICHUN;
— VYianeHue 3asBJICHUI.

C 3asBIICHUSMU B cTaryce «OTHpaBﬂeﬂo» JOCTYIIHEBI CIICAYIOIIUC ﬂeﬁCTBHH:

— IIpocMmoTp 3asiBIEeHUI.

) - AIMUHUCTPATOP
~ nPOGUL W Pyccknii v L8 P v
[OaHHble opraHnzaummn Nuuenzun Apnpeca [loBepeHHbIe KOHTpareHTsl AHKeTbl 1 4OTOBOPLI 3aka3 SGTIN
® 3Janonuenwe 3aABNSHAR Jorosops! 3anONHEHKUE aHKET Ha PB 3anonHeHKWe aHKeT Ha P3 AHKETEI
[lns ocHawenna CyBuekra OBpalLieHIs neKapCTaeHHLIX NPENapaTos 0BopyAOEaHMen TpeByerca 33KA104uTs ¢ NEpaTOPOM CHCTEMS! MOHUTOPHHIS AOTOSOP B COOTEETCTEMM € TNOSOH dopuoil Aorasopa.
=
P=d
® [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
CrnpaeneHo 03.02.2020 03.02.2020 3aneneHune Ha Gopmup...
O  3anonHeno 03.02.2020 3aneneHue Ha hopmup...
oo
o
O 3anonHeHo 03.02.2020 3aneneHune Ha Gopmup... X
0o
oo
O 3anosneno 03.02.2020 3aABACHHE H3 HOPMKP... X
0O 3anonxeno 03.02.2020 3aneneHune Ha Gopmup... X
= 1 Creaylowas > Mokasats no

Pucynok 20 — Ctpanuiia 3anojiHeHue 3asBJIeHUM. [lelicTBYS C 3asBICHUSIMU
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3 Ortmpaska 3asBiIeHHN 0 ipricoeanHenne kK Jloropopam Onepatopy

OTMeTHTh 3asABIICHHE B cTraryce «3amoIHECHO» TalO4YKOM M HaXKaTb KHOIIKY OTHpaBI/ITI)

3asiBiieHus. KHOIKa CTaHOBHTCSI JOCTYIHOM mociie BeiOopa 3asBieHus (Pucynok 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 — BeiOop 3asiBneHHl AJ1s1 OTTIPABKH

Ilo pe3yiabTaTamM OTIIPaBKH 3asIBJIICHHUMN IIOABUTCSA COOTBCTCTBYHOIIICC YBCAOMIICHUC

(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
Crauats n A C YTB!
® 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 Creayowan > MokazaTe no 20

Pucynok 22 — ITonTBepskaeHHe OTIIPABKH 3asiBICHUI



4 Jlorosop. Ilepexon k moamucu JIOkyMEeHTOB

Ha ocHOBaHMHM 3allOJIHCHHOTO U OTIIPABJICHHOT'O OnepaTopy 3aj4BJICHHSA B  TCUYCHHC
OJJHOT'O pa6oqero JHA 6YI[CT C(bOpMI/IpOBaH AOTOBOp Ha IMPEAOCTABJICHUEC  PETHUCTpATOpPa

BBIOBITHS B COOTBETCTBHH C YTBEP:KIACHHOM MuHImpomroprom Poccun Trmosoit popmoii.

HAns mepexoma K TOANHCH MOATOTOBIEHHOro OmeparopoMm [oroBopa TpeOyercs mepenTu

Ha cTpanuily «lorosopsn» (Pucynok 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

Pucynok 23 — Ilepexon k ctpanuie J{oroBopsr
Ilpnu Bxome B pasgen JloroBopsl BCIUIbIBAE€T OJNIOKHpYIOIIEE OKHO, Tpedyromee

noanucaTh JokyMeHThl (Pucynok 24). Cucrema TpeOyeT moanucaTth J0roBopa THIIA:

- IPEIOCTABIIEHUS KOJOB MAPKUPOBKH;
- IPEJOCTABIICHUS YCTPONCTBA PETUCTPALMH SMUCCUU;
- IPEJOCTABIICHUS YCTPONCTBA PETUCTPALIMY SMUCCHH ITyTEM NPEJOCTABIICHHS] YAAIEHHOTO JOCTYIIA;

= JOIIOJIHUTCIIBbHBIC COIJIaAIICHUAA.
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Y Bac ecTb AOrOBOpPHbIe AOKYMEHTbI, OXXUAAOLLNE noanucaHus!

D JloroBop no npeAoCTaBieHnIo YCTPOKCTBa perucrpauunm asmuccuin 3B_® 00421720 ot 28.02.2020

# Nepea noanvcaHmem ckauaiite M 03HAKOMETECH C MPUIOXKEHHBIMM AOKYMEHTAMM 1
MHPpopMaLMOoHHEIM NucbMoM 06 Onepatope-LIPINT

BribepuTe a3N1eKTPOHHYIO NOAMKUCE... h
C TekcTom AoKymeHTa(-0B) 03HaKoMAeH(-Ha) u cornaceH(-Ha)
3aKpbITb
Pucynok 24— Biokupyroliee OKHO
Ilocte mepexoma OymeT JOCTYNEH TMEepedeHb  MOATOTOBIEHHBIX  JOKYMEHTOB U
o3HaKoMIIeHHs U nofnucH. (Pucynok 25).
HpI/IMe‘-IaHI/IC - B cnyqae HaXO0XICHUA HCCOOTBGTCTBHﬁ B TIOATOTOBJIICHHBIX ILOKYMGHTaX

pekoMeHayeTcss o0paTHThCA B CIykO0y TexHudyecko momaepxkku OnepaTtopa Uil BHECCHHUS

W3MEHEHUH U iepeOpMUPOBaHHS JOKYMEHTOB.

cn
™

AOTrOBOPHBIE AOKYMEHTbI

[lara cospanua

31.12.2019

30.12.2019

27.12.2019

26.12.2019 3B_0_00251/19

- AamuHicTpaTOD
B Pycckwii v A Aastiigirp

Homep aokymenTa Havmenosarive Cratyc [ara noanvcanua

KM_0_00055/20 [} noanucan croponamu 13.01.2020

BC_00043/19 fepopmant oHT -

3B0_00257/19 4 e i o =

[3 Hanposepke —

Pucynok 25— Ctpanuiia co CliMCKOM JOKYMEHTOB

CraTychl MOANHUCAaHUS T0TOBOpA:

1. TpeOyer nmoanucHu — y4aCTHUKY HEOOXOIUMO TOAIUCATE I0TOBOP
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2. Ha nposepke — noropop HaxoauTcs Ha noanucanuu Ha cropore OO0 «LIPITT»

3. Moamucan cropoHamu — roroBop noanucad co ctopoHsl OO0 «IPIIT»

CkauaTb H IMPpOCMOTPCTL JOroBOp mepea C€ro mnoAnruCaHueM BO3MOXHO B OKHE
nmoArnucanrsd, KOTOPOC OTKPLIBACTCA IIPU HaAKAaTUM CTaTyca Tpe6yeT oA CaHusA (KHOHKa

"CkayaiiTe ¥ 03HAKOMBTECh C MIPUIIOKECHHBIMU TOKyMEHTaMu'").

Ckauatb u IIOCMOTPETh OOTOBOPp C OTTUCKaMHU IIOAIMMCAHTOB IIOCJIC IIOAIMCAHHA CO

croporsl  OOO «UPIIT» Bo3MoxxHo BeIOpaB JloroBop B choucke HOKymMeHTOB (PucyHok
26).

AOTOBOPHBIE JOKYMEHTEI

Blava nogamcanns

Pucynok 26 - Ctpanuma criucka JOKyMEHTOB
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5 3anosHeHue AHKET Ha OCHAILEHUE PErUCTPATOPOM BBIOBITHS

Ilocne mnoamucaHus J0ropopa 1Mo MnpeaoCTaBJICHUIO PerHCTpaTopa BBIOBITHUS  CO CTOPOHBI
y4aCTHUKaA (CTaTyC J0roBopa «Ha npOBepKe») HGO6XOI[I/IMO Cpady MnepexoAuTb K 3allOJIHCHHIO

" OTIIpAaBKE AHKeTHI Ha OCHAIICHUE PErUCTPaTOPOM BBIOBITHS.

