POCCUVICKAST ®EJIEPALIMS
O®EJIEPAJBHBIA 3AKOH

O BHecennn u3mMeHeHui# B PegepanbHblii 3aK0H
«006 oOpaieHHH JeKaPCTBEHHBIX CPEACTBY

IIpunsat 'ocynapcreennoi Jlymoit 22 nexabps 2017 rona
Opo6peH CoBeToMm Penepalyu 26 mera6bpsa 2017 ropa
Cratps 1

Buectu B @epepanpublii 3akoH oT 12 ampenss 2010 roma Ne 61-03
«O6 oOpamenuu mnexapcTBeHHBIX cpeAcTB» (CoOpaHme 3aKOHOIATENLCTBA
Poccuiickoit ®epepaumn, 2010, No 16, cr. 1815; Ne31, ct.4161; Ne42,
cT. 5293; Ne 49, ct. 6409; 2011, No 50, ct. 7351; 2012, Ne 26, ct. 3446; Ne 53,
cT. 7587; 2013, Ne 27, ct1. 3477; Ne 48, c1. 6165; 2014, Ne 11, ct. 1098; Ne 43,
cT. 5797; Ne 52, cr.7540; 2015, Ne 10, ct.1404; Ne27, ct.3951; Ne?29,
cT. 4359, 4367, 4388; Ne 51, ct. 7245; 2016, Ne 1, cT. 9; Ne 23, ct. 3287; Ne 27,
cT. 4194, 4238, 4283; 2017, Ne 31, c1. 4791, 4827) cnemyroniue H3MEHEHUA :

1) cTaThio 4 TOMOJIHUTE IYHKTOM 56 CIEIyIOMIEro COAep KaHus:

i



«56) cucteMa MOHHTOpPUHTA JBWKEHHS JIEKQpPCTBEHHBIX IIPEMapaToB
UIT  MEOMIIMHCKOTO  IpUMEHeHus -  (eaepanbHas  TrocyAapCTBEHHas
HHPOpPMALIMOHHAS ~ CHCTEMa  MOHUTOPHHTA  [IBUXKCHHS  JIEKAPCTBEHHBIX
IIpernapaToB i MEAUIIMHCKOTO MPUMEHEHUS OT MPOU3BOAUTENS A0 KOHEUYHOTO
OTPEOUTENS C UCTIOIH30BAHMEM B OTHOIIEHHUH JIEKAPCTBEHHBIX MIPEMapaToB A
MEIUIIHCKOTO IPUMEHEHHUS CPEACTB ICHTU(DUKAIINH. Y,

2) nyskT 1 wactu 2 ctarbu 18 U3NI0XKHUTH B CIEAYIOMIEH PEOAKIIUN:

«1) HamMeHOBaHUE, aJIPEC 3aSIBUTENSI U MPOU3BOAUTEIIS JIEKAPCTBEHHOTO
mpernapaTta s MEIMIIMHCKOTO TPUMEHEHMS, CBEIEHHS 00 WX pPErHuCTpanud
B KQUECTBE HAJIOTOIUIATENbIIMKA B CTpaHE perucTpaumu (i POCCUHACKHX
IOPUAMYECKHX JIHII - UICHTU(UKAIIMOHHBIN HOMep Hajoromarenbinuka (MHH),
IUTE WHOCTPAHHBIX HOPUANYECKUX JIMI - CTpaHa PETHCTpaIliii, HAMMEHOBaHUE
PETUCTPHUPYIOIIETO OpraHa, PETUCTPAIIMOHHBIA HOMED, KO HaJIOTOIIATEIbIIUKA
B CTpaHe perucrpanuu (MHKOpIOpaIlMy) WM €ro aHajor) M aJapec MecTa
OCYIIECTBJICHHS MTPOM3BOACTBA JIEKAPCTBEHHOTO Mpenapara (B cilydae Haaudus
HECKOJIPKMX YYaCTHHUKOB IMPOLECCa €ro IpOU3BOJCTBa HEOOXOAMMO YKa3aTh
K&KIOr0 YYaCTHHKA B  COOTBETCTBUHM C  OCYLIECTBISIEMOM  CTaauel
IIPOU3BOJICTBA);»;

3) B cratbe 33:

a) MOAMYHKTHl «B» W «I» NyHKTa | "actu 1 M3N0XWUTH B Clexyromen

PEIaKITIH:



