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BHeceHbl He3HAYUTENbHBIE MPABKUA MO TEKCTY
JIOKyMEHTa




1. TepMuHBI U COKpaLIEeHUS

Tepmun/Coxpaienue Omnpenenenue

JPY Jepxarenn PEruCTPalMOHHOTO YAOCTOBEPEHUS
JIEKAPCTBEHHOTIO Mperapara

BropuuHnas VYnakoBka, IOCTyMaroIas K TOTpeOUTENIO U CITyKaras

(morpebuTenbckas) U1 pa3MEUIEHUs E€AMHUYHOM MEPBUYHONW YMAKOBKHU

YITAKOBKA JIEKapCTBEHHOI0 Ipemnapara Wi O00beIUHSIoNas
HECKOJIKO TIEPBUYHBIX YIIAKOBOK JIEKAPCTBEHHBIX
IIpEeIapaToB

ECKJIIIT EnvHbld  CTpyKTYpUPOBAHHBIM  CIPABOYHUK-KATAJIOT
JIEKApPCTBEHHBIX MPENapaToB

NuauBuyanbHbIM Hudposas W OykBeHHO-1TU(pOBas

CEpUIHBIN HOMED | MOCHEA0BATEIBHOCTD

TOPrOBOM €IMHUIIBI

Unentuduxatop [Ipedukc xoma SSCC, mpencrasustonmii coboii Habop

IPUMEHEHUs u3 2 unu Oosiee 3HAKOB, PACIONOXKEHHBIM B Haudaje
AJIEMEHTHOM CTPOKM U OJIHO3HAYHO OIpPEAEI SO
Ha3HayeHHe U (GopMaT MOJs JaHHBIX, CIEAYIOIIEro 3a
nperuKcoM

KKT KonTponpHO-KaccoBas TEXHUKA

Koxa DataMatrix VYHUKaIbHAS 10CJIe10BaTEIbHOCTD CHMBOJIOB,

MPE/ICTaBIICHHAss B MaIllMHOYMTaeMon (opmMe WU C

HCIIOJIb30BaHHUCM HHOTO CpcaAcCTBa

aBTOMATUYECKOM MIAEHTU(UKAIINHN, KOTOpas HAHOCUTCS

(TEeXHOJIOTHH)

Ha YIIAKOBKY JICKAPCTBCHHLIX IIPCIIapaTOB MCTOJaMHU
IneyaT UJIiM STUKCTUPOBAHWA

Mecto ocymiecTBiaeHus: | MeCTO  OCYIIECTBIEHUS  JIESITEIHHOCTH  CyOBbeKTa

NEeATENBHOCTH oOpallleHus1 JIeKapCTBEHHBIX CPEJICTB — pe3UJeHTa
Poccuiickon ~ @enmepauuu  COIVIACHO  JIMLIEH3UU
(MpOM3BOJCTBO JIEKapCTBEHHBIX CPEICTB,
dapmarneBTHUECKasT JICSITENIBHOCT W MEIAUITMHCKAS
NEeSATENbHOCTb, JeSTENbHOCTD o obopoty
HApKOTHUYECKUX CPEACTB M ICUXOTPOIHBIX BEILIECTB)

oo Omnepatop (pUCKaIbHBIX TaHHBIX

OOparupii  mopsanok | [Topsimok mpuemMKH JIGKapCTBEHHBIX MPENapaToB, MPHU

aKIENTOBAHMS KOTOPOM TOJIy4aTesleM PErHCTPUPYIOTCS CBEIAEHUS O

pUeMKe JICKapCTBEHHBIX TMpenapaToB Ha CKIal, a




MOCTABIIUKOM  OCYLIECTBJISICTCS  IOATBEPKICHUE
CBEJICHUH O NPUEMKE Ha CKJIaJ MOKYyIaTels

[Tonmy4arens YyactHuk 000pOoTa, OCYIIECTBISIONIUN  MPUEMKY
JIEKAPCTBEHHBIX MPENapaToB

[TocTaBmmk VYyactHuk o6opota, 000poTa, OCYHIECTBISIONUIUI
MIOCTaBKY JICKAPCTBEHHBIX MTPENApaTOB

IIpsamoii nopsAoK | [lopsaaok nmpueMKH JEKapCTBEHHBIX IPENApaToB, IIPU

AKLECITOBAHUS KOTOPOM TMOCTaBIIMKOM PETHCTPUPYIOTCS CBEJIEHUS 00
OTTPYy3KE JIEKAPCTBEHHBIX IPENapaToB MOJyYaTeNto, a
NoJy4yaTeaeM OCYILIECTBIISIETCS NOATBEPKICHUE
3apErUCTPUPOBAHHBIX TMOCTABIIMKOM CBEACHUH 00
OTTpy3Ke

Py PeructpannonHoe ymoCTOBEpEHHE JIEKAPCTBEHHOTO
rpernapara

PO Perucrparop smuccun

Tpetnunas I'pynmoBasi ynmakoBka, HCHOJIb3yeMasl JJI XpPaHECHMUS,

(TpaHcmopTHast) IIEPEBO3KU U IIEPEMELICHHU JICKAPCTBEHHOIO IIpenapara

yITaKOBKa MEXAY CyObeKTaMu OOpalleHusi JIEKapCTBEHHBIX
CPEACTB

TYC ToBapHO-y4YeTHas1 cucTemMa

VYyacTHHK obopora | CyOneKkT oOparieHus JIeKapCTBEHHBIX CPE/ICTB,

TOBapOB IOpUJINYECKHUE JIUIA U UHUBUAYAJIbHBIC
IIPEAIPUHUMATEINH, OCYIIECTBIISIIOINE ITPOU3BOICTBO,
XpaHeHue, BB03 B Poccuiickyro denepanuio, OTIYCK,
peanusanuro, rneperavy, NpUMEHEHUE U YHUUTOXKEHUE
JIEKaPCTBEHHBIX MIPENApaToB

OI'MC MJIIT ®denepanbHas rocy1apcTBEHHAs: HHPOpMAIIMOHHAS
CHUCTeMa MOHUTOPHHTA JIBU>KEHUS JIEKAPCTBEHHBIX
IIPENApATOB ISl MEIUIIMHCKOIO IPUMEHEHUS

API Application programming interface, onucanue
CIOCOOOB B3aMMO/ICHUCTBUSI KOMITBIOTEPHBIX MPOTPaMM

DrugCode (ko | YHUKAJIBbHBINA KOJI JIEKAPCTBEHHOTO Mperapara,

JIEKapCTBEHHOTO OJIHO3HAYHO UJACHTUPUIUPYIOIINNA JTEKapCTBO

npenapara B ECKJII) | cormacHo ¢opme BhITyCKa, JO3UPOBKE, IEPBUYHOM,
BTOPUYHOW YIIAKOBKE W U3TOTOBUTEIIO TOTOBOU
JIEKapCTBEHHOM (HOPMBI

GTIN Global Trade Item Number, yHUKaabHBIH KOS,

IIPUCBAMBAEMBI T'PYNIIE TOBAPOB IIPU HUX OINHUCAHUM B




nH()OPMAITMOHHOM pecypce, 00eCTIeUnBaroIIeM yueT U
XpaHEHUE JIOCTOBEPHBIX JIAHHBIX O TOBapax IIo
COOTBETCTBYIOIIICH TOBAPHOW HOMEHKIJIATYPE

SGTIN

YHUKATbHBIN uacHTU(PHUKATOP BTOPUYHOU
(mMOoTpeOUTETHCKOM) YIaKOBKH JIEKapCTBEHHOTO
npernapara (B CiIy4ae €€ OTCYTCTBHS - IEPBUYHOMN
YIaKOBKH JIEKAPCTBEHHOTO Mpenapara), GopMupyemblit
yTEM n00aBIICHUA K rJ100aNbHOMY
UICHTU(UKAITMIOHHOMY HOMEPY TOPTOBON EIUHUIIBI
WHAUBUAYAIbHOTO CEPUMHOTO HOMEpa TOPTOBOii
€ IMHUIIBI

SSCC

Serial  Shipping  Container Code, cpencTBo
UACHTU(DUKALUN rpyHInoBoi YIaKOBKH,
JIEKapCTBEHHBIX MPENapaToB, YHUKAIbHAS IS KaXKI0H
OTZIENBHON TPETUYHON (TPAaHCIOPTHOM) YMAKOBKH
JIEKapCTBEHHOI'0 Ipenapara KOMOWHAIUs CHMBOJIOB,
MPeIOCTaBIICHHAS B BUJIE IMHEHHOTO IITPUXOBOTO KOJIa




2. Ha3zHayeHue TOKYMeEHTA

JlaHHBIA TOKYMEHT IpeAcTaBisieT cOO0M CBOJ METOJIUYECKUX PEKOMEHAAIUN
U  CyOBEKTOB OOpalieHusl JIEKAPCTBEHHBIX CPEACTB  (IUCTPUOBIOTOPOB,
MEIUITMHCKUX YUYPESKICHUW W anTEYHBIX OpraHu3amuii) mo paboTe B CHUCTEME
MOHUTOPUHTA JBWKEHHUS JIEKAPCTBEHHBIX IIPENApaToB A MEIULIHUHCKOTO
npumeHenus: (nanee — GI'MMC MJUJII) B nepexoaHslid mepuoi, a TakKe Iocie
cTapTa 00s3aTeIbHON MapKUPOBKH JICKAPCTBEHHBIX IpenapaToB 1 utons 2020 roga.

JIroOble (u3MUecKue AEUCTBUS, OCYIIECTBISEMbIE C JIEKApPCTBEHHBIMU
npenaparaMu cyObeKTaMu OOpallleHUs JEKapCTBEHHBIX CPEICTB Ha BCEX dTarax
TOBApOIPOBOAAILIEH LEMNH, JOHKHBI ObITh 0TpakeHbl B @I MC MJUJIIL.




3. Oo0mast unpopmanus

3.1.0Onucanne koaa DataMatrix. Hanecenune Ha ynakoBky. CUuThIBaHHE
KoJa

Koxg DataMatrix B o0mem ciay4dae MpeacTaBisieT co00i JByMEpHBIT
MaTPUYHBIN IITPUXKO, MPEACTABIAIONINN CcO00il u4€pHO-Oenble 3JIEMEHTHl WU
AJIEMEHTBI HECKOJBKHUX Pa3IUYHbIX CTEIIEHEH sIpKOoCTH, 0OBIYHO B popMe KBajpara,
pa3MELIEHHBIE B TPAMOYTOJILHOW WM KBAAPATHOU rpyIine. MaTpuyHbIi IITPUXKO
MpeAHa3HA4YCH I KOJAUPOBAHUS TEKCTA WIM TAHHBIX JIPYTUX TUIIOB.

Kox DataMatrix nekapcTBEeHHOTO TmperapaTa COJCPKUT B ceOe KPHUITO-
3aIMIIEHHBIN KOJI MAPKUPOBKUA U BU3YaJbHO MPEACTABISIET COOOM JBYXMEpPHBIN
MaTPUYHBIN KOJI, pa3/ieICHHbIN Ha 4 OJINHAKOBBIC 30HBI.

OtnuunTenbHbIMA  YepTaMu koja DataMatrix ot mpuBbraHoro QR-koma
ABJIIETCS] OTCYTCTBHE 3-X KBaJpPaTOB MO yriiaM U300pakeHus U Hamuuue L-nuHun
10 IPABOM U HWKHEW rpaHuiaM. [IpumMep 1u1s cpaBHEHHSI IPEICTABIEH HA PUCYHKE
(Pucynok 1).

TR T I

mEh
e e

DataMatrix - Ko

Pucynok 1

Kox DataMatrix, HaHeceHHBIH Ha YITaKOBKY JICKAPCTBCHHOTO MperapaTa MeeT
pasmepHoCcTh 36x36 Mopaynel u couepkuT B cebe wuHpopManui 00 Koje
MapKUPOBKH JICKAPCTBECHHOTO TIpeTiapaTa, U BKIIOYaeT 4 TPYIIIbI TaHHBIX:

1 — rnoGanbHbI HICHTUDUKAIMOHHBI HOMep ToproBoi emuHuibl (GTIN),
cocrosui u3 14 uudpoBbIX CUMBOJIOB;

2 — MHAVBUIY AJIbHBIN CEPUIUHBIN HOMEDP TOPTOBOW €AMHUITBI, COCTOSTIHI 13 13
CHUMBOJIOB IU(POBOM MM OYKBEHHO-ITU(PPOBOI MOCIIET0BATEILHOCTH;

3 — KJIF0OY TIPOBEPKH, TIPeIOCTaBIsieMblii OmepaTopoM CUCTEMBI, COCTOSIITUIN U3
4 cumBOJIOB IU(PpOBOI Wi OyKBEHHO-ITU(PPOBOI MOCIEO0BATEIBHOCTH;



4 — 3HayeHue KoJa MPOBEPKH, cocrosiiiee U3 44 CUMBOJIOB LU(PPOBON MK
OykBEeHHO-II(POBOM TTOCIICTIOBATETHHOCTH.

BakHO TOMHUTBH, 4YTO Ha pBIHKE MOT'YT BCTpPEUYaThCS JIEKApCTBEHHBIC
nperapaTrbl MMEIOIIME Ha CBOCH yIakOBKE pas3liMyHble BUABI KojgoB DataMatrix,
HAHECEHHBIE JI0 BBOJIa 00s3aTEILHON MAapKUPOBKH JICKAPCTBEHHBIX MPEMapaToB.

Takumu xomam DataMatrix MoryT ObITh:

® KOJbl MAPKUPOBKHU APYTUX CTpaH (0€3 KPUITO3AIIUTHI);

e xomel Data Matrix, coxepkamme Koabl MapKUpOBKH Poccuiickoit
®denepalui, HO BBINYIIEHHBIE B MOMEHT MPOBEJICHUS AKCIEPUMEHTA IO
MapKUPOBKE JIEKAPCTBEHHBIX TMPENapaToB CPEICTBAMH HACHTU(PUKALIUU,
npoBoaumoro ¢ 1 despans 2017 r. mo 31 nexabps 2019 r.:

e Jpyrue koasl DataMatrix, HAHOCUMBbIE MPOU3ZBOJAUTEISIMU B MAPKETUHTOBBIX
Y UHBIX IEJISIX.

3.2.Ilpumepsnl koaoB DataMatrix u UX OCHOBHbIE OTJINYMS

e DataMatrix 0e3 KpUNTO3AaIIMTHl HMEET pPa3MEPHOCTh 26x26 Momynein
(PucyHok 2) 1 MeHee M He UMEET pa3jiejicHHUs Ha 4 30HbI (IpyTrue CTPaHbI U
DataMatrix, HaHOCHMbI€ B MAPKETUHTOBBIX IEJISX).

Pucynok 2

e DataMatrix ¢ kpunTo3ammrod 88 CHUMBOJIOB HMEET pazMepHOCTh 44x44
monyis (Pucynok 3) u 6osee (JeKapCTBEHHBIC MPENapaThl ¢ TAKUMHU KOJAAMHM
BBIMYCKAJIUCh B paMKax SKCIEPUMEHTa MO MapKUPOBKE JIEKAPCTBEHHBIX
npenapatoB ¢ 1 deBpans 2017 r. mo 31 gexadps 2019 1.).



Pucynok 3

ﬂeKapCTBCHHBIe nperuaparbel ¢ TaKUMHU KOJaMHU MOTI'YT 6eCHpeH$ITCTBeHHO
O6paH_[aTBC$I Ha PBIHKC 10 UCTCUCHHA NX CPOKA I'OJHOCTHU.

CraTyc K0Jla MapKUPOBKHA MOKHO OIPENEIUTh MOCPEACTBOM CKAHUPOBAHUS
koga DataMatrix MoOWabHBIM  TpHUIOKeHHEM  «YecTHBIM  3HaK» WK
dbopmupoBanuem 3arnpoca B cucremy OI'MC MJIIL.

DataMatrix HaHOCHUTCS Ha BTOPHYHYIO (ITOTPEOUTEIILCKYIO) YIIAKOBKY
JIEKapCTBEHHOI'0 IIpernapaTa, a B CJIy4ae €€ OTCYTCTBUS — HA IEPBUUHYIO YIIAKOBKY
JEKapCTBEHHOI'O IIperapaTra IPOU3BOAMTENIEM JIEKApCTBEHHOIO IIpernapara.
Nudopmanus, 3ammdpoBaHHas B KOJe MapKUPOBKE, KaK MPaBUIIO, TyOIupyercs B
YelioBeKo-unTaeMoM Buje. [Ipumep HaHeceHUsT 4eTOBEKO-YUTaeMON HH(POPMAIIIH
npejcTaBicH Ha pucyHke (PucyHok 4).

GTIN: 04603988015224
SER: 1108J5J214I8E
LOT: 20919

EXP: X 23

Pucynok 4

Wcnone3ys kox DataMatrix, cyobekt oOpaliieHus JTIeKapCTBECHHBIX CPEACTB B
paMKax OCYIIECTBJICHHsI OTMEpaluii C JIEKapCTBEHHBIMHU TMpenaparaMu HMEeT
BO3MOYKHOCTB OCYIICCTBIISITh IPUEMKY, TIEpEMEIIIEHNE U TIepeIady JIeKapCTBEHHBIX
IpernaparoB, BBIBOJ M3 000poTa W JApPYIHE OIEpalid C JICKapCTBEHHBIMU
npenapaTamMu I MEIUITMHCKOTO MMPUMEHEHHS, 00eCIeunBas MpoCIeKNBaEMOCTh
JBIDKEHUS JICKAPCTBEHHOTO TIpemapara 10 BCEH TOBApOIPOBOIAIICH IICTIH.
[TonpoGHee o mporieccax npuemMa-rnepeaayu ToBapa yuacTHUKaMu 000pOTa OMUCaHO
B pasjiene: [Ipoiiecchl ABMKEHUS TOBapa MKy KOHTPAreHTaMHU.
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3.3.0Onucanue koga SSCC. Hanecenue Ha ynakoBky. CUHThIBaHHE KOJA

Kox SSCC npeacrasinsier coboit nudpoBoit HoMep GUKCUPOBAHHOM JUTMHBI B
18 3nakoB. BusyansHo SSCC npeacrasnsier coboil TMHEHHBIN ITPpUX0BOH Ko. Ero
OTJIMYUEM OT JAPYTHX JHHEWHBIX INTPUXOBBIX KOJOB SIBISICTCS HCIIOJIE30BAHKE
unentudukaropa npuMeneHus — «(00)», pacrmonoKeHHOr0 HEMOCPEACTBEHHO
nepen HomepoM kona. [Ipumep npencrapnen Ha pucyHke (PucyHok 5).

MR

(00)146054690000000283
Pucynok 5

Kon SSCC nanocuTcsi MpoU3BOAUTENEM WA MOCTABIIUKOM JIEKAPCTBEHHBIX
IpernaparoB Ha TPAHCIOPTHYIO YIAKOBKY. TpaHCIOPTHON YIAKOBKOM MOXKET
CIIY>KUTh 3aBOJICKOM KOPOO WK TasieTa.

Ucnonb3ys kon SSCC, yyacTHUK 000pOoTa TOBapOB HMEET BO3MOXKHOCTH
OCYIIECTBJISTh MPUEMKY M Tepefady JIEKapCTBEHHBIX IIpenapaTroB, B paMKax
B3aMMOJICUCTBUS C JPYrMMH KOoHTpareHTamu. [lompoOHee o mpolieccax mpuema-
nepeaaur ToBapa y4acTHUKaMu 000pOTa OMKMCaHo B paszene: [Iporieccrl MBUKeHNs

TOBaApa MCKAY KOHTparcHTamu.

Onucanue MpoOIECCOB arperupoBaHusi (0ObEIMHEHUS) M pa3arperupoBaHUs
(pacopmupoBaHusl) TPAHCIOPTHONW YIMAKOBKU TMPEACTABICHO B CJEAYIOIIEM
paszene.

[Tpu Hanecennn cyOBEKTOM OoOpalieHus JeKapCTBeHHBIX cpeAcTB koga SSCC
Ha TPAHCHOPTHYIO YMNakoBKy (kKopoO wu(wiM) mnamwiery) s yao0cTBa €ro
MOCIICAYIOMIETO TIOWCKAa JPYTUMHU CYOBCKTAaMU OOpaIleHUs JIEKapCTBEHHBIX
CPE/ICTB, PEKOMEHIyeTCs MoMeuaTh HakjiIehky ¢ kojgoM SSCC momoaHUTEIbHBIM
uaeHTUGHKaTOpOoM (Hampumep, u3oOpakeHnem koma DataMatrix) wim TekcTom
(«MapkupoBka» win «MJJIT»).

Jy1st CHYDKEHMSI BpEMEHHM TTOMCKA U yI00CTBA CYMTHIBAHMSI Ha KOPOO (Tasuiery)
PEKOMEHAYETCSI HAHOCUTD JIBE 3TUKETKH ¢ KoJIoM SSCC Ha coceiHUuEe BEPTUKAJIbHbBIC
ctoponbl. [lomemarh kopo® Ha mamiere ciemayeT Tak, 4dtoobl koj SSCC
pacroJiarajicsi Ha Hapy>KHOW CTOPOHE, JIOMyCKasi €r0 CYUThIBAHUE.
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Taxke, BO H30CKAHWE COBEPIICHHWS OIMMOOK TIPH CYHMTHIBAHUH, HE
PEKOMEHyeTCSl HAHOCHTh JAPYTHE BUABI JJOTUCTUYECKUX KOJOB, HA TE KE CTCHKHU
KopobOa (mayuiersl), uto U KoJbl SSCC win B MX HENOCPEICTBEHHON OJIM30CTH.

3.4.ArperupoBaHue u pa3arperupoBaHue TPAHCIIOPTHON YyNaKOBKH

ArperupoBaHue — 1porecc OObEIUHEHUS CYOBEKTOM  OOpaleHHs
JIEKapCTBEHHBIX CPEJICTB YIAKOBOK JIEKAPCTBEHHBIX IpPENapaToB Ha JIIOOOM JTare
oOpallleHus JIEKAPCTBEHHBIX MPENapaTtoB B IPYIIOBYI0 YHAKOBKY C HAaHECECHHEM
COOTBETCTBYIOILIEIO TPYIIIOBOIO KOJA@ TPETHMYHOW (TPaHCIIOPTHOM) YIAKOBKH
JeKapCTBEHHBIX MpemnapatoB u ¢ coxpanenuem B OI'IC MJUJII undopmanuu o
B3aMMOCBS3M CPEJCTB HIACHTHU(PHUKAIMK, HAHECEHHBIX Ha MOTPEOUTETHCKUE
YIAKOBKH JIEKAPCTBEHHBIX MPENapaToB (B CIydyae OTCYTCTBUSI MOTPEOUTENIbCKUX HA
NEPBUYHBIX YIAKOBKax), C TPYNIOBbIM KOJOM TPETUYHON (TpaHCIOPTHOM)
YIIAKOBKH JIEKAPCTBEHHBIX IIPENApaTOB CO34aBAEMOM IPYIIIOBOM YIIAKOBKHU.

ArperupoBaHue€ MpPEAnojgaraeéT BO3MOXXHOCTb HalM4Ms JHOOOTr0 YpOBHS
BJIOKEHHOCTH YIIAKOBOK:

® arperupoBaHHUe MEPBOrO YPOBHS — OOBEAMHEHUE NEPBUUYHBIX U BTOPUYHBIX
YIAKOBOK JIEKAPCTBEHHBIX IMPENaparoB B TPETUYHYIO (TPAaHCHOPTHYIO)
YIIaKOBKY;

® arperupoBaHM€  BTOPOrO  ypOBHS —  OOBEOUHEHHE  TPETUUHBIX
(TpaHCHOPTHBIX) YIIAKOBOK B APYTYIO TPETUUHYIO (TPaHCIOPTHYIO) YIIAaKOBKY
BBILIECTOSAIIErO YPOBHS BIIOKEHHOCTH.

ArperupoBaHue MOXET  BBINOJHATHCS cyOBeKTOM oOparnieHus
JIEKAPCTBEHHBIX CPEICTB HAa PA3JMYHBIX 3Tanax HPOU3BOIACTBEHHOIO LMUKIA U
000pOTa JIEKapCTBEHHBIX MIPENapaToB.

Jnst  arperupoBaHUsl YYaCTHHKY 000pOoTa HEOOXOJIMMO  BBITIOJIHUTH
CHEYIOIINE ACUCTBUS:

1. YnoctoBepuThCsl B TOM, UYTO YNAaKOBKH JIEKAPCTBEHHBIX IPENapaToB,
comepkamue yHuKanbHbie uaeHTudukatopel  SGTIN, koropsie
y4acCTHUK 000pOTa MJIaHUPYET arperupoBaTh, HAXOASATCS MO JaHHBIM
OI'NMC MUJIIT y Hero Ha OanaHce.

2. ArperupoBaTh YIaKOBKH JIEKAPCTBEHHBIX MPENApaTOB B TPAHCIOPTHYIO
ynakoBky u 3apeructpupoBatb B OI'MC MJIJII cBenenus o0
arperupoBaHUM YIAKOBOK JIEKAPCTBEHHBIX MPENApaTOB B TPETUUHYIO
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(TpaHCIIOpTHYI0) ynakoBKy (cxema 911! mormueckoit momenu ¢aiinos
oomMena OI'MC MJIII), ucnone3ys i mepenadyud UHGOpMALUU
nokymeHT B (opmare Xml. B mome «SSCC» Xml-moxymeHTa H0KeH
obITh ykazan koj SSCC TpancnoptHoil ynmakoBku. B mone «SGTIN»
Xml-mokymMeHTa  HEOOXOMUMO  MEPEUYHMCIUTh BCE  YHHKAIbHBIC
UICHTU(GUKATOPBl YIMAKOBOK JIEKAPCTBEHHBIX MPEMapaTroB, KOTOPbIE
OBLIIM arperupoBaHbl B TPAHCIIOPTHYIO YIIAKOBKY.

3. ArperupoBaTh BO  MHOXECTBO  TPAHCHOPTHBIX  YMAKOBOK H
3apeructpupoBath B ®I'IC MJIJIIT cBenenus o6 arpermpoBaHUU BO
MHO>XECTBO TPETHUYHBIX (TPAaHCIOPTHBIX) YyHakoBOK (cxema 915
noruyeckor moaemu ¢aitnoB oomena GI'MIC MJJIIT), ucrionb3ys s
nepenaaun uHGopMarmu qokymeHT B (opmate Xml. B mone «SSCC»
Xml-mokymeHTa He0O0X0MMO yKa3aTh Kojpl SSCC BceX TPaHCIOPTHBIX
yrakoBok. B moite «SGTIN» Xxml-1okymMeHTa HEOOXOAMMO MIEPEUNCITUTD
BCE YHHUKaJIbHBIE HWICHTU(MUKATOPHI yMAaKOBOK  JIEKAPCTBEHHBIX
IpenapaToB, KOTOPhIE ObUIM arperupoBaHbl B KAXKIYIO TPAHCIIOPTHYIO
YIaKOBKY.

4, ]lns arperupoBaHMsl TPETUYHOW YIIAKOBKM TIEPBOTO YpPOBHSA B
TPETUYHYIO YIAKOBKY BTOPOIO YPOBHS U BbIIIE HEOOXOIUMO
MPOU3BECTH  AHAJIIOTMYHBIE JEHCTBUA C  yKa3aHUEM  IEepeyHs
arperupyembix ynakoBok SSCC.

Jlomyckaercsi J0MOJHUTEIbHOE BJIOKEHHE NMOTPEOUTEILCKUX YIAKOBOK
JIEKapCTBEHHBIX TMpPENapaToB B TPETUUYHYIO yIakoBKy. JlaHHas omnepauus
IPUMEHSAECTCA KAaK B ClIydae JOYKOMIUIEKTOBAaHHMS TPETUYHOM YIIAKOBKHU
BTOPUYHBIMHU (TTOTPEOUTEIHCKUMU) U TPETUYHBIMU YIIAaKOBKAMU JIEKAPCTBEHHBIX
IIPEapaToB, TaK U B ClIydyae MNEPEMEILICHUS YIIAKOBOK JIEKAPCTBEHHOTO ITIperapara
Y3 OTHOM TPETUYHOM YITAKOBKHU B JAPYTYIO.

BrnokeHne yMmakoBKHM JIEKAPCTBEHHOTO TMIperapaTa MOXKET BBITOTHATHCS
CyOBeKTOM OOpaIieHus JIEKApCTBEHHBIX CPEACTB Ha Pa3MUYHBIX dTarax obopoTa
JIEKapCTBEHHBIX MPENapaToB.

JI71s1 TOTIOTHUTEBLHOTO BJIOKEHHUS YITAKOBOK YUYaCTHUKY 000pOTa HEOOXO0IUMO
BBITIOJTHUTD CICAYIOIINE JICHCTBHUS:

1. YaocTtoBepuTbcsi B TOM, YTO YHAKOBKHU JICKAPCTBEHHBIX MPEMApPATOB,
comepkamue yHuKanpHble upaeHTU(dukaTtopel  SGTIN, koTopbie

! 3mech m manmee 1O TEKCTy IIPUBEAEHHI HOMEPA CXEM, HCIIONB3YIOIIMECS AJIs MOArOTOBKH XMI-I0KyMeHTOB,
Y4acTBYIOIIUX B TIpoliecce oOMeHa nHpopMalreli TOBapHO-YIETHBIX CUCTEM y4acTHUKOB o6opoTa u ®T'YC MJITI.
[TonHBI TIEpeYHEM CXeM, a TaKXKe WX HaUuMEeHOBaHWs, MpuBeneHbl B [Ipumokennu | HacTosmmx MeToamuecKkux
peKOMeH A
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YYaCTHUK 000pOTa IUJIAHUPYET BJIOXKUTh B TPAHCHOPTHYIO YIaKOBKY,
HaxonasTcs 1o AaHHeIM OT'MC MJJIIT y Hero Ha OanaHce.

2. JIOyKOMIUTEKTOBAaTh TPAHCIOPTHYIO YIMAKOBKY W 3apeTHCTPUPOBATH B
OI'MC MJUJIIT cBeaeHus O JOMOJHUTEIBHOM BJIOKEHUHM YMaKOBOK B
TPETUYHYIO (TPAHCIIOPTHYIO) YIIaKOBKY (cxema 914 norudeckoit Moaenu
daiino oomena GOI'MC MIJIII), wucnons3ys mis Tnepenadu
uHdopmaruu AokymeHT B ¢opmare xml. B mome «SSCC» xml-
JTOKyMEHTa He00XoAnuMo yka3ath KoJsl SSCC TpaHCTIOPTHOM YITaAKOBKH,
B KOTOpYI0 Tpom3onnio Bioxkenue. B mome « SGTIN» xml-mokymenra
HEOOXOMMMO TEPEUYHCIUTh BCE YHHKAJIbHBIE HIACHTU(DUKATOPHI
YIAKOBOK JICKAPCTBEHHBIX IpENapaToB, KOTOpPbIE OBUIA BJIOXKEHBI B
TPaHCIIOPTHYIO YIaKOBKY.

3. Hdns noGaBneHusi TPETUUHON yMaKOBKH MEPBOrO YPOBHS B TPETHUHYIO
YIAKOBKY BTOPOTO YPOBHSI M BbIllIE HEOOXOJAMMO MPOU3BECTU
aHaJIOTUYHbIE JCHCTBUS C yKa3aHueM nepeyHs ynakoBok SSCC.

N3bsaTtue — mporieAypa U3BICUYEHUS JIEKAPCTBEHHBIX MpENapaToB U3
TPETUYHON YIaKOBKH.

N3psATHE yNakOBOK JIEKAPCTBEHHBIX IPENAPATOB W3 TPETUYHOM YIIAKOBKHU
MOXKET BBINOJHATECA CYOBEKTOM O0OpallleHus JIEKApCTBEHHBIX CPEACTB Ha
pa3IUYHBIX 3Tanax 000poTa JEKapCTBEHHBIX MIPENapaToB.

JInst U3bATHS YIIAKOBOK JIEKAPCTBEHHBIX IMPENapaToB yYacTHUKY 00OpoTa
HEO0OXOMMO BBITIOJIHUTD CIEAYIOIINE IeHCTBUS:

1. YaocroBepuTbCs B TOM, YMNAKOBKH JIEKAPCTBEHHBIX IMPENapaTos,
comepxxamue yHuKaiabHbie uaeHTuduxkatopel  SGTIN, koropsie
Y4aCTHUK 000pOTa IUIAHUPYET U3bIATh U3 TPAHCIOPTHOW YHNAKOBKH,
Haxojsatcs 1o ganapiM OT'MC MIJITT y Hero Ha GanaHce.

2. U3pATh yNaKOBKHM JIEKapCTBEHHBIX IIPENapaToB M3 TPAHCHOPTHOU
ynakoBkH u 3apeructpupoBarb B ®IT'MC MJIII cBenenus o0 u3bsiTUU
(cxema 913 moruueckort moxaenu (aitnop oomena ®I'MIC MJUJIIT),
UCTIONB3Ys [Tl Tiepeadr MHPopManuu JoKyMeHT B ¢opmate Xml. B
noie «SGTIN» xml-gokymeHTa HEOOXOAUMO MEPEUYUCITUTh BCE
YHHUKaJIbHbIE UACHTU(UKATOPHI YIIAKOBOK JIEKAPCTBEHHBIX MPENaparTos,
KOTOpBIE OBLIIN U3BSITHI U3 TPAHCIOPTHON YIIAKOBKH.

3. ns u3bATHS TPETUYHOW YIAKOBKH IEPBOTO YPOBHS W3 TPETUYHOU
YIAKOBKM BTOPOTrO YpPOBHS HEOOXOJMMO MPOU3BECTH aHAJIOTHYHbBIC
JEHCTBUS C yKa3aHHeM ymakoBKH BeimecTosmeidn SSCC.
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[Ipy HAIMYKMKM HECKOJBKUX YPOBHEHN BIIOKEHHOCTH TPAHCHOPTHOW YIAKOBKHU
u3bdaTHe ynakoBokK JIII HEoOXOIMMO OCYIIECTBISATH IOCIEN0BATENbHO, IS
KaXXJIOr0 U3 ypPOBHEH, oTpaxkas Kaxayto onepanuo B OI'MC MJUJIIT.

3anpemaercs ornpasisate B @TUC MIUJIIT undopmarnmio o0 u3BieueHUu
yITAKOBOK Pa3HOM CTEIICHU BJIOYKECHHOCTH, UCIIOJIB3YsI OJIMH U TOT ke XMI-10KyMeHT,
(Harmpumep, XMl-mokymeHT, coxepxkammii 00BeIMHEHHYIO WHMOpMAIIO 00
yHaKOBKaX JIEKAPCTBEHHBIX MPENapaTOB, U3BICKAECMBIX M3 KOPOOKH U MaJUIETHI).

B paMkax BbINOJHEHHS OJTHOM oneparuu Henb3s u3BiaekaTbh SGTIN u3 pasHbix
IPYIIOBBIX YIIAKOBOK OJTHOTO YPOBHS, T.€. HeNb3s u3biaTh SGTIN 1 u3 xopoba 1 u
SGTIN 2 u3 kopoba 2 oiHOM onepaluen.

PachopmupoBanue — npoiiecc pacopmupoBanusi (YHUYTOKEHHS) OJHOTO,
HECKOJIBKUX WJIM BCEX YPOBHEM TPETUYHOM YIAKOBKH JO BTOPUYHBIX
(MOTpEOUTENBCKUX ) YITAKOBOK JIEKAPCTBEHHBIX MPENnapaTosB.

PachopmupoBanue  (YHUYTOKEHHE)  TPETUYHBIX  YIAKOBOK  MOXET
BBITIOTHATHCS] YYAaCTHUKOM 000pOTa Ha pa3fIMUHBIX 3Tarmax 000poTa ToBapa.

Jnst pacopmupoBaHus TpPAHCIOPTHBIX YMAKOBOK YYaCTHHUKY 000poTa
HEO0OXOMMO BBITIOJIHUTD CIEAYIOIINE IEHCTBUS:

1. YnmoctoBepuThCS B TOM, YTO YMAaKOBKH JICKAPCTBEHHBIX IMPEMapaToB,
conepkamue yaukanpubie uaentuduraropsl SGTIN, u nomemeHHbIe B
TPAHCTIOPTHYIO YMAaKOBKY, KOTOPYIO YYaCTHUK 000poTa IUIaHUPYET
pacopmupoBath, HaxoaaTcs no ganHeiM OI'MC MIJIIT y Hero nHa
OanaHce.

2. PachopmupoBaTh TpeTUUHYIO YIAKOBKY H 3apeructpupoBats B ®IUC
MJJIII cBenenus o pacopmupoBanuu (cxema 912 norudeckoit Moaenu
¢daiino  oomena OI'MMC MIJII), wucnons3ys mias nepenayu
uHpopMmanuu JIokymMeHT B ¢opmare Xml. B mome «SSCC» xml-
JTOKyMEHTa Heo0Xxoaumo ykazaTh Koa SSCC TpaHCIIOpPTHOM YIIaKOBKH,
KOTOPYIO TpeOyeTcsl pa3arperupoBarh.

IIpn HanU4YMKU HECKOIBKUX YPOBHEU BIIOKEHHOCTHU TPAHCIIOPTHOW YIAKOBKH
JIOMYCKAEeTCsl OCYIIECTBIATh PacOPMUPOBAHUE OT BBIIIECTOSIIETO YPOBHS K
HIDKECTOAIIEMY, OTpa)kas omneparuio s Kaxaoro u3 yposHeir B ®T'MC MJUJIIT
WM, YKa3aB COOTBETCTBYIOIIUI TN pachopmupoBanus B cxeme 912 moruueckon
mozaenu ¢aitioB oomena OI'MC MJJIII, cpa3y pachopmupoBaTh HAIIETy A0
BTOPUYHOM YITAKOBKH.
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[Tocne ycnemnoro pachopMuUpOBaHMs TPETHYHOW YHMAKOBKU €€ HOMep (KOo[
SSCC) craHOBHUTCA «CBOOOIHBIM», TO €CThb JOCTYNHBIM MJi TOCJIEAYIOIIETO
UCTOJIb30BAHUS.

[Tocne omepamuu  pachOpMHUpPOBAHUS  IMOIYYUTh HHOOpPMAIUIO O
COJICP’)KUMOM TPETHYHOW YIaKOBKH ¢ ucmoJib3oBanneM SSCC koja cTaHOBUTCS
HEBO3MOYKHBIM.

B cinydae He0OX0IMMOCTH NMPOBEPKH COAEPKMMOI0 TPETHYHOH YNAKOBKHU
HEO0OXO0IMMO UCIOJIB30BaTh cxeMy 210 moruueckoit Moaenu daitnor oomena ®I'MC
MJUJITT. Xml-moxymeHT, HampaBieHHBIA 1Mo gaHHOW cxeme B OI'MIC MJUIII,
MO3BOJISIET MONYy4YuTh NoApoOHYr0 wuHpopmamuio o SGTIN wmmm SSCC. Tlo
pe3yiibTataM ycnemHou o0pabotku 3ampoca, OI'MC MJIJIII BosBpaimiaeT
YYaCTHUKY 000poTa XMI-T0KyMEHT ¢ OTBETOM O pe3ysibTaTax 00pabOTKU CBEICHUI
no 3anpammBaeMomy SGTIN/SSCC, noarotosieHHsIi o cxeme 211 gorudeckoit
Mozenu daiinoB oomena GI'IC MJIJIII.

Cpoxu nepegauyu uapopmanuu B PI'MC M/JIII: npu pachopmupoBanuu
TPETUYHOM YIIAKOBKHM JIEKAPCTBEHHOTO IIPENapara, HU3bATHU JEKAPCTBEHHBIX
IpenapaToB U3 TPETUYHOM (TPAHCIIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOTO Ipenapara,
JOIIOJIHUTEIIBHOM ~ BIIOKEHUU  JIEKAPCTBEHHBIX IIPENAapaToB B  TPETUYHYIO
(TpaHCHOPTHYI0) YMAKOBKY JIEKapCTBEHHOI'O Ipemnapara sl JIEKapCTBEHHBIX
IIPENapaToB, HAXOAAIMUXCS Ha Tepputopun Poccuiickoit denepanuu, B Te4eHUe 5
padouunx aHeu

WIM [JI1  JIEKAPCTBEHHBIX IMPENaparoB, HAXOMSAIIMXCS 3a MpeaeiamMu
tepputopun Poccuiickoii ®@eneparuu, B TedyeHue 20 padouumx aHeil ¢ JaThl
COOTBETCTBYIOIIECH OMNepaluy C JIEKApCTBEHHBIMH IMperapaTaMy WU TPETUYHOU
(TpaHCTIOPTHOM) YITaKOBKOM JIEKAPCTBEHHOTO Mperapara.

3.5. ToBapHo-y4eTHbIE CHCTEMbI YYACTHUKOB 000p0TA

B nemsax aBromatuzanuy npouneccoB IMEpeaaynd CBEICHUNW O JIEKAPCTBEHHBIX
npenapatoB B ®I'MIC MJJIII yuyacTHukam o0OpoTa PEKOMEHIyeTCs HalaauThb
VMHTETPALMOHHOE B3aMMOJECHUCTBUE UCIOJIb3YEMbIX UMU TOBAPHO-YYETHBIX CUCTEM
(manmee — TYC) ¢ ®I'IC MJUJIIT u yctpoiicTBaMu, 00€CTICUUBAIONITUMHU TIPUEM H
BBIOBITHE JICKAPCTBEHHBIX MPENapaToB.

B ®I'IC MJUJIII peanu3zoBan Habop mporpaMMHbIX UHTEp(ercoB (Haiee —
metoael API) mis oomena cBenenusimu ¢ TYC ydactHukoB oboporta. OnucaHue
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npuBeneHo B gokyMmeHTe «MC «MapkupoBkay. MJUJIIL. IIpotokon oOmeHa
unTepdericnoro yposusi_v3.04», pa3MenieHHOM Ha caiite YecTHhI3HAK.

[To pesynpratam gopadotku TYC B 9acTu peanu3alviii MHTETPAIIMOHHOTO
B3aumojiericTBus ¢ ®I'MC MJJIIT yuyacTHHK 000pOoTa MMEeT BO3MOXKHOCTD I1OJ1aTh
3asBKY Ha MPOXOXKJICHUE TECTUPOBAHUs. 3asBKa MOJAETCS B MPOU3BOJIHLHON hopme
Y HOCHUT YBEJOMHUTEIBHBIN XapaKTep.

TecTrpoBaHKre UHTETPALIMOHHOTO B3aWUMOJICUCTBUSA MTPOBOAUTCS HA TECTOBOM
koHType ®I'MIC MJUJIIT 1 ocymiecTBisieTcst y4aCTHUKOM 000pOTa CaMOCTOSITENBHO,
1160 ¢ npuBiedeHueM nocrasiuka UT-ycnyr yuactHuka o6oporTa.

@aKT YCHENHOr0 TECTUPOBAHUS HWHTETPALIMOHHOIO  B3aMMOACHCTBUSA
MOATBEPKAAETCA CAMOCTOSITENIEHBIM MPOBEACHUEM MTPUEMO-CAATOYHBIX UCTIBITAHUN
YYaCTHHUKOM 000poTa ¢ ucmnolib3oBaHueM pexomeHaoBanHoro OO0 «Omneparop-
[IPTIT» yek-nucra, omyOIMKOBAaHHOTO Ha caiiTe YecTHbII3HAK.

3.6.0060pynoBanue ajst padorsr ¢ PI'UC MJIJIIT

Jnst paGoTel ¢  MapKUpPOBaHHBIMHM  JIGKAPCTBEHHBIMH  IIpernapaTtaMu
HEO0OXOIMMO HCIIOIB30BaTh CleAyolIee 000pya0BaHuUE:

® Il OCYIIECTBJICHUS MPUEMKH U PO3HUYHON MPOJIAXKU JICKAPCTBEHHBIX
penaparoB JOJKEH UCIOJIb30BaThes 2D ckanep mITpuX-KoI0B;

e ISl BBIBOJIA M3 000POTA JICKAPCTBEHHBIX MIPEMApaToOB B paMKax OTITyCKa
M0 JIbTOTHOMY PEUENTy WU JJIsi MEIUIIMHCKOTO MPUMEHEHUS JOJIKEH

HCIIOJIE30BAThCS PETHCTPATOP BHIOBITHSZ.,

3.6.1. Onucanue 2D ckaHepa MITPUX-KOI0B

2D ckaHep - yCTPOMCTBO MJisi TOJy4eHUS WHGOPMAIMM W3 JIMHEWHBIX |
MaTPUYHBIX IITPUXOBBIX KOJOB C BBIOOPOM TEXHOJOTHUU PACIIO3HABAHUS U
OCOOCHHOCTEM JIeKOAMPOBAHUSI B 3aBUCHUMOCTH OT Tuma mTpux-konaa. [lpumep
CKaHepa MpHuBeIcH Ha pucyHke (PucyHok 6Pucynok 1).

2 WHCTpyKIMS TO TMONYYSHHIO pErucTparopa BBIOBITHS TpuBelneHa B [IpuiiokeHHH 2 HACTOSIINX
Mertoauyeckux peKoMeHaun
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Pucynok 6

2D-ckanep npuobpeTaeTcs y4aCTHUKOM 000poTa camocTosTenbHo. [lepeuenn
IPOTECTUPOBAHHBIX YCTPOMCTB pa3MellieH B paszene «[[poBepka ckanepa» Ha cailTe

«YecTHBIN 3HAK.

[Ipy Haguyuu CcKaHepa y YdYacTHHMKAa 000poTa, €ro paboTocrocoOHOCTh
HEO0OXO0IMMO MPOBEPHUTH HA MPEIMET KOPPEKTHOTO CUYUTHIBAHUS KOJa MAPKUPOBKHU.
CooTBeTcTBYIOIIAs MUHCTPYKIMSA pasMelnieHa B paszzaene «[IpoBepka ckanepa» Ha

caiite «HeCTHBIN 3HAKY.

3.6.2. Onucanue perucTpaTropa BbIOLITHSA

Perucrparop BbiObITHS (PB) — yCTpOIiCTBO, OCYIIIECTBISIOIIEE CUUTHIBAHHE
koma DataMatrix, ¢opMupoBaHuWE JaHHBIX O JIGKAPCTBEHHBIX IMpenaparax u
nocnenytomnryro nepenadyy Bo ®I'MC MIJIIT undopmanum o ¢ukcanuu dakra
BBIOBITHSI YIIAKOBKHM M3 000poTa. YCTPOUCTBO UMEET MPOrpaMMHBIN HHTEepdeiic u
MOXET OBITh MHTErpUpPOBAaH C TOBapHO-yuyeTHOM cucremor (manee — TYC)
y4acTHHKa 000pOTa.

Peructpatop BBIOBITHSA HPUMEHSIETCS B CIEIYIOIIMX MpOLieccax BbIBOJA W3
000pOTa JIEKapCTBEHHBIX MTPENapaToOB:

e npu otirycke JIII mo aproTHOMy penenty B anTe4HOW OPraHU3ALNH;
e 1pu ornycke JIII st okazaHust MEAUIIMHCKOW MOMOIIUA B MEAULIMHCKHUX
OpraHu3alHusIX.

Ba:xxno! Ilpu ocymecTB/ieHMH PO3HUYHOI TMPOJAKU JIEKAPCTBEHHBIX
NpenapaToB perucTpaTop BbIOLITHS He TPpedyeTcs.

Peructpatop BBIOBITHS TOCTaBIsIeTCS B JABYX BapHaHTaX WCIIOJIHECHHUS
(PucyHok 7), mpu 3TOM TeXHHYECKOE U (DYHKIIMOHAJIBHOE HAMOJIHCHUE YCTPONCTB
UJICHTUYHO.
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Pucynok 7
3.6.2.1. Bo3mo:kHbIe pe:KUMBbI PA60ThI PErUCTPATOPA BHIOBITHS

«ABTOHOMHBIN PEKUM» — MPH HEOOJBIIIOM KOJTMYECTBE BHIOBITHS YITAKOBOK B
neHb. He TpeOyeT nopaboTku MHPOPMAMOHHON CUCTEMBI yYyacTHHKa obopoTa. B
3TOM pEXUME BCE JCHCTBUS 1O BBIOBITUIO JIEKAPCTBEHHBIX IpPENapaToB
OCYIIECTBISIOTCS TOCPEACTBOM PETUCTPATOPA BBIOBITHSL.

«Pexum TCJ» — B nomemenusx 0e3 cBs3u. IlognepxuBaer 3arpysky B
peructparop BbIObITUA TiepeuHs TpeOyembix JIII w  BeIrpy3ka coucka
OTCKaHHPOBaHHBIX Koj10B DataMatrix. Y no0OeH 11 MCoIp30BaHUs B IOMEIICHHSIX
0e3 cBs3U U 0OMEHa JaHHBIMHU ¢ UH(POPMALIMOHHON CHUCTEMOM y4acTHUKa 000poTa
0e3 ee 10paboTKH (Yepe3 KomupoBaHue (aitios).

«CeTeBoll pexUM» — ITO PEKUM, MPU KOTOPOM PETUCTPATOP BBIOBITUS
BBICTYIAE€T CEPBEPOM, BBIMOJHSAIONIMM 3alpOChl/KOMaHbl, TIEpeaBacMbie C
MIEPCOHAJILHOTO KOMITHIOTEPA YIACTHHKA, JINOO U3 TOBAPHO-YICTHON CUCTEMBI.

B3aumoneiictBue mosb3oBatens (COTpyAHMKA OpraHu3alMd) U TOBApHO-
YYETHOW CHCTEMBI OPTaHU3AIINN B YACTH PA0OTHI C pETUCTPATOPOM BBIOBITHS MOYKET
OBITH peaTM30BaHO, B TOM YHUCJIE U C UCIIOJb30BaHUEM BeO-KiIneHTa (BeO-Opaysepa).

Pemenne o0 mpuMEHEHHMHM TEXHOJOTHMM UCIOJIb30BaHUS BeO-KIMEHTa
MPUHUMAETCSI OpraHU3alUe CaMOCTOSTENBHO.

Ccbulka Ha paszfen caita, B KOTOPOM COJEPKUTCS BCA HEOOXOoIuMast
uHpopmaluss 0 pexumax padoTbl M CHoco0ax MOJKIIOUEHUS PETUCTPATOPOB
BBIOBITHS: https://dyecTHblii3HAK.pd/business/projects/medicines/retirement _record
ers/.

Nurterpammst yctpoiictBa ¢ TYC ocymecTBisieTcsi cyObeKTOM OOparieHus

JIEKapCTBEHHBIX CPEACTB CAMOCTOATEIHLHO JIN0O ¢ TIpUBJeUYeHHEeM noctapmuka UT-
ycrnyr. Ilpum  pa3paboTke WHTErpallMOHHOTO B3aUMOJEHCTBUA HEOOXOIUMO
PYKOBOJICTBOBATbCSI TEXHUYECKOM JOKYMEHTALMEH, Pa3MEIICHHOM Ha CaWTe
YecTHbI3HaK, B pasaene « Beliepikka U3 TeXHUYecKou crenndukamm Ha HOCTaBKY

perucrparopa BBIOBITHSI.
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PykoBojacTBa mosb30BaTeNsi K YCTPOMCTBY pa3MeElleHbl B pasjeie
«Peructpatopsl BLIOBITHA» Ha caliTe «HeCcTHBIN 3HAK.

3.6.2.2. ObecneyeHne yYaCTHMKOM PerucTpaTopoM BbIOLITHSA

YCTpOWCTBO MPENOCTABISAECTCS ONEPATOPOM CUCTEMbl MOHUTOPHUHTA Ha
OCHOBAaHHWM THUIIOBOTO JIOTOBOpa II0 TMPEJCTABICHUIO PETUCTpAaTOpa BBIOBITHS
JIEKaApCTBEHHBIX IMPENapaToB CyObEKTaM OOpaIleHus JEKapCTBEHHBIX CPEJCTB Ha
0e3B03Me3JHOM OCHOBE, (popMa KOTOPOTO yTBEp KJeHA MprKazoM MHHIpoMTOpra
Poccum ot 13.08.2019 N 2973.

NHCTpyKIMST TI0 TONYYEHUIO PETUCTpAaTOpa BHIOBITHS TIPUBEACHA B
[TpuiioxkeHnn 2 HaCTOAIMX METOAUYECKUX PEKOMEHIAIU M.

20


https://честныйзнак.рф/business/projects/medicines/retirement_recorders/

4. Tlpouecchl ABHKEHHUS TOBapa MeK1y KOHTPAreHTaMu
4.1.11psimasi 1 oOpaTHbIE CXeMbl AKLENTOBAHUS

B pamkax rpaxgaHCKO-TIPABOBBIX OTHOLIEHWHW MEXAY KOHTpareHTaMu
JOIIyCKAaeTCsl HCIOJIB30BAHUE OIHOTO M3 CIEAYIOUUX BapUaHTOB IIOCTABKU
JIEKapCTBEHHBIX IPENapaToB:

1. IIpsimoii mopsinok akuentoBanus, npu koropom B GI'MIC M/JIIT
OTIIPaBUTENIEM  PETHCTPUPYIOTCA  CBEACHHUA OO0  OTrpy3Ke  MOKYIATENIo
JIEKAPCTBEHHBIX IPENapaToB, a MOJIY4YaTesIeM OCYILECTBISETCS MOATBEPKICHUE B
OI'NMC MJUJII 3aperucTpupOBaHHBIX OTIPABHUTENIEM CBEACHHN 00 OTrpy3Ke
JIEKapCTBEHHBIX IPENapaToB.

2. OOpaTHbIii MOPSAAOK akuenToBaHus, npu koropom B ®I'NC M/JIIIT
II0JIy4YaTesIeM PErUCTPUPYIOTCS CBEIECHMS O NPUEMKE JIEKAPCTBEHHBIX IIPEIIapaToB
Ha CKJaJ, a OTIPABUTEIIEM OCYILIECTBIIIETCS MMOATBEPKIACHNUE CBECHUN O IIPUEMKE
Ha CKJIAJI IOKYTaTes..

Peructpaumss B8 ®I'MMC MJJIII cBeneHwii 0 mNOpHUEMKE JIEKAPCTBEHHBIX
IIPEIapaToB MOXKET OCYILECTBIATHCA KAaK BPYYHYIO, TaK U C MCIOJb30BAHUEM
TOBAPHO-YYETHBIX CUCTEM YYACTHUKOB, MHTEerpupoBanHbix ¢ ®I'MC MJIIL.

[Ipy nOpsMOM NOpSIAKE AaKIENTOBAaHUS TMOJYYaTENH JIEKAPCTBEHHBIX
npenaparoB B ciaydae oTcyTcTBus TYC HeoO0X0aumo:

1. OtckaHupoBaTh NOCTYNMUBIINE BTOPUYHBIC HJIU TPETHUUHBIE YIIAKOBKU (B
clly4yae, €clii BTOPUYHBIE YIAKOBKM BJIOKEHBI B TPETUYHYIO), MPHU
nomomn 2D ckanepa wunm TepMuHana cOopa JaHHbIX. B ciyuae
OTCYTCTBUS CKaHepa CJeAyeT BHECTH BPYUYHYIO YEJIOBEKO-UYUTAEMYIO
undopmaruio o SGTIN u cepuitnom HOMepe, HAHECEHHBIX HA YTaKOBKY
nekapcTBeHHOro npemnapara u\wim SSCC, HaHeceHHBIH Ha KOPOO WM
nayiery, B Xml-nokymenr, u 3atem 3arpy3uth ero 8 ®I'MIC MJJIIIT ¢
ucrosib3oBanueM JImunoro kabuHeTa ydacTHIKa 000poTa.

2. Ilpoittn aBropuzanuio B JInyHOM KaOWHETEe ydYacTHHMKa 00O0pOTa,
NeperTr B paszaen «PeecTtp JOKYMEHTOB» - moapasneil «Bxomsammey, ¢
UCIIOJIb30BaHUEM (PUIIbTpAa HAaWTH TOCTYNHUBUIME YBEAOMIICHUS 00
otrpy3ke u cBeputb SGTIN, HaHeCEeHHBIX HA YHNaKOBKU MOCTYMHUBIINX
nekapctBeHHbIX mpernapatoB m\wian SSCC, ¢ SGTIN wm\mmum SSCC,
COJIep KalllMMUCS B YBEAOMJICHUH TTOCTaBIIKKa (cxema 601 normyeckoi
mozen daitmos oomerna GI'MC MJIJIIT).

3. Ilpu oTCyTCTBUM pacXOKIECHUMN U MPETEH3UHN K TTOCTABICHHOMY TOBApYy,

OCYILECTBUTh NPUEMKY JIEKAPCTBEHHBIX npenapaTon U
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3apeructpupoBatb B ®I'MMC MJJIII cBeneHuss 0 NPUHATOM TOBape,
UCIIOJNIB3YS JUIS Tepeaadn mHpopMmanuu JoKyMeHT B ¢gopmare Xml, ¢
nomomplo JlngHoro kabwHeTa ydvacTHWKa oOopora (cxema 701
Jorudeckoi Mojenu ¢aiinos oomerna ®I'IC MJIIT). B xml-noxymenTe
HEOOXOIMMO  yKa3aThb  HMACHTUPUKATOPHI  MECT  JESATEIbHOCTU
OTHPABUTENS U MOJYy4YaTels, a TakKe OTCKaHHpoBaHHbIE Koabl SGTIN
nmu SSCC, cornacHo nyHKTYy 1.

4. Ecnmu K TOBapy HMEIOTCS NPETEH3UH, JOIYCKAeTCsl OCYIIECTBUTH
YaCTUYHYIO NpUEMKY TOBapa, 3apeructpupoBas B PI'MC MIJII
CBEJICHUS O TIPUHITOM TOBape, UCIOJIB3YsI TSl Tepeaavyn nHpopmauu
NOoKyMeHT B (popmare Xml, ¢ momorpro JInaHoro KabWHeTa y9acTHUKA
obopota (cxema 701 norumueckoit moxenu (aitmor odomena DPI'UC
MJJIIT), unu - oTKa3aThCs OT MPUEMKH JIEKaPCTBEHHBIX MPEMapaToB €
nomMoItneo XMl-mokymeHTa (cxema 252 jorudeckoi mMozenu (aiioB
oomena ®I'MIC MJJIIT).

[Ipy oOpaTHOM TMOpSIAKE AaKLUENTOBAHUA IMOIYYaTEN0 JIEKapCTBEHHBIX
npernapaToB B ciayyae orcyTcTBusa TYC HeoOxoaumo:

1. OTckaHMpOBaTh MOCTYMUBIINE BTOPUIHBIC UM TPETUIHBIC YIIAKOBKH (B
clly4ae, €Clii BTOPHYHBIC YMAKOBKHA BJIOXEHBI B TPETHYHYIO), MPH
nomomn 2D ckanepa wnm TepMuHana cOopa JaHHbIX. B ciyuae
OTCYTCTBHSI CKaHEpa CIEeAyeT BHECTH BPYUYHYIO YEIIOBEKO-YUTAEMYIO
undopmaruio o SGTIN u cepuitnom HOMepe, HAHECEHHBIX HA YTaKOBKY
nekapcTBeHHOro npenaparta u\wim SSCC, HaHeCeHHBIH Ha KOpOO WM
nayiery, B Xml-nokymenr, u 3atem 3arpy3uth ero 8 ®I'MIC MJJIIT ¢
ucrosib3oBaHueM JInuHoro kabuHera yyacTHIKa 000poTa.

2. Ilpovitn aBTOpW3ammio B JIMUHOM KaOMHETE YyYacTHHKa O0OpOTa,
nepeiTH B paszen «Peectp TOKyMEHTOBY» U OCYIIECTBUTH 3arpy3Ky Xmi-
JOKyMeHTa, coaepxariero cBefeHust 0 SGTIN mocTynuBIIMX ymakoBOK
nekapcTBeHHbIX TpenapatoB um\mmm SSCC (cxema 416 jmorudeckoit
mozen daitmos oomerna GI'MC MJIJIIT).

3. Jloxkaatbcs OT MOCTABILMKA JIEKAPCTBEHHBIX PENapaToB yBEAOMIICHHUS,
MOJITBEPKJAIOLIETO (DAKT OTTPY3KH JIEKapCTBEHHBIX MTPernapaToB (cxema
607 noruueckoii mojenu daitmor oomerna ®I'MC MJJIIT).

[Ipy HanMuuK TOBAPHO-YUYETHOW cCHUCTeMbl, HHTerpupoBanHo c¢ DOI'UC
MJIITJI, ns BBITIOJHEHUS] ONEpAIMid AKIENITOBAHUSA JICKAPCTBEHHBIX IMPENAapaTOB
HE0O0XO0MMO 00PATUTCS K PyKOBOJACTBY IMOJIb30BATENS CUCTEMBI, Pa3pad0TAHHOMY
nocraBmukom UT-yeayr ais cy0bekTa oOpanieHus JJeKapCTBEHHBIX CPeICTB.
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B pamkax o0opoTa JeKapCTBEHHBIX NPENapaToB MEXIYy KOHTpareHTaMu
JOITYCKAETCsl OTMEHA CIAEAYIOMIMX ONEePALIHA:

e Perucrpamus B8 ®I'C MJUIII cBenenuii 00 OT3bIBE OTIPABUTEIEM
MEPEJAaHHbIX  MOJY4YaTelll0  JIEKAPCTBEHHBIX  MPENapaTtoB -
MIPUMEHSETCS pu HEO0OXOIMMOCTH OTMEHUTH paHee
ocyiecTBieHHyto onepanuio B OI'IC MJUJITI.

e Peructparus 8 ®I'YC MJJIII cBenenuii 06 oTkase moaydaress oT
MIPUEMKHU JIEKAPCTBEHHBIX MpPENapaToB — MPUMEHSETCS B CIy4yae
BBISIBJICHUSI ~ HECOOTBETCTBHM  MpPU  NPUEMKE  IOJTydaTesieM
JIEKapCTBEHHBIX MPENapaToB U HEOOXOJUMOCTH OTKa3a OT MPUEMKH
IEpEJaHHOIO TOBAPA.

e Peructpamus 8 ®T'UC MIJIIT cBeneHnii 0 KOPPEKTUPOBKE paHee
HAIPABJICHHBIX PEKBU3UTOB - IPUMEHSIETCA ISl KOPPEKTUPOBKHU
paHee HaIpaBICHHBIX PEKBU3UTOB OTIPABUTENS (IMPUMEHSAETCA
TOJIBKO JUJIs1 OTIEPALlUHA PETUCTPALIMU CBEICHUM O 3aBEPLICHUM dTara
OKOHYATEJIbHOM YNAaKOBKU WU PErUCTpallMi CBEICHUU O BBIIIYCKE
TOTOBOM NMPOIYKUHUU 32 MpeAeTaMu Tepputopuu PO) .

st yno6erBa nonszoBanust B @I'MC MJUJIIT npexycMoTpeHa BO3MOXKHOCTD
PEruCTpallii CBEICHUM O YaCTUYHOM IIpUEME JIEKApCTBEHHBIX IpernapaTtoB. [l
ATOTO MOJIy4aTeI 0 HEOOX0IMMO OTPa3UTh B COOTBETCTBYIOMUX MOJIAX «SSCCy» nnun
«SGTIN» Xml-mokyMeHTa TOJILKO T€ CBEICHHS, KOTOPBIE COOTBETCTBYIOT
(daKkTUUeCKH NPUHATHIM YMAaKOBKAM JIEKAPCTBEHHbIX MpemnapaToB (cxema 701
Jorudeckor mojeiu daitmor oomena ®I'MC MJIJIIT).

Hamnpumep, B citydyae moyryueHHs: OT MOCTABIIMKA XMI-T0OKyMeHTa ¢ yKa3aHHEM
ko70B SSCC miis kopo6a Nel u kopo6a Ne2 (cxema 415 noruueckoit moaenu aityion
oomena ®I'MC MJUIII), momyuyatens B OTBET MOxeT chopmupoBath Xml-
JIOKYMEHT, cojiepxkaniuii uHopmaiuio o mnpuemke kopoda Nel u orTkaze ot
npueMku kopoba Ne2 (cxema 252 noruueckoil monenu ¢aitsioB oomena OI'MC
MJIJIIT).

Takke nomyckatorcst BapuaHThl peructpanuu B @IT'UC MJIII ceenenwnii o
YaCTUYHOM OTKa3€ OT MPHUEMKH YIIAKOBOK JIEKAPCTBEHHBIX MPENapaToB, B TOM
ClIydyae €ClIM B COCTaB€ IIOCTABKHM TMOJIyYEHbl JIEKAPCTBEHHBIC IIPEMapaThl,
arperupoBaHHbIC B KOPOO, W JIEKApCTBEHHBIC MpEnapaThl, B OTHOIICHUE KOTOPHIX
arperanusi He NMpUMEHsIach. B JaHHOM ciydae ydacTHUK 000OpOTa TakyKe BIIpaBe
chopMHpOBaTH OTKa3 OT MpHEMa YacTH HEArperupOBaHHBIX JIEKAPCTBEHHBIX
npemnaparto, chopmupoBas u otnpasu B ®I'IC MJIJIIT cooTBeTcTBYfOIIMiA Xml-
JIOKYMEHT.
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JlonyckaroTcs CHEHapuu OTIPY3KH JIEKAPCTBEHHBIX IIPEnapaTtoB  OT
MOCTABIIHUKA MMOTYyYaTelIio, IPU KOTOPOH MOKYNaTEJIEeM BBICTYMAET TPEThS CTOPOHA
(T. e. manno#t opranuzanuu (MII) nepexoaut npaBo coOcTBeHHOCTH). B manHom
ciyqsae B ®I'MC MJJII peructpupyercsi TOJIBKO Olepanus mnepegayud ot
NOCTaBIIMKA (PAaKTHUECKOMY TPY30MOJydaTesto JEKapCTBEHHBIX IMpenaparos.
Omnepartys nepenayu nmpaBa CoOOCTBEHHOCTH OT IPy30MOaydaTess K IOpUINIECKOMY
BJIAJICTIBILY TIPU 3TOM HE PETUCTPUPYETCHL.

[Ipy  ocymiecTBieHMH TPOUEAYP MpUEMA-TIEpeAaYu  JIEKAPCTBEHHBIX
npenapatoB nepeaada ceegenuid Bo GI'MC MJJIIT npou3BoauTcsl yHaCTHUKAMH Ha
OCHOBAHHUH OJIHOTO THIA JOKyMeHTa (ToBapHas HaknagHas TOPI-12), ¢ ykazaHuem
HOMEpPA U JAaThl HAKJIAJTHOM.

Peructpanus B ®I'IC MJIIT cBenenuii 00 akienTOBaHUU JIEKAPCTBEHHBIX
MPEMapaToB OCYLIECTBISICTCS B COOTBETCTBHUM PEMVIAMEHTHBIMU  CPOKaMH,
onpeaeneHHbIMA noctanoBiaeHueM [IpaBurensctBa PO ot 14 gexadps 2018 r. N
1556 «O6 ytBepxkaenun I[lonoxeHuss 0 cCUCTEME MOHHUTOPUHTA JIBWXKCHHS
JIEKApCTBEHHBIX MpenapaToB g MEAUIMHCKOrO IPUMEHEHHs». Perucrtparms
CBEJICHUH 00 aKIENTOBAaHWU IOCTABKH JOJDKHA OCYHIECTBISATHCA CYOBEKTOM
oOpallleHds BHE  3aBUCHMOCTH  OT  TEKyILIEro craryca  IOJINUCAHUS
COMPOBOJIUTENIbHBIX (PMHAHCOBBIX JOKYMEHTOB IMMOCTAaBKU (TOBAapHbIC HAaKJIAJHBIE,
VHUBEpPCAJIbHBIC  MEpENaToYHble  JOKYMEHThI)  cyObekTaMu  oOpalieHus
JIEKAPCTBEHHBIX CPEJICTB.

4.2.1lepemeniieHue MeKIYy MeCTAMM JIeSITeJILHOCTH YYACTHUKA 000poOTA

OI'NMC MJUJIIT obecrieunBaeT BO3MOXHOCTh PETHUCTPAIMHA CBEACHUN O
NEPEMEIICHUM JIEKAPCTBEHHBIX MPENapaTOB MEXIYy Ppa3JIMYHbBIMU MECTaMH
OCYUIECTBJICHUS IEATEIbHOCTH (COTIIACHO JUIIEH3UN) BHYTPU CYOBEKTa OOpallleHHsI
JIEKapCTBEHHBIX CpPEACTB 0€3 TmepexoAa TMpaBa COOCTBEHHOCTH, a TaKxke
NepeMeIIeHHe ¢ MECTa OCYIIECTBICHUS JAESTEIbHOCTH HA MECTO OTBETCTBEHHOIO
XpaHEHUs U 00paTHO.

Hnst orpaxenuss B ®I'UC MJUJIIT dakra mepemerieHus: JeKapCTBEHHBIX
npenapaToB HEOOXOIUMO BBITIOJTHUTD CIEAYIONINE TEeHCTBUS:

1. YaocroBepuTbCs B TOM, YNAKOBKH JIEKAPCTBEHHBIX IPENapaToB,
comepkamue yHuKaimbHbie uaeHTuduxkatopel  SGTIN, koropsie
y4acTHUK 000poTa IUJIaHUPYeT TMEepPEeMECTUTh B JAPYroe MECTO
OCYLIECTBJIEHUS IEATEIbHOCTH, HaxoaaTcs no fanasiM OT'NC MU y
HEro Ha OaJiaHce.
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2. CyObekToM oOpalieHus JeKapCTBEHHBIX CpeacTB B JInuHOM kaOuHeTe
OT'UC MJJIII nomxHO OBITH 3aperMCTPUPOBAHO MHUHMMYM 2 MeEcCTa
OCYILIECTBJICHUS JEATEIbHOCTH.

3. OcyImiecTBUTh  TEpPEMENICHUE  JICKAPCTBEHHBIX  MPENaparoB U
3apeructpupoBath B ®DT'C M/JIIT cBenenus o nepeMeneHuun (cxema
431 normyeckoit mozaenu (aitnoB oomena GI'MC MJIII), ucnons3ys
s nepenaadd uHopManuu JokyMeHT B (opmare Xml. B mossx
«SSCC» u «SGTIN» Xxml-moxymMeHTa HEOOXOIUMO YKa3aTh BCE KOMBI U
YHUKaJIbHBIE UACHTU(UKATOPHI YIIAKOBOK JICKAPCTBEHHBIX MPENapaToB,
KOTOpPBI€ ObUIM TIEPEMENIEHBI Ha APYTrOo€ MECTO JIESITEILHOCTH.

CBeneHMsI 0 BHyTPEHHEM IIEPEMELIEHUY JIEKAPCTBEHHBIX IIPENAPAaTOB MEXKIY
azpecaMl MECT OCYUIECTBIIEHHUSI JESTENIbHOCTH COIJIAaCHO JIMIIEH3UH (C y4eTOM
TaKuX BHJAOB JEATEIBHOCTH, KAaK IPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB U
(bapmaneBTryeckas aestenbHocTh) peructpupyerca B ®I'NMC MJIIT B Teuenue 5
pabouux JHEN ¢ GaKTUYECKOW JaThl IEPEMEIICHUS JIEKAPCTBEHHBIX PEMApaTOB 10
IIPEACTABIICHNS CBEICHUM O NAIBHEMIINX OINEpPAlMAX C TAKMMH JIEKAPCTBEHHBIMU
IIperapaTaMu.
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5. BbIBOA JIeKapCTBEHHBIX NpenapaToB U3 060pora

BriBon U3 000poTa JIEKapCTBEHHBIX MPEMAPATOB - peain3allus, Npojaxa u
OTOYCK (B TOM YHCJE MO PEIENTy) JEKApCTBEHHBIX IMPENapaToB MOTPEOUTENIO,
MpUMEHEHHUE, Tepefaya Ha YHUUYTOXKEHHUE, yTpaTa M CIUCAHHUE JIEKAPCTBEHHBIX
npenaparoB, 0T00p o0pa3iioB, BEIBO3 paHee BBe3eHHbIX B Poccuiickyto denepatiuio
JIEKapCTBEHHBIX IMpenapaToB (PEe3KCIOPT), a TAKKe BBIBOJ W3 000pOTa MO MHBIM
IPUYUHAM.

Cpoxu nepenaun unpopmannu B ®I'C MJII: Cybwvekt obparieHus
JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONINI BBIBOJA U3 00OpOTa JIEKApCTBEHHBIX
npenapaToB (3a UCKIOYEHHMEM BBIBOJIA U3 000pOTa JIEKAPCTBEHHBIX MPENapaToB
nyTeM oTOOpa 00pa3lioB, BBIBO3a paHee BBE3E€HHBIX B Poccuiickyio ®denepanuu
JIEKapCTBEHHBIX MpenaparoB WIM MepeJayd Ha YHUYTOXKEHHE), B TEUYEHHE 5
pabouyux JOHEW C JaThl COOTBETCTBYIOLIEH OMNEpALMHM MPEACTABISET B CHUCTEMY
MOHUTOPHUHIA CBEACHMUS.

B ®I'C MJIIT peann3oBaHbl CIAEAYIOMIME BUABI BHIBOJA JIEKAPCTBEHHBIX
npenaparoB U3 00opoTa:

- pO3HUYHAs MIPOJIaXKa;
- IbTOTHBIN OTITYCK JIEKAPCTBEHHBIX MIPENapaToB;
- BBIBOJI U3 000pOTa JJIsl OKa3aHUsI MEIULIMHCKOM MOMOIIIH;

- BBIBOJ] U3 000POTA 110 MHBIM MPUYNHAM.
5.1.Po3HnuyHas Npoaaka JieKapCTBEHHbIX NMPenaparoB

Jlns BeIBOAA M3 000pOTa JIGKAPCTBEHHBIX MperapaToB B paMKax PO3HUYHOM
MPOJAXKH YYaCTHUK 000pOTa JOJKEH MMETh aKTyallbHOE KacCOBOE MPOrpaMMHOE
obecnieuenue, KKT wu ckanep, oOecneuuBaromuii cuuTthiBanue 2D kojna
MapKHUPOBKHU.

KaccoBoe mporpammuoe obecnieuenue aopabartbiBaeTcst nmocraBuimkom WUT-
YCIIyT B COOTBETCTBHUH C TPEOOBAHUSIMH K MAPKUPOBKE JIEKAPCTBEHHBIX MTPENapaToB.
[Ipu oTcyTCTBUHM CKaHepa, cocoOHOro cuuThiBaTh 2D kon, yyacTHHKy oOopoTa
HEOOXOIMMO ero mnpuoOpectd 3a coOcTBeHHbIM cuer. C  mepeyHeM
MPOTECTUPOBAHHOTO OOOPYJOBAaHUS MOXKHO O3HAKOMUTHCS Ha caiTe «YecTHbIH
3HaK».
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CBezieHus 0 BBIBOAE M3 000pOTa JIEKApCTBEHHOTO Iperapara IepeaaroTcs
ydactHukoM obopota B ®I'MMC MIJIIT yepe3 Omnepatopa (uCKaIbHBIX JaHHBIX
(manee — OD/]), B perxxuMe peaabHOIO BpPEMEHHU.

O®/1, na 6e3B03ME3THOM OCHOBE, o0ecreunBaeT nepeaady ceaenuii B GI'NMC
MJIJIIT o BbIBOZIE M3 000POTA JIEKAPCTBEHHBIX IMPErapaToB yYaCTHUKOM 000poTa..
[Iponecc nmepenaym CBEACHUN COCTOUT U3 CIEAYIOMMX [AroB:

1. Ilpu ocyiiecTBiIeHUU pacyéTa ¢ MoKynareaeM GopMUPYETCs] KaCCOBBIN
4YeK U (PUCKAIbHBINA JOKYMEHT.

2. DuckanbHbIN TOKyMeHT mudpyercs puckanbubiM HakonuTenem KKT u
3areM 3amu@poBaHHbIi naket nepenaercs OD/I, oTkyaa nepenaercs B
denepalibHYI0 HAJIOTOBYIO CiIy>k0y Poccuiickoii deaeparuu (nanee —
®HC).

3. Iocne monrBepxkaenus omnepanuu B ®HC, moxymeHT mepemaercs u3
O] B8 ®I'UC MJUJIIT (cxema 10511 norumueckoit monenu ¢aityion
oomena ®I'IC MJJIIT).

[Ipu otcyTcTBUU CBelleHM O BBIOBITMM B JIMYHOM KaOWHETE y4YacTHUKA
000poTa, B MEPBYIO OYEPENIb, PEKOMEHIYETCS] TPOBEPUTH HAIMYUE KACCOBOIO YeKa
B Jluunom kabunere O®J[ (npu Hamuuuu). B ciayyae OTCYyTCTBUSL Takou
BO3MOXKHOCTH y4YaCTHHUKY 00OpoTa HEO0OXOJAMMO OOpaTUThCs B  CIIykOy
texHuueckoit nopaepxku OI'MC MJIIL

Ilocnedosamenvnocms 6bINONHEHUA OCUCMEUN COMPYOHUKA ANMEUHOU
Op2anu3ayuu npu PO3HUYHOU RPOOaice 1eKApPCMEEeHHO20 npenapama:

1. Hoayuums 3anpoc om nayuenma.

2. Ocywecmeums hapmayesmuyeckoe KOHCYTbMUPOSAHUE.

3. Iloooopams Heobx00uMbLe IeKapCcmMEeHHble RPEenapanbl.

4. Ilonyuums coznacue nayuenma Ha npuodpemeHue 1eKapcmeeHHblX
npenapamoe.

5. Iloouepéono cuumamsv koowvt mapxkuposxku DataMatrix 2D ckanepom
C Kaxcooil ynakoeKu J1eKapCcmeeHHblX NPenapanoas.

6. Yoocmosepumucsa, umo koovlt mapKupoeku cuumanuco KOppeKmHo.

7. IHoayyums onnamy 3a JeKapCmMEeHHbll npenapam u nPooOUmMb
Kaccoewlii uex.

8. Boioamv nayuenmy nexkapcmeeHHwvlll npenapam, coauy (npu
Heo0X00umocmu) u Kaccoelil ueK.

B pamMkax pO3HMYHOM TPOAAXKM JONMYCKAETCS OTIHYCK JOJH U3
Pa3yKOMIUIEKTOBAHHOW YITAKOBKM JIEKAPCTBEHHOTO Mpernapara, T.€. YaCTUYHOE
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BBIOBITHE BTOPUYHOM yIaKOBKHU. BTopuyHas ynakoBKa JIEeKapCTBEHHOTO Tpernapara
JIOJKHA COXPAHATHCS 10 MOMEHTA OTIYCKa MOCIEAHEN 10U BTOPUYHOMN YIIAKOBKH.
JImst  OCYIIECTBICHUSI YACTUYHOTO BBHIOBITHS B KAacCOBOM  IMPOTPAMMHOM
obecrieueHNN CyOBeKTa OOpaIeHus JIEKapCTBEHHBIX CPEJCTB HEOOXOIUMO BBECTH
KOJIMYECTBO MPOJAHHBIX MEPBUYHBIX YMAKOBOK U 00IIEE KOJIUYECTBO MEPBUUYHBIX
yIaKkoBOK BO BTopuuHOM ynakoBke. KaccoBoe 10 nomkHO ob6ecrieunBaTh MPOBEPKY
KOJIMYECTBA paHEe BBIBEJCHHBIX W3 000poTa J0Jed U OJIOKUPOBATH BBHIOBITHE
«U3JIMIIKOBY, BHIBOJS COOTBETCTBYIOIIEE YBEOMIICHHUE.

B cayuae oOHapyXKeHHsS TONBITKH OCYIIECTBUTh BBIBOJ H3 000pOTa
«m3mumkay OI'MMC MJUIIT ocymecTBUT BBIBOJ JIEKAPCTBEHHOIO Mpemnapara M3
obopoTta, mpu 3TOM Oyaer 3adUKCUPOBAHO HAPYIIEHHE, U COOTBETCTBYIOIIAS
uHdopmalus OyJIeT HaIpaBieHa B Haa30pHbIN opran (Poc3npaBuanzop).

B ciywyae oTmycka JIeKapCTBEHHBIX MPENaparoB (PU3HYECKOMY JIHILY,
3aCTPaXOBAaHHOMY B paMKax JOOpPOBOJIBHOTO MEIUIIMHCKOTO CTpaxoBaHUs,
ceenenuss B OI'MIC MJUIIT mopatotrcst ydactHukoMm obopota mo cxeme 511
joruyeckor moaenu ¢aiinoB oomena GI'MIC MIUJIIT» ¢ ykazanueM «HyJieBOiD)
HeHbl YIIAKOBKM, a TaK)KE€ YKa3aHHE B CXeMe BHJA JIOKyMeHTa (OJlaHKa CTpOrou
OTYCTHOCTH WM «mpodee»). JlonmomautenbHbix cBeaenuii B8 GI'MC MJUJITT
CyOBEKTOM 00pallleHHs JICKAPCTBEHHBIX CPEJCTB HE MOIACTCS.

CyObeKThl 00pallieHus JICKapCTBEHHBIX CPEJICTB, 3aHUMAIOIIUECS POSHUYHON
MPOJAXKEW  JIEKAPCTBEHHBIX  NPENaparoB, MOIYT  OCYLUECTBIATh  OTIIYCK
JIEKaPCTBEHHBIX IPENApaToOB TOJbKO (U3MYECKHUM JIMLIAM C HCIOJIb30BaHUEM
KOHTPOJIbHO-KACCOBOW TEXHUKH.

Po3HnuHbIil mpoaaBel] JIeKapCTBEHHBIX MPEMapaToB, HE UMEs JUIEH3UIO Ha
dbapmaneBTUYECKyI0 JICSITENBHOCTh C yKazaHueM Buja pabot (ycmyr) «OnrtoBas
TOPTOBJIS JICKAPCTBEHHBIMU CPEACTBAMHU JJISI MEAUIIMHCKOTO MPUMEHEHHUS», HE
BIIPABE OCYIIIECTBIIATH ONTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJICTBAMHU.

JInst y9acTHMKOB OOOpOTOB HE JOMYCKAETCs MPUOOPETEHHE JIEKAPCTBEHHBIX
IpernapaToB y anTeYHbIX OPraHu3aludid U AUCTPUOBIOTOPOB, KOTOPHIE HE MMEIOT
JMUEH3UH Ha ONTOBYIO MPOJAXKY.

I[OHOJ'IHI/ITC.HBHble Pa3bACHCHUA, KaCarolHUeCsa pcalin3alvni JICKAPpCTBCHHBIX

npernapaToB, IpHBeIeHbI B mucbMe Poc3apaBramzopa ot 16.01.2020 N 01u-71/20

"O pO3HUYHOMI U ONTOBOI TOProBiIE JEKAPCTBEHHBIMH TIpenaparamu’>,

3 [Tucbmo npuBeneHo B [Ipunoxennn 4 HacTosAIMX MeTOANIEeCKUX PEKOMEH A
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B curyaumsax, korja MapKUPOBAaHHBIM JIEKAPCTBEHHBIM TMpemnapar ObLl
«TpOOUT» HA Kacce B anTeke, HO, M0 TeM WJIM WHBIM MPUYUHAM HE ObUT OTIYIICH
NOKynaTeto (0TKa3 0 MHULMATHBE MOKYIATENs, OTCYTCTBUE HEOOXOANMMOM CyMMBI
JICHEKHBIX CPEACTB Ha OIIaTy M T.J.), TAKOM YeK HE 3aKPBIBACTCS U JIOJDKEH OBITH
aHHYJIMPOBAH MOCPEACTBOM IIITATHOTO KAacCOBOTO MPOrpPaMMHOrO OOECIEYEeHHUS.
Nudopmanusi, conepxkamascs B TakoM ueke, B O®Jl He mnepemaercs u
COOTBETCTBEHHO, CBEJICHUS O BBIBOJIC JIEKAPCTBEHHOI'O Ipernapara u3 o0opoTa B
OI'NMC MJIIT He duxcupyroTcs. B ciiydae aHHYyJIMpOBaHUSI KacCOBOTO YeKa
uHpopMalus 0 TakoM JiekapctBeHHOM npernapate B @TUC MJJIII coxpansiercs B
cratyce «B o6opotey. J[onoTHUTETHBIX IEHCTBUN y9aCTHUKY 000pOTa COBEpIIaTh
He Tpedyercsl.

Baxkno! B mnepexoanslii mepuoj 0 crapra 00s3aTeNIbHOM MapKUPOBKU
JEeKapCcTBEHHBIX npenapatos ¢ 1 uronst 2020 roaa, mpu 0CyIIECTBIEHUHA PO3ZHUYHON
NPOJaXH JIEKAPCTBEHHBIX IMpenaparoB (3a HUCKIIOYEHUEM JIEKapCTBEHHBIX
npenaparoB, oTHOcAMMXcs K kareropun 7B3H), cunThiBaHre KOJa MApKUPOBKYU U
peructpanuu omnepanuu BbiBojga u3 obopora B ®I'MC MJUJIIlI ne sBusercs
oOsi3atenbHON mpoueaypoi. Ilpu stom perynarop B aune PocsnpaBHan3opa u
OmnepaTop cucTeMbl MApKUPOBKH, B LIEJISAX TECTUPOBAHUS TOBAPOIIPOBOIAILEH LIETH
U obecrieueHus: TOTOBHOCTH CYOBEKTOB OOpallleHUsl JIEKapCTBEHHBIX CPEICTB K
CTapTy 00s3aTeIbHOM MapKUPOBKH, PEKOMEHIYEeT (PUKCHUpPOBaTH BCE OIEpaLUH,
coBepmiaeMble ¢ JiekapcTBeHHbIMM Tmpenapatamu B OI'MMC MJUIII, cornacHo
JEHCTBYIOIMM OM3HEC-TIPOLIECCAM.

5.2.JIbroTHBIN OTNYCK JIEKAPCTBEHHBIX NMPeNnapaToB

B ®I'IC MJJIII peanu3oBaHbl CIEAYIOIIME BHUJBI JBIOTHOTO OTIIyCKa
JIEKapCTBEHHBIX ITPENAPATOB:

- BBIBOJ U3 00opota 1o 100% nbrore;

- BBIBOJ] U3 000POTa MO JIbFOTE CO CKUKOM.
5.2.1. BeiBoa u3 o6opora no 100% Jsbrore

BriBoa 13 060poTa JieKapCTBEHHBIX MTPETApaToOB, OTITYCKAEMBIX 10 PELETTY IO
100% nbrore, OCyIIECTBISAECTCS C UCIOJb30BAHUEM YCTPOMCTBA — pErucTparopa
BbIOBITHA. MHpOpMalKs 0 BbIBOJE U3 000pOTa TAKUX JIEKAPCTBEHHBIX MPEMapaToOB
nocrymaetr B OI'MC MJIJIII B aBTOMAaTHUYECKOM PEXKUME IMOCPEIACTBOM
dbyHKuHOHaNa peructpaTopa BeIObITHS (cxeMa 10521 noruyeckoit mogenu ¢Gaiios
oomena ®I'UIC MJJIIT).
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Taxke gomyckaercsi OTIYCK JIEKapCcTBEHHbIX mnpenapaToB 1no 100% nbrore
yepe3 KKT ¢ nepenaueit nokyMeHTa, moAroToBieHHoro no cxeme 10511 8 ®I'UC
MJUIIT mocpeactBoM ykazanus 1eHbl 3a eauHuiy «0 py0.». HckmodueHuem
ABJIAETCSI OTIIYCK JIEKAPCTBEHHBIX NPENapaTroB, OCYUIECTBISIEMBI B paMKax
JIOTOBOpAa KOMMCCHUM MEXKIy AanTE€YHOM OpraHu3aiuueld M yHOJIHOMOYEHHOU
dbapmaneBTUUeCKOM opranuzanueid. B 1aHHOM cilydae OTIyCK  JOJIKEH
OCYUIECTBJISTHCS C UCIIOJIb30BAHUEM PETUCTPATOPA BHIOBITHSI.