5.1 Tlepem 3amomHeHHWEM aHKETHI HeoOXoAMMO M00aBUTH MecTa pAestenpHocTH B JIK HC

M/IJIIT, BBITOHUB CIEYOLIUE NEUCTBHUS:

1. B I'naBHOM MeHI0 BeIOpaTh pazaen «IIpoduney, «Anpeca», «Mecrta nesrenbHocTi» (PucyHok 27).

2. Haxarp xHOnKy J{00aBUTH B MpaBOM BEpXHEM YTy TaONHIBI — OTKPOETCS OKHO Ui BBIOOpA
3aperuCTPUPOBAHHBIX MeCT JesTenbHOCcTH (PrcyHok 28).

3. BrwiOpath agpec m HaxaThb KHONKY Jlo0aBUTh HOBBIH — JOOaBleHHE MecTa IeSTEIHLHOCTH

BBITIOJTHEHO M MOKET MCIIOJIb30BaThCS NPHU Niepeiaue cBelieHuil B cucteMy 00 odopore JIIT.

Dannbie oprasmzaumm NMuuenanm Anpeca DloBepentbie KoHTpareHTL! AHKETBI M 10FOBOPBI 3axas SGTIN Brirpysxa aanHbIx
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® 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 — [Ipodmis. Briragka Mecrta nearenbHOCTH

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

Pucynoxk 28 - Crincok aapecoB jyis gobasinenns M/]
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JloOaBnenwe HECKOJIBKUX MECT IEeATEIbHOCTH FOPUIUICCKOTO JIAILIA,

PAaCIOJIOKEHHBIX 110 OJJHOMY aJpecy OMUCaHO B [IpUiioKeHHH.
5.2 3anonuenue ankeT Ha PB

Ha crpannne «3amonmHenne aHkeT Ha PB» BeiOpath HeoOXomuMoe IS OCHAICHHS

perucTpaTtopomM BBIOBITHSL MECTO ACATCIIBHOCTH W HaXaTb Ha KHOIIKY + B KpaﬁHeﬁ npaBoﬁ

KoJoHKe Tabnuisl (Pucynok 29).

.‘
]

v nPO®U/L ® oo FERTCPATOF 5
[laMHble Opranu3aumn NueHsnm Aapeca [DoBepenHble KOHTPareTsl AHKETSI W AOTOBOPSI 3axa3 SGTIN Bbirpy3ka aaHHbIX
[}
)} BHKETa A1 KEXAOTO MECTA OCYLLECTEACHHR AERTEABHOCTH
y Ha PB» & cTpoxe wibpantoro MU
4
&
= oumetp Q nomex

> Bee 14
-4
® ma DUAC Aapec Cy6uext PO Craryc Moka3arh aHKeTs
A 0000000002220 5c18cb9d-2aaa-4062 061 Kupoacxas, p-H Y. KupoBcas 061acTe Revicreyer
8 .

00000000000976 €7bbAa5d0-bEb6-44b9- r Mockea, yn Maewwees. Mocxea Deiictayer
o0
8

00000000100877 9f15c4a7-3d9e-4b03-9. 06 MpkyTckas r VipKy. MipkyTcxan obnacts Llevictayer +
00

Pucynoxk 29 - 3anonnenue anket Ha PB. Boibop M/]

Ilocne wnHaxkatus Ha KHOIIKY OTKpPO€TCA OKHO MJId 3aIllOJIHCHHWA aHKETbl Ha OCHallCHUEC

PErrCTPaToOpOM BBIOBITHSI BEIOpaHHOTO MecTa jestenbHocTr (PucyHok 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

IIpuMeyanue — M 3aM0JIHEHUU aHKETBI HCIIOJIB3YMTE MOACKA3KHK IO/ TTOJIEM 3ATI0JTHEHHUS
(Pucynok 31).

* Konuvecteo paboumx MecT, Ha KOTOPbIX MPOM3BOAUTCA OTMYCK NeKapcTBeHHbIX Npenapatos B3H u nerote 100%

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

Pucynok 31— IToacka3ku ajis 3a110JHEHUS

[Ipumeuanne - Ecim daxTuyeckuid aapec yCTaHOBKM OTJIMYAETCSl OT aapeca BBIOPaHHOTO
MecTa JeSTEeIbHOCTH, TO JUII KOPPEKTHOro jo0aBieHust HyxHoro azapeca (koma @OUAC)
pEeKOMEeHAyeTCs.  BOCIIONB30BaThCsl  OoduIManbHbIM  caiitoM  DenepanbHO  MHGOPMALMOHHON
aJpEecCHOM CHCTEMBl M JEeMCTBOBAaTH COTJIACHO MpPHUBEACHHOW Ha caiite HHCTpyKuuu. CcblUika Ha

caiiT 100aBJIeHa Ha CTPAHHUILY 3amoaHeHus aHkeThl (Pucynok 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 - Ccpika Ha odunmanbshelii cailtt @UAC

3aIoHUTE aHKETY U HaXaTb KHONIKY « COXpaHHUTh.

Ilocne coxpaHeHMs aHKeTa CTaHOBHTCS JOCTyllHa B craryce «3amosiHeHo» (PucyHnok
33).

AanHbie opraHusaumm Nuersnn Aapeca foBeperHbie KOHTPareHTb AHKETbI M AOTOBOPBI 3akaa SGTIN Boirpyaka aaHHbixX
0] O) 3anonuenme 3asenenmii () floroopsl () 3anonHewue aHker Ha PB (O 3anonHeHue ankeT Ha P3 @ AHKeTh!
-} BrISOP HKeT At Ha ocHawE! RGCTYTIEH NOCNE OTNPEEKIA 3aABNEHAR Ha NOANVCAHAE COOTBETCTBYIOWEND [IOrOBOPA. LR SEMGAHEHITA 1 CTIPABKIA SAREAEHI Ha NOANHCaHKE JCTOBOPOB NEPEAINTE Ha BKAAAKY «3ancrHEHWE
3aREneNMits.
/L1 OTNIPEBKH 38REKN Ha OCHAWEHIE OBOPYACEEHIEN BHIGEPHTE BHKETEI B CTATYTE ~AHKETE JANCIHEHEs W HEMMATE Ha KHOMKY «CXOPMMTS 23REKY 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, DHA... Crayc = [lara ompassn Tan AononmensHbie 4aH... +
a o 3aN0AHeHO AHKETa Ha P P X e

Pucynok 33 - Ctpanuna Aukersl. OTOOpaXeHHE 3aIOIHEHHON aHKETHI
Ha crpannmne «AHKETB» KHONKH JUIsI JEHCTBUA C AHKETaMH pACIOJOKEHBI B KpaiHe#

npaBoii kosonke (Pucynok 34).
C aHKeTaMH B CTaTyCe «3aloJIHEHO» IOCTYITHBI CIICIYIOIINE ICHCTBHS:

— IIpocmortp aHker;
— PenaktupoBaHue aHKeET;
— VYjaneHue aHKeT.

C ankeramu B cTaTyce «OTIpaBiIeHO» JOCTYITHBI CIEAYIOIINE EHCTBHUS:
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— IIpocMmortp anker.

Hannble opraHuzaunn Nuenznm Aapeca HosepenHbie KOHTpareHTbl AHKETBI M A0rOBOPbI 3axaz SGTIN BoirpysKa AaHHbIX
o] ) 3anonmenne sananenwit () [lorosops () 3anonuesue anket wa PB () 3anonnenue anker ua P @ Anketst
j-1 BLIGOR BHKET AR sanEkd Ha y CTTpaEKY SERENEHNR Ha Joroeopa. fin ¥ OTTpEBRM 3aRBEHI Ha NOATHCaRHE [lOTOBOPOB NEPERIMTE Ha BRAZKY <3aMOTHEHKE
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 TMLLC) JLTR YTOUHEHM AOTOTHKTENBHOR
& WHGOPMELIN 1 HEKMITE KHOMKY “OTRPAEWTE". Mocne SynyT paropy ann Janey v
& = owmtp  Q Monck
Beero nozmuwii: 93
&
a Mie.. - DUA... Cratye = [lara ornpaskm Tun DONoNHNTENBHEIE A3H. .. +
]
a o 3anonHeHo AHKeTa Ha P3

Pucynok 34 - Crpanuna AHketbl. JlelicTBus ¢ AHKETaMU
5.2 OTtnpaBka AHKET Ha OCHAIIIEHUE PEruCcTPaTopoM BeIObITHS OnepaTopy

OTMETHTh AaHKETHl B cTaTryce «3amoIHEHO» TaJO4YKOM M HaXaTh KHOIIKY «O(bOpMI/ITB

3as4BKY Ha OCHAIICHHUE O60py110BaHI/IeM».