«B) HAUMEHOBaHWE JepXkaTels WIM Blajenblla PErUCTPAlIOHHOTO
YIOCTOBEPEHMsI JIEKAPCTBEHHOIO TIpernapaTa M CBEAECHHS O pPETUCTpaIuu
JiepKaTess WK BaJeNblia pEerUCTPallMOHHOTO YAOCTOBEPEHHS JIEKaPCTBEHHOTO
npenapara Jisi MEOUIIMHCKOTO NPUMEHEHHs B Ka4eCTBE HAJIOTrOILIATENbIIUKA
B CTpaHe  perucrpamuud  (ans  POCCUMCKHMX  IOpUAMYECKHX  JIHII -
uaeHTHGuKaIMOHHBIM HOMep Hanoromnarensimuka (MHH), ams mHOCTpaHHBIX
IOPUANYECKUX JIUI] - CTpaHa PErucTpalyd, HAMMEHOBAHHE PErHCTPUPYIOLIETO
OpraHa, pEeruCTpPallMOHHBI HOMEp, KOJ HAJIOrOIUIATENbIINKa B CTpPaHE
perucTpaliu (MHKOPIOpPAIlii) UK €T0 aHaJIoT);

I') HAUMEHOBaHUE M aJpec INPOU3BOAMTENS JIEKApCTBEHHOIO Ipenapara
Y CBEJICHUSl O PETHCTpPallMy NPOU3BOAWTENS JIEKAPCTBEHHOrO Ipernapara s
MEIUITMHCKOTO MPHUMEHEHHs B KayecTBE HAJIOrOILIaTeNbIIMKa B CTpPaHe
peructpamuu (A1 POCCHUCKHX IOPHUAMYECKUX JHI - WACHTU(UKALHMOHHBIHN
HoMep Hayoromatensiiuka (MHH), ans wHOCTpaHHBIX HOPUAMYECKUX JIHIL -
CTpaHa  pETuCTpallid,  HAaUMEHOBAHHWE  PETHUCTPHUPYIOIIET0  OpraHa,
pPErUCTPallMOHHBIM HOMEp, KOI HAJIOTrOIUIATENbIIMKAa B CTPAaHE PETUCTPALUH
(MHKOpIOpAIUM) WK €TI0 aHaJIor);»;

0) MyHKT 2 9acTu 2 U3JI0KUTH B CIEAYIOIEH peaaKInu:

«2) HaUMEHOBaHWE,  aJpec  MPOU3BOAUTENs  (papMaleBTHYECKON
cyOcTaHlMM, a TaKkKe B OTHOLIEHMH JIEKAPCTBEHHBIX CPEACTB  JUIA
MEIUITMHCKOTO TPUMEHEHUS CBEACHMS O PETrUCTpallMd IIPOU3BOIUTEIS

(bapMauequeCKoﬁ CY6CTaHL[I/II/I B Ka4YCCTBC HAJOromatreiblliiKa B CTpPaHC
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peructpaiuu  (AJi1 POCCUHCKUX IOPUINYECKUX JHI] - HACHTH(PHUKAIMOHHBIA
HoMep Hajoromarenbimuka (MHH), mis vHOCTpaHHBIX FOPHUAMYECKUX JIHIL -
CTpaHa pErUCTpaLlH, HauMEHOBaHHUE PETHCTPUPYIOLIETO oprasa,
PETrUCTPAIlMOHHBIA HOMEp, KOJI HAJOTOIUIaTENbIIAKa B CTpaHE PEerucTpalliu
(MHKOPIIOpAIlK ) WK €T0 aHAJIOT);»;

4) gacTp 2 cTaTb¥ 34 TOMOJIHUTE IYHKTOM 4 CJIETYIONIETO COACPXKAHUS:

«4) IOKyMEHT, COAEPKAIIMM CBEACHHUS O PETUCTPAIMH MPOU3BOJMUTENS
JIEKapCTBEHHBIX CPEACTB [UIsl MEIMLIMHCKOTO TNPHMEHEHHS B KadecTBe
HAJIOTOILIATEBINNKA B CTPaHE PETHCTpAuM (IJIi POCCUHCKHAX HOPHUINICCKUX
AUI - WASHTHGUKAIMOHHBIM HoMmep Hamoromnarensimuka (MHH), s
WHOCTPAaHHBIX IOPUIWYECKHX JIMI - CTpaHa pPETUCTpalH, HauMEHOBaHUE
PETUCTPUPYIOLIETO OpraHa, peruCTPAMOHHBIA HOMEp, KOJI HaJIOTrOIlIaTeNbIIKa
B CTpaHe perucTpauuu (MHKOPHOPAIMH ) WK €T0 aHaJIoT).»;

5) myskT 1 wactu 2 cratbu 62 U3JI0XKUTH B CICAYIOIIECH peaaKIiu:

«1) HauMeHOBaHME JEp)KaTeNnsl WIM BJIAAENbIIa PETUCTPALMOHHOIO
YIOCTOBEPEHUS JIEKapCTBEHHOI'O IIpenapara, HauMEHOBaHHE MPOU3BOAUTEINS
JIEKapCTBEHHOr0 Ipenapara, CBEICHHS O PpErucTpalud JepiKaTels WiH
Bla/ieNblla PETUCTPALMOHHOIO YAOCTOBEPEHMs JIEKAPCTBEHHOI'O Ipenapara,
CBEJEHUS O PErHCTpallMd IIPOMU3BOAMUTENS JIEKAPCTBEHHOT'O Ipenapara ajs
MEIMIMHCKOrO TPUMEHEHUs] B KAdyeCTBE HAJIOTOIUIATENBIINKA B CTpaHe

peructpauuu (IS POCCUMCKUX IOPHUAMYECKHX JIHI - HICHTU(QUKAIMOHHBIN



HoMmep Hajoromiatensimuka (MHH), a5 MBOCTpaHHBIX IOPUAMYECKHX IIHIL -
CTpaHa  perucTpaluy,  HAaMMEHOBAaHHE  PETHCTPUPYIOMIETO  OpraHa,
pPErUCTpallMOHHBIA HOMEp, KOJ| HAJOIOILIAaTENbIIUKA B CTPaHE PEruCTpaIliu
(vHKOpHOpanuM) WM €ro aHajlor), MECTO HAaXOXICHHS IPOU3BOICTBEHHBIX
IUIOIIAJ0K, YYacCTBYIOIIMX B IMPOIECCE MPOM3BOJCTBA JIEKAPCTBEHHOI'O
mopernapara, ¢ yKka3aHHeM CTauH MpoLecca MPOU3BOICTBA; Y,
6) HauMEHOBaHHUE IJ1aBbl 14 U3NOKUTH B CIEAYIONIEH PENIaKIIIHN:
«I'nmaBa 14. Hudopmanus o JieKapCTBEHHbBIX Npenaparax.
CucreMa MOHUTOPHHIA IBMKEHHS JIeKAPCTBEHHBIX
npenapaToB AJs MEAUNHMHCKOr0 MPAMeHEHHS»;
7) B ctatbe 67:
a) HAWMEHOBaHHUE U3JI0XUTD B CIIEAYIOIIEH peaaKIun:
«Cratpsa 67. HuHdopManus 0 JieKapCTBEHHBIX Npenaparax.
CucreMa MOHMTOPHHT A ABHKEHHS JIEKAPCTBEHHBIX

npenaparoB AJad MEAUIMUHCKOI0 IPMMCHCHUS) ,

0) ZONOJHUTH YacTIMu 4 - 12 cneayronero coaepKaHus:

«4. Ina ueneil uaeHTUQUKAIMY YIAKOBOK JICKAPCTBEHHBIX MpPENapaTroB
JUIST MEQUIMHCKOTO NPUMEHEHHS NPOU3BOJUTENIN JIEKAPCTBEHHBIX CPEICTB
B nopsiike, ycrtaHoBineHHoOM IIpaBurensctBoM Poccumiickoit  ®enepannu,
HAHOCAT Ha NEPBUYHYIO YHNAKOBKY (B OTHOLIEHHUH JIEKAPCTBEHHBIX MPETNapaToB
JUIE. MEIUITMHCKOTO NMPUMEHEHHUs, AJI1 KOTOPhIX HE MPeIyCMOTPEHA BTOPUYHAS
YIIAKOBKa) M BTOPUYHYIO (NMOTPEOMTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX

npenaparos il MCEIUIMHCKOTO IIPUMCHCHHSA CpPEACTBA I/II[CHTI/IQ)I/IKEIHI/II/I,



3a UCKIIIOUEHHUEM JIEKAPCTBEHHBIX MPENapaToB IS MEAUIIMHCKOTO MPUMEHEHHS,
MIPOU3BOAUMBIX IS TPOBEACHHUS KIMHUYECKHX WCCIEIOBaHUH, DKCIOPTa,
JIEKapCTBEHHBIX IMIPENapaToB ISl MEAUIMHCKOTO TPUMEHEHHS, YyKa3aHHBIX
B yacTax 5 u 8 crateu 13 HacTosmero denepanbHOro 3aK0HA.

5. XapaKTepUCTHKHN CPEICTBa UICHTU(DUKAIIUH, TTOPATIOK €r0 HaHECCHHS
U TpeboBaHms K CTpyKType u (opmary uHPOpPMAIHH, KOTOPYIO COIECPKHT
cpeactBo uaeHTH(uKanuu, onpenenstorcs IlpaButensctBoMm Poccuiickoit
denepanun.

6. [Topsimok co3maHus, pa3BUTH, BBOJA B IKCILIyaTaIHIO, SKCILTyaTaIluu
¥ BBIBOJIA M3 IKCIUTyaTallii CUCTEMBl MOHUTOPUHTA JBIDKEHHS JIEKAPCTBEHHBIX
OpernaparoB ISl METUIMHCKOTO MPHUMEHEHHS, TMOPINOK IPeAOCTaBICHUS
uHbopMalnMy, CcolepXKameics B CHUCTEME MOHHTOPDHHIA  JABMKCHMS
JICKapCTBEHHBIX TPEMapaToB Uil MEIUIIMHCKOTO TpPHUMEHEHHs, W TOPSIOK
B3aMMOJEHCTBUS  yKa3aHHOW CHUCTEMBl C UHBIMH TOCYJapCTBEHHBIMHU
WHOOPMAIMOHHBIMU  CUCTEMaMH M WMH(OPMAIMOHHBIMH  CHCTEMaMH
IOPUANYECKUX JUI W HMHIWBHUIYaJdbHBIX IpEIIpUHHAMATE/EH, yKa3aHHBIX B
gactax 7 u 10 HacrosmieW craTed, yCTaHaBIMBAIOTCA IIpaBUTEIRCTBOM
Poccuiickoit ®@enpepanuu. OneparopaMd CUCTEMBl MOHUTOPUHTA JBMIKEHUS
JIeKapCTBEHHBIX MpenaparoB Ul MEIUIMHCKOTO MPHUMEHEHUS SBISIOTCS
denepanpHBIi OpraH HUCHOMHUTEIPHOW BIacTd W (WIH) OpraHH3aIlus,

ynonHomodeHHbie [IpaButensctBoM Poccuiickoit denepanuu.



7. IOpuaudeckue JMOA W UHAUBUAYAJIbHBIE  MpPEANPUHHMATEH,
OCYIIECTBIIIONINE IIPOM3BOJICTBO, XpaHeHHe, BBO3 B Poccuiickyro denepaiuio,
OTITYCK, peau3aluio, repeady, IPUMEHEHUE U YHUUTOXKEHUE JIEKAPCTBEHHBIX
npenaparoB il MEIMIMHCKOTO NPUMEHEHHs, OOECHEuMBalOT B TIOPSAKE
1 B COCTaBe, KOTOphIe ycTaHoByeHbI [IpaBurenscTBoM Poccuiickoit denepaunu
C Y4E€TOM BHJA OCYIIECTBISIEMOM MMM JIEATEIBHOCTH, BHECEHHE WHGMOpMaIUH
0 JIGKQpPCTBEHHBIX Mpenaparax s MEIWIUHCKOrO NPUMEHEHHUS B CHCTEMY
MOHUTOPHUHTa JBWIKEHHS JIEKAPCTBEHHBIX IMpENapaToB sl MEIUIIUHCKOIO
MIPUMEHEHHUSL.

8. Opranmzanuss ~ HHQOPMAIMOHHOTO  B3aUMOJACHUCTBHS  CHCTEMBI
MOHUTOPHHIa JBWKEHHSI JIEKAPCTBEHHBIX MPENapaToB [ MEIUITHHCKOIO
MPUMEHEHHUS! C HHBIMH T'OCYJapCTBEHHBIMH WH(GOPMAIIMOHHBIMH CHCTEMaMH
obecrieurBaeTcsi B TOM  YHCJIE€  IIOCPEACTBOM  HHQPACTPYKTYpHI,
oOecniednBaroIei MH(GOPMALMOHHO-TEXHOJIOTHYECKOE B3aMMOJICHCTBUE
WH(OPMAITMOHHBIX CUCTEM, UCHONIB3YEMBIX  JJIA IIPEeIOCTaBICHUS
rOCYJapCTBEHHBIX Y MYHUIHUIIAIBHBIX YCIYI U UCIOIHEHUS TOCYAapCTBEHHBIX
¥ MYHHUIIUTIATBHBIX QYHKIHMHA B SJIEKTPOHHOHN Qopme.

9. ObmenocrynHas  uHpOpMAlMs,  COAEpXKalasci B  CHCTEME
MOHHUTOPUHTA JBIDKEHUS JIEKAPCTBEHHBIX IMPENapaToB ISl MEIUIIMHCKOTO

NpUMEHEHHs, pa3MemiaeTcss B  HWHPOPMAIMOHHO-TEIEKOMMYHHUKAIMOHHOM



cetn «MHTEepHET» (B TOM uHcie B (OpME OTKPBITHIX JIaHHbBIX) B MOPSIKE,
ycranoBieHHOM [IpaButensctBoM Poccuiickoit denepanuu.

10. TIpou3BoaUTEIN JEKAPCTBEHHBIX CPEACTB MOIY4YarOT COACPKAIIYIOCS
B CHCTEME€ MOHHTODMHIA JBW)XEHUS JICKAPCTBEHHBIX MpenaparoB Ui
MEIUIIMHCKOTO MPUMEHEHUS HH(OPMALIMIO O CEPUSIX U NMAPTHUAX JEKapCTBEHHBIX
npenaparoB, TPOM3BOJAMMBIX MMM U HaXOIAIIMXCS B IPaXIaHCKOM 000pOTE B
Poccuiickoit @eneparuu, 6€3B03ME3THO.

11. 3a mpoW3BOACTBO WM MNPOJAXy JIEKAPCTBEHHBIX IIPenapaToB s
MEAMIIMHCKOTO TMPUMEHEHUsT 0e3 HaHEeCeHWs CpeACTB HICHTU(UKALNY,
C HAPYIICHWEM YCTAHOBIECHHOTO MOpSAKa HMX HAHECEHWsS, a TaKKe
332 HECBOEBPEMECHHOE BHECEHHE NAaHHBIX B CHCTEMY MOHHUTOPHHIA JIBHKECHHMS
JIEKapCTBEHHBIX TPENApaToB AN MEAWLIMHCKOrO0 NPUMEHEHWS WU BHECEHHE
B HE€ HEJOCTOBEPHBIX [AHHBLIX IOPUAMYECKHE JIMIAa W HHIAUBUAYAJIbHBIE
OpeANpruHUMATEIH, yKa3aHHble B 4YacTIX 4 M 7 HaCTOAIIEH CTaThH, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHUM C 3aKOHOJATENBCTBOM Poccuiickoit
denepanuu.

12. TIIpaButensctBOo Poccuiickoit ®enepanuy BrIpaBe yCTaHOBUTH
0COOEHHOCTH BHEIPEHUS CUCTEMBI MOHMTOPUHIa JBU)KCHHUS JI€KapCTBEHHBIX
IpenapaToB Ui MEIUIIMHCKOrO MPUMEHEHHS, BKII04as CPOKU €€ BHEIPEHNUs, B
OTHOINEHUH JICKAPCTBEHHBIX MpENapaToB s MEIUIMHCKOIO NPHUMEHEHU,

