B cootBercTBUM ¢ ®enepanbHbiM 3akoHOM 0T 12.04.2020 Ne 61-D3 «O06 oOparieHn# JIEKapCTBEHHBIX CPEJICTB» M MOCTaHOBJIeHUEM [IpaBuTenpcTBa
Poccuiickoit ®eneparun ot 14.12.2018 Ne 1556 «O6 yrBepkaenun [lomokeHHsI 0 CHCTEME MOHHTOPUHTA JBHKCHUS JICKAPCTBEHHBIX MPEMapaToB s
MeAuIMHCKOro npuMeHeHus» (nanee - GI'UC MJIJIIT) nexapcTBeHHbIE MpenapaThl Ha Tepputopun Poccuiickoit deaepanuu moanexar 00s3aTenbHON

MapKUpOBKe, a uX 000poT - pukcauuu B ®I'MC MJIII.

B uLesiax HeOonylleHMs BO3HMKHOBEHMUS B COBPEMEHHBIX YCJIOBMAX TPYIOHOCTEM permucrTpaumum ceenmeHum B OI'MIC MIJIII,
3aTPYOHARILMX IOBMXEHME JIEKAPCTBEHHEIX [PelnapaToB I[I0 TOBAPOIPOBOIAWIEN CEeTM, IPelyCMOTPEeH BPEMEHHEM [Iepexol
Ha YBEIOMMTEJILHEM pPeXuM paboTEl CHMCTeMBl. MeToaMUeckMe PpPEeKOMeHIaluuM [0 paboTe ydacCTHMKOB oOoOpoTa
JIEKAPCTBEHHBEIX [IpelapaToB B [NepMOL BBEIOeHUS yBEeOOMUTEJIBHOTO pexmuMa padoTer OI'MIC MIJII npuilarainTcs.
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PexoMeHanuu 1no UCrnojab30BaHUIO0 YIPOIIIEHHOTO 00paTHOIO
akienroBanus (702 cxeMa - onpuxo10BaHUE)

B cBasu ¢ nepexomom MJUIII Ha yBeTOMUTENBHBIN PEXUM, IIPU BOSHUKHOBEHUU
mpoOJeM ¢ perucTpaiueit ceeaenuii 06 odopore JIII, peannzoBan ynpoueHHbIH mporece
ocymectBienus npuemku JIII He TpeOytomero noarBepxkaeHue npuemku JIIT ot
IIOCTAaBILKKA.

B nensix yctpaHeHusl MOTEHUUAIBHBIX Pa3pbIBOB B TOBAPOMPOBOSIINX IEMOYKAX
peann30BaH MEXaHU3M ONPUXOJOBAHUS U JOpabOTaHa cXema YIPOILIEHHOIOo 00paTHOTO
akienToBaHus (Hayee 1mo Tekcty cxema 702
«Pecucmpayus 6 ®I'UUC MI]JIII ceedenuii 06 onpuxo0o8anuuy.

Cxema 702 mocTymHa W MOXKET NPHMEHSATHCS BCEMHU CYOBEKTaMH OOpaIleHHUs,
MMCIOIIUMU:

«  @®apMaleBTHYECKYIO JULIECH3UIO;
*  MeaHIMHCKYIO JIULICH3UIO;

* JluueH3uro Ha MPOU3BOJICTBO.

Cxema yIpoIIEeHHOro OOpaTHOIO aKLENTOBAHUS MOXKET MPUMEHSITHCS CyObEKTaMu
oOpalieHus B cliydae, €Ciii CyOBheKT oOpalieHus JeKapCTBEHHOr0 Mpemnapara no KakuM
mn6o npuuyuHam He nepeaan B MC MJUII ceegenuss o mpuemke/orrpyske JIII nmm
aKuenTe CBeACHU 00 000poTe MAPKUPOBAHHOIO JIEKAPCTBEHHOT'O IperapaTa, Wid 10
TEXHUYECKUM/UHBIM TNPUYMHAM YyKa3aHHbIE CBEACHMSI HE ObUIM 3aperuCTPUpPOBAHBI B
M/JIIL.