KHormka cTaHOBUTCS JOCTYITHOU MoOcIie BIOopa aHkeT u3 crucka (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 ] okHe y 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

Pucynoxk 35 — Bribop anker aist ornpaBku Oneparopy
Ilocne Haxatns Ha KHONKy «O¢opMuUTh 3asBKy Ha OCHAalleHHEe 000pyJOBaHHEM»
OTKpPOCTCA OKHO [Jid BBOJAa MJOIIOJHUTCIBHBIX JaHHBIX JIA O(bOpMJ'IeHI/IH 3asiBKM Ha OCHAaIllCHHUuEC

obopynoBanuem (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

Pucynok 36 - Beog nanubix 1is ohopmieHus 3asiBKM Ha OCHAIIEHHE 000pyI0BaHHEM

ITocne BBOa JaHHBIX HAXKATh HA KHOMKY «OTIPaBHUTHY.
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Ilocne Hakatuss Ha KHONKY «OTHpaBUTH» aHKETHI Mepexomsar B craryc «OTmpaBieHo» U
Oynyt HampasieHsl Omnepatopy mis JanbHeimnei oOpabotku. Ilocie 00paboTKM mepeaaHHBIX

JaHHBIX OyIyT cOpPMUPOBAHBI JOKYMEHTHI, KOTOpBIE OYyIyT pa3MelIeHbl B paszeine JJoroBopsl.

5.3 [Toanmucanue aHKETHI.

B Teuenme 1-2 paboumx paHel ankera Oymer mposepena co crtoponsl OOO «UPIIT», B
paszmene  «oroBope»  Oyamer cdopmmpoBaHa  «3asgBKa ~ YYacTHUKAa O  MPEJOCTaBICHHU
obopymoBanusi PB» B craryce «Tpebyer mommucw». VYYacTHHKY HEOOXOJMMO IIOAIHCATH

3asBKY.

ra AOTOBOPHBIE AOKYMEHTRI m Pycooii v
[

Pucynok 37 - Ctpanuna Jlorosopsl. [Tognucanue 3asBKu.

Ilocne mnonmucanusa 3asBka mnepexoauT B cratyc «Ha mnposepke». Ilocne mnpoBepku
3asiBkn Ha cropoHe OOO «LPIIT» B Teuenunm 1-2 paboumx mHEH 3asBKa MEPEXOTUT B CTaTyC

«[loanmucan cTopoHaMmU.
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6  AKTBI O MOJy4YEeHUH perucTparopa BeIObITH. [lepexon k moanucu JJokymeHTOB

[locne mnognucanust «3asBKM y4yacTHHKa O TMpegocTaBieHHMH oOopyaoBanus PB» co
cropousl OO0 «PIIT» B pasgene [oroBopel ¢opmupyercss «AKT TpuemMa — [epegadd

o0opynoBaHus» B ctaryce «IpedyeT moanucm.

BHUMAHUE!

AKT TOAMUCHIBaETCA N0 (DaKTy IMOTYISHUS PETUCTPATOPA BHIOBITHSI.

I[J'ISI nepexoga K IMIOAINMUCH  MNOATOTOBJICHHBIX  JOKYMCHTOB Tp€6yeTC$I HCpefITH Ha

crpanuiy «JloroBopsn» (Pucynok 38).

[JlarHbie opraHmaaumm NALen3nm Aapeca [loBeperHble KOHTPareHTbI AHKETbI W AOFOBOPBI 3akas SGTIN Bbirpy3aKa AaHHbIX
@ p— Janaamenve anker wa PR O Janomenwe anker Ha P2 @ Ankeru
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
_ [InA OTNPAEKN 33AEKH Ha OCHAILEHVE OBOPYAOBAHHEM BLIGEPHTE SHKEThI B CTATYCE «AHKETS 3AMO/HEHa» 11 HXKMUTE Ha KHOMKY «OGOPMUTH 33RBKY HA OCHALLIEHWE DGODYAOBAHNEM S, B AMAROrOBOM OKHE YKEXVTE KOHTAKTHOE KLIO AR YTOUHEHIA JONCAHHTENHOR
& 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 JanonHero Anketa Ha P3 X o

Pucynoxk 38 - [lepexon k Bknaake [JoroBopsl
ITlocne mepexoma OyAeT MAOCTYNEH NepevyeHb  MOATOTOBICHHBIX  JOKYMEHTOB IS
osHakomsieHuss u  nomnucu. (Pucynok 39). [laee HeoOXomuMo BBIOpaTh M3 MEPEYHS

JOKYMEHTOB AKT O TIOJIyY€HHH PErHCTpaTopa BEIOBITHS 1 oAmucaTh ero Y KOII opranuzamnuu.

%) AOTOBOPHLIE AOKYMEHTEI

fava cosaarma Homep Aosymenta Hamwenosarme

Pucynoxk 39 - Ctpanuia co CiucKoM JOKYMEHTOB

[Mepen mnomnucaneM AKT MOXHO cKadaTb W TpocMoTpeTh. [locnie moamucaHusi akTa co
CTOpOHBI Y4YacTHHKAa OH mepexomur B craryc «Ha mpoBepke».  Ilocime mnpoBepkn axTa Ha
ctopoue OOO «LPIIT» B Teuenme 1-2 paboumx nHedl akT mepexoautT B cTaryc «lloammcan

CTOPOHaAMM» U MOXKET OBITH CKaYaH ¢ oA CAMU CTOPOH.
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Hpuioxenue

IlOﬁaBJIeHl/Ie HECKOJIbKHUX MECT ACATECJIbHOCTH WPUIUYECKOI'0 JIULA, PACIIOJO0KCHHBIX 110 OJHOMY
azapecy.

Hns cimyuaeB, Korga IO OAHOMY aJpecy JAoMa HAaxOAATCA HAXOOUTCH HECKOJIBKO MECT
OCYILIECTBIICHUSI JCATEJbHOCTH, HAampuMep — B OAHOM 34aHUM 2 uiaud Oosee anrTeku, I
ycnemHoi peructparmun MJI B UC «MIJIID» kaxxgoro MecTa OCYIIECTBICHHS IesTeNbHOCTH,

HEOOXOIMMO TIPOM3BECTH MTOCIIEI0OBATEIHHO CIIEAYIONINE IEHCTBHS:

1. TlpucBouTs yHUKaIBHBIA HOMEp aapeca oObeKTa ajpecanuy B QeaepanbHol MHOOPMAMOHHOM
aZipecHoi cimyx0e U KaxIou anteku. s 3Toro HeoOX0AMMO 0OPaTHTHCS B MECTHBIE OpTaHbl
camoyIpaBJeHus AJ1s J0OaBJIeHUS aipeca ¢ yKa3aHueM HoMepa MOMEIICHUH COTIacHO KOJTHYECTBY
allTCK, HAXOAAIIHUECA B OJHOM 3/JaHHUH.

2. Ilposeputs B cepBuce PUAC https://fias.nalog.ru/ nanuuue yHHKaIbHOTO ajpeca ¢ 100aBICHHBIM
HOMEPOM MOMELICHHUS.

3. OOpatutbcst B Poc3npaBHam30p, B JIMIEH3WW JUIsl KKIOW M3 alTEeK BHECTH HOBBIH aJpec C
Jno0aBiieHHEM HOMEpa MOMEIICHHS.

4. PoczapaBHaI30p TIOCTIE BHECEHUS H3MEHEHUH, HartpaBuT nHpopmaruio B MC M/JJIIL

5. B UC MIJIIT mpowusBecTH pEeTrUCTpPaIUI0 MeCTa OCYIIESCTBICHUS ACSTEIHHOCTH IS KaKIOH

alTEeKH B COOTBETCTBUU C NOTYyYEHHBIMU YHUKaTbHBIMU OMAC o noMemeHusM.
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Ipunoxenue 3. Ilucpmo ¢ pazbsicHenusimu Poc3apaBHaazopa o0 ormycke

JIEKAPCTBEHHBIX MPeNnapaToB

MMHHHCTEPCTBO 31PaBOOXPAHEHUS 2343634
Poccuiickoit ®enepanuu
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», MOX LENSAMH, HE CBS3aHHBIMA C JIAYHBIM
HCIOJIb30BAHUEM, ClIe/lyeT IOHUMATh, B TOM YMCle IPHOGPETEHHE [IOKyIaTelleM TOBapOB
AN obecnedyeHHss ero JAeATeNbHOCTH B KayecTBe OpraHu3alli¥ HJIM TpakJaHWHAa-
NpEANpUHAMATEIs (OPITeXHUKH, OQHUCHON MeGellH, TPAHCTIOPTHBIX CPEJICTB, MaTepHaoB
JUIsl PEMOHTHBIX paboT U T.I1.).