BKIIOYECHHBIX B IICPCUYCHL KHU3HCHHO HCO6XOJ_II/IMBIX W BaXHEHUIIHX



JICKapCTBEHHBIX IIPENapaToB, JIEKAPCTBEHHBIX IIPENaparoB, IpeaHa3HaueHHBIX
o1 obecnedyeHuss  OHl, OOJBHBIX  reMoQuiaued, MYKOBHCIIHIO30M,
runou3apHEIM  HaHM3MOM,  Oone3Hpto  lomie,  3I0KaYeCTBEHHBIMU
HOBOOOpa30BaHUAMH JTHM(OHUIHOW, KPOBETBOPHOM M POJCTBEHHBIX UM TKaHEH,
pacCcessHHBIM CKJIEPO30M, JIUIT TIOCTIe TPAHCIUIAHTAIIMKA OPTaHOB U (WJIHM) TKaHEH,
MHBIX JIEKAPCTBEHHBIX TPENapaToB IS MEIUIIMHCKOTO IPUMEHEHHUS. .

Cratps 2

1. Hacrosmmit ®enepanpHblii 3aKOH BCTyHAeT B Cuiy C | gHBaps
2018 roma, 3a wWckiIOYeHHEM ab3alleB  BTOPOrO, MATOTO U JEBATOTO
noanyHkTa «O» myHkta 7 cratbu 1 HacTosmero denepanbHOro 3aK0Ha.

2. AG3a1sl BTOpPOiA, ISTHIA U AEBATHIN MOANYHKTa «0» MyHKTa 7 cTaTthu 1
Hacrosuero @enepanbHOro 3aKOHA BCTyNaroT B cuily ¢ 1 suBaps 2020 roaa.

3. [epxarenu wuWIM BIAAENbIBl PETHCTPALMOHHBIX YIOCTOBEPEHUM
JIEKapCTBEHHBIX MPENaparoB, NPOU3BOAUTENN JEKAPCTBEHHBIX IMPENapaToB AJIs
MEIULIMHCKOTO IPUMEHEHHUS, 3aPETUCTPUPOBAHHBIX 10 JHS BCTYILUICHUS B CHILY
Hactosimero  denepanbHOr0 3aKOHA, JOKHBI HANpaBUTh CBEACHHUS O
perucTpalnyMy B KadeCTBE HAJOTOILIATENbIIMKA B CTpaHe perucrpamuu (s
POCCUMCKMX  IOPHAWYECKHX  JIMIT -  WIACHTU(QUKANMOHHBIA  HOMEp
Hajoromnarensiiuka (MHH), nns MHOCTpaHHBIX IOpUAMYECKUX JHI] - CTpaHa
pEruCTpalliy, HAMMEHOBAHHE PETUCTPUPYIOLIETO OpraHa, PerucTpamrOHHBIA

HOMEp, KOJ HaJOTOIIaTeNbIIUKa B CTpaHe perucTpauuu (MHKOPIOpaIuu) Win
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€ro aHaJIoT) B YIIOJIHOMOYEHHBIH (eiepaIbHBI OpraH UCIOJHUTENbHOM BIACTH
no 1 sasaps 2019 rona.

4. TlpousBoaurenn ¢apManeBTUIECKUX CYOCTaHIHMM, BKIIOYEHHBIX B
TOCYJapCTBEHHBIM PEECTp JEKApCTBEHHBIX CpPEACTB [N MEIUIMHCKOTO
OpUMEHEHUS 710 THS BCTYIUIEHMS B CHIY Hactosuero denepalbHOTO 3aKOHA,
JOJKHBI HAIIPABUThH CBEICHHS O PETUCTPALMU B KaUe€CTBE HAJOTOILIATEIBIINKA
B CTpaHe perucrpamuu (A1  POCCHMCKUX  IOPHAMYECKUX  JHIL -
HICHTHUKAMMOHHEIA HOMep Hamoromarensmuka (MHH), nns mHOCTpaHHBIX
IOPUANYECKHUX JIUI] - CTPAHA PErMCTPalK, HAUMEHOBAHUE PETUCTPUPYIOLIETO
OpraHa, pEerHCTPAalMOHHBII HOMEp, KOJ HaJOToIUIaTeNbluka B CTpaHe
perucrpanuy  (MHKOPIIOpAIMHM) WM €ro aHajlor) B  YIOJHOMOYEHHBIH

denepaabHbIA OpraH UCIIOJHNATENRHOM BacTu 10 1 suBapsg 2019 roxa.

a}pem,ueﬂ'r

ppickort ®enepaumu  B.Ilytun

Mocksa, Kpemib
28 nexabps 2017 roga
Neo 425-03