Anzopumm Oeiicmeuil compyOHUKa anmevyHoul Op2anu3ayuu

1. Honyuamenv JIII npedocmaensem compyoHuKy (nepeocmoibHUKy)
JIb2OMHBLIL peyenm.

2. Compyonuk noooupaem npenapamol 6 COOMEEMCMEUU C NOJIYUEHHbIM
peuenmom, npu IMOM CKaAHUpyem KoObl MAPKUPOEKU Ha Hux. Bajxcno:
OMCKAHUpPoB8ana 00,1icHa Ovimy Kaxcoasa ynaxoeka. Ilpu noemopmnom
CKAHUPOBAHUU YNAKOGKU pecucmpamop 6wvloblmus He 000asum ee 6
CHUCOK 0714 6bl600a u3 o00opoma, a coodwum nob306amenro 00
OUWUDOYHOM CKAHUPOBAHUU.

3. Compyonuk 6600um oamy, cepuiro u Homep peyenma (Ha pecucmpamope
6bIObBIMUA UIU 8 MOGAPHO-YUEMHOU cucmeme) u evloupaem oeiicmeue
«3apezucmpuposams eviovimue». Ilocne nosaenenusa Hna Oucniee
pezucmpamopa 6bloblmus COOOUWeHUA 0 MoM, YUMo 3anpoc OmMnpaeieH,
eévioaem JIII nonyuamento. Bascno: oscuoame omeem @I'HC MJUIIT o
pe3ynomamax nonvimku evigooa JIII uz obopoma ¢ momenm omnycka
JIIT ne nyscno.

4. B cayuae wacmuunoz2o 6vi0vimus 6mMoOpuUYHON YNAKOEKU u3 odopoma,
coomeemcmayouas uHgpopmayun 0 Kouuecmee doneil
JIeKapCMmMeEeHH020 npenapama yKa3vléaemcs 6 pecucmpamope vlobimus
unu 6 moeapo-yuemuoii cucmeme yvacmuuxa. Illpu smom emopuunasn
YRAKOGKA COXPAHAEMCA 00 MOMEHMA 6blObIMUA NOCIEOHEll NEPBUUHOU
YRAKOGKU.

5.2.2. BbiBOA 13 000pOTA M0 JbIOTE CO CKUAKOI

OTnyck  JIeKapCTBEHHOTO Tpernapara ¢ YacTHYHBIM  JIOTUPOBAaHUEM
OCYILECTBIISIETCA Yepe3 KOHTPOJIbHO-KACCOBYIO TEXHUKY, ¢ nepenadeid B OI'MC
MJIJIIT cootBercTBytomero Xml-mokymenta (cxema 10511 normueckodt Momesnu
daiino oomena OI'MC MIJIIT).

B pamkax JbroTHOro OTHYCKa JIOMYCKA€TCs YaCTUYHOE BBIOBITHE
JIEKapCTBEHHOTO mpenapara. s OCyIIeCTBICHUS YAaCTUYHOTO BBIOBITHS uepes
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KaccoBO€ NporpaMMHoOe oOecnedeHne cyObeKTa OOpalleHHsl JEeKapCTBEHHBIX
CPEACTB HEOOXOAMMO BBECTH JIOJIIO YIAKOBKM JIEKAPCTBEHHOTO IIpernapara.
KaccoBoe mnporpammHoe oOecrieueHHe JOJDKHO OOECHe4rBaTh MPOBEPKY
KOJIMYECTBA paHEE BBIBEJCHHBIX W3 000pOTa J0JEH M OJOKHPOBATH BBIOBITHE
«W3JIMLIKOBY, BBIBOJS COOTBETCTBYIOIIEE yYBeqomiieHue. Bropuunas ynakoBka JIIT
COXPAHAETCS 10 MOMEHTA BbIOBITHS MOCIIEIHEN 101 BTOPUYHON YITAKOBKHU.

B ciydae oOHapyXeHWs TIONBITKA OCYIIECTBHTH BBHIBOJ M3 000poTa
«uznuikay, ®I'MC MJUJIIT ocyiiecTBUT BBIBOJ JIEKApCTBEHHOIO Ipenapara H3
obopoTta, Tpu 3TOM OyaeT 3adUKCHUPOBAHO HAPYIICHHWE, W COOTBETCTBYIOIIAS
uHpopMaltus OyJeT HallpaBiieHa B HaA30pHbIH opraH (Poc3apaBHanzop).

Anzopumm Oeiicmeuit compyOHUKa anmevyHoll Op2anu3ayuu

1. Ioayyamens J1eKapCcmeeHH020 npenapama npeoocmaensnem
COMPYOHUKY QNMEYHOU OP2AHU3AUUY 1b2OMHbBLI Peyenm.

2. CompyoHuk noooupaem npenapamul 6 COOMEEMCMEUU C NOJTYUEHHBIM

peuenmom, npu 3mom cKamupyem kKoovl mapkupoexu DataMatrix una
HUX.
Baoxxcno: omckanuposana 0onxcna oOvimv Kaxcoaa ynaxoexa. Ilpu
HOGMOPHOM CKAHUPOGAHUU YNAKOBKU PEZUCMPAMOp 6blOblmus He
Jobasum ee 6 CHUCOK 014 6bleooa u3 oodopoma, a CcoooOUUmM
nob306amenio 00 OUUOOUHOM CKAHUPOBAHUU.

3. Compyonuxk 6600um oamy, cepuio u Homep peyenma (Ha pecucmpamope
6bIObBIMUA UIU 6 MOGAPHO-YUEMHOU cucmeme) u evloupaem oelicmeue
«3apezucmpuposams eviovimue». Ilocne nosaenenusa Hna Oucniee
pecucmpamopa 8vl0blmusl COOOUICHUA 0 MOM, YHO 3ANPOC OMNPABIICH,
OmnycKaem J1eKapcmeeHHblil npenapanm noayuameio.

Baosicno: oxcuoamv omeem @®I'HC MJUVIII o pe3yrvmamax nonvimku
év1600a JIII uz ob6opoma 6 momenm omnycka JIII ne nysicho.

Baxkno! B nepexoanslii mepuoj 10 cTapTa 00s3aTeIbHOM MapKUPOBKHU
JeKapCcTBEHHbIX MpemnapatoB ¢ | mronsg 2020 roga, mpu OCyHIECTBICHUH OTIYyCKa
nekapcTBeHHoro npenapara o 100% abrore mmbo co CKUIKON (32 UCKITIOUCHUEM
JIEKapCTBEHHBIX MIPENapaToB, OTHOCAIUXCA K kareropuu 7 B3H), cuntsiBanue koaa
MapKUPOBKH M PETHCTpAIlMU olepainuu BeiBoja u3 obopora B ®I'MC MJIIT He
aBisieTcss  oOsi3atenbHOM — mpoueaypoil.  Ilpu  3TOoM  peryiaarop B JuIe
Poc3npaBragzopa u Onepatop CUCTEMBI MapKHUPOBKH, B LENSAX TECTUPOBAHUS
TOBApOIPOBOASIIEH Lenu M 00ecreueHuss TOTOBHOCTU CYOBEKTOB OOpalleHus
JIEKapCTBEHHBIX CPEACTB K CTApTy O00s3aT€IbHON MApKUPOBKH, PEKOMEHIYET
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(buKcUpoBaTh BCE OINEpalyu, COBEpPIIAEMblE C JEKAPCTBEHHBIMHU IpernapaTraMu B
OI'MC MJJIIT, cormacHO MeHCTBYIOMUM OHU3HEC-TIPOIIECCaM.

5.2.3. BbiBOa 13 000pOTAa AJI51 OKA3aHUSI MeIUIIMHCKOH MOMOIIH

BriBon u3 0060poTa JeKapCTBEHHBIX MPENapaToB sl OKa3aHUs MEIULIUHCKON
MOMOUIH OCYILECTBIISIETCS C UCIIOIB30BAHUEM PETUCTPATOPA BBIOBITHS.

HNudopmanms o BBIBOAE M3 000OpOTa TaKHX JIEKAPCTBEHHBIX IpENapaToB
noctynaetr B @OI'MMC MJJIII B aBTOMAaTHMYECKOM pEXKHUME MOCPEACTBOM
¢dbyHKIIMOHama peructparopa BIObITHS (cxeMa 10531 mornyeckoit Mmoaenu Qaitnon
oomena ®I'MIC MJJIIT).

JIJis OCylIeCTBIIEHUSI YaCTUYHOIO BBIOBITHSI JIEKAPCTBEHHBIX MPENapaToB ISl
OKa3aHWsl MEAUIMHCKOM TMOMOIIM B TOBAapHO-y4YETHOH cucreme (mpu
UCIIOJIb30BAaHUU PErHCTPAaTOpa BBIOBITUS B «CETEBOM PEXHME») CyObEKTa
oOpalieHusi JEKapCTBEHHBIX CpPEJICTB WJIM B PErUCTPAaTOpe BBIOBITUS (IIpH
UCIIOJIb30BAaHUU PETHCTPATOPA BHIOBITUS B «aBTOHOMHOM» PEXKHUME) HEOOXOIUMO
BBECTH JIOJK YNAaKOBKHM JIEKapCTBEHHOIO Mpernapara. BTopuyHas yIakoBKa
JIEKapCTBEHHOI'O IIperapara COXpaHsEeTCs 10 MOMEHTA OTIyCKa IOCIEIHEW N0Jn
BTOPUYHON YNAaKoOBKH. ToBapHO-ydeTHasi cucTeMa (WiId PErucTpaTrop BbIOBITHS)
JOJDKHBI 00ecreyrBaTh MPOBEPKY KOJMYECTBA PAHEE BBIBEICHHBIX M3 000pOTa
nojied W OJOKUPOBAaTh BBIOBITHE «HU3JIMIIKOB», BBIBOJAS COOTBETCTBYIOILEE
YBEAOMJICHHE.

B cnydae oOHapyXeHUsT TONBITKM OCYIIECTBUTh BBIBOJ H3 000poTa
«uznumkay, ®T'MC MIJIIT ocymectBut BoiBO JIII 3 obopora, ipu 3Tom Oyaer
3a()MKCUPOBAHO HAPYIIEHHUE, U COOTBETCTBYIOIIAsl MH(OpMalus OyJeT HarpaBieHa
B HaJ30pHbIN opraH (Poc3apaBHanzop).

AJNTOpUTM  AEUCTBUM COTPYJHHKAa MEIMIMHCKOW OpraHu3aluy Ipu
UCIIOJIb30BAaHUU KM PEruCcTpaTopa BbIOBITUS BCErJa OJMHAKOB M HE 3aBHCHUT OT
crnoco0a ero MoAKIIUYEHU.

1. Compyonux noayuyaem uau co3zoaem OOKYMEHmM-0CHOBAHUE 01
pecucmpayuu 6v1600a J1eKAPCMEEHHO20 npenapama u3 ooopoma. Imo
Modcem  Obimb  mpedOGaHue-HAKNAOHAA, AKM  CHUCAHUA  NpU
UCNONb306AHUU 071 OKA3AHUA MEOUUUHCKOU NOMOWU uau Jjaoou
Opy20il  OOKYMEHm 6 COOMEEemcmeuu ¢ GHYMPEHHE YYemHOU
NOUMUKOU yUacmHuka obopoma.
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2. Compyonuk noodupaem ynaxKoeKu Npenapamoé 6 COOMEemcmeuu ¢
OOKYMEHMOM-0CHOBAHUEM U CKAHUpYyem Koovl mapkupoexu DataMatrix.
Ecau  npu 3mom ucnonv3yemca moeapHo-yyemuas —cucmema,
unmezpuposannas ¢ OIHC MJUIII u peczucmpamopom eviovimus, mo
COMPYOHUK MoOJcem Ccpa3zy e6uoemv Ha IKpaAHe KOMNnbvlomepa
UH@GOpMaAyUIoO 0 OAHHOM NEeKAPCMEEHHOM Npenapame u 0 mom, MOMHcem
JU OaHHBLI npenapam Ovimb 6vleedeH u3z ooopoma. Pecucmpamop
8bl0bIMUA NPU CKAHUPOBAHUU K0008 mapkuposeku DataMatrix npu
YCHEWwHOM PACNO3HABAHUU KOOA MAPKUPOGKU, HAHECEHHO20 HA YNAKOGKY
JIEKAPCMEEHHO20 npenapama, 6vl600UM HA IKPAH HAUMEHOBAHUE
JleKapCcmeeHH020 npenapama.

3. 3aeepuius noooop, COmMpPYOHUK evloupaem Oelicmeue
«3apezucmpuposams évibvimue» Ha pecucmpamope viovimusn. Ecnu ne
UCNONb3YEMCA MOGAPHO-YYEMHAA CUCHeMa, HA Oucniee ycmpoiicmea
O0yoem 6vl6e0eHO cooduieHue 0 He00X00UMOCHU 6600a HOMeEPA U Oambl
00KYMEHmMa-0CHOBAHUA nepeod OMNPABKOIl C6EOCHUIL.

4. B cayuae uwacmuunozo 6vi0vimus 6mopuyHOll YnakoeKu u3 odopoma,
coomeemcmayouan uHpopmayua 0 Konuuecmee ooaeil
J1eKapCMEEHH020 npenapama yKa3vléaemcs 6 pecucmpamaope 6blobimus
unu ¢ mogapo-yuemnoii cucmeme ywacmuuka. Ilpu smom emopuunan
YRAKOBKA COXPAHAEMCA 00 MOMEHMA 8blObIMUA NOCTEOHEN NEPBUUHOIL
YRAKOBKU.

Baxkno! B mnepexoaHslii Tepwoj 10 cTapTa 00s3aTebHONM MapKHUPOBKHU
JeKapcTBEHHbIX npenaparoB ¢ 1 utons 2020 roxa, nmpu oka3zaHUU MEIULIMHCKON
MOMOIIIM, CYMUTHIBAHHE KOJIa MAapKUPOBKU U PETUCTPALMHU OINEpaldd BBIBOJA M3
obopora B ®I'IC MIJIIT He sBusieTcss oOsi3arenbHOM nponeaypoil. Ilpu stom
perynstop B auie Poc3apaBHaazopa nu OnepaTop CUCTEMbI MAPKUPOBKH, B LIENIAX
TECTUPOBAHUSI TOBAPOMPOBOJSIICH 1eMu U 00eCreYeHuss TOTOBHOCTH CyOBEKTOB
oOpallleHusl JICKApCTBEHHBIX CPEICTB K CTApTy O0Os3aTeIbHOM MapKUPOBKH,
peKOMeHyeT (PUKCHpOBaTH BCE OIEpalliy, COBEPIIAEMBbIE C JIEKAPCTBEHHBIMU
npenaparamu B DI'YIC MJIJIII, cornacHo AeHCTBYIONUM OM3HEC-TIPOIIECCaM.

5.2.4. BbiBOA M3 000pOTA 10 HHBIM NIPUYUHAM

Boeisog JIII u3 060poTa MOXKET OCYIIECTBIATHCS YYaCTHUKAMH 000poTa C
YYETOM Pa3IuYHbIX TUIIOB COBEPIIAEMBIX OIEpalluii, B TOM YHUCJIE!

e 0TOOp 00pa31l0B TAMOKEHHBIMHU OpTaHAMU;
e 0TOOp 00pa3IOB B paMKax BEHIOOPOYHOTO KOHTPOJIS;
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e 0TOOp 00pa3IOB B pamMKax ¢eaepaTbHOTO HAI30pa;

e 0TOOp 00pa3IOB I PapMaleBTUIECKON IKCIICPTH3HL,

® HEIO0CTAYa;

e riepenavya JeMOHCTPAIIMOHHBIX 00pas3IloB;

e cnucaHue 0e3 mepeaaun Ha YyHHUTOKEHUE,

e BeiBog u3 ob6opora SSCC/SGTIN, HaKOIUVIGHHBIX B paMKax
IKCIIEPUMEHTA,;

® CIHCAaHHE Pa3yKOMIUICKTOBAHHOW BTOPUYHON yIIAKOBKHU;

® CHHCaHHE MMPOU3BOJCTBEHHOTO OpaKa;

® TMPOM3BOJCTBO MEIUITMHCKUX U3ICIHIA,

® TMPOM3BOJICTBO JIEKAPCTBEHHBIX MPENapaTOB;

e 0TOOpP KOHTPOJBHBIX 00PA3IIOB;

e 0TOOp apXUBHBIX 0OPA3IIOB

e nepenava JIII Ha yHu4TOKEHME.

5.3.BbiB0j1 U3 000pOTA JIeKAPCTBEHHBIX MPENAPaTOB MPH
HepadoTOCIIOCOOHOCTH PErucTPaTopa BHIOBITHS

B cnydae HepaboTOCTIOCOOHOCTH PEruCcTpaTopa BHIOBITHS YYaCTHUKY 000poTa
HE0OXOIMMO 03HAKOMHUTECS C COOTBETCTBYIOIIEH MHCTPYKIMEH®,

5.4.0co0eHHOCTH BBIBOJA U3 000POTA /ISl OTJAEJbHBIX KaTeropuii
Y4aCTHMKOB

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

1. Opranuzanuu ¥ HWHAUBUIyaJIbHBIE MPEANPUHUMATENH, HAXOASIIUECS B
TPYJIHOJOCTYITHOM MECTHOCTH, a TAKKE€ MMEIOIINE MECTA OCYIIECTBICHUS
JIESTEIIbHOCTH, PAcCIOJIO)KEHHBIE B TPYAHOJOCTYIHOM MECTHOCTH, HO
HMeIIMe BO3MOKHOCTH INepeaavyd JaHHbIX 4epe3 ceTb UHTepHerT,
JOJDKHBI  TIepefiaBaTh CBEIECHUs 00 omepanusx ¢ JEeKapCTBEHHBIMU
npenapatamu B OI'MIC MIJIIT cornacHo TekymuMm Ou3HEC-MpoIeccam
JBIDKCHUST JIGKAPCTBEHHBIX IMpENapaTroB, OMYyOJUKOBAaHHBIM Ha caiTe
YecTHBIM3HAK.

2. OpraHuzanuy ¥ WHJIWBHUIYATbHBIC TIPEANPUHUMATEIN, UMEIOIINE B CBOEM
COCTaBE MeECTa OCYLIECTBICHUS ACATEIbHOCTH, HaxoIdlluecs B
TPYAHOAOCTYITHOM MECTHOCTH M He MMerolMe 10cTyna k cetu UHTepHer:

4 Mucrpyxuus pasmeniena B [Ipunoxennu 5 HacTosmux MeTOIMIECKUX PEKOMEHAALMI
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o Ilepemaua cenenuit B OI'MIC MJJII ocymecTBasieTcs uepe3
TOJIOBHYIO OpraHU3alyil0, B COCTaB€ KOTOPOW OCYIIECTBISAET
NEATeNIbHOCTh ~ 000COOJICHHOE  MOApa3[eieHue  MEIUIUHCKOMN
OpraHu3aluy Uiu GuiIrai anTeqyHol CeTH.

e Ecim MECTO OCYWIECTBICHHS JEATEIBHOCTH HE  SIBISIETCA
CTPYKTYPHBIM TOJIpa3/IeICHUEM BBIIIECTOSIICH oOpraHu3anuu (To
€CTh SBJISIETCA CAaMOCTOSITEJIBHBIM IOPUAMYECKUM JIUIIOM WM
WHJIMBUAYJIbHBIM MPEINPUHUMATENEM), B TAKOM CITy4ae YYACTHUKY
o0opoTa HEOOXOIMMO 3arpy3uTh XMI-TOKYMEHT O BBIBOJE
nekapctBeHHoro mpernapara B ®OI'MMC MJJIII yepe3 JInuHblid
KaOWHET U3 MecTa, T1e ecTh Aoctyn k cetu UHtepHer. Cpoku Ha
repeiady CBEACHUM COCTaBIISIIOT 5 THEM.

5.4.2. BoiBoa u3 000poTa (ebamepcKo-aKyliepCKUMU MYHKTAMH

®denpamepcko-akyumepckuii myHKT (ganee — MAII) sBigeTcs CTPYKTYpHBIM
NOJpa3eJICHUEM MEIUIMHCKOW OpraHu3alid, OCYLIECTBIIAIOIINMM JIOBPAYEOHYIO
NEPBUYHYI0 MEIUKO-CAHUTAPHYI0 TMOMOLIb B  CEJIIbCKOM MECTHOCTH, U
y4acTBYIOUIMM B 000pOTE JIEKapCTBEHHBIX IPENapaToB.

MenuuuHcKkass opraHu3anusi, B coctaBe KoTopoud Haxomutrcs DAII,
OCYIIECTBIJISIET T€peiady JIEKAPCTBEHHBIX IMPEMapaToB HA MECTO OCYUIECTBICHUS

nestenpHocTH PAIl U puKCHpyeT COOTBETCTBYIOIIYIO OTTPY3KY HaIlpaBiI€HUEM
ceeaenuii B ®I'MC MJIJIIL.

