[IPABUTEJILCTBO POCCHUMCKON ®EJIEPAIININ
ITOCTAHOBJJIEHHE

ot 30 mrous 2020 r. Ne 955

MOCKBA

006 0coGeHHOCTAX BBOAA B IPAXKAAHCKHH 000POT JIEKAPCTBEHHBIX
Nnpenaparos IJI MEAHLIHHCKOTO IPUMEHEHHS

I1paButenbeTBo Poccuiickoi Pegepalii HOCTAHOBJ A E T

1. YrBepauts mnpunaraemoe IlomoxeHune o6 ocoOeHHOCTSIX BBOJA
B TIPaXJIaHCKUH OOOpOT JIeKapCTBEHHBIX IpPENaparoB Uil MEAULIUHCKOIO
NPUMEHEHHUS.

2. JlekapCcTBeHHbIE mpenaparbl JAJId  MEAMLMHCKOTO  MpPUMEHEHUs,
BBe3eHHBle B Poccuiickyro ®Penepanuio, a TaKKe BBEICHHbBIE B I'pa)KAaHCKUH
obopor B coorBeTcTBUM ¢ [lojokenueM, yTBEP)KACHHBIM HACTOSIIMM
[IOCTAHOBJIEHUEM, MOJIJIEXAT OOPAILEHUIO 10 OKOHYaHUS CPOKa FOJHOCTH.

3. Hacrosiee nocranosnenue aeucteyer no 1 sueapsa 2021 r.

4. Hacroslliee TOCTAaHOBJIEHHUE BCTyNMaeT B CHIYy CO JHS €ro
0(HUIIHATEHOTO OITyOIMKOBaHHUS.

[Tpencenarens [IpaBuyg

Poccuiickoil Penefa M. MuiryctuH

4573767



VYTBEPXJIEHO

nocraHopieHueM lIpaBurenscTBa
Poccuiickoit ®enepauuu
ot 30 urons 2020 r. Ne 955

MNMOJOXEHMNUE

00 0c00EHHOCTSIX BBO/IA B IPaKIaHCKUH 000pOT JieKapcTBEHHBIX
npenaparToB AJsl MeIHIIUHCKOTO pUMeHeHHs

1. Hacrosituee  IlonoxkeHue  ompenenseT  OCOOEHHOCTH  BBoOJa
B TPaXIAHCKMK o0opor 0e3 HaHeceHMs CpeACTB  MICHTU(UKALUH
JIeKapCTBEHHBIX [penaparoB sl MEAULUHCKOrO NIPUMEHEHHS, IPOU3BEAEHHbIX
B epuoz ¢ 1 utons 2020 r. go 1 oxsa6ps 2020 r., a Taroke BBo3a B Poccuiickyro
denepanmio 6e3 HaHECEHUS CPEACTB HACHTUGUMKALMKM B LeIAX BBOAA
B TPaXIaHCKUHA OOOPOT JIEKApCTBEHHBIX IMPENapaToB M MEIULUHCKOIO
IpUMEHEHHs, 3a UCKIIIOYEHHEM JIEKAPCTBEHHBIX MIPENapaToB [ MeIULUMHCKOTO
IpUMEHEHUs, NpeJHa3HaYeHHBIX )i oOecrnedeHus Jull, OONbHbIX reMOoQUIneH,
MYKOBHCLU030M, runo¢uzapHbIM HaHU3MOM, 00JIe3HbIO [Nowue,
3]I0KAYECTBEHHBIMY  HOBOOOPA30BaHUSMU JUMQPOUIHON, KPOBETBOPHOH U
POIICTBEHHBIX UM TKaHEH, PACCESIHHBIM CKJIEPO30M, JIULI [TOCJI€ TPAHCILIAHTALUU
opraHoB U (WJIM) TKaHeH (JaJiee - NeKapCTBEHHbIE NIPENapaThl), IPOU3BEACHHBIX
3a npenenamu Poccuiickoint ®enepauuu o 1 oxrsa6ps 2020 r.

2. Beinyck TaMOX€HHBIMU OpraHaMM JIEKapCTBEHHBIX IPENnaparos,
BBO3UMBIX (BBe3eHHