POCCUVICKAS] ®EJEPALIUS
O®EJEPAJBHBINA 3AKOH

O BHecennn u3MeHenni B @enepasibHblii 3aK0H
«006 oOpaieHNH JeKAPCTBEHHBIX CPEACTB»

IIpunst I'ocynapcreennoi Jlymoi 22 nexabps 2017 rona
Opo6peH CoBeToMm Penepanum 26 nmera6psa 2017 ropma
Cratps 1

Buectu B @epepanpHbplii 3akoH oT 12 ampems 2010 roga Ne 61-®3
«O6 oOpamenuu JnexkapcTBeHHBIX cpeAcTB» (Cobpanme 3aKOHOIATENHCTBA
Poccuiickoit ®epepaumn, 2010, No 16, cr. 1815; Ne31, cT.4161; No42,
cT. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, ct. 3446; Ne 53,
cT. 7587; 2013, Ne 27, ct1. 3477; Ne 48, ct. 6165; 2014, Ne 11, ct. 1098; Ne 43,
cT. 5797; Ne 52, ctr.7540; 2015, Ne 10, ct.1404; Ne27, cr.3951; Ne29,
cT. 4359, 4367, 4388; Ne 51, c1. 7245; 2016, No 1, c1. 9; Ne 23, cr. 3287; Ne 27,
cT. 4194, 4238, 4283; 2017, Ne 31, c1. 4791, 4827) cnenyromue n3MeHEHNS :

1) cTaTeio 4 TOMOTHUTE MYHKTOM 56 CIEIYIOIIEero COmepKaHUs:
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«56) cucteMa MOHMTOPUHTA JIBWKEHHS JIEKAPCTBEHHBIX IMIpPENapaToB
JUIS  MEOUIIMHCKOTO  TpHMEHEHHus -  (enepadbHas TIOCYAapCTBEHHAS
uHPOpMALIMOHHAS  CHCT€Ma MOHWUTOPWMHTA  JIBIKCHHS  JIEKAPCTBEHHBIX
IpenapaToB i MEAUIIMHCKOTO MPUMEHEHUS OT MPOU3BOIUTENS 10 KOHEUHOTO
OTpeOUTENS C NCTOIB30BAHMEM B OTHOLIEHUY JIEKAPCTBEHHBIX MPENapaToB AJIs
MEIUIIHCKOTO IPAMEHEHHUS CPEICTB UICHTU(PUKAITIN. »;

2) nyskT 1 yactu 2 crarbu 18 U3II0KUTH B CHEAYIOLICH PEIAKIHHN:

«1) HamMeHOBaHUE, aN[peC 3asIBUTENS U NMPOU3BOAUTENIS JIEKAPCTBEHHOTO
npernapaTta s MEIWIMHCKOTO TPUMEHEHMS, CBEIEHHS 00 WX PperucTpanuu
B KQUeCTBE HAJIOTOILIATEeNbIIUKA B CTpaHe perucrpaumu (s POCCUMCKUX
IOPUANYECKHX JIMI] - MACHTU(OUKAIMOHHBIA HOMep Hanmoromtarensiuka (MHH),
IUTd WHOCTPAHHBIX HOPUANYECKUX JIMI - CTpaHa PETHCTpaIliii, HauMEHOBaHUE
PETUCTPHUPYIOIIETO OpraHa, PErUCTPAIlMOHHBIA HOMED, KO HAJIOTOILIATEIbIINKA
B CTpaHe perucrpanuu (MHKOpIOpaIlM{) WM €ro aHajor) M aJapec MecTa
OCYIIECTBJICHHS MTPOM3BOACTBA JIEKAPCTBEHHOTO Ipenapara (B ciaydae HaIudus
HECKOJIPKMX YYaCTHHKOB IIPOLECCa €ro IPOU3BOJCTBa HEOOXOAUMO YKa3aTh
Ka&KIOr0 Y4YaCTHHKA B  COOTBETCTBMH C  OCYINECTBIISIEMOW  CTaauel
IIPOU3BOJICTBA);»;

3) B crathe 33:

a) MOAMYHKTHl «B» W «I» MyHKTa 1 "acth 1 M3JIOXWUTH B ClexymomeH

PENAKITUH:



«B) HAUMEHOBaHUE JepXkaTels WM BlaAenblia PETUCTPALMOHHOTO
YIOCTOBEPEHMs JIEKAPCTBEHHOIO IIpenapaTra M CBEACHHMS O PETUCTpaliuu
JiepKaTes WK Blalenblia pEerUCTPalliOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara Jjis MEIUIMHCKOTO IPUMEHEHMS B KAa4eCTBE HAJIOroIuIaTeNbIIKKa
B CTpaHe  perucrpamuud  (Adsd  POCCUHUCKMX  IOPUOMYECKHX  JIWII -
uaeHTHGuKaIuoOHHBIH HOMep Hajoromnatensiyka (MHH), mig uHOCTpaHHBIX
IOPUANYECKUX JIUI] - CTpaHa PErucTpalud, HAUMEHOBAaHUE PETHUCTPUPYIOIIETO
OpraHa, pErHCTpPallMOHHBII HOMEp, KOJ HaJOroruiateibllika B CTPaHe
perucTpanyy (MHKOPIOpPALMH) UIIN €T0 aHAJIOT);

I') HAMMEHOBaHUE M aJpec INPOMU3BOIAUTENS JIEKApPCTBEHHOIO IIpernapara
Y CBEJCHUS O PETHCTpPallMy NPOU3BOAWTENS JIEKAPCTBEHHOIO Ipenapara s
MEIUITMHCKOTO MPHUMEHEHHs B KayecTBE HAJIOroILIaTeNbIMKa B CTpPaHe
peructpammu (i1 POCCHUCKMX IOPUAMYECKUX JHUI - HUICHTU(PUKAITMOHHBIN
HoMmep Hamoromiarenbuiuka (MHH), ans uHOCTpaHHBIX OPUIHMYECKUX JIUIL -
CTpaHa  pErucTpallid,  HaUMEHOBAHHWE  PETHUCTPHUPYIOIIET0  OpraHa,
pETUCTPallMOHHBIM HOMEp, KOJ HAJIOTOIUIATENBIIMKA B CTPaHE pErucTpanuu
(MHKOpIOpAIUM) WM €r0 aHAaJIOoT);»;

0) MyHKT 2 4acTy 2 U3JI0KUTh B CICAYIOMIEH peIaKIIuu:

«2) HaUMEHOBaHUE,  aJpec  NPOU3BOAMTENS  (apMaleBTHUECKON
cyOCTaHIIUM, a TaKKe B OTHOLICHUM JIEKAPCTBEHHBIX CPEACTB IJId
MEAUIMHCKOTO TPHMEHEHHUS CBEIEHMS O PpEruCTpallMd I[POM3BOIUTEINSA

dapmaneBTHIECKON CyOCTaHIIMM B KadecTBE HAJOTOIUIATENBIIHKA B CTpaHe
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peructpaiuu (4711 POCCUUCKUX IOPUANYECKUX JHI] - HIASHTH(PHUKAIUOHHBINA
HoMep Hanoromiarenbiuka (MHH), mis MHOCTpaHHBIX FOPHUAMYECKUX JIHIL -
CTpaHa pPErUCTpaLvH, HanMEHOBaHUE PETUCTPUPYIOLIETO oprana,
PETrMCTPAITMOHHBIA HOMEp, KOJl HAaJOoroIUiaTelbIIMKa B CTpPaHE PErHCTpalyd
(MHKOPIIOpAaIy) WK €r0 aHAJIOT);»;

4) gacTsp 2 cTaTby 34 TOMOJIHUTE IIYHKTOM 4 CIIETyIONIETO COACPKAHUS:

«4) IOKyMEHT, COACPN ANl CBEACHHUS O PETUCTpAIMH NPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEACTB Il MEIUIMHCKOTO IIPHUMEHEHHs B KadecTBe
HAJIOTOILIATENBINNKA B CTPAHE PETHCTpAluu (I POCCUHCKHX HOPHUINYECKUX
AU - WACHTUGUKAIMOHHBIM HoMmep Hamoromiarensiuka (MHH), nns
WHOCTPaHHBIX IOPUIWYECKHX JHI[ - CTpaHa pPErucTparyi, HauMEHOBaHUE
PETUCTPUPYIOUIETO OpraHa, perucCTPaliOHHBIA HOMEp, KOJI HaJIOTOTIaTeIbIIKa
B CTpaHe perucTpauuu (MHKOPIOPpAaIli) WIH €ro aHaJIoT).»;

5) myskT 1 wactu 2 cratby 62 U3IOXKUTH B CIEAVIOUICH peaaKIuu:

«1) HauUMeHOBaHME JepXKaTels WIA BJaJelblla pPETUCTPALUOHHOTO
YIOCTOBEPEHHS JIEKAPCTBEHHOI'O IIpenapaTa, HauMEHOBAaHHE IIPOMU3BOIAMUTEI
JIEKapCTBEHHOr0 TMpenapara, CBENEHUS O pEerucTpaluM [epiKaTens WIH
BJaJieTiblla PETUCTPALMOHHOIO YAOCTOBEPEHMs JIEKAPCTBEHHOIO Ipenapara,
CBEICHUS O PETUCTPAlMM IPOU3BOIMTENS JEKapCTBEHHOTO IIpenapara [yis
MEIMIIMHCKOTO TPUMEHEHUS B KadyeCTBE HAJIOTOIUIaTe/IbIIiKa B CTpaHe

peructpanuu (s POCCUMCKUX IOPUAMYECKUX JIHI - HACHTHPHKAITUOHHBINA



HoMmep Hajoromiateasmuka (MHH), a1 MHOCTpaHHBIX IOPUANYECKHX JIHIL -
CTpaHa  perucTpalud,  HAaMMEHOBAaHUE  PETHCTPUPYIOHMIETO  OpraHa,
PETHCTPallMOHHBIA HOMEp, KOJ HAJOrOIUIATENIbIIMKA B CTPaHE PETHUCTPAIHH
(uHKOpHOpanyWM) WIM €ro aHalor), MECTO HAaxOXACHHS TPOU3BOICTBEHHBIX
IUIOIIA0K, YYacTBYIOIIMX B TMPOLECCE TPOM3BOJACTBA JIEKAPCTBEHHOI'O
opernapara, ¢ yKkasaHHeM CTaluy MpoLiecca MPON3BOICTBA;»;
6) HauMEHOBAaHUE TTaBbl 14 U3I0XKUTH B CIEAYIOMIECH peaaKIun:
«I'nmaBa 14. Hudopmanus o JieKapCTBEHHbIX Npenaparax.
CucreMa MOHUTOPHMHIA JBMKEHHS JIeKAPCTBEHHBIX
npenapaToB AJS MEAULMHCKOr0 MPAMeEHEHHS»;
7) B cratbe 67:
a) HAHMEHOBaHHUE U3JI0XKUTH B CIECAYIOMIEH PelaKIium:
«Ctatpsa 67. HudopManus 0 JieKapCTBEHHBIX Npenaparax.
CucreMa MOHUTOPHHIA IBHKEHHs JIeKAPCTBEHHBIX

npenaparoe AJd MEANIUHCKOI0 NPMMCHCHUA) ,

0) ZONOJHUTH YacTIMu 4 - 12 cneayronero coaepKaHus:

«4. Ina ueneil maAeHTUQUKAMN YIAKOBOK JICKAPCTBEHHBIX MPENapaTroB
Ui MEIUIIMHCKOTO NPUMEHEHHS NPOU3BOJWUTENN JIEKAPCTBEHHBIX CPEICTB
B nopsiike, ycrtaHoBineHHOM IIpaBurensctBoM Poccuiickoit  ®enepainuu,
HAHOCAT Ha NEPBUYHYIO YIAKOBKY (B OTHOLIEHHUH JICKAPCTBEHHBIX MPETapaToB
JUISE MEAVIIMHCKOTO MPUMEHEHHUs], 11 KOTOPHIX HE MPEeAyCMOTPEHA BTOPHYHAS
VIIaKOBKa) M BTOPUYHYIO (MOTPEeOMTENbCKYIO) YIAKOBKY JIEKapCTBECHHBIX

npenaparoB Ajisd MEIUHOMHCKOrO IMPUMCHCHHA CpPEACTBa HI[CHTH@)HK&HI/II/I,



3a UCKJIFOUEHUEM JIEKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO IPUMEHCHHSI,
MPOU3BOAMMBIX IS TPOBEACHUS KIMHUYECKHX WCCIEAOBaHUH, BKCIOPTa,
JIEKapCTBEHHBIX MPENapaToB sl MEIUIMHCKOTO MPUMEHEHUS, YKa3aHHBIX
B yacTax 5 u 8 crareu 13 HacTosmero deaepanbHOro 3aKoHa.

5. XapaKTepUCTHKN CPENCTBAa HICHTU(UKAIINY, HOPIIOK €r0 HaHeCCHUS
U TpeGoBaHus K CTPYKType ¥ Qopmary HHGOpMAIMH, KOTOPYIO COIEPIKHUT
cpeactBo uaeHTU(ukanuu, onpenenstorcs IlpaButensctBoMm Poccuiickoit
denepanun.

6. [lopsimok co3maHusi, pa3BUTH, BBOJA B IKCILTyaTaIHIO, SKCILTyaTaI[uN
¥ BBIBOJIA M3 IKCILTyaTallii CHCTEMBl MOHUTOPUHTA JBIDKEHHS JIEKAPCTBEHHBIX
IpernaparoB Il METUIUHCKOTO MPHUMEHEHHUsS, TOPINOK IpPeAOCTaBICHUS
uHbopManMy, colepXkamehcs B CHCTEME  MOHUTOPUHTA  JBHKECHUS
JICKapCTBEHHBIX TPENapaToB Uil METUIIMHCKOTO TIPUMEHEHHS, W IOpPSIOK
B3aMMOJEHCTBUS  yKa3aHHOW CHUCTEMBl C UWHBIMH TOCYJapCTBEHHBIMU
WHQOPMALIMOHHBIMU  CUCTEMaMH ¥ WH(QOPMAIMOHHBIMH  CHCTEMaMH
IOPUAWYIECKUX JUI W HMHIWBHUIYaJbHBIX IpEIIpUHHMATENeH, yKa3aHHBIX B
gyacTax 7 u 10 Hacrosmied CTaThd, YCTaHABIMBAIOTCA IIpaBUTEILCTBOM
Poccuiickoit ®@enepanmn. OneparopaMd CUCTEMBl MOHUTOPUHTA JBMKEHHUS
JIEKapCTBEHHBIX MpenapaToB Uil MEIUIMHCKOTO TPUMEHEHUS SBISIOTCS
denepanbHplii  OpraH MCHOJHWUTENbHOM BIacTH © (WIM) OpraHu3alusd,

ynonaomoueHHbie [IpasurensctBom Poccuickoit denepanuu.



7. FOpuauueckue JMIA W HMHOUBUAYAJIbHBIE  OpeIIpUHUMATEIH,
OCYLIECTBIISIOIINE IIPOU3BOJCTBO, XpaHEHKE, BBO3 B Poccuiickyio denepanuto,
OTITYCK, pealu3alHuIo, Iepeady, IPUMEHEHUE U YHUUTOXKEHUE JIEKAPCTBEHHBIX
npenapaToB Uil MEIUIMHCKOTO NpPUMEHEHHs, 00ecrneurBaloT B HOPSIKE
1 B COCTaBe, KOTOphIe ycTaHoByeHbI [IpaBurenscTBoM Poccuiickoit denepaunu
C Y4E€TOM BHJA OCYIIECTBISIEMOM MMM JIEATEIBHOCTH, BHECEHHE WHGMOpMaIUH
O JICKapPCTBEHHBIX Npenaparax [ MEAWIMHCKOr0 IIPUMEHEHHS B CHUCTEMY
MOHUTOPHHIa JBWXKCHHS JICKAPCTBEHHBIX TMPENapaToB s MEIUIIMHCKOTO
MIPUMEHEHMUSL.

8. Opranmzanuss ~ HHPOPMANMOHHOTO  B3aUMOJEUCTBHS  CHCTEMBI
MOHUTOPHHIa JBWKCHHS JICKAPCTBEHHBIX MNPENapaToB IJs METUITMHCKOTO
MPUMEHEHHUS! C WHBIMHU T'OCYJapCTBEHHBIMH WH(GOPMAIIMOHHBIMH CHUCTEMaMH
obecrieurBaeTcsi B TOM  YHCJIE€  IIOCPEACTBOM  HHQPACTPYKTYPHI,
obecrieunBaroient MHGOPMALIMOHHO-TEXHOJIOTHYECKOE B3aHMO/JICHCTBUE
WH(OPMAITMOHHBIX CHUCTEM, UCIOJIb3YEMBIX VISt IPEeIOCTaBICHUS
rOCYJapCTBEHHBIX YU MYHUIUIIAIBHBIX YCIYI M UCIOIHEHUS TOCYIapCTBEHHBIX
¥ MYHHUIIUTIATGHBIX GYHKIHHA B 3JIEKTPOHHOHN dopMe.

9. Obmenoctynnas  uHbOpMAIUs,  coAepXkamascsi B CHCTEME
MOHUTOpPUHTA JBIDKEHHUS JIEKAPCTBEHHBIX IpenapaToB A MEIUIHHCKOTO

HOpUMEHEHHS, pa3Memaercs B  HHPOPMAIMOHHO-TEIEKOMMYHHUKAITHOHHON



cetn «VHTepHET» (B TOM uHcle B (OpME OTKPHITHIX [AaHHBIX) B MOPSIKE,
ycraHoBieHHOM IIpaButensctBoM Poccutickoi denepanuu.

10. TIpou3BoguTEN JIEKAPCTBEHHBIX CPEACTB MOIYHYarOT COAECPKAILYIOCS
B CHCTEME MOHHTOpPMHIa [BWKCHHS JIEKAPCTBEHHBIX IIPENaparoB s
MEIUIIMHCKOTO MPUMEHEHN NHPOPMALIUIO O CEPUSIX U MAPTHUSIX JIEKAPCTBEHHBIX
IpenaparoB, MPOU3BOJUMBIX UMU M HAaXOAIIMXCS B IPaXIaHCKOM 000poTe B
Poccuiickoi ®enepannu, 6€3B03ME3AHO.

11. 3a mpou3BOACTBO WIM MPOAAXKY JIEKAPCTBEHHBIX IIpenaparoB MAJIs
MEIUIMHCKOTO MPUMEHEHUsT O€3 HAHECEHHs CpeACTB HIACHTU(DUKALHH,
C HAPYIICHHEM YCTaHOBJICHHOTO TOpSIKAa KX HAaHECEHWs, a Takke
332 HECBOCBPEMCHHOE BHECEHME [aHHBIX B CHCTEMY MOHHUTOPHHIA JBHKEHHS
JIEKapCTBEHHBIX TIPENapaToB Il MEAWIMHCKOrO NPUMEHEHWS WM BHECEHHE
B HE€ HEIOCTOBEPHBIX JAHHBIX HOPUIMYECKME JIMIA W HHIUBHIYAIbHbIE
npeInpyuHAMATeNTd, yKa3aHHble B 4acTax 4 W 7 HacTOsIEHd CTaTbU, HECYT
OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOJATENBCTBOM  Poccuiickon
denepanum.

12. TlpaButenbctBOo Poccuiickoii ®enepanuy BIpaBe YCTaHOBHUTH
0COOEHHOCTH BHEIPEHMSI CHCTEMBI MOHUTOPHHIa IBUKCHHS JIEKapCTBEHHBIX
IPETapaToB Ui MEAUIIMHCKOIO IPUMEHEHMS, BKII0OYasi CPOKH €€ BHEAPEHHS, B
OTHOIIIEHUH JICKAPCTBEHHBIX HpPENnaparoB Ul MEIMLIMHCKOTO NPUMEHEHHS,

BKIIOYCHHBIX B IIEPCUYCHL  XKHU3HCHHO HCO6XOJ_II/IMBIX W  BaXHEHIINX



JIEKapCTBEHHBIX IPENapaToB, JEKAPCTBEHHBIX IMPENapaToB, MpeAHA3HAYEHHBIX
s obecrieveHus — Jui, OONBHBIX — reModuimedl, MYKOBHCIIHIO30M,
runodu3apHBIM  HaHU3MOM,  OonesHpio  l'ome,  370Ka4ecTBEHHBIMU
HOBOOOpa30BaHUAMHU JTUM(OHUIHOW, KPOBETBOPHOM M POJICTBEHHBIX UM TKaHEH,
paccessHHBIM CKJIEPO30M, JIUII TIOCJI€ TPaHCILIAHTAIIMN OPTraHoB M (WJIH) TKaHEH,
MHBIX JICKAPCTBEHHBIX MPENapaToB JJI MEIUIIMHCKOTO IPUMEHEHHS. .