OTHOmIeHHMs, BO3HHMKAIONIME B CBS3H C obpamenueM - pa3paboTKOH,
AOKIMHHYICCKAMH  HCCIIE0BAHHAMH, KIMHHYECKHMH HCCIIE0OBAHUSMH, 3KCIIEPTH3OM,
FOCYJapCTBEHHOH perucTpanueif, co craHjapTHsammedl u ¢ KOHTPOJIEM Ka4yecTBa,
TTPOH3BOACTBOM, H3TOTOBJICHHEM, XpaHEHHEM, INEPEBO3KOH, BBO30OM B Poccuiickyio
®enepaunio, BeiBo3oM u3 Poccuiickoii Mexepaun, PEKJIaMOH, OTITyCKOM, peaM3aluei,
nepeayel, NPUMEHEHHEM, YHHYTOKEHMEM JIeKapCTBEHHBIX CPEICTB, PEryIHpylTCs
®enepanbHeIM 3ak0HOM 0T 12.04.2010 Ne 61-®3 «06 0OpallleH!H JIeKapCTBEHHBIX
CpeACTBy (naiee — 3akoH 06 oOpalieHHH JIeKapCTBEHHBIX CpEnCTB).

Cornacuo crathe 54 3akona o6 obpaumenun JIEKapCTBEHHBIX CPEJCTB OITOBAs
TOPrOBIIA  JICKAPCTBEHHBIMH ~ CPEACTBAMHM  OCYIIECTBISETCS  MPOM3BOLMTE/AMH
JICKAapCTBEHHBIX CPEACTB M OPraHM3aUMsAMH ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMH
CPCACTBAMH N0 MNpaBHJAaM HAIEXKalled IMCTPHOBIOTOPCKOHA NPaKTHKM M IpaBHiIaM
HaJlexalled TpPAaKTHKM XPaHEHWs M  [EPEBO3KM  JIeKAPCTBEHHBIX IIpenaparos,
YTBEPIKACHHBIM ~ COOTBETCTBYIOIMMH  YIIOJHOMOYEHHBIMH (eaepalbHBIMH  OpraHamu
UCIIOJIHUTEJILHOM BJIACTH.
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PosHuuHas TOproBns NleKapCTBEHHBIMM —MNpemapaTaMd U8  MEIMIMHCKOro
NPHUMEHEHHS B KOJMYECTBAX, HEOOXOAMMBIX JUIi  BBIIOJHEHHS  BpayeOGHbBIX
(penbamepckux)  HasHAYeHMH,  OCYIIECTBISETCS  ANTEUHBIMH OpraHu3alHsIMH,
MHAMBHyalbHBIMU NPEANPHHUMATEIISIMH, HMEIOIIHMH JTHIIEH3HIO Ha (papMalieBTHYECKYIO
ACATENBHOCTb, ~ MEIMIMHCKHMH  OpraHM3alMsIMH, HMEIOIIMMH  JIMIEH3HI0  Ha
(apmaneBTHYECKYIO  JeATENbHOCTh, W HX  060COBICHHBIMH [o/ipa3ieIeHusAMH
(ambynaropusmu, denbamepckuMu 1 (henbIIepCKO-aKyIepCKUMH TyHKTaMH, [IEHTPaMH
(oTaenenusMu) obueit BpauebHO# (ceMeiiHoii) IIPaKTHKH ), PaCIIOJIOKEHHBIMU 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 JINIIEH3UPYEMbBIM BHIIOM JIE€STEIHHOCTH.

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

ITo muenuto ®AC Poccun (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
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IMpunoxenue 4. Ilopsigok padoThl y4aCTHUKA 000poTa B cjaydyae
BpemMeHHoi HepoctynHocTH @T'UC MIJIII

1. Ha3nayeHue JOKyMeHTa

Hacrosmuii 1OKyMEHT ONMChIBae€T MOPSAOK JNEHCTBUM y4yaCTHHKOB 00OpoTa B Cilydae
BO3HHUKHOBEHUS BPEMEHHOW HEIOCTYITHOCTU OJAHOM M HECKOJIBKMX KOMITIOHEHT cucteMbl PI'MC
MJUJIII, a Takxe BBINOJHEHHs] IPEBEHTHBHBIX MEp Y4acTHHUKaMH 00OpoTa JUlsi MUHHUMH3ALUU
PHUCKOB IIPEPHIBAHUS ICATEILHOCTH OpraHu3aluy B yactu nepenayuu ceegaenuit B ®I'MC MUIIT
CHMIKEHHSI HEraTUBHOTO 3 (eKTa Ha TOBAPHO-YUETHBIE CUCTEMbI Y4aCTHUKOB 000pOTa.

Jliis obecrieueHus: HEMPEPHIBHOCTHU IMPOIIecca MPOU3BOJCTBA U JABHEUIIETO JABUKCHUS
JIEKapCTBEHHBIX MpPENnapaTroB IO TOBAPOMPOBOAAIICH Lienu (B cllydyae BBISBICHUS BPEMEHHOU
HepoctynHoctn OI'MIC MJUJIIT) nns Bcex Kareropuil y4aCTHHUKOB 00OpoTa (IIPOU3BOIUTEINICH
JIEKAPCTBEHHBIX IIPENapaToB, OPraHU3AlMil ONTOBOM TOPIOBIM, MEIULUMHCKUX M alTEYHBIX
OpraHu3aImii) paszpaboTtan aJbTEPHATHUBHBIN cepBucC «®apma.llpocTo»
(https://ph.mdlp.crpt.ru/login), obecreYrBarONMii BO3MOKHOCTHIO IOATOTOBKH U IEpEIadd BCEX
KITFOYEBBIX THUIOB HH(OPMAMOHHBIX COOOMICHWH (omeparnuii, oTpakarommx (aKTUIECKUe
JENCTBUS C JIGKAPCTBEHHBIMHU IpernapaTaMy, COTJIACHO JIOTUYeCcKoi Mozenu (aijaoB oOMeHa) B
OI'MC MJIIL.

[Ipumeuanue: npu HMeroIeics MOTPEOHOCTH WCIIO0JIb30BAHUS JTAHHOM
(GyHKIMOHAIbHOCTU peructpauuio B cepBuce «®apma.llpocTo» ydacTHUKY 000poTa
HeoOXoauMO Tpou3BecTd 3abnaroBpemMeHHo. B momeHT HemoctynHoctu API ®T'MC MJUIIT
perucrpanus B ceppuce «Papma.llpocto» HeOCTYIIHA.

C vyyeroMm Toro, uro cepsuc “‘“@apma.llpocto” pasmemiaerca Ha oraearHoM oT PI'UC
MJJIIT koHTYpE, OH HE MMOABEPKEH BAMSHUIO HenocTynHocTH cepsrucoB @PT'MC MJUIIL.

CCBUIKH Ha TOJIb30BaTEIbCKYIO JIOKYMEHTAIIMIO, a TAKKe BHIEOMAaTeprasIbl Mo pabore ¢
cepsucom «®Papma.llpocro» mpusenensl B pasgene Error! Reference source not found.
HACTOSIIIETO MPHIOKEHHS.

2. Tlopsinok paGoThI ¢ CHCTEMON 1J15 IPOU3BOAUTE el U UMIIOPTEPOB
JIEKAPCTBEHHBIX NPeENnaparos

2.1. 3aka3 u reHepanusi CpeACTB WAeHTH(PUKATMHT

Jns  obecriedeHus: OecriepeOOMHONW TIOCTAaBKM M HAHECEHUS KOJIOB MapKUPOBKHU
PEKOMEHAYETCSI OCYIIECTBISATh PETYISPHOE HAKOIIJIEHHE KPUIITOKO/I0B B UHCJIE, TOCTATOUHOM JJIs1
6ecriepe0oitHON pabOThl MPOM3BOICTBEHHOTO LIMKJIA 3aBOAA-U3TOTOBUTEIS.

[IpemmaraeMbplii  BapuaHT XpaHEHMsI 3amaca KpPUNTOKOJOB IOAXOAWT Kak  JUIs
MIPOU3BOJAUTENIEH, OCYILIECTBIIAIOIIUX HAHECEHUE, TaK U I JeprKaTeJed pPEerucTparuoOHHBIX
YIOCTOBEPEHUH, OCYIIECTBISIONUX MPOU3BOACTBEHHYIO JESATEIbHOCTh HAa KOHTPAKTYEMBIX (B
TOM YHCJIE W MHOCTPAHHBIX) IUIOIIAAKaxXx. B 3TOM cioyyae y4yaCTHHK, SMUTHpYs 3arac
KPHUITOKOJIOB, NIEpeAaeT UX Ul MOCIENYIOEro HaHECEHUs 3aBOJly M3TOTOBHUTENIO B 00bEME,
JIOCTaTOYHOM JUIsl BBIITYCKA MapTUH JIEKAPCTBEHHBIX MPENApaToOB Ha MEPCIEKTUBY 3-6 MECSALEB.