B ciydae po3HMYHOI Mpojaky JIEKAPCTBEHHBIX IMpPENnapaToB W/WIKA OTIyCKa
JIEKAPCTBEHHBIX MPENAPATOB CO CKUAKOM allTeYHON OpraHu3aIuen, HaXOIAIIECs B
denpamepckux myHkrax (naiee — OI1) u GAII, BbIBOA J€KapCTBEHHBIX MPENApaTOB
13 000pOTa OCYIIECTBIIAETCS C UCTOIb30BAHUEM KOHTPOJIBHO-KACCOBOW TEXHUKHU.

O6ocobiieHHbIe TIOApa3AesicHuss MeAuIMHCKON opranuzarnuu (DPAIL, OII),
OKa3bIBAIOIINE MMEPBUYHYIO MEIUKO-CAHUTAPHYIO ITOMOIIb, OCYIIECTBISIOT BBIBOI
JICKApCTBEHHBIX MpenaparoB M3 000poTa ¢ HCIOJB30BAHUEM PErUCTpaTopa
BBIOBITHSL.

Ipumeyanue:

1. Ecou ®AIIL, @Il nHaxomarcs B TPYAHOAOCTYIIHOM MECTE, HO IPHU ITOM
UMEIOT noctyn k cetu MutepHer — B Takom ciydae PAII, OII obsa3an

nepeaaBaTh CBEJCHUS O BBIBOIE JICKAPCTBEHHBIX MPENapaToB U3 000poTa B
OI'MC MJIIL.

35



2. Ecaun ®AIT/®PII HaxoauTcs B OTHAJIEHHBIX OT CETEH MECTHOCTH U HE UMEET
IocTyna K ceth VHTEpHET — BBIBOJ JIEKAPCTBEHHBIX IPEMNAPATOB U3
000poTa OCYIIECTBIISICTCS TOJIOBHOW OpraHu3aIieil, B COCTaB KOTOPOU
BxoauT OAIT/DII.

5.4.3. BbiBOa 13 000pOTa OPraHU3alMsIMH, OCYLIECTBJISIIOIIUMH HAPSIY
C OCHOBHOI1 (YCTABHOM) 1eSAITEJIbHOCTHI0O MEAUIUHCKYIO
NeATeJIbHOCTH (00pa3oBaTe/ibHbIE OPraHU3ANMHU, YUPeKIeHUsI
HAYKH, YYPe:KIeHUS COUNAIBLHOr0 00C/IY:;KUBAHUSA U UHbIE
OpPraHu3aluu)

OpranuzanusM U UHAUBUIYAJIbHBIM PEANPUHUMATENSAM, OCYIIECTBISIONUM
Hapsily ¢ OCHOBHOW (YyCTaBHOM) JNESITEIBHOCTBIO MEIUIIMHCKYIO JEATEIbHOCTD,
HeoOxoaumo oTpaxkarh B ®I'MMC MJJIII cBemenumss 000 Bcex oOIepanusx ¢
JICKapCTBEHHBIMU  TIpenaparamMu. AJITOpUTM  JIEUCTBUM TakuX CyOBEKTOB
oOpalieHus JeKapCTBEHHBIX CPeJCTB 1Mo BHeceHuto nudopmaruu B ®I'MC MIJITI
aHAJIOTUYEH alTOPUTMY, PUBEICHHOMY B ITyHKTE 5.2.3.
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6. OtaenbHbIe MpoLECCHI

6.1.PexomMeHIaluM M0 BeeHUIO TOBAPHOII HOMEHKJIATYPbI YYACTHHKA
o0opora

B nensix obecneueHuss KOPPEKTHOTO HHTErPAIMOHHOTO B3aUMOJICHCTBHS C
OI'MC MJUIIl yuyacTHuUKy o00OOpOTa MpU BEIECHUM TOBApPHOW HOMEHKJIATYpPHI
JIEKapCTBEHHBIX MPENapaToB, HAXOJALIUXCS Yy HEro OajaHce, pPeKOMEHAYETCS B
KauecTBe OCHOBHOI'O HIEHTU(HUKATOpPA MCIOJIH30BATh BHYTPEHHHUH YHUKAIbHBIN
uaeHTuduKaTop JekapctBeHHoro mnpemnapata B peectpe ECKIIIL (manee — xon
ECKUJIIT).

Hns momyuenus u ydera koma ECKIIII B TYC yuactHmka obGopota
HeoOxoaumMo ucnoisb3oBaTh MeToa APl 8.5.1 «Meton aiisa noiydenus: uHGpopManuu
U3 peecTpa MPOU3BOJUMBIX OpraHW3alUi JEKAPCTBEHHBIX MpenapatoB». CIUCOK
MetonoB APl omyOnukoBanel Ha caiite YectHbii 3Hak B gokymente «MC
«MapxkupoBka». MJUIIL. Ilporokon obmena uHTepdeiicHoro ypoBHs v3.04» B
paznene «JlokymenTsl 1uist pabotsl B MJITD.

6.2. UnBeHTapU3aNusi OCTATKOB. Y4eT U CIIMCAHUE JIEKAPCTBEHHBIX
npenaparon

Ha naty ctapra 06s13aTenbHON MapKUPOBKH JIEKAPCTBEHHBIX MpernapaToB ¢ 1
utonist 2020 roma y yuactHukoB obopota Ha 6anance B ®I'MC MJJIIT moryT ObITh

HAKOIUIEHBI OCTATKA MAPKHUPOBAHHBIX JICKAPCTBEHHBIX MPENMapaToB, MOJICKAIINX
criucanuto B ®I'MC MJJIII.

BoeienstoTcs cleAyrommMe KaTeropuy MapKHPOBAaHHBIX —JIEKAPCTBEHHBIX
npenaparoB, KoTopbie MoryT ObITh criicanbl B ®I'IC MJIIT no 1 uronst 2020 1.:

1. nexkapcTBEHHbIE TIpenapaThl, MapKHUPOBAHHBIC «IKCHEPUMEHTATHLHBIMID)
komamu DataMatrix 6e3 KpunTO3amUTBI B paMKax —IPOBEICHUS
AKCTIEPUMEHTa MO0 MAapPKUPOBKE KOHTPOJBHBIMU (UIEHTU(PUKAIIMOHHBIMU)
3Hakamu ¢ 1 dpespans 2017 r. mo 31 nexabps 2019 r.

2. JIEKapCTBEHHBbIC IMperaparhl, MapKHpoBaHHbIe Komamu DataMatrix ¢
KPUNTO3AIIUTON JJIMHOW 88 CUMBOJIOB U IONOJIHUTEIBLHBIMU MOJSIMH B KOJIE
MapKUPOBKHU (CPOK TOAHOCTH, HOMEP CEPUM), U KPUIITOZAMUTON JJIMHOU 44
cuMBoJia B iepuo/ ¢ 14 nexkadpst 2018 r. mo 30 urons 2020 .

Bcem yuactHukam obopota, nMmerommM Ha cBoeM Oanance B ®I'IC MJIJITT
OCTaTKH MapKHPOBAHHBIX JIEKAPCTBEHHBIX NPEMApPaTOB, MEPEUUCICHHBIX BBIIIE,
PEKOMEHyeTCsl TPOU3BECTH TMPOIEAYypy CHHCAaHUS TaKUX OCTAaTKOB (3a
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UCKIIFOUEHHUEM JIEKapCTBEHHBIX MpenaparoB, oTHocsAumxcs k 7B3H, 3akyrineHHbIx
Ha CpelcTBa eaepaabHOTO OOHKETa), C UCIIOJIB30BAHUEM CXEMBI 552 TOTHYeCKOn
moxaenu ¢aiinoB oomena GI'MC MJUJIIT ¢ ykazanmem Tuma BbIBOJA W3 000pOTa
«BwiBo 13 060poTa KN3, HAKOTUIEHHBIX B paMKaX dKCIICPUMEHTAY.

PekoMeHayeMble CpOKH TIPOBEACHHS OINEpaluii CIUCaHUS CYOBEKTaMH
oOparmmenwns iekapcTBeHHBIX cpencts ¢ 1 urons 2020 r. mo 30 urons 2020 r.

Kpowme toro B nepexoansiit nepuoA 10 1 urons 2020 r. 8 PT'UUC MJIT moxet
OTCYTCTBOBaTh MH(pOpMaIUs O MEpEeMEIIeHUH MapPKUPOBAHHBIX JIEKAPCTBEHHBIX
IpenaparoB, YK€ TMOCTAaBICHHBIX IO CXeMaM MpSIMOro WM OOpaTHOTO
aKIIeNTOBaHUs (OTCYTCTBYET MOJTBEPKICHHUE Ipy30IoayyaTenel o MpUHATHU Ha
CBOM OallaHC JICKAPCTBEHHBIX MPEMAPATOB B paMKax MPSMOTO aKIENTOBAHUS WIIU
OTCYTCTBYET TOATBEPKACHUE TPY300THPABUTENSI O IOCTABKE JIEKAPCTBEHHBIX
npenapaToB B paMKax OOpaTHOTO akIeNTOBaHHUS), a (PaAKTUUECKU MOCTABIICHHBIN
ToBap Oyner mnpopomxkate uwuciauteess B OIMC MJUIIlI nHa Oanance
IpPy300TIPAaBUTES.

[Ipun Hammuuu B OI'MC MJUIII cBeneHuii 0 JEKapCTBEHHBIX Mpenaparax,
MOCTABJICHHBIX TPY300TIIPABUTEIIEM IO CXEME MPSMOro akKIENTOBaHUS U HE
IPUHATHIX rpy3onoiaydareneM Ha cBoil 6bananc B ®I'MIC MJIII o ucreyenuro S
JTHEW ¢ JaThl MOJy4YeHUs ToBapa (JiekapcTBeHHbIE mpenaparthbl mo gaHHbiM OI'UC
MJJIIT HaxomsTcs B peecTpe OXKHUAaHWsA), TEKyIIeMy BiaJaeiblly TOBapa
(Tpy300TIIpaBUTENI0) HEOOXOAMMO OTO3BaTh OTIPY3KYy, HCHONB3Yyd cxemy 251
noruueckoit moaenu daiinoB oomena GI'MC MJJIIL, u 3atem cnucath JTaHHBIC
JIEKapCTBEHHBIE MTPenapaThl COTJIaCHO MPUBEICHHON BBIIIE UHCTPYKIIUH.

B cinydae ecnum B pamkax oOpaTHOrO akIENTOBAHUS TPY300TIPABUTENb HE
NOATBEPAWI MPHUEM TPY30IMOTydaTesieM JIEKapCTBEHHBIX MpenapatoB B OI'UC
MJJIIT B Tedyenune 5 mgHEW ¢ JaThl OTHPABKUA COOOIIEHHUS O TMOJYYEHUH TOBapa,
rpy30noiay4yaTesib MOXET MocpeAcTBOM JIMuHOro kabumHETa ydacTHHKAa 00OpoTa
HaIpaBUTh B apOUTpaxX B aJpec MocTaBLIMKa 3amnpoc Ha crnucanue um B OI'VC
MJUIIT mocraBieHHBIX JEKapCTBEHHBIX IpernaparoB. [lociie ormpaBku Takoro
3ampoca  OTBETCTBEHHOCTh 3@  MOCJHEAYIOLIEEe CIUCAHHUE  JIOKUTCS  Ha
rpy3ooTtnpasutens, Ha 6anance kotoporo B ®I'MC MJITT npogomkaroT YuCIUTHCS
ITIOCTABJICHHBIE JIEKAPCTBEHHBIE ITPENAapaThI.

[Ipu daktuueckom BeIBojE JIIT 13 000poTa, B Cllyyae mpoBEPKU MOKyIaTeIeM
JIEKapCTBEHHOI'0 IMpernapara, CIUCAHHOTO BBIIICONMCAHHBIMU CIOCO0aMHu, B
MOOWJIBHOM TpUJIOKEHWU OyAeT yKazaHa HMH(pOpMalus O CIHUCAaHUU TaKoro
JIEKapCTBEHHOI'O IIpenapara B paMKax dKCIEPUMEHTA.
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6.3. Pexkomennauuu no pacuery cymmnl HJIC

B cootBercTBUM € TpeOOBaHHUAMH HMHTETPALMOHHOIO B3aUMOJECHUCTBHS C
OI'NC MJIIT yyacTHUKY 000pOoTa HEOOXOIUMO BHOCHUTH CBEJIEHUS O CTOMMOCTH
YIAKOBKH JIEKAPCTBEHHOTO Ipernapara, pacCCUMTAHHOW UCXOAs M3 OOLIEH CyMMBbI
IIOCTABJICHHBIX JIEKAPCTBEHHBIX MPENapaToB U UX KoaudecTsa, u cymme HJIC mns
Ka)KI0W yIIaKOBKH.

B pamkax mnpsMoro mopsaka akienTOBaHWS CBEICHUA (PUKCUPYIOTCS
MOCTaBIIMKOM (Tpy300THpaButresieM). B ciiyyae oOpaTHOro akienrta CBEACHUS
bukcupytoTcs rpy3omnonaydaresieM. Bo udexanue pacxoxkaeHus: 3HaYCHUM CTaBKU
HAC ywacTtHukam 000pOoTa PEKOMEHAYETCS HCIOJb30BaTh E€AUHBIN aJIrOpUTM
pacueta cymmbl HJIC o dopmyie: Cymma HJIC = Croumocts ynakosku JIIT (6e3
HJC) * Craska HIC/100.

s okpyrinenust cymmbl H/IC mo nByX 3HaKoB Mocie 3amsiaToid HeoOX0auMo
M0JIb30BATHCS apU(PMETUUECKUMH [TPABUIIAMU OKPYTJICHHUS.

6.4.IlopsAoK CMeHBI Jiep:KaTesisi PerucTPAMOHHOI0 YA0CTOBEPEeHUs!
JIEKAPCTBEHHOI' 0 Npenapara

Hwxe B Tabmune (Tabmuma 1) mpuBeneH mnepedyeHb ACUCTBUI CyOBbeKTa
oOpaIteHus JICKapCTBEHHBIX CPEJACTB I CMEHBI JIepP)KaTelsl PErHCTPAIliOHHOTO

YIOCTOBEPEHUS Ha JICKAPCTBEHHBIN Mpenapar JJjisi MEAUIIMHCKOTO MPUMEHEHUS B
cucteme ®I'MC MJIIL.

bynymmi aepxaresb
Texkymmi AeprkaTelib | perucTPpauoOHHOIO
JeiicTBHe PerucTpPaluoOHHOrO yYI0CTOBEpPeHUs (komy
Y10CTOBEpPeHH s nepejalTCcsl MpaBa Ha
NPOIYKT)
Perucrpauust - Peructpupyer
NMPOAYKTOB B HoBbIit GTIN B accommanmu
accouuanmnu GS1 GS1
Perucrpauus - ITocne oOHOBIIEHUS 3amMKCH
JIEKAPCTBEHHOI' 0 B ECKIJIII wu mnosiBieHusa
npenapara B HoBoro DrugCode no
MAJIIT V3MEHECHUAM B Py
(u3menenue nepxarens PY
(manee — JPY)
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peructpupyet HoBbli JIII B
MJIJIIT oz woserii GTIN

Jlorosop HA | - 3akimroyaeT JoroBop (mpu
yYAAJICHHBIA yCJIOBUH, 4TO Yy 3TOTO JIPY
pocryn k PJ He ObLJIO paHee J0roBopa)
Jorosop Ha | OmwiaynBaeT panee, | 3akio4aer JAoroBop (Ipu
orary KO/I0B | IPEIOCTaBJICHHBIC KOJIbI | YCIIOBHMH, 4TO y 3TOrO JIPY
MapPKHPOBKH MapKUpOBKH,  €CIIM  OHH | HE OBLJIO paHee J0roBopa)
IIPEJOCTABIIEHBI HA YCIIOBHSX
MOCT-OIIATBHI.
OTtuer 0 | YcII0BHS IEPEXOTHOTO Omuccua KM oTkpsiBaeTcs
HAHECeHUH Hnepuoaa. I10CJIE YTBEPKIACHUS HOBOI'O
(10319) OMHcCcHs KOJIOB I10 IPOAYKTY JIPY u  perucrparuu
Ha craporo JIPY npoaykra B GS1 nu MJUIIL.
3aKpBIBACTCA HE MO3AHEE,
4yeM depe3 6 MecseB nocie OTupasnser  OTYETHL O
MOMEHTa yTBEPIKICHHS HaHecenun (10319) or
rnosoro JIPY s ECKIJIII. uMeHd HoBoro JIPY ¢ matsl
yTBEpKAeHUs HOBOTO [PY
IIpuem noxkymenToB 10319
3aKpBIBAETCSI C  MOMEHTA
IIOCTYIIJIEHUS [IEPBOTO OTYETA
O HAHECEHUHM B CHCTEMY
MIJII (10319) ot HOBOrO
APY. Ilpu »sTom crapomy
JAPY  pexomeHngyercs B
ClIydae 3aKkaza KOJIOB IO
MPEAOTIATHON cxeme
3ampalinBaTh KOIbL, HCXO.S
U3 peaslbHOM MOTPEOHOCTH Ha
MPOJYKT, KOTOpBIA Oyner
nepeaH HOBOMY BIIAJENbILY.
Peasmm3zauus Het orpannuenuii Het orpannyennii
CTOKA,
NPOU3BEAECHHOI0

A0 yTBepKIEHUSA
M3 noBoro /IPY
HE3aBHCHMO  OT

€ro HAXO0KJIACHUA

Tabmura 1
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6.5. Ilopsinox orpaskenus onepauuii B ®I'MC MIJIII npu ocyuiecTBiaeHun
ONTOBOM MPOJAXKH 32 HATUYHBIA M 0e3HAJIMYHBIN pacyeT

[Ipu ocymecTBiIEHUH ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMH IpenapaTamu 3a
HAJIMYHBIA WM O€3HAIMYHBIN pacueT B (DHUCKAIBLHOM JOKYMEHTE B 005S3aT€IILHOM
nopsiike Heobxoaumo ykasbiBath MHH rpy3ononyuarens. B Takom ciydae BbIBOJ
u3 obopota nekapcrtBeHHbIX npenapatoB B @IT'MC MIJIIT ne mpousoiiner. Janee
KOHTpareHTaMm HeoOXO0MMO BBIIOJIHUTH ONEepaluy MpueMa-Tiepeiayu.
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IIpunoxenne 1. IlepeyeHb cxem Jiorudeckoi moaenu ¢aiijioB oOMeHa

OI'UC MIJHT
Ne XSD-
CXEMEL KpaTtkoe Ha3BaHue onepanuu
10300 | DOmmuccust KOA0B MAPKUPOBKH
10311 |3aBepuieHue yNaKkOBKH (PETUCTPATOP IMUCCUU)
10319 | Beimyck JIII 3a npenenamu PO (peructparop aMuccuu)
10511 | Posumynas npogaxka ¢ ucmoiab3oBanuem KKT
10521 |OTmyck 1o JbrOTHOMY PELETY (PETUCTPATOP BHIOBITHS)
10522 | OTmyck mo JroTHOMY perenTty ¢ ucnoiab3oBanuem KKT
10531 Brimava st okazaHusi MEAMIIMHCKOM MOMOIIH (PErucTpaTop
BBIOBITHS )
250 OtmeHa onepanuu
251 OT13bIB yacTu TOBapa OTnpaBUTeIEM
252 OTtka3 oT mpueMku yacTtu ToBapa [lokymnarenem
253 KoppektupoBka panee HampaBIeHHBIX PEKBU3UTOB
311 3aBeplieHrEe YIIaKOBKH
313 Brimyck JIIT
314 Otrpy3ka JIIT coOCTBEHHUKY ISl BBIITYCKAa TOTOBOM MPOAYKIIMH
321 Brimyck JIIT (uHOCTpanHbIM nepxkarens PY)
331 Otrpy3ska JIIT B PO
332 Bgro3 JIII B PO
333 Bgo3s JIIT B P® 1o xoucuruanmu
334 [Tepemerienne B 30HE TAMOKEHHOTO KOHTPOJIS
Brimyck 1151 BHyTpeHHETO MOTpeOeHus
Odopmiienue sxcropta
335 Otka3 B noJsib3y rocyaapcersa B 3TK

Odopmiienne peskcmopTa
ITepenaua Ha ynuutoxenue u3 3TK
TamoxeHHoe oopmiteHre
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Ne XSD-

KpaTkoe Ha3BaHue onepanuu

CXeMbl

341 ITpuemka Ha cknan u3z 3TK

342 Brog JIIT B o6opoT Ha Tepputopuu PD

351 Cwmena cooctBennuka JII1

360 BBo3 co6ctBennbix JIIT uz3 EASC

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 Otrpy3ka JIIT coOcTBEHHUKY

391 [ToBTOpHEIN BBOJ B 000POT

415 Otrpy3ska JIII co cknana

416 ITpuemka JIIT Ha ckian

417 Bo3Bpar nprocTaHOBIEHHBIX JIEKAPCTBEHHBIX MIPENAPATOB

431 [Tepememnienue

441 Otrpy3ska JIIT Ha HE3aperucTpupPOBaHHOE MECTO AEATEIbHOCTU

442 IIpuemka Ha cknan JIII, panee oTrpyKEHHBIX HA
HE3aperucTpUPOBAHHOE MECTO ACSITEIbHOCTU

461 Otrpy3ska JIIT B EADC

470 [Tepememienue JII1 B pamkax rocy1apCTBEHHOTO JIEKAPCTBEHHOTO
o0ecrnieueHus

471 ITepenaya HOBOMY BiIaf€ibIly

472 Otrpy3ka JIIT no areHTckOoMy 10TOBOPY

511 Po3nnunas npogaxa

521 OTIycK 10 JIFOTHOMY PELENTY

531 Brimauga qi1st okazanusg MeIUIITHCKOM ITOMOIIHA

541 ITepenaya Ha yHUUTOXKEHUE

542 YHUYTOXEHUE

552 BriBog u3 o6opota
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Ne XSD-

KpaTkoe Ha3BaHue onepanuu

CXeMblI
701 [TonTBepKaeHNUE OTIPY3KU/ TIPUEMKH
811 ITepeymnakoBka u iepemMapKUpOBKa
911 ArperupoBaHue
912 PachopmupoBanue rpynmnoBoi ymakoBKU
913 N3bsiTHE U3 TPYIIIOBON YIIAKOBKH
914 BxitoueHue B rpyImnoByr0 yHakOBKY
915 ['pynmoBoe arperupoBanue
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Hpunoxkenne 2. Kparkass HHCTPYKIMS 0 MOJYYE€HUIO PErUCTPATOPA
BBLIOLITHUSA

Kparkas uHCTpyKIMS 110 1Iaram

> IMar 1. 3apeructpupoBatbcd B CucCTeME MOHUTOPHMHIA JABIM)KEHHUS JIEKapCTBEHHBIX

npenapatos 1o aapecy https://mdlp.crpt.ru/ (nanee — CuctemMa MOHUTOPHUHTA)

> Hlar 2. 3anoJHUT, W HANOpaBUTh 3asBICHHE O MOpucoeAuHeHUn K JloroBopam

Ornepatopy

> Ilar 3. [loamucath co cBoel cTOpOHBI JlOroBOp OE3BO3ME3JIHOTO IMOJIb30BaHUS

JIBIKAMBIM HMYILIECTBOM (PETHCTPATOP BHIOBITHS)

> Hlar 4. 3amonHUTh W HANPaBUTh AaHKETy Ha TMOJYYCHHE PETUCTpaTopa BBIOBITHS

Onepatopy

> Ilar 5. Ilogmucats co cBoel CTOpPOHBI 3asBKy Ha MpeAocTaBlieHHe Peructparopa

BrIOBITHS.