Cratbsa 2

1. Hacrosmmit @enepanpHblii 3aKOH BCTyHAeT B Ccuily C 1 gHBaps
2018 roma, 3a wWcKiIOYEHHEM ab3aleB BTOPOTrO, NSTOTO U JIEBATOTO
noAnyHkTa «0» mynkra 7 crareu 1 HacTosero deaepansHOro 3aKoHa.

2. AG3a1s1 BTOpOid, ISTHIA U AEBATHIN MOANYHKTa «0» MyHKTa 7 cTaTthu 1
Hacrosuero @enepaibHOro 3aKOHA BCTynaroT B cuily ¢ 1 suBaps 2020 roaa.

3. [epxarenu wuIM BIAJENbLIBl PETUCTPALMOHHBIX YIOCTOBEPECHUM
JIEKapCTBEHHBIX MPENaparoB, NPOU3BOAUTENN JEKAPCTBEHHBIX IMPEMapaToB AJIs
MEIULIMHCKOTO IPUMEHEHHUS, 3aPETUCTPUPOBAHHBIX 10 JHS BCTYILUICHUS B CHILY
Hactosimero PenepanbHOTO 3aKOHA, JMJOUKHBI HAamlpaBUTh CBEIEHUS O
perucTpallid B KadecTBE HAJOTOIUIATENbIIMKAa B CTpaHe perucrpamuu (s
POCCHHCKHMX  IOPHAMYECKHUX  JIMIT -  WACHTH(QUKANWOHHBIA  HOMEp
Hajoromnarensmuka (MHH), ans wHOCTpaHHBIX OPUAMYECKUX JIMI[ - CTpaHa
pErHCTpalliy, HAMMEHOBAHUE PETUCTPUPYIOLIETO OpraHa, PEerucTpalioOHHBIN

HOMED, KOJ HAJIOTOIUIATEIBIINKA B CTPAHE PETUCTpalMM (MHKOPIOpAIUY) UIH
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€T0 aHaJIOT) B YIIOJHOMOYEHHBIN (peepabHbIN OpraH WCIIOIHUTENIBHON BJIAaCTH
no 1 sasaps 2019 rona.

4. Tlpomspomgurenu QapmareBTHUECKUX CyOCTaHIMM, BKIIOYEHHBIX B
TOCYJapCTBEHHBIM pEECTp JEKapCTBEHHBIX CPEACTB JJIsI  METUIIMHCKOTO
OpPUMEHEHUS 10 HSA BCTYIUICHHS B CHIy HacTosuero denepalbHOro 3aKOHa,
JOJDKHBI HAIIPaBUThH CBEJEHUS O PETUCTPALlMM B Ka4eCTBE HAJIOTOILIATEIbIINKA
B CTpaHe perucTpamuu (i1 POCCHIICKUX  IOpUAMYECKHMX  JUI -
HICHTHOUKATMOHHEIA HOMep Hamoromuiarensmuka (MHH), nns mHOCTpaHHBIX
IOPUAMYECKHUX JIUI] - CTPaHa PErUCTPalMy, HAUMEHOBAHUE PETUCTPUPYIOLIETO
opraHa, pErucTpalliOHHBIA HOMEp, KOJ HaJOrOIUIaTeNblIMKa B CTpaHe
perucTpanuy  (MHKOPIOpPAIMKM) WM €ro aHajor) B  YIIOJHOMOUYEHHBIH

denepaabHbI OpraH UCIOJHNATEIRHOM BacT A0 1 suBapg 2019 roxa.

B.Ilytun

Mocksa, Kpemib
28 nexabps 2017 roga
Neo 425-03