Obpamniaem Baie BHMMaHHMe, YTO OrpaHUYEHHE IO YUCITY KPHUITOKOAOB HMPHUCYTCTBYET
TOJIBKO JUI T€HEpalluu OTKPBITHIX 3aka3oB B CY3. B ciyuae, eciim y4aCTHUKOM IPOU3BOJUTCS
CBOEBPEMEHHOE 3aKpbITHE 3aKa30B U IMOJyY€HHE KPUIITOKOAOB, MOTEHIMAJIBHBIA 00BbEM HE
OTpaHUYEH.
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2.2. Cobu1ro1eHre XPOHOJIOTHM 3arPYy3KH H OTCJIeKMBaHHUe cTaTyca
00padoTKHN 1OKYMEHTOB

Pexomenayercst coOmoAaTh CleAyrOlIMe NpaBUia COXPAHEHHUs XPOHOJOIMU 3arpy3Ku
nokymeHToB B ®I'MMC MJUJIII co CTOpPOHBI TOBapHO-YYETHOM CHCTEMBI IPOU3BOJIUTEIS
JIEKapCTBEHHBIX CPEICTB COIJIacHO nocrtaHosieHuto [IpaBurenscrBa Poccuiickonn denepannn
Nel556 ot 14 nexaOps 2018 roaa (B Tekyuien pe1akium).

1. Ocy1ecTBIATh NOCIEA0BATENbHYIO 3aIPy3Ky TOKYMEHTOB COINIACHO ONMCAaHUIO B
nokymente «llacmopra mporeccoBy», pa3MEIICHHBIX Ha caiite YecTHblii3Hak.pd B pasnene
«JloxymeHnTs! aiis pa6otsr B MIJIT».

2. BbimonHATE  3arpy3Ky JIOKyMEHTOB IIOCIEIOBAT€IbHO W C  HAWOOJBIINM
MHTEPBAJIOM BPEMEHH, IOIYCTUMBIM JJIs1 IPOU3BOJCTBEHHOIO IIPOLECCa YYACTHHUKA.

3. OtcnexuBaTh CTaTyC IHPENBLAYIIETO OTIPABIEHHOIO JOKYMEHTA /10 OTIIPaBKU
MOCJIEIYIOLIETO.

Ilpumep:

a. Omnpaeka cxembvl HaHeceHus1;
b. Ionyuenue cmamyca obpabomru doxymenma,
C. 3anpoc cmamyca no nepeomy uz KM 6 omueme;

d. Ilposepra, umo KM ¢ cmamyce “Hanecen”, omnpaska omuema o
azpezayui.

O6pa1uaeM Bamie BHuManue Ha KOPPCKTHOCTL IIOJaBaCMbIX CBeI[eHI/Iﬁ B OTYCTAaX, B
HYaCTHOCTHU:

— Cpoka rogHocru;

— Howmepa cepun;

— Bnanensia ToBapa;

— Tuna npousBocTBa (COOCTBEHHBIE MOITHOCTH, KOHTPAKTHOE MPOU3BOJICTBO).

B ciyyae BO3HUKHOBEHHS OMIMOOK CO CTOPOHBI Y4aCTHHKA 000pOTa B IMOJaBAaEMBIX
CBEICHMSIX KOJI MApPKHUPOBKU MOXKET OBITh OTHECEH K COOTBETCTBYIOIICH CTATYCHOM MOJIEIH.
HcnipaBnenue moAoOHBIX CHUTyalluid TpeOyeT MNPHUBICUEHUS CHEIUAIMCTOB TEXHUYECKOU
noanepkku OmnepaTopa CUCTEMBI U ATUTENBHOTO pa30ouparenbcTBa. VcnpaBienue cBeneHnui
MPOU3BOIUTCS COTpynHUKamMu Orneparopa CHUCTEMbl IOCiIE€ O(PUIMAIBHOTO 3ampoca oOT
y4acTHUKA Ha HCIIPaBJICHHUE CBEIEHUI Ha OJIaHKe OpraHU3alliH, MOATBEPKIACHHOM MEYaThlo.
Cpoxu 1 BO3MOXXKHOCTH BHECEHHSI U3BMEHEHHH B cBelieHus, paHee noaannsie B ®I'C MJITT
YYaCTHHUKOM, HE PETVIAMEHTUPOBAHBI.

2.3. MMopsinok B3aumoneiicteusi ¢ ®T'UC MIJIIT na unrepdeiicnom
YPOBHeE B cliy4yae KpaTkoBpeMeHHOM HegoctynHocTu @I'MC MJJITT

B cinydae ¢ukcanuu yBEeIMUYEHHOTO BPEMEHHOTO WHTEpBajla OTBETOB CO CTOPOHBI
OI'MC MJUIIIL, BHemIaHOBBIX pPabOT WM peryisipHbIX penu3oB CHCTEMBI ClledyeT
o0ecreynTh COOTBETCTBYIOIIYID pEaKIHI0 CO CTOPOHBI MPOM3BOACTBEHHON CHCTEMBI
YyacTHUKA.

B choyyae miaHOBBIX pEIM30B M BHEIUIAHOBBIX pabOT, MOATBEPKICHHBIX
COOTBETCTBYIOLIEH HWH(POPMALIMOHHON pPACCBUIKOW CIYKObl TEXHHUYECKOM MOIIEPKKH,
pPEKOMEHAYyeTCs:

— OcyiecTBUTh OTIPABKY IOKYMEHTOB 3apaHee;
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— Ha Bpems penusa MNpeKpaTUTh OTMPABKY JOKYMEHTOB W OINPOC CTaTyca YykKe
OTHPABJICHHBIX W IO BO3MOXHOCTHU KOIIMTb HCXOAAIHNEC AOKYMCHTBHI Ha CTOPOHC
MPOM3BOJICTBEHHOI CUCTEMBI YYaCTHHKA,

— OcyIIecTBIATh OTIPABKY JOKYMEHTOB IPH TOJYYCHUH COOOMICHHS 00 OKOHYaAHHH
pabor.

B cnydae (Qukcanum HeKOppeKTHOH paboThl Ha HHTEp(GEHCHOM YpOBHE
B3aMMOJICHCTBHSI PEKOMEHIyEeTCsl MPOBECTH JAMATHOCTUKY COOCTBEHHON WHMPACTPYKTYpHI,
MPOBEPUTH HAIMYKME CETEBOIO COCNMHEHUS 10 TpoayKTuBHOU cpenbl @I'C MJIJII, a Takxke
YBEJIUYUTH BPEMEHHON MHTEPBAJI OTIPABKU JIOKYMEHTOB.

JUid npou3BOAUTENEH U MMIIOPTEPOB JIEKAPCTBEHHBIX IIPENAPATOB TAKKE JOCTYIICH
cepsuc «®apma.llpocTo», SBIAIOMUNCA albTEPHATUBHBIM HWHCTPYMEHTOM II€peladu
CBEICHMM O JBUXCHHMM JICKAPCTBEHHBIX IPENapaToB B MOMEHT HEIOCTYNHOCTH CHUCTEMBI
OI'C MJITL. leransHOE OMKCAHKUE MIPEICTABICHO B pa3jaene 3.1 HacTosmero JOKyMeHTa.

3. Ilopsimok pabdoThI ¢ CHCTEMON 1JIs OPraHu3aIuii ONTOBOH TOPrOBJIH
JIEKApCTBEHHBIMH NpenapaTamMmu

3.1. O6men Ha uHTep(eliCHOM YPOBHE CHCTEMbI

[Ipumeuanue: pu MMEIOIIEeNCs OTPEOHOCTH HCIIOJIb30BAHUS JTAHHOM
GbyHKIIMOHATBHOCTH peructpanuio B cepBuce «®apma.llpocTo» ydacTHUKY 000poTa
HeoOxoaumo TpousBecTu 3abiaroBpeMeHHo. B momenT HenmoctynHoctu API ®T'UC MJUIIT
peructpanus B cepsuce «Dapma.llpocTo» HeroCTYyNHA.