CyObeKT oOpalieHus, OCyIIECTBUBLIINI (PAKTUUECKYIO MPUEMKY MapKHUPOBAHHOTO
JIEKapCTBEHHOTO Mpernapara Ha CKJIaJ, JIJs MOCIEAYIOLIEro BBIOBITHS WU JIBHKEHUS
MapKUpPOBAaHHOI'O JIEKAPCTBEHHOI'O IIpenapaTa, MOXKET OCYIIECTBUTH ONPHUXOJO0BAHUE
TaKor0 JICKAPCTBEHHOI'O IperapaTa nyTeM 3arpy3ku cxemsl 702.

AHanornyHo, cyObeKT oOpalleHus,, OCYIIECTBUBIINI KOPPEKTUPOBKY paHee
HaIlpaBJICHHBIX, HO He 3apeructpupoBaHHbix B HMC MJUIII cBeneHuit, MOXeT
BOCITOJIB30BaThcsl cxeMorl 702 it MOCIERyIOLIEro JABMKEHUS MapKUPOBAHHOIO
JICKapCTBEHHOIO Ipenapara.

Cxema yHIpOIIEHHOTO OOPAaTHOTO aKIENTOBAaHHS HE TPeOyeT MOATBEpX ACHHS 00
OTTPY3KEe CO CTOPOHBI KOHTpareHTa. MapKupOBaHHBIN JIEKAPCTBEHHBIN mpemnapar Oyaet
NPUHAT Ha GaJlaHC OpraHu3aluy, 3apeructpuponasiueii 702 oneparnuro 8 MC MJJIIL.



OFpaHI/I‘IGHI/Iﬂ IO IPUMCHCHUIO!

1.
2.

Cxema 702 He mpuMeHsieTCs s JIEKapCTBEHHBIX Mpenapatos rpynmsl 7B3H;

Cxema onmpuxo/J0BaHUsI HE TpeOyeT MOATBEPXKIEHHUS 00 OTrpy3Ke CO CTOPOHBI
OTIIPaBUTEIS;

B oTHO1IEHUY onepanuu oNnpuXo0BaHMs HE IPUMEHUMA orepanust OTMeHbI (250-
recall.xsd), a Taxke oreparyu 0OT3bIBa U OTKa3a OT MpHeMKH (251, 252).

Takum 00pazoM, mpu HEOOXOAMMOCTHU MPOBEACHUS OOPATHOMN JIOTUCTHKU HY>KHO
MTOBTOPHO BOCHOJIB30BATHCA cxemout 702;

Cxema 702 He BIMsIET Ha MPOLIECCH MPOXOXKICHUS TaMOXXEHHBIX MPOLEAYp, a
Tak)Xe MPOIEeCChl BBOJA JICKAPCTBEHHOIO MpernapaTra B TpakIaHCKU 00OpOT B
cucteme otoopa oopaszioB AC PocsnpaBuaazopa;

s omepanuu 702 gocTymHO aBTOMaTHueckoe m3bsATHe ykazaHHBIX SGTIN wm
SSCC u3 rpynmoBoi yakoBKH BEPXHETO YPOBHS.

He nomyckaercs peructparuu onpuxogoBanus mo SGTIN nmaxomsamuxcs B SSCC
BTOPOI'O YPOBHS (TIAJJIETHI).



PexomeHnanuu 1y CyObeKTOB 0OpallleHus JICKAPCTBEHHBIX CPECTB
1pu paboTe C MApKUPOBAHHBIMU JIEKAPCTBEHHBIMU IIperapaTamMu B
yBe1IoOMUTENIbHOM pexkume padotrsl ®IT'MC MJIJITT

[Tpy BO3HMKHOBEHUH MPOOIEM y CyOBEKTOB 0OpallleHUs JIEKAPCTBEHHBIX CPEJCTB C
nporeccoM 00opoTa MapKHUPOBAaHHBIX JIEKAPCTBEHHBIX IIPENapaToB Ha MeECTO
OCYILIECTBJICHHE JESITENbHOCTH JJI1 MEOUIMHCKUX OpraHu3alludi W anTeuHBIX
opranmzanuii ocymectBisomux otmyck JIII (32 wuckitoueHHeM JeKapCTBEHHBIX
IpenapaToB BKIIOYEHHbIX B mepedeHb 7B3H), peann3oBaH ynpoIIEHHBIM INpolLecc He
TpeOyIoIuil MOATBEPKAECHUS OT KOHTPAreHTa.