> Hlar 6. OcyliecTBUTh MPHEMKY pErHCTpaTopa BBIOBITHS M TOAMUCATH aKT NpUeMa-

nepenaun (AKT O IOJTyYEHUH PETUCTPATOpa BHIOBITHSA)
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https://mdlp.crpt.ru/

1 3amonHeHue 3asBIEHU 0 MpUcoennHEeHUH K JloroBopam

B UC MJIJIIT YyacTHUK MOKET OTIPABUTh OJHO W3 CICAYIONIMX 3asBJICHUN O

IMPHUCOCAUHCHNHU K I[OFOBOpaMZ

— 3asBieHue Ha ¢GopmupoBaHue J[oroBopa Ha okazaHHE YCIyr MO MPEIOCTABICHUIO
KOJIOB MapKHPOBKHU;

— 3asBienne Ha (QopmupoBaHue JloroBopa MO MPENOCTABICHUIO PETHUCTpATOpa
BBIOBITHS,

— 3asgBieHne Ha QopmupoBaHue JloroBopa IO MNPENOCTABICHUIO yCTpOMCTBa

PErucTpanuu SMUCCHUU ITYTEM NIPEAOCTABJICHUA YAAJICHHOTO NOCTYIIA,

— BasgBiaeHne Ha QopMmupoBanue J[oroBopa IO MNPEIOCTABICHHIO 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 3asiBiienne

B nuunom xkaOuHere mnepeditn Ha Bimaiky «Ilpoduns», «AHKETBI W JOTOBOpay,

«3anonHeHue 3asBiaeHui». Haxars kHonky «+Odopmuts 3assienue» (PucyHok 8).

1 Tocne Haxarust Ha KHOTIKY «OQOpMUTH 3asiBIICHIE» OTKpoeTcst OKHO «OdopmiteHue

sasBiieHus» (PucyHok 9).




OdopmneHue saaBneHna X

AaHHbIE 3aABneHnA

OBLUECTBO C OTPAHMYEHHO OTBETCTBEHHOCTBHO “TEM/IOMPUEOPCEPBAC 9203001165

920301001 1149204007754

* Twn 3aABNeHNA v
MpoaonknTb

Pucynok 9— OxHo «OdopmiteHre 3asBICHHUSDY

2 B okne «OdpopmieHue 3asBaeHus» TpeOyeTcs BhIOpaTh HYKHBII THIT 3asIBIICHUS B

BeinagaronieM crnucke (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 3asBIeHUs

3. Tocxe BBI60pa HYXXHOTO THUIIA 3a4BJICHUA Tpe6yeTc;1 3aI0JIHUTh 00A3aTCIbHBIC OIS

(Pucynok 10) u HaxkaTh KHONKY «IIpOIOIKHUTEY.
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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. JTanee 3amonnute pannbie 3asutens (Pucynok 11). Haxkmure kuOmkKy «BwiOpath
NpPECTaBUTENs U3 CHHCKa Mojb3oBareneiy (PucyHok 12), 3amoimHUTh BCe IaHHBIC

.
nomeuennbie ~ (Pucynok 13). Haxatb kHONKY «IIpOgomKuThY.

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— Odopmienue 3asiBicHHE

Q Mowck

Bcero nozuuyuid: 4

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

Pucynok 13— BeiGop npencraBuTess
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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 IPECTaBUTENS

5 BamonHuTe 6aHKOBCKHE pekBU3UTHI (PrcyHok 15) u HaxkxMuTe KHONKY «IIpoa0ImKUTEY;

3/6 OdopmneHue 3anaBneHna X
BaHKOBCKWE PeKBU3UTEI
* BUK Q * HaumeHoBaHue BaHka
* KoppecnoHaeHTCKWiA cuet * PacueTHbIl cueT
Pucynok 15— 3anonHenne 0aHKOBCKUX PEKBU3UTOB
HpHMeanHe — CJICeayromue mraru perucTpanuu AKTYyaJIbHbI TOJIBKO JIA

«3asBenuss Ha (QopmupoBaHue JloroBopa MO MNPeNOCTaBIEHUIO YCTPOMCTBA PETHCTPALUH

OMHUCCHUN.

6. VYkaxute Kakoe 000pyIOBaHUE U B KAKMX YCIIOBHUSIX Pa3MECTUTh, BHIOPAB 3HAUECHHUS «J1a»
WIN «HET», HaxarneM Ha HeoOxomumoe mone (PucyHok 16). Haxmutre KHOMKY

«[IpooImKUTEY. AHAJOTMYHO 3alOJIHUTE CIEAYIOIINE CTPAHHIIBI
(Pucynok 17) (Pucynok 18). Haxxmure kHonky «COXpaHHUTBY;

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— Bsibop 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 — Odopmnenue 3asBieHue 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

Ilocne 3amojHeHUs 3asABIICHUS HYXXHO HaXXaTb KHOIIKY «COXpaHI/ITL» Hn 3as1BJICHUC
6y,Z[CT COXpaHCHO U JOCTYNHO I HOPOCMOTpPa Ha BKJIAAKE «3alojIHEHUE 3asBIICHUM» B

craryce «3anoiHeHo» (PucyHok 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 3asiBieHUIM
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2 IIpocMmoTp, penakTUpOBaHKE U YAAJICHHUE 3asBICHUN

Kuonku nnsa  jedcTBuUil ¢ 3adBJICHUSIMM  PAcCIONOKEHbl B KpallHeW TMpaBoil KOJIOHKE

(Pucynok 20).
C 3asIBJICHUSIMU B CTAaTyCE «3aroJHEHO» JOCTYIIHBI CIEIYONIHE ICHCTBHS:

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

C zasBrnenusiMu B ctatyce «OTIIpaBIeHO» JOCTYIIHHI CIEIYIOIINE JeHCTBHS:

— IIpocMmoTp 3asiBIEeHUIA.

) - 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 3anojineHue 3asiBJIeHU. [lelicTBUS C 3asBICHUIMU
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3 Ormpaska 3asBlIeHUN 0 iprcoeauHenue kK Jlorobopam Oneparopy

OTMeTUTh 3asBICHHE B cTaTryce «3amnolIHEHO» TalloYKOM M HaXaTh KHOIIKY OTHpaBI/ITB

3asBiieHus. KHOMKa CTaHOBHUTCSI JOCTYITHOM 1ocje BeiOopa 3asienus (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 — Beibop 3asiBeHHl 7151 OTTIPABKH

I[lo pesynpTaTam  OTIHpaBKH  3asABICHUN  TOSBHUTCS  COOTBETCTBYIOIIEE  YBEIOMIICHHE

(PucyHok 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. [lepexon k moanucu JIOKyMEHTOB

Ha ocHoBanum 3amosiHeHHOTO ® oTmpaBieHHOTo OrmepaTtopy 3asBICHHS B  TeUCHHE
omHoro pabowero gmHsS Oyaer chopMHpOBaH [JOTOBOp Ha TNPENOCTaBICHHE pPETHUCTpaTopa

BBIOBITHS B COOTBETCTBHH C yTBEpKIeHHOH MuHmpomToprom Poccun THIOBO# (opMOT.

s mepexojla K TMOANKMCH TOJATOTOBIEHHOro OnepaTopoM J0roBopa TpeOyeTcs NeperTH

Ha cTpanuily «J{oroBopsi» (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 crpanuie J{oroBopsr
IIpu Bxome B pasmen JloroBopbl BCIUIBIBAET OJIOKHpYIOLIEE OKHO, Tpedyromiee
nojnucaTh JokyMeHTsl (PrcyHok 24). Cuctema TpeOyeT MoAnucaTh I0roBopa THIIA:
- IPeI0CTaBIIEHUS KOJIOB MAaPKHUPOBKH;
- IPEAOCTABICHUS YCTPOWCTBA PETUCTPALIUN SMUCCHUH;
- IPEAOCTABICHUS YCTPOUCTBA PETUCTPALIMI SMUCCHH ITyTEM MPEIOCTaBICHHS yIAICHHOTO JOCTYIIa;

- JOIIOJIHUTCIIBHBIC COIJIAIICHUAA.
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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— Biokupyrolee OKHO
Ilocne mepexoma  OymeT  JOCTYNEH  TEPEYCHb  MOJATOTOBJCHHBIX  JIOKYMEHTOB  JUIS
o3HaKomieHus U noanucu. (Pucynok 25).
HpHMeanHe - B ClIyda€ HaxXO0XICHUA HECOOTBETCTBUII B IOATOTOBJICHHBIX HOOKYMCHTAaX

peKoMeHzayeTcsi o0paTtuThcst B ciayxkOy TexHHMueckod moxnepkku Omneparopa Uisi BHECEHUS

M3MEHEHUH 1 nepeopMUpOBaHHS 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 CliucKOM JOKYMEHTOB

CTaTYCBI noAmnucanusd Joroeopa:

1. Tpebyer nmoANMCH — Y9aCTHUKY HEOOXOJUMO TO/IUCATH JIOTOBOP
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2. Ha mpoBepke — 70roBop HaxoauTcs Ha nmoanucanuu Ha cropoHe OO0 «LIPITT»

3. Ioamucan cropoHamu — 10roBop noamnucad co croporsl OO0 «LIPITT»

CkadaTp W TPOCMOTPETH JOTOBOP Tepe]] €ro TMOANHCAaHWEM BO3MOXKHO B OKHE
MONIUCAHNSI, KOTOPOE OTKpBIBAaeTCS MpPH HaXaTww craryca TpebyeT moammcanus (KHOIIKA

"CkadaiiTe ¥ 03HAaKOMBTECH C TIPUIIOKEHHBIMHU TOKyMEeHTaMu").

CkauaTb u MMOCMOTPETL AOTOBOP C OTTUCKAMHU IMOAIMMUCAHTOB IIOCJIC IIOANMCAaHUA CO

croposl  OOO «LIPIIT» Bo3moxkHO BBIOpaB JloroBop B chomcke AoKymMeHTOB (Pucynok
26).

AOTOBOPHBIE JOKYMEHTEI

Blava nogamcanns

Pucynok 26 - Ctpanutia crmucka J0KyMEHTOB
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5 3anosHeHue AHKET Ha OCHAILEHUE PErUCTPATOPOM BBIOBITHUS

[Mocne mnonmucaHwss JOroBOpa MO TIPEAOCTABICHUIO Permcrparopa BBIOBITHS CO CTOPOHBI
ydacTHUKa (ctaryc moroBopa «Ha mpoBepke») HEOOXOAMMO cpa3zy MEpexXoIuTh K 3allOIHEHUIO

Y OTIpaBKe AHKETHI Ha OCHAII[EHNE PETUCTPATOPOM BBHIOBITHSI.

5.1 Tlepem 3amoiHEHWEM aHKETBI HEOOXOAMMO J00aBHTH MecTta nestenbHOocTH B JIK MC

MJUJIII, BBIMOSIHUB CIIEAYIOMIUE ACHCTBHUS:

1. B TI'naBHOM MeHIO BeIOpaTh pasaen «[Ipoduiby, «Anpecay, «Mecta nesrenbHOcTH» (PrcyHOK 27).

2. Haxare kHONKy J[00aBUTH B MpaBOM BEpXHEM YTy TAOIHIILI — OTKPOETCS OKHO JJisi BBIOOpa
3aperuCTPUPOBAHHBIX MECT JesTelibHOCTH (PrcyHOK 28).

3. BriOpath ajapec w HaxaTh KHONKY Jlo0aBUTh HOBBIH — JOOaBICHHE MecTa JEATCIHLHOCTH

BBITIOJTHEHO ¥ MOKET HMCIIONIB30BaTHCS TPU Tiepeiaue cBelieHuil B cuctemy o0 obopore JIIT.

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

51

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

O Haenrudwrarop MO MaerTwdnkaTop DUAC Anpec CyGuet PO Cramye T3 NPUOCTANCBAEHMHA

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

e ¥ & ¥ T

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

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

X
o

Pucynok 27 — [Ipodwmis. 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 - Criricok aapecoB juis qobasienus M/]
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ﬂO6aBJ’IGHI/Ie HCCKOJBKHX MECT JCATCIIBHOCTHU HOPpUIUYICCKOro JIMIa,

PAcCIONIOKEHHBIX 110 OJHOMY aJ[pecy omucaHo B [IpuiioxkeHuu.
5.2 3anonHeHue auker Ha PB

Ha CTpaHUILIC «3amonHeHHMe aHKeT Ha PBy» BI>I6paTI> HCO6XOHI/IMOC JJI1 OCHalICHUA

perucTpaTtopomM BBIOBITHS MECTO ACATCIIBHOCTH W HaXXaTb Ha KHOIIKY + B KpaﬁHeﬁ npaBoﬁ

KoJsoHKe Tabmuipl (Pucyrok 29).

.‘
]

Pycoxni v FARACIPATOF >
v nPO®U/L » Pyccnd
[laMHble Opranu3aumn NueHsnm Aapeca [DoBepenHble KOHTPareTsl AHKeTbl W AOrOBOPbI 3axa3 SGTIN Bbirpy3ka aaHHbIX
[}
)} BHKETa A1 KAXAOTO MECTa OCYLLECTBAEHAR AEATEABHOCTH
B» & CTpoke Bubpamnoro MA.
4
&
= oumetp Q nomex
Beero no3; aumit: 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. 06a WpkyTckas r Upky. WpkyTcxan obaacte [levictayer +
00

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

Ilocie mnHaxaTus Ha KHOIIKY OTKPOCTCA OKHO [JIsI 3aIllOJIHCHUA aHKETbl Ha OCHAIICHUC

PEruCTPaToOpOM BBIOBITHSI BBIOpAaHHOTO MecTa esitenbHocTH (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 OCHAIlIEHUE PETUCTPATOPOM BBIOBITHS

IpuMeyanue — Py 3aM0JTHEHUN aHKEThI UCITOJB3YITE MMOJCKA3KH IO/ TIOJIEM 3alOTHEHHUS
(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 ajist 3a110JHEHUS

[Mpumeuanue - Ecnim Qaxkthyeckuii aapec yCTAaHOBKM OTJIMYAETCS OT ajapeca BhIOPaHHOTO
MecTa JeSTeIbHOCTH, TO JUISI KOPPEKTHOro Jo0aBieHus HyxHOro azapeca (koma DOUAC)
pEKOMEHAyeTCsT  BOCIONB30BaThes  oduimansHeiM  calitoM  DenepanbHoil  MHGOPMAIMOHHON
aJpecHOW CHCTeMBl M JIEHCTBOBAaTh COIJIACHO IPUBEIACHHONM Ha caiTe uHCTpyKuud. Cchplika Ha

calT mobapiieHa Ha CTpaHHUILy 3aroiiHeHus aHkeTsl (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 - Ccputka Ha odunmanbsHelii cailtt DUAC

3aIoJHUTh AHKCTY U HaXXaTb KHOIIKY «COXpaHI/ITI))).

ITocne coxpaHeHHs aHKETa CTAHOBHTCS JOCTyIlHa B craryce «3amoiHeHo» (PucyHox

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 - Ctpanuiia Ankersl. OTOOpaXeHHE 3aIOIHEHHON aHKETHI
Ha crpanunie «AHKETBD» KHONKH [JIsl JEUCTBUM ¢ AHKETaMH pAacHoOJOXKEHbl B KpailHeil

npaBoii kosonke (PucyHox 34).
C aHKeTaMH B CTaTyce «3aroIHEHO» JOCTYITHBI CIEAYIOINe IeHCTBUS:

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

C aHKeTamMu B CTaTryce «OTHpaB.TIeHO» AOCTYIIHBI CIICAYIOMIUC I[eﬁCTBI/ISIZ
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— IIpocMmortp anker.

Hannble opraHuzaunn Nuenznm Aapeca HosepenHbie KOHTpareHTbl AHKETBI M A0rOBOPbI 3axaz SGTIN BoirpysKa AaHHbIX
) 3anonuenue sananennii (O florosopel () 3anosHenve anker va PB () 3anonHenue anket Ha P @ AHkeTul
BLIGOR BHKET AR sanEkd Ha 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 ML AR YTOUHENS AONCNKATENEHOI
WHEORMEN 11 KEXMITE KHOMKY “CTpaBuTs”. Nocne SyayT patopy AT 3amBKM Ha

= onetp Q romck
Beero nozmuwii: 93

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

o 3anonHeHo AHKeTa Ha P3

» @ ¥ 2 ¥ @ @

Pucynok 34 - Ctpanuna AHkeThl. JlelicTBuS ¢ AHKETaMU
5.2 OTtnpaBka AHKET Ha OCHAILIEHUE PErucTpaTopoM BhIObITHS OniepaTtopy

OTMeTUTh aHKETHl B cTaTyce «3alloJHEHO» Talo4KOH M HaxaTb KHONKY «OdopMuTh

3as1BKy Ha OCHAIleHHe 000pyI0BaHUEM.

KHomKa CTaHOBHUTCS TOCTYITHOM mOCiie BeIOopa aHkeT u3 crucka (PucyrHok 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

Pucynox 35 — Bribop anker mist ornpaBku Oneparopy
Ilocne wHaxatus Ha KHONKY «OQopMuTh 3asiBKy Ha OCHAUICHHE 000pYyIOBaHUEM»
OTKpOETCSl OKHO JJIsi BBOJA JONOJHMUTENIBHBIX JAaHHBIX JUIs OpopMiieHHs 3asBKM Ha OCHAIIECHHE

obopynoBanueM (Pucynox 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 - Beox maHHBIX 1715 ohopMieHus 3asiBKM Ha OCHAIIEHHE 000pyI0BaHHEM

Ilocne BBOJIa JAHHBIX HAKaTh Ha KHOIIKY «OTHpaBI/ITI:».
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ITocie Haxkatuss Ha KHONKY «OTHpaBUTBHY» aHKETHI MEpexomaT B cratyc «OTmpaBiieHO» U
Oynyt nampaBneHbl Omnepatopy mnsi nanpHedmer o0padorku. Ilociae 00paboTKM mepenaHHBIX

JAHHBIX OyIyT c(hOPMHUPOBAHBI IOKYMEHTHI, KOTOpPBIE OYAYyT pa3MeleHbI B pa3aeie JJoroBopsl.

5.3 [Toanmucanue aHKETHI.

B Tewenme 1-2 paboumx nHeilt amketa Oymer mpoBepeHa co crtopoHsl OOO «LPIIT», B
pazmene  «JloroBope»  Oymer cdopmmpoBaHa  «3asgBKa  YYaCTHHKAa O  TIPEIOCTaBICHHUU
obopynoBanusi PB» B craryce «TpeOyer mommucu». YUYacTHHUKY HEOOXOIUMO TMOIMHCAThH

3asBKY.

ra AOTOBOPHBIE AOKYMEHTRI m Pycooii v
[

Pucynoxk 37 - Crpanuma Jlorosopsl. [lonmucanme 3asBku.

Ilocne mnoanucanus 3asBKa mepexonuT B crtaryc «Ha mposepke». Ilocne mnpoBepku
3asBkn Ha ctopoHe OOO «LPIIT» B Teyennu 1-2 paboumx JHEW 3asBKa MEPEXOAUT B CTATyC

«ITognucan ctopoHaMm».
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6  AKTBI O MOJy4YEeHUH peructparopa BeIObITH. [lepexon k moanucu JJokymeHTOB

Iloce monnucanns «3asBKM ydYacTHHKAa O TpefgocTaBieHnn oOopymoBanusi PB» co
ctopoasl OO0 «IPIIT» B pasmene J[loroBopsl ¢opmupyercss «AKT TmpuemMa — Tepefadn

obopynoBanus» B ctaryce « I pedyer moamucu.

BHMMAHMUE!

Axt IOAINKCBIBACTCA I10 (paKTy MOJIy4€HUs perucrparopa BBIOBITHS.

Hdns mepexoma K TIOANMCH TOJATOTOBIEHHBIX JOKYMEHTOB TpeOyeTcs mepedTH Ha

crpanuity «J{orosopsi» (Pucynox 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 - Ilepexon k Bknaake [JoroBopsl
Ilocme mepexoma OymeT JOCTyNEH IEpeYeHb  IOATOTOBICHHBIX  JOKYMEHTOB IS
o3HakomiieHuss wu nomgmucu. (Pucymox 39). Jlamee HeoOXommMo BBIOpaTh W3 IEpEUHS

JIOKYMEHTOB AKT O TIOJIyYeHHU PEeTUCTpaTopa BHIOBITHS U roanucaTh ero Y KOII opranuzammm.