Ecnu TOBapHO-yueTHas cucreMa ydyacTHHKA 00OpOTa HE MOAJEP/KUBAET OTJIOKEHHYIO
otnpasKy JoKyMeHTOB B agpec ®I'IC M/IJIII, To B citydasx BOSHUKHOBEHU HeLOCTynHOCTH API
OI'NC MJIIT HeoOxo Mo BOCIIONB30BaThCs cepBrcoM «Dapma.llpocToy, pacnoiokeHHBIM 110
azapecy https://ph.mdlp.crpt.ru/. B tanHOM cepBrce TOCTYITHBI K (JOPMHPOBAHUIO U MTOCIICAYIOIICH
nepegaun B cucremy OI'MMC MJUIIT nokyMeHThl, oOecrneyuBaronue MOHUTOPUHI JIBUYKEHUS
JIEKapCTBEHHBIX MTPENApaTOB.

[Tocne aBTopumzamuu yudactHuka obOopora B cepBuce «®Papma.llpocTto» HeoOXxomumo
nepeiiTu B pazznen «HYepHoBHKH», chopMUPOBATH HEOOXOIUMBIE JTOKYMEHTHI JJISi OTIPAaBKU B
cucremy ®I'MIC MIUJIIL. [ToxymeHTsl, cpopmupoBaHHble B cepBuce «Papma.llpocTo», MoxHO
MOJAINUCATh U COXPAHUTh JUISl MMOCIENYIOIIEN OTIIPABKH.

B moment nHenmoctynHoctu cuctembr ®T'MC MJIIT cepBuc «®apma.llpocto» MoxeT
MCIIOJIb30BATHCS YYACTHUKOM 000poTa Kak Oydep ans HakoruieHus: chOPMUPOBAHHBIX B CTOPOHY
OI'NC MJJITT noKyMeHTOB.

ITocne BoccranoBnenus poctynHocth API ®T'MMC MUJIIT HeoOXOAMMO BBINOIHUTH
cunxponmzanuio ceppuca «@Papma.llpocro» ¢ cucremoit ®I'MC MJUJIII u 3atem B paszzgerne
“YepHOBHUKM BBIIIOJIHUTH Mepeaady JOKYMEHTOB, OKUIAIOIINX B OUEPEIU HA OTIPABKY.

4. Tlopsiiok padoThl ¢ CHCTEMOI /15l OpraHu3auMii, 00ecrnevYuBalOIUX BbIBO/
U3 000poTa JIEKAPCTBEHHBIX NPENapaTos

4.1. JInynblii KaOUHET YYACTHUKA 000pOTa CHCTEMBI

B cnydasx BpemenHol HenoctynHocTu JlmyHoro xabunera ydactHuka obopora OI'NC
MJIJIIT nporiecchl NBUKEHUS U BBIOBITHS JIEKAPCTBEHHBIX MPENapaToB HE MPUOCTAHABINBACTCA.
[Tpy HEOOXOAMMOCTH MOMCKa HEOOXOAUMOW HH(OpMAalMH, a TaKKe MOATOTOBKM OTYETOB Ha
nepeMeleHe, CIUCaHNue U BHIOBITHE JIEKApCTBEHHBIX MPENapaToB HE0OX0AUMO BOCIOIB30BATHCS
cepsucom «@Papma.llpocro». ITlocme BoccTaHOBIEHHS PaOOTOCIIOCOOHOCTH CHCTEMBI BCS
uHpopmanus OyaeT ycnemHo orpaxkeHa B JImunom kabunere yuactauka odopora ®I'MC MJJIIL
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4.2. Po3HUYHAsI TOPTOBJIfA JIEKAPCTBEHHBIMU NpenapaTaMu

B caywasx BpeMEHHOH HEAOCTYNHOCTH MpoayKTHuBHOro koHtypa ®I'UC MJJIII
MPOLIECCHl POZHUYHOM MPOJIaXkKH JIEKAPCTBEHHBIX MPENapaToB HE MPUOCTAHABIUBAIOTCA U YEKH,
HaIpaBIIEHHBIC B aJipec omepatopa (PUCKAIBHBIX JAHHBIX MOCPEIACTBOM KOHTPOIBHO-KACCOBOM
TEXHUKH, OyTyT HAXOAUTHCS B OYEPEIn Ha OTIpaBKy B mpueMHubiii kKoHTyp ®T'MC MJJIII. TTocne
BOCCTaHOBJICHHUSI PabOTOCTIOCOOHOCTH CHCTEMBI OYepelb YEKOB OyAeT MOoCcIeI0BaTeIbHO
pa3obpana, nepemMenieHa B 6a3y JaHHBIX, HH(OpMaIUs O BBIOBITUH JIEKAPCTBEHHOTO Mpernapara
Oyznet oTpaxeHa B JInanoM kabuHete yaactHuka obopora ®I'IC MJJIIT.

[Ipn OTCyTCTBMM 1O MECTy OCYLIECTBICHHS JACSITENbHOCTH CyObekTa oOpalleHus
JIEKAPCTBEHHBIX CPEJCTB HA MOMEHT ocymiecTBiaeHus npojaxu JIII mo cucreme ®I'MC MIJIII,
BO3HMKIIErO0 BBHUJAY OTCYTCTBUS IOATBEPXKICHHN cO CTOpoHBl moctaBmuka JIII, mpouece
po3anuHoi npojaxu JIII He mpuocranaBnuBaercs u g cucrembl MU cienyer cormacHo
pealn30BaHHOMY MEXaHU3MY PEeCTp OXKUJaHUW. To €CTh NMpU OTCYTCTBHM NOATBEPKIACHUS
OTIPY3KH JIEKaPCTBEHHBIX IPEMAparoB OT IMOCTAaBIIMKA JONYCKAETCA IMpoAaxa ITUX
JICKapCTBEHHBIX NpPENapaToB MOKYHAaTeNI0 B pamMKax OOpaTHOrO MOpsiiKa akuenToBaHus (T.e.
yIaKOBKa JIEKAPCTBEHHOr'O Ipernapara YUCIUTCA 3a Ipy300THpaBureneMm). B nganHoMm ciyudae
BBIBE/ICHHBII M3 000pOTa KOJ MapKHUpPOBKH IOMaJaeT B peecTp oxkuigaHuil. bonee neranbHOE
ONKCaHHWE TpoIlecca MPHUBEIEHO B JOKyMeHTe «MeToauuecKkue peKOMEHIAaluu 1Mo padboTe ¢
MapKUPOBaHHBIMHU JICKAPCTBEHHBIMH MpenapaTaMuy, pa3MeIIeHHOM Ha caiite YecTHbIN3HAK.p( B
paznene «Jlokymentsl 1o padore ¢ MJIII», nogpazaene «OcCHOBHbIE NEHCTBHS y4aCTHUKOB
MJIJIID».

4.3. PaboTa ¢ perucTpaTopamMu BbIObITUS

[Tpy BO3HUKHOBEHUU COOBITHSI HEPAOOTOCTIOCOOHOCTH PErucTpaTOpa BHIOBITHS YYACTHUK
o6opora ®I'MIC MIJIIT nomxeH mogaTh oOpaiieHue B ciyx0y TexHudeckon nmoaaep:xxkku OO0
«Omneparop-IIPIIT» no anmexTpoHHO#M moure sUpport@crpt.ru, mudo 3asiBUTh O HEHCIIPABHOCTH
yepe3 nunbii kabuner GI'MC MJIIL.

B obpamennn HE0OXOAMMO ONMUCATh BOZHUKIIYIO MPOOIEMY, MPHIOKHUTh HEOOXOIUMbIE
CHUMKHU 3KpaHa, WITIOCTPUPYIOIINE OMIMOKY B pabOTe YCTPOUCTBA.

[To pesynbrataM paccMOTpeHHsI OOpalleHHs COTPYAHHKAMHU CIYXObl TEXHUYECKOU
MO/JICPKKU, OKa3aHHS KOHCYJIbTAIlMU, TIPEIOCTABICHUS PEIICHUS] U TIOJIYYCHHS OT y4aCTHHKA
o0opoTa TOATBEPXKIEHUS  KOPPEKTHOH  paboTOCIOCOOHOCTH  YCTpOMCTBa  oOpalleHue
3aKpBIBACTCS.

B ciydae BHIABIEHUSI TEXHMUECKON HEMCIPABHOCTH YCTpOICTBA oOpalieHue mepeaaercs
CEpBHCHBIM WH)KEHEpaM JJIsi JajibHeiimero anamu3a. [lo pesysipraTaM aHaiu3a MPHHAMACTCS
pelIeHNe 0 3aMeHe TM00 PEMOHTE YCTPOHCTBA.