B ciitygae oTcyTcTBUS MOATBEPKACHUS (AKIENTa) OT KOHTPAreHTa Ha OTIPABICHHBIN
JOKYMEHT, ocyiecTBisitomuid nepemenienue JII1 Ha GanmaHc monydarens, ITOMycKaeTcs
BbIBOJ1 JIIT 13 060poTa ¢ HUCTIONB30BAaHUEM KOHTPOJIBHO- KACCOBOM TEXHUKHU M YCTPONCTBA
PETUCTPATOP BHIOBITHS.

B cnyuae ocymectBienus BoiObITHS JIIT uepe3 KKT u PB o 3aBepiienus onepanuit
10 perucTpanuu cBefeHuil o6 obopore mapkupoBaHHBIX JIII Ha MecTo neATENbHOCTH
ocymectBuBiiee BbiBoj JIII u3 oOopora TpeOyeTcs oOTmpaBKa KOPPEKTHOM
HOCJIeI0BaTEIbHOCTH TOKYMEHTOB 3aBEPILIAIOLINX Ipoliecc 000poTa.

[Tpu oTCYTCTBUM NOATBEPKACHUS OT MOCTABIINKA B YCTAHOBJIEHHBIE CPOKHU COTJIACHO
[IITP® Nel556 wnu wWHBIX 0OpoOJeM TpPH OCYIIECTBICHUH oOmepanuii  obopora
MapkupoBaHHbIx JIII, nmomyckaercs wucnonb3oBaHue cxeMbl 7020CyHIECTBISIOMIEH
NpUeMKy Ha OajaHC OpraHU3alli{ BBINOJHUBLIEH OTHpPaBKY JaHHOW cXeMbl 0e3
MOJITBEPKICHUSI KOHTPAreHTa.

Mexanusm cxembl 702 (OMpUX0/I0BaHUE) MOKET MPUMEHSATHCA B TOM YHCIIE B LIEIAX
yCTpaHEHHUs1 MOTEHIMAJbHBIX pa3pblBOB B TOBAPOMPOBOAAIIECH LEMOYKHM BCEMHU
YYaCTHUKAMH TOBapOIPOBOASAIICH LETH:

» IlpousBogurensimu;
» JluctpubbroTopamu;
*  MenunuHckumu 1 hapMareBTUYECKUMU OPTaHU3AIUSIMU.

Crnenyer oOpaTuTh BHUMAHUE:

* B ciyyae OTCyTCTBUS YCIICIIHO 3aBEPIICHHON 1IETOYKU MO0 000POTY MapKUPOBAHHBIX
JIIT 8 ®I'IC MJJIIT Ha mecto aestensHocTH BbiBoAa JIII, BeiBom SGTIN Oyner
npousBeleH ¢ ¢ukcanued HapymieHus. Hapymienne Oyaer 3aduKCUpOBaHO 3a
tekymuM BiazaensieM JIIT no cucteme ®I'MC MJUJITI;

* Ilpumenenne cxembl 702 (ONPUXOJOBAHKE) OMYCTUMO TOJBKO IMOCJE 3aBEpUICHUS
npolielyp BBO/A JEKapCTBEHHOIO MpenaparaB IpakIaHCKH 000pOT ¢ MOJTydYeHHEM
COOTBETCTBYIOLLETO COITIaCOBAHUSA cucrteme AVC Poc3npaBHanzopa.