2 BOTOBOPHLIE AOKYMEHTEI

flva cosgarma Howep soxyuerta Hawverosarme

Pucynok 39 - CrpaHutia co CliucKOM JOKYMEHTOB

Ilepen mnoxmucanmeM AKT MOXHO CKadaTb M npocMoTperh. llocie mnoamucaHus akra co
CTOPOHBI YuacTHMKa OH mepexoaur B craryc «Ha mnposepke».  Ilociae mnpoBepku axkta Ha
ctopoie OOO «UPIIT» B Teuenne 1-2 paboumx paHelr akT mnepexoauT B craryc «lloamucan

CTOPOHAMM» U MOXKET OBITH CKaYaH C noArnucsMu CTOpPOH.
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Hpuioxenue

Jlo6aBJ/ieHNe HECKOJbKUX MeCT AesITeJTbHOCTH I0PHINYECKOr0 JIMIA, PACTIOJI0KEHHBIX 110 OTHOMY
azapecy.

Hns ciyyaeB, korga IO OJHOMY aJpecy [OMa HaxOJATCAd HaXOJIWUTCS HECKOJIBKO MECT
OCYIICCTBIICHUS JICATCIBHOCTH, HANpUMEp — B OJHOM 3JaHUM 2 WM Oojee amnTeKw, sl
yenemHoi peructpanuu MJI B UC «MJII» kaxmoro Mecra OCYIIECTBICHUS JACSITEIBHOCTH,

HE00XOMMO TIPOU3BECTH MOCIICOBATEIBHO CIICAYIONIUE NCHCTBUS:

1. IlpucBouTh yHHKAJIBbHBIM HOMEp aapeca o0beKTa ajpecarnuu B QenepaabHOl WHPOPMAITIOHHON
aZpecHO ciryx0e /Ut Kaxmoi anteku. [yis 3Toro HeoOX0uMO OOPaTUTHCS B MECTHBIE OpraHbI
caMOympaBIIeHHs IS JOOABIEHUS a/ipeca C yKa3aHHeM HOMepa MOMEIIEHHH COTTIACHO KOJIMYECTBY
anTeK, HaXOJSIINeCs B OJTHOM 3/TaHUH.

2. TIposepuTs B cepBuce PUAC https://fias.nalog.ru/ Hanmuune yHUKaIbHOTO aapeca ¢ 100aBICHHBIM
HOMEPOM MOMETICHHSL.

3. OOpartutbcst B Poc3npaBHam3op, B JHIEH3WW ISl KOKIOW M3 anTeK BHECTH HOBBIN aJipec C
no0aBIeHHEM HOMEpa MMOMETEHUSI.

4. Poc3apaBHaI30p NOCIC BHECEHUS M3MEHEHUM, HanpaBuT nHpopmaruio 8 MC MJJIIT.

B MC MJIJIII mpou3BeCTH PETUCTPALMIO MECTa OCYIICCTBICHUS NEATEIHHOCTU IS KaXKIOM

AIlITCKU B COOTBETCTBUU C MOJYUCHHBIMH YHUKAJIbHBIMU DOUAC o TIOMCHICHUAM.

66


https://fias.nalog.ru/

Hpuaoxkenue 3. [lucsmo ¢ pazbsicHennssMu Poc3apaBHaazopa o0 ornmycke
JIEKAPCTBEHHBIX NPENapaToB

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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Ipunoxenne 4. UHCcTpyKIMs 1M0JIb30BaTe/Is1 IPH HEPAOOTOCIIOCOOHOCTH
perucTpaTropa BbIObITHSA

1.

[To3BoHUTH B ciyx0y Texuunueckor noaaepxku «Onepatop-LIPIIT» mo nomepy 8-800- 222 1523
WK TI0aTh OOpaleHre Ha afpec 3JIeKTPOHHOM IoUThI SUpport@crpt.ru.

B o6pamennn He06X0AUMO COOOIINTE CIEAYIONTYI0 HH(OPMAITHIO:

- WHH opranuzanuu

- HWpentndukarop mecra ocymectsienus aestensaoctya B M/JIII

- Anpec mecrta ycraHoBKH PB

- Omnucanwue Bo3HUKLIEH pobiiembl PB

TexHuueckass HOIJEPKKA pPETHCTPUpYeT oOOpalleHue M HampaBisieT HH(popMamuo o
HEpabOTOCIIOCOOHOCTH CEPBUCHBIM HHKEHEPAM.

CepBHCHBIE HHKEHEPHI CBSI3BIBAIOTCA C CYOBEKTOM OOpalleHHs JIeKapCTBEHHBIX CPEACTB C LIENbI0
yCTpaHEHUsI BO3HUKILEH TPOOIeMbl yAaIEeHHO.

B cnywae, ecnu BO3HHKIIYIO MpoOJIeMy HE yAaeTcs PEIIUTh YAAICHHO, UHKEHEp (QUKCHPYET M
HanpasisieT nHpopmaruio B ML

B nepuox Hepaborocmnoco6HOoCcTH PB nMeeTcst BO3MOKHOCTD OCYIIECTBIIAT 3arPy3Ky OTYETOB O
BEIOBITHH TOCpencTBoM JlmgHoro kabwnera YdactHuka obopora MJIJIIL. B Ilpunoxenun
NpeCcTaBIeHa COOTBETCTBYIOLIAS MHCTPYKIIHSL.

IIpunoxenus:

e IIpunoxenue A. MHCTpyKuus o (OPMHUPOBAHUIO U 3arpy3ke Xml-JoKyMeHTa BpY4HYIO
M0JIb30BATEIEM.

o llpunoxenue b. [llabnon moxymenrta «Perucrpamms B UC «MapkupoBka» cBeieHUH 00
OTITyCKE JICKapCTBEHHOT'0 MpernapaTa 1o JbroTHOMY petenty (521-recipe)».

o llpunoxenue B. Illabnon gokymenta «Perucrpamms B UC «MapkupoBka» CBEICHHN O
BBIJIaU€ JICKAPCTBEHHOTO IIpemapara JJis OKa3aHWs MEIUIMHCKOW momomu (531-
health_care)».
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IMpuioxenue A. UHcTpyKiuus no ¢opMHPOBAHMIO U 3arpy3ke XMI-10KyMeHTa BPYUHYIO
NnoJIb30BaTeJIeM

B ciyuae oTCyTCTBHA ~ BO3MOXHOCTH  OCYIIECTBUTb  PETUCTPALIMIO  BHIOBITHSA
IITATHBIMM ~ CPEJICTBAaMU  (MCHOJB3YsS  YCTPOHCTBO PB)  nonp3oBarens — uMmeeT
BO3MOXHOCTb OCYILIECTBUTh 3arpysKy JOKYMEHTOB BPYUYHYIO, UCTIONb3YS
¢dynkunoHansHOCTh JInuHOrO KabMHEeTa YuacTHHKa 000poTa.

Pa3mep 3arpyxaemoro ¢aiina uepe3 nuusblii kabuHer DI'UC MJUJIIT He nmomkeH
npeBbImaTh 6osee 1 MO.

[locne aBropmzanuu B JIMYHOM KaOHWHETE TOJH30BATENIO HEOOXOJUMO NEpeHTH
Ha BKIaaky «OtnpaBineHHble» pasnena «Peectp nokymeHTOB». B mpaBom BepxHeMm
yrioy — oroOpaxkaercs kHomka «3arpy3utb XMLy, oOecmeuuBaromasi  BO3MOXHOCTh
3arpys3Kku JoKymeHTa Bpyunyto (Pucynok 40).

[ |

-~ PEECTP AOKYMEHTOB A
OmnpasneHHse Bxoasumne
@ . |
1 ] ] il 1 pasmep xml ¢ 1 a
) T Zarpysnte XML = duerp Q Mownck
® Bcero nosuunii: 1 447
& ,
D YHMKANBHBIA MAEHTAD... JaTa noayveHnA AoKy... Aata obpaGoTrM AoKy.. HaeHT.. AApec oTNPAEVTENA A0 .. Tvin 4OKYMeHTa
& 0O  38df7f37-145d-47a23-a77..  02.08.2018 02.08.2018 00000000... Mackea 1, yn HeraviHaa,..  3anpoc ceeae
® 0O  b23156%0-140c-4a51-8a... 02.08.2018 02.08.2018 Q0000000... Mockea r, yn HerwHnas,...  3anpoc cesge
A O 6504f1b2-c09e-448f-af5 02082018 02.08.2018 00000000.. MOCKES T, YN HETAUHHAR, 3z2EEpLIeHKe y
B8

0O 345b4ca6-9216-dedd-8c. 02.08.2018 02.08.2018 00000000... Mockea r, yn HeramHHan,...  3anpoc ceefe

Pucynox 40. Briaaka "OtnpasrieHHbIe"

Jns mnoaroroBku  (daiina MOJIB30BaTENI0  HEOOXOJUMO BpPYYHYIO c(OpMHpPOBaATh
XML-10KyMEHT MO OJHOMY U3 HEOOXOAUMBIX (POPMATOB:

o @opmar «Perucrpamus B HC «MapkupoBka» CcBeleHHH 00 OTIycke
JIEKapCTBEHHOTO Mperapara 1o JIbroTHOMY perenty» (cxema — 521-recipe).
e ®dopmar «Peructpaust B HC «MapkupoBka» cBeleHUH O  BbLIaye

JIEKAapCTBEHHOT'O0 TIpermapara s OKa3aHUS MEIUIIMHCKONW TmoMonm» (cxema
— 531-health_care).

Hna  noaroroBkn  XML-gokymenta 1no  ¢opmary  «Peructpaums B UC
«MapkupoBKa» CBeIeHHH 00 OTIyCKe JIeKapCTBEHHOTO Ipernapara IO JbIOTHOMY
petienty» (cxema — 521-recipe) mosp30BaTe0 He0OOXOAMMO:

1. Ortkpeith mabiaoH XML-mokymenta ¢ HaumMeHoBaHueMm  S521-recipe  (cwm.
NPUIOKEHHE) B TEKCTOBOM pEeJaKTope® M BPYYHYIO 3allONHUTH IepeMEHHbIE
3HA4YCHUsI (BBIJEICHBI KEITHIM IIBETOM B ITA0JIOHE).

2. Tlopsimok  3amofHEHHs  MEPEMEHHBIX  3HAYCHUI  NpEACTaBIeH B TaOIuIe
(Tabnura 2).

5 PexoMeH ryeTcs HCIOJIB30BaTh OJMH M3 clieayiomux peaakropos: WordPad, BioksoT (TaTHbIe cpencTsa
Windows), 6ecruiatabliii pegakrop Notepad++ u T.1.
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3. ATpuOyThI
U3MEHEHUIO.

Xml-moxymenTa,

HE YKa3aHHBIC B

TabuIe,

HE  MOAIe)KaT

Tabnuua 2. ATpuOyTHI CXeMbI JaHHBIX 52 1-recipe

Ne | HammeHnoBanue Onucanne Hopsinok 3anmonHenust | O0s3aTeJIbHOCTD
3aM0JIHEeH Ul
1 | action_id Homep cxemsr ITo ymomuanuio Jla
JTAHHBIX YKa3bIBACTCS 3HAUCHHE:
921
2 | subject_id Wnentudukarop VYka3biBaeTcs Ja
OpraHu3alu- uaeHTudukaTop mecra
OTIIPABUTEIIS OCYIECTBICHHS
JeSITeNIbHOCTH (CM. B
Jlnynom kabuHETE)
3 | operation_date Jlata coBepieHus Jara u Bpems nponaxu | a
orepanuu JIEKapCTBEHHOTO
CpeICTBa.
VYka3bIBaercs B
dhopmare:
«2017-04-
09T15:08:00+05:00»,
I'nme:
e 2017-04-09 — nata
B (hopmare rrrT-
MM-JUL;
e T15:08:00 -
BpeMs B opmarte
YY:MM:.CC,
+05:00 — gacoBoii mosic.
4 | doc_date Jlara perenira Jlata B popmare Jla
JAMMITIT
5 | doc_series Howmep cepun VYka3bIBaeTcs B Her
JBTOTHOTO perenTa cB0OOHOM opMmaTte, HE
6osee 200 cuMBOJIOB
6 | doc_num Howmep neroruoro B ciyqae orcyrcrBus Ha
perenTa HOMepa He0OX0TMMO
YKa3bIBaTh: O/H
7 | sgtin CepuiiHblit Kom6unamusa GTIN + Ja
IJ100aNbHBIN CepuiiHbiii HoMep
UICHTU(PUKAIIMOHHBIN | JIEKAPCTBEHHOTO
HOMEDP TOPTOBOM npenapara.
eIMHUIIBI
8 | sold_part Josnist OT BTOpUYHOW | YKa3bIBAaeTCS B BUIC Ja (mpu mpojaxe
YIAKOBKHU Ipoou. JTOJTH)
Ilpumep: 2/6
Hns  moaroroBku  XML-moxkymenta mo  ¢dopmaty  «Peructpaums B UC
«MapkupoBKa» CBEACHWH O BBIJaYe JIGKAPDCTBEHHOTO  Tpermapara Juisi — OKa3aHWUs

MeAMIIMHCKOM momorn» (cxema — 531-health_care) monb3oBaresnto HEOOXOUMO:
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1. Otkpeite mabmon XML-mokymenra ¢ HammeHoBanuem 53 1-health_care (cm.
OPUIOXKCHUE) B TEKCTOBOM PEIAKTOPE U BPYYHYIO 3allOJHUTh TEPEMEHHBIC
3HA4YCHMUsI (BBIJEIICHBI KEJITHIM IIBETOM B I1A0JIOHE).

2. Tlopsimok

3aIllOJIHCHUA

(Tabauma 3).

3. ATpuOyThI

HN3MCHCHHUIO.

IEPEMEHHBIX

Xml-nokymenTa, He

3HAYEHU

yKa3aHHbIE B

MpEACTaBICH B

TalIHILE,

TabIuIe

HC noajacxKar

Tabnuua 3. ATpuOyThl cxeMbl JaHHBIX 53 1-health_care

Ne | HanmenoB Onucanne I[Mopsinok 3anosiHeHus1 O0513aTEeILHOCTH
aHue 3amoJIHEHHs
1| action_id Homep cxemsr ITo yMOTYaHHIO yKa3bIBAE€TCS Jla
JTAHHBIX sgayenue: 531
2 | subject_id | Unentudukarop | YKa3siBaeTCs HACHTUOUKATOP Jla
OpraHH3aIiH- MeCTa OCYIIECTBICHUS
OTIPABUTEIIS nesTe’lbHOCTH (M. B JInuHOM
KaOMHETE)
3 | operation_d | dara Jlata u Bpemst IPOJaKu Jla
ate COBEPIICHHS JICKApPCTBEHHOTO CPE/ICTBA.
orepanun VYka3bpiBaercs B popmare:
«2017-04-09T15:08:00+05:00»,
I'ne:
e 2017-04-09 — nata B hopmate
ITTT-MM-IO1;
e T15:08:00 — Bpems B popmare
YUIMM:CC;
+05:00 — gacoBoii mosic.
4 | doc date Jlata perenra Jlara B popmare JJJ.MM.ITIT Jla
5| doc_num Howmep B ciydae orcyrcTBus HOMEpPA Ha
JIBTOTHOTO HEO0OXOIMMO YKa3bIBaTh: O/H
perenTa
6 | sgtin Cepuitnblii Komounamust GTIN + Cepuiinbiii Ha
TJI00ATBHBIH HOMeEp JICKApCTBEHHOTO Tperapara.
UICHTHPHUKAIIO
HHBII HOMEp
TOProBOM
€IMHHUIIBI
7 | sold_part Hons ot VYka3biBaeTcs B BUIE IPOOH. Ha (mpu npojaxe
BTOPUYHOU Ilpumep: 2/6 JIOJIN )
YIaKOBKHU
ITo pe3ynbTaTam 3aMOTHEHUS TpebyemMoro nrabiaoHa MOJIb30BATENIO
HE00XO0UMO:
1. CoxpaHHUTh JOKYMEHT C paclIiMpeHHeM «.XMl» Ha JIOKaIbHOM  JHCKE

KOMITbIOTEpa (HAMMEHOBAHUE IOKYMEHTa MOKET OBITh IPOU3BOJIBHBIM).
2. 3arpy3uTh JOKyMeHT B JIMuHOM KaOWHETe, HakaB Ha KHOINKY «3arpy3uTh

XML» (Pucynok 41).
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4, B nmosgBuBIIEMCS OKHE Ha)kaTb Ha KHOIIKY

I SUMXESAR NXAPCTEEHHAX

i Ornpasnentbie Bxoaaume

SCTORMIA KOHTYP TECO ML
@ npoguns MMan . i pa xml L
T Zarpymme XML = Owaetp Q Nouck
® Ppeecrpnn 24
& Tosapu O Yncanmnmd waening. sowy. A 6o anpec. Anpec T Aowymer +
% Tosaps, Bpemeno
BbiBEAeHHbiE 13 060POTA D 8a2dach2-332¢-4475-90.. 24102019 140339 24102019 1203:42 0000000105096 Mockopckan obn, r Mcrp..  10521-Om B % W
@ Peectp MHoCTPaNHbIX
NOHTPATSHTOS O 3703fcTe-8baf-45de-bec..  22.08.2019 10:41:06 22.08.2019 10:41:33 0000000000090 Mocksa r, yn Kpacronpy..  10521-Om B % W
A peectp xonTparentos
o 22082019 10:35:07 22082019 103528 0000000000901 Mocxea r, yn Kpacwonpy... 10521 -0 B & B
D Peectp aokymenTon
Peectp aoky
O 85dicice cldf daba bfs. 21082019 17:56:01 21.082019 17:56:11 0000000000090 Mocxsa r, yn Kpackonpy..  10521-On B % &
8% Ppeectpei
O c65d5d86 Sefc-dife-919..  26.07.2019 13:06:59 26.07.2019 13:07:31 00000000105096 Mockoscxa obn, r Werp. 10521-omn B R
88 Knaccuuratop
O dc2d8a96-eA12-Ace-8cB.. 26072019 13:06:58 26,07.2019 130727 0000000105096 Mockoeckan obn, r Merp... 10521 -On B ® B

L AamMuHKCTpMpOBaHHe

= c Vo e Cragpouss >

Pucynoxk 41. Peectp oTnpaBieHHBIX T0KyMEHTOB

3. lloarBepauTh  omepamuio  3arpy3kd, HaXXkaB  Ha  KHOIIKY

HOSBUBIIIEMCS TUATOr0BoM OkHe (PrucyHok 42).

370T BeO-CalT NbITAETCA BbIMONHUTL ONEPaLIMIO C KNKYaMK
! AN cepTudrkaTamMu OT UMEHU MONL30BaTeNA.

https://sb.mdIp.crpt.ru/#/app/documents/outcome/'

BLInonHeHve Taknx onepaumii creyeT paspeluats TONLKO ANA
Beb-caliToB, KOTOPbIM Bl AOBEpAETE.

YTobbI OTKIKOUUTE JAaHHOe NOoATBEepPXAeHME ANA KOHKPETHOro
BeB-caliTa, ero MOXHO A06aBUThL B CMIMCOK A0BEPEHHBIX
Beb-CaliToB, A0CTYMHEIA Ha CTPaHMLIe HACTPOEK Yepes MEeHK
Myck->KPUMTO-MPO->Hactpoiiku 3LM Browser plug-in.

PazpelwuTs 3Ty onepauuo?

Pucynok 42. OKHO MOATBEPXAEHUS OTHPABKU JOKYMEHTA

(Pucynok 43).

Mognuce gokymenta X

len.aup Omutpuii Onerosuy

2056-0234554369a3" version="1.32" xmlns:xsi=

6-D7e2-2465

date>2017-05-12715:03:03+05:00</operation_date>
<doc_date>12.05.2017 date>

<union>
<sgtin>7517003651019575FFBRHCSI6LF</sgtin>

</union>

order_details>

</recipe>

</documents>

MoanucaTtb ¥ OTNPaBUTL

Pucynok 43. OKHO MOATBEPkAEHUS OTHPABKU JOKYMEHTA

«a»

«lTogmucate W OTHPABUTHY
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punoxenue b. Il1adson nokymenta «Peructpanust B UC «MapkupoBka» cBeleHHUii 00
OTIyCKe JIeKapCTBEHHOT'0 NMpenapara mo JsrorHomMy peuenty (521-recipe)»

<?xml version="1.0" encoding="UTF-8"?>
<documents session_ui="4Aa246a6-D7e2-2465-a056-0234554369a3" version="1.32"
xmlns:xsi="http://www.w3.0rg/2001/XMLSchema-instance">
<recipe action_id="521">
<subject_id>19527410000063</subject_id>
<operation_date>2017-05-12T715:03:03+05:00</operation_date>
<doc_date>12.05.2017</doc_date>
<doc_series>VI-1234</doc_series>
<doc_num>36</doc_num>
<order_details>
<union>
<sgtin>7517003651019575FFBRHCS96LF</sgtin>
<sold_part>2/6</sold_part>
</union>
</order_details>
</recipe>
</documents>
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punoxenue B. llla60n nokymenTa «Peructpamus B UC «MapKupoBKay cBeAeHHUii 0
BbI/Iaye JIeKapCTBEHHOI0 NMpenapara JIJisl oKa3aHusi MequnuHckoii momomu (531-health_care)»

<?xml version="1.0" encoding="UTF-8"?>
<documents session_ui="4Aa246a6-D7e2-2465-a056-0234554369a3" version="1.32"
xmlns:xsi="http://www.w3.0rg/2001/XMLSchema-instance">
<health_care action_id="531">
<subject_id>19527410000063</subject_id>
<operation_date>2017-05-15T15:00:33+05:00</operation_date>
<doc_date>15.05.2017</doc_date>
<doc_num>325</doc_num>
<order_details>
<union>
<sgtin>7517003651019575FFBRHCS96LF</sgtin>
<sold_part>3/6</sold_part>
</union>
</order_details>
</health_care>
</documents>
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