Ha mepuon mpoBeneHus 3aMeHbl MO0 PEMOHTA PETUCTPATOpa BBIOBITUSI YYACTHHUKY
000poTa MPeJOCTaBIAETCS AOCTYI K «IIPSMON» Mojaye CBEIEHHH O BBIOBITUH JIEKapCTBEHHBIX
npenaparoB o cxemam 521/531 mocpenctBom ceppuca «®apma.llpocTo». s ckaHupoBaHus
KOJia MapKUPOBKH U nocienyroen nepenaun ceeaeanii B ®I'MC MJUIIT uepes Boleyka3aHHbIN
CEpBHC HEOOXOIMMO BOCIIOJIB30BAThCS OECIUIATHBIM MPUIIOKEHUEM ISl MOOMIIBHOTO TesedoHa
«®Papma.Ckanep» (pa3MelieH B marazune npuioxennit Google Play) mu6o ckanepom 2D mtpux-
KOJIOB.

ITocne mpoBeneHus: 3aMeHbl JMOO PEMOHTa YCTPOMCTBA JIOCTYN K «IIpsIMOI» momaye
CBEJICHN 3aKpBIBACTCSI.

B ciydae OTCYTCTBHSI perucTpatopa BBIOBITHS TOPSIOK JEHCTBMH aHAJOTHuYeH
ONMCAaHHOMY B JAaHHOM paszaene. B 3Tom ciiywae nmoctyn kK “mpsAMol” Mojade CBEACHUH
3aKpbIBAETCS TOCJE MOJYYEHHE YYaCTHHUKOM peructparopa BbIObITHA. Ilpu 3TOM B MOMEHT
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HarpaBJIeHUs 0OpalieHuss 00 OTKPBITHH YIYaCTHUKY CXeMbI “TipsiMoit” momauun ceenenuii B ®I'MC
MJUUIIT y yyacTHHKA TOJKHA OBITH OOpMIICHA 3asiBKa Ha TIOJIYYEHUE PETUCTPATOPa BHIOBITHS.

B cnyuae Bpemennoit HemoctynmHoctn DPI'MMC MIJIIT npu BeIBOme U3 oOopoTta
JIEKapCTBEHHOTO IpenapaTa 4epe3 perucTpaTop BEIOBITHS OTUYET O BBIBOJE MIOMEIACTCS B OUePeb
B npuemHblii KoHTyp PI'MC MJUJIII u mo ¢akTy BOCCTaHOBIEHUS CHUCTEMBI OTYET OyIeT
obpabotan u nepemerieH B 6a3y gmanabpix ®I'UIC MJIIL. [lanHast orepariys BBIOTHICTCS KakK B
citydae paboThl yCTPOCTBa B ABBTOHOMHOM PEKUME, TaK U MPHU MOAKIIOYCHUH K TOBAPHO-YYETHON
CHCTEME Y4acTHHKA 000poTa (CEeTeBOM peskuM paboThl pErucTpaTopa BHIOBITHS).

5. Tlopsinok B3aumopaeiictBust ¢ ®T'UC MIJIII B ciyyae 10JrocpoaHOi
HEJOCTYIMHOCTH CHUCTEMBI

B ciryyae BO3HUKHOBEHHSI AOATOCPOUHOM HemocTymHOCTH cepBrcoB ®T'MC MIJIIT (6omee
6 uacoB) Omepatop mo corjacoBanuio ¢ Munnpomroprom Poccun, Munsnpasom Poccun,
Poc3apaBHagzopoM myOMUKYyeT OINOBEUICHHE BCEM YYaCTHUKAM O BpPEMEHHOM BKIIIOUECHUU
pexxuMa 00pabOTKH BXOJSIIMX JOKYMEHTOB TOJBKO Ha mpuéM. B »sTOoM pexume Oymyt
HEJOCTYIHBI:

—  Bsosel API ®I'IC MJIIIL, kpome 3arpy3ku cxem;
— OrcnexuBanue craryca 00pabOTKH JOKYMEHTOB;

— BBbI30BBI CIPABOYHBIX U CUCTEMHBIX METOJIOB;

— JHoctyn k JInuHOMy KaOUMHETY y4acTHUKA.

Bce nopannbie nokyMenTsl B nepuo HepoctynHoctu ®I'MC MJIIT nomemiarores B
MIPOMEKYTOUHOE XPAHWIUIIE AAHHBIX W OyayT oOpaboTaHbl MPHU BBIXOJE CUCTEMBI M3
aBapuitHoil cutyauuu. [locne BoccranoBienus padorocnocobHoctn GI'MC MIUJII s
KOJIOB MApKUPOBKH, OTIPYKECHHBIX NOJY4YaTeIsIM W IOMELIEHHBIX B MPOMEXYTOYHOE
xpanunuine (3arpyxeHHbix B ®T'MC MJJIIT ¢ ommOkamu, TOMYIIEHHBIMU yYaCTHUKAMH) Ha
48 dacoB OyJeT BKIIIOYCHA CXeMa “ONMPUXOJOBAHHS , KOTOpas MPAKTHYCCKH HICHTUIHA
00paTHOMY aKIIENTOBAHUIO MOJIYyUYE€HHUs TOBApPOB:

HET 0053aTeNbHOCTH YKa3aHUs UJIEHTU(UKATOpa YYACTHUKA OTIIPaBUTENIS;
HeT 0053aTeIbHOCTH NOTY4YEHUS MOATBEPXKACHHUS 00 OTIpy3Ke OTIPaBUTENEM;

OrpaHM4YCHUC HA MCIIOJIb30BAHUC B CXCMC YKa3aHUA TpaHCHOpTHOfI YIIaKOBKH, 9TOOBI HE
ONMpUXOA0BAThH IO OIIMOKe JYKHUC JICKAPCTBCHHLIC ITPCTIapaThI.

Cuenapuii npumenenus cxembl 702-posting.xsd. Cxema 702-posting.xsd nmoctymHa u
MOJKET MPUMEHAThCA CyOBheKkTaM oOpalleHusi 3a UCKIIoYeHHeM MpousBoauteneid. Cxema 702-
posting.xsd peKOMEHIYEeTCs JIJIsl UCTIOIb30BAHUS ANITEYHBIMUA U MEAUITUHCKUMH OpTraHU3aAlMUSIMHU.
Cxema 702-posting.xsd MOXeT NPUMEHAThCS CyObeKTamMu OOpalleHHss B Cilydae, eCIIH
TPY300TIpaBUTENh JIEKAPCTBEHHOT'O Tpernapara no KakuMm-inbo npuuuHam He nepenan B [MC
MJUIIT cBenenus o mpueMKe U OTrpy3Ke MapKUPOBAHHOTO JIKAPCTBEHHOTO Mpemnapara.

CyObekT oOpallleHus, OCYIIECTBUBIIMN (AKTUYECKYIO0 TPUEMKY MAapKUPOBAHHOIO
JIEKapCTBEHHOTO Tpernapara Ha CKJIajA, A TOCIEAYIOIIEr0 BBIOBITHS WM JIBHXKCHHSA
MapKHpPOBAaHHOTO JIEKAPCTBEHHOI'O IIpenapara MOXET OCYHIECTBUTH OINPHUXOJOBAaHUE TaKOIO
JIEKapCTBEHHOTO Tpernapara myTeM 3arpy3ku cxembl 702. Cxema onpuxo/0BaHMsS HE Tpedyer
MOJATBEPXKJIEHUSI 00 OTTPy3Ke CO CTOPOHBI OTHpaBUTENS. 3arpy3uB cxemy 702 MapKUpOBaHHBIN
JIEKapCTBEHHBIN npenapar Oyner MIPUHAT Ha CKJIaj OpraHH3aI1Hy.
Hanee ero MmoxHO Oynet peanuszoBaTh ¢ ucnonbzoBanuem KKT wmm PB. IlocienoBarensHOCT
I1aroB NOJPOOHO OMKCaHa B JOKyMEHTE, OMyOIMKOBaHHOM Ha caiite YecTHbI3HAK.p(]

CxeMy OINPHUXOJIOBaHUS B YKa3aHHOM CIIydae MOXKHO TaKXe WCIIOJIB30BaTh B CEPBHUCE
“@apma.llpocto”.
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6. UHTerpanmuoHHoe B3auMo/ieiicTBHE ¢ BHEINHUMHU HHPOPMAITHOHHBIMU
CHCTEeMaMHU

O6pamaem Baire BHUMaHUe, 4TO coriacHO rnoctanoBieHuto [IpaBurenscTBa Poccuiickoit
Oeneparun Nel556 ot 14 nexabpst 2018 roxa, yacts pynkuuit ®IT'UC MIJIIT ocymecTBisercs
HA OCHOBAHMHU CBEACHUM, MOTYYaeMbIX OT (efepalbHbIX OPraHOB MUCIOIHUTEIHHONW BIACTU WU
Ha OCHOBAHUU CBEICHUH, COJCPIKALIMXCS B MX WHPOPMALMOHHBIX CUCTEMaxX M MOJIY4aeMBIX C
UCIIOJIb30BAHUEM CHCTEMbI MEXBEJIOMCTBEHHOTO 3JIEKTPOHHOTO B3auMOACHCTBUs (Hanee —
CMD3B) B aCHHXPOHHOM PEXHUME.