[TocenoBaTeIbHOCTH MEpPEIayu CBEJICHUH B YBEIOMHUTEIIBHOM PEKUME
paboTel @I'MUC MIIJIIT mibu 0O6baTHOM MODSIKE

1. Ormpaska cBeaenuii mo 416 cxeme ¢ ykazanuem mepeurss SGTIN\SSCC;
2. BriBox uepe3 PB\KKT, nocrymtenune cxemsr 10511\10521\10531 8 ®T'UC MJIIT;

3. TlonyueHue KBUTAHIMU 10 paHee HalpaBieHHON 416 cxeMe B ciydae OTCYTCTBUS
BO3MOXXHOCTH €€ MOJTy4eHus B 1I.1;

4. Ilpu ycrnemHoW KBUTAaHIMM [0 PE3YJIbTATy BBIIOJHEHHUS 1.3 CO CTOPOHBI
MEIUIIMHCKOM\aNTeYHOH OpraHu3alliii HE00X0AUMO TOTYIHTh TOJATBEPIKICHHAE OT
ITOCTABIIMKA;

5. Ilpu oTkasze mocTaBIIMKA OT MOJATBEPKICHUS MPUEMKHU MO Pe3yJbTaTy MOBTOPHO
MoAaTh CBEACHUSI UCTIPABUB OIMOKU B 416 cxeme U 0XXKUAATh MOJATBEPKICHUS OT
MMOCTaBIINKA;

6. B ciydae OTCYTCTBHS TOATBEPKIACHHS OT IOCTABIIMKA B HOPMATHUBHBIE CPOKH
nojgath cBeneHuss mo 702 cxeme B DOI'MC MJIJIIT ¢ ykazaHuem mnepeyHs
SGTIN\SSCC, coriacHo nepeiaHHbIM CBeICHHIM B 416 cxeme;

7. B cnyyae mony4yeHuss KBUTAaHLMU C MHQOpManuedl 00 YCHEIIHOM 3aBEpIICHUU
onepauu 702 mo pe3ynpraTy BbinogHeHus 1.6 npuemka JIII co cTopons!
MEIMIMHCKOM\anTeyHOW OpraHn3aly 3aBepIlcHa;

Baxuo!

ITo dakry mnocrymienus cBeaenuii 10511\10521\10531 B8 MJUJIIT mosmkHa
COOJIIOIAThCSl  TIOCIICIOBATEIBHOCTD, IEpelaBaeMbIXx cBeaeHud o mpuemke JIII. s
ornepanuii npuemku JII1 3nauenue B tere «operation_date» 8 ®I'MC MJIIT ans SGTIN
HaxOMSIIMXCA B PEECTpe OXUIaHUKM OyIeT paspelieHa Imepeaada cBeAcHUM 0e3

XxpoHosiornueckoro ydera omeparuu 10511\10521\1053 1(okunaercs peanusanus B
®TUC MJUTIT).



[TocnemoBaTenbHOCTh MEPEIAYN CBEACHUM B YBEJOMUTEIIBHOM PEKAME
paboTel ®I'MIC MIJIIT oy mbsIMOM IIODSIKE

1. OrtmpaBka cBelieHUI 0 TOATBEpKAeHUH npuemku 1o 701 cxeme;

2. BeBox uepe3 PB\KKT, mocrymnenne cxemsr 10511\10521\10531 8 @T'UC MJIIT;

3. TlomydeHue KBUTAaHIUU O paHee HampasieHHOU 701 cxeme B ciydae OTCYTCTBUS
BO3MO’KHOCTH €€ ITOJIy4eHUs B 11.1;

4. 1lpu ycrnemHoi KBUTaHLIMY MO Pe3yNbTATy BBIIOJHEHUS 1.3 IPHEMKA 3aBEPIICHA;

5. Ilpu nonydenun ommOKH B KBUTAHIIMH HEOOXOAMMO CKOPPEKTUPOBATH OLIUOKH U
IIOBTOPHO HarpaButh 701 cxemy;

6. B ciydae HEBO3MOXXHOCTH TPHUEMKH 1O pE3yJNbTaTy 1.5 TMOAaTh CBEACHUS O
npuemke o 702 cxeme B ®T'MIC MJIJIIT ¢ ykasanuem mepeunst SGTIN\SSCC,
COTJIaCHO TIepelaHHbIM CBeieHusIM B 701 cxeme;

7. B cnyyae monydeHuss KBUTAHLIMM C MHpoOpManued 00 YCHEIIHOM 3aBEepUICHUU
onepauun 702 mo pe3ynpTary BbIMOAHEHUs 1.6 mpuemka JIII co cropoHsl
MEIUIIMHCKOM\aNTeYHOH OpraHnu3alliy 3aBepIicHa.

Baxno!

[lo dakry mnocrymienus cenennid 10511\10521\10531 B MJJIIT nmomkHa
coOroaThCsl MOCHEA0BATENbHOCTD, IepeAaaBaeMbIXx cBeaeHuidl o mnpuemke JIII. Jlns
onepanuii mpuemku JII1 3nauenue B Tere «operation_date» 8 ®I'MC MJIIT ana SGTIN
HaxXONAIIUXCA B PEECTpe OXUIAHUKA OyAeT pa3pelieHa Iepenada CBeACHUN 0e3
xpoHosioruyeckoro ydera omeparuu  10511\10521\1053 1(okugaeTcss peanusanus B

OI'C MJIIT).



[TocnenoBaTenbHOCTD NIEpeaur CBEICHUI B YBEIOMUTEILHOM PEKUME
pabotet ®I'MC MJUJIIT nsis BocCTaHOBJICHUS KOHCUCTEHTHOCTH JJAHHBIX
(MpOU3BOUTEIb, TUCTPUOBIOTOP)

1. OrnpaBka cBenenuii o nmocraBke 415 cxemoil MOCTaBIIMKOM (TIPOU3BOAUTENIEM,
JTUCTPUOBIOTOPOM);

2. Ilpu ycnemHoN KBUTAHIIMM 110 pe3yJIbTaTy BHITIOJIHEHHUS 1.1 OTrpy3ka co
CTOPOHBI TTOCTABIIKMKA 3aBEPIIICHA;

3. KoHTpareHT, BHIMONHAIOMUN TOATBEPKACHNE TIOCTaBKHY, HanpasiseT 701 cxemy
IIOATBEPKICHUSI OTIEPALINH;

4. Tlpu ycrienrHoi KBUTAHIIUU 1O PE3yJbTATy BBIMOIHEHUS 11.3 pUeMKa 3aBepIlCHa;

5. Ilpu mosydyeHun OMMOKH B KBUTAHIIUH I1.3 JOTYCTHMBI CIEAYIOITHUE BapUAHTHI
JIICUCTBUIA:

a. BoccranoBneHne KOHCHCTEHTHOCTH JAaHHBIX CO CTOPOHBI IMOCTABIIUKA:

I. IMocraBmmk wucmome3yer cxemy 702  (ompuxomoBaHue) C
nHpopMmanueir u3 cxemsl 415 mis Bo3Bpara JIIT Ha Gamanc cBoei
OpraHu3alyy.

ii. TlocTaBmIMK TOBTOPHO HAINpPABISET CBEACHUS O TmocTaBke 415
CXEMOM.

Iii. KonTpareHT Bo3Bpalaercs K BHITOJIHEHHIO I1.3.
b. BoccraHOBIEeHHE KOHCUCTECHTHOCTH JAHHBIX CO CTOPOHBI KOHTPAreHTa:

I. KoHTpareHT, 1o COTJIaCOBAHUIO C IMOCTABIIUKOM, (DOPMHUPYET CXEMY
702 (onpuxo/i0BaHUE);

ii. Ilpu monydeHUH KBUTAHIMH OO0 YCIEIIHOM 3aBEPIICHUH ONEpainuu
npreMKa Ha 0ajaHC KOHTpareHTa 3aBepIleHa;

ili. [TocTaBIIMK yYUTHIBACT NaHHYIO HH(OPMAIUIO B CBOCH CHCTEME.