Cornacao denepanpHomy 3akoHy "OO0 opraHu3anuy MpeIoCTaBICHUS TOCYIapCTBEHHBIX
U MyHUIMODaneHeXx ycayr" ot 27.07.2010 N 210-®3 (mocienHsiss peaakuus), CpoK
MIPEIOCTABIICHUSI CBEJICHUI C MCIOJIB30BAaHUEM CPEJICTB MEKBEJOMCTBEHHOI'O B3aUMOJICHCTBUS
HE MOJKET MPEBBIIIATE 5 HEH ¢ MOMEHTa (POPMHUPOBAHUS 3a1POCa IJIs CIIyYaeB:

— Ot Munnpomropra Poccun: B 9actu mosydeHuss MHGOpManmuu O JHUIEH3UAX Ha
IIPOU3BO/ICTBO;

— Ot Munszapasa Poccun: nonydenus ”HGopMauy Mo CBEACHUAX COJAEpIKALLUXCS B
€/IMHOM CTPYKTYPUPOBAHHOM CIPaBOYHUKE JieKapcTBeHHbIX npenaparos (ECKIIIT);

— Or Poc3gpaBHaa3opa: mnonydeHuss uHGopMauuu O  (GapMaleBTHYECKHX U
MEAMLMHCKUX JIMLIEH3USIX;

— Ot ®enepanbHOI HAJIOTOBOM CIIy:KOBI: B 4YacTH MOJIY4YEHUsI CBEICHUH I10 aJpecam U3
OUAC wu cBeneHud U3 peecTpa IOPUAMYECKHX JIML M HHIUBUAYAJIBHBIX
IIpEeANPUHUMATEIICH;

— Ot QenepanbHONl TaMOXKEHHON CIYXObI: 4acTHU IMOJYYEHMsI CBEIECHUN U3 peecTpa
TaMOXXEHHBIX JeKJIapaluil.

7. COHpOBO}IHTeJIbHaH AOKYMEHTalUsA

— Meroauueckne peKOMEHJAMKM 1O padoTe C MapKHUPOBAHHBIMU JIEKAPCTBEHHBIMU
npenapaTamu (https://xn--80ajghhoc2aj1c8b.xn--
plai/upload/iblock/ff6/Metodicheskie rekomendatsii_po_rabote s markirovannoy produkts
iey opublikovano.pdf)

— PykoBogcTtBo  monwp3oBarens — JlmuHoro — kaOuHera  cyOBekTa — oOparieHus
JIEKapCTBEHHBIX CpPEICTB (https://xn--80ajghhoc2ajlc8b.xn--
plai/upload/iblock/d1f/Rukovodstvo-polzovatelya-lichnogo-kabineta-subekta-
obrashcheniya-lekarstvennykh-preparatov.pdf)

— PykoBoacTBo IMOJI30BaTEIIsI cepBuca «®apma.llpocto»
(https://ph.mdlp.crpt.ru/documentation)

— Buaeomarepuans mo padore ¢ cepsucom «Dapma.llpocro» B OOydaromiem 1eHTpe
Yectroro 3Haka (https://xn--80ajghhoc2aj1c8b.xn--plai/lectures/education/)
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Ipunoxenue 5. Ilopsigok 00padoTKU OOpalieHNd Y4ACTHHKOB 000pOTAa 10
KAaCCOBBIM YeKaM

1.

B pamkax oOpamienust B ciryx0Oy TexHU4eckod moaaepxkku Omneparopa Ha MpeaMeT
MPOBEPKM HAJIM4YMsl CBEJICHUN O peaTM30BAaHHOM JICKApPCTBEHHOM IIperapare (Io
cxemaMm Joruyeckod Mojenu ¢anmoB obmena 10511/10522), mocTynuBmIMX OT
omneparopa QuckanbHbiX gaHHbIX (gaee — ODJ[) B OI'MIC MIJIII, cybwvekty
oOpalieHus JICKApCTBEHHBIX CPEJCTB (ajiee — 3asiBUTEIh) HEOOXOAMMO TPEIOCTaBUTh
CJICAYIONIYI0 HHPOPMAIIHUIO:

1.1. Onwucanue NpUYUHBI OOpAIICHHUS.

1.2. Komnwuro xaccoBoro 4eka (CkaH-Komus, ()OTO I HHOE).

1.3. Jlanubie yeka B ¢popmare json or OD/] (ipu HaTUIUN).

COTpyIHHUK TEXHUYECKOW MOIJCPKKU 00ECreurnBaeT NMEPBUYHYIO TPOBEPKY HATUYHS
ceegenmii mo cxemam 10511/10522 B 6a3e manubix ®T'UC MJJITI, B COOTBETCTBHH C
PEKBU3UTAMHU Y€Ka, IPEACTABICHHBIMU 3asBUTEIICM.

IIpu orcyrcrBuu cBenenuii o yeke B ®I'MC M/JIII:

3.1. CoTpyaHHK TEXHMYECKOW MOJJIEPKKU ICKAIUpyeT oOpalleHue 3asBUTENs Ha
CICIYIOINNA  YpPOBEHb  TCXHWYCCKOW  TMOMICPXKKH  JUI  TPOBEACHHS
JIOTIOTHUTEIIFHOTO aHAIM3a MPUYHH WHITUACHTA.

3.2. Cpoku paccMOTpEeHHS W OTpPaOOTKH HWHIMICHTA OIMPEICIICHb B JIOKYMEHTE
«[IpaBuiga  periIaMeHTHOTO  OOCITY)KWUBAaHUS  TEXHUYECKOW  IOICPIKKH

00opyaoBaHus u [IPOIPAMMHOTO obecneueHus rOCYIapCTBEHHOMN

MHCbODMElLlYIOHHOﬁ CHUCTCMbI MOHHUTOPHHI'A 3a O6ODOTOM TOBApPOB, INOJJICKAIIINX

00s3aTenpHOM MapKUPOBKE cpeAcTBamMu uaeHTHudukaimmny (nainee — [IpaBumna
PETJIaMEHTHOT0 00CTYKUBaHUS).

3.3. Tlo pesynpTaram mosydeHus: nHpopMmamuu O (pakre OTpadOTKH OOpaIIeHus
COTPYIHHMK TEXHHYECKOW momuepkku Orneparopa, MpeIOCTaBIsIeT OTBET
3asBUTEII0 W 3aKpbIBaeT OOpalleHHe COTJIACHO MOPSJIKY, OIMHMCAaHHOMY B
[IpaBunax peraameHTHOTO OOCTY>KUBAHUSI.

IIpu orcyrcTrBHN cBeneHni 00 oTipaBaeHHOM Yeke 0T OD/I:

4.1. CoTpyAHHK CIIy>KObI TEXHHYECKOH MOJAEP)KKHM HaIlpaBiseT oOpalleHue Ha
3JIEKTPOHHBIN asipec ci1yk0bl TeXHU4ecKoi nmoaaepxku OD/I.

4.2. Cpoku paccMOTpeHMs M OTpabOTKH oOpalieHHss MOTYT BapbHUpOBaThCS B
3aBUCUMOCTH OT PETJIAMEHTHBIX CPOKOB, YCTAHOBJIEHHBIX KOHKpETHBIM OD/I.

4.3. Tlo pesymbratam monydeHus uHGOpMammu o (akTe OoTpabOTKH oOparIeHus
COTPYAHMK TEXHUYECKOM moanepkku Omneparopa, MNpPeaoCTABISIET OTBET
3agBUTENI0O M 3aKpbIBaeT OOpalleHHe COrJIacHO TMOpPSAKY, OINUCAaHHOMY B
[IpaBunax periaMeHTHOro 00CITyKUBaHUSI.
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