[Tosib30BaTENBCKUE CLIEHAPUU:

IIpumep 1 - OOpaTHBIi NOPAIOK MOATBEPKACHHS, ONlepalus BHIOLITHS:

[Tonw3oBarens HanpaBui 416 cxemy (0OpaTHBIN MOPSAIOK MOITBEPKICHHUSA), HO HE
nosyuyun keutaniuio ot @I'MC MJIII;

[MTonp3oBatens ocymectsui BeiBox JIIT gepe3 PB\KKT;

Ot PB/KKT mnoctrynunu cBenenus o BeiBojie JIII u3 o6opora B8 ®I'MC MJIJITI.
Cxemsbr 10511\10521\10531;

[Tonp30BaTenb MOMyYnIT KBUTAHITHIO 00 YCTICIITHOM 3aBepIlieHuH oneparuu 416;
[Tonp30BaTenb MOMYYHIJI YBEAOMIICHHE 00 YCIEITHOM IMOATBEPXKIACHUU OIepaIiuu
MIPUEMKH CO CTOPOHBI KOHTpareHrta - ypegomsienue 607;

[Tpu HEOOXOIUMOCTH M10JIb30BaTeIh BBITIOJTHUIT onepanuo
pachopmupoBanus/uzbsatus. Cxemsr 912\913 (npu vHammunu SGTIN B SSCC);
[Ipn HEOOXOAMMOCTH TOJI30BATEIb BHIMOJHUI TiepeMenienne Ha MJI, rie Obun
ocymectBiieH BB JII1 u3 o6opoTa eciu nprueMka ocymiecTsisiack Ha nuHoe M/I.
Cxema 431 (Ilepemerenue).

IIpumep 2 - Onepanus BbIObITHS, 00PATHBIN NMOPSAOK NMOATBEPKIACHUS:

[Tonb3oBarens He oTnpaBui 416 cxemy (oOpaTHBIM MOPSIIOK MOATBEPKICHUSA) B
OI'MC MJIIT;

[Tonp3oBatens ocymiecTBui BeiBo JIIT uepe3 PB\KKT;

Ot PB/KKT mocrynunu cBenenus o BeiBoje JIII u3 o6opora B8 ®I'MC MJIJITI.
Cxemsbr 10511\10521\10531;

[Tonmp3oBaTens otnpaBmi 416 cxemy (0OpaTHBIN MOPSIIOK MOATBEPKIACHNUSA);
[Tonp30BaTenb MONYYHIT KBUTAHIIUIO 00 YCIIENTHOM 3aBepiieHuu onepaiuu 416;
[Tonp30BaTenb MOMYyYHJI YBEAOMIIEHHE OO0 YCICIIHOM IMOATBEPKIACHUU OIepaluu
IIPUEMKH CO CTOPOHBI KOHTpAareHTa - ypeapomiienue 607,

[Tpu HEO0OXOIUMOCTH MOJIb30BaTEIb BBITIOJTHUIT OTIEPALIHIO
pachopmupoBanus/uzbsatus. Cxemsr 912\913 (npu Hammunu SGTIN B SSCC);
[Ipn HEOOXOAMMOCTH TOJI30BATEIb BHITIOJHUI TepemMenienne Ha MJI, rie Obun
ocymiectBiieH BB JIIT u3 06opota eciu npruemka ocymiecTsisiack Ha nuHoe M/I.
Cxema 431 (Ilepemerenue).

Ilpumep 3 - oOparHbIii NOPAJOK TMOATBEPKACHHS, ONepauus BbIOBITHSA,

ONnpHuxoa0BaHHE:

[Tonw3oBarens HanpaBua 416 cxemy (0OpaTHBIN MOPSATOK MOATBEPKIACHUS), HO HE
nostyans keuranuuto ot ®I'MC MJITI;
[Tons3oBaTens ocymectsui Beio JIIT yepe3 PB\KKT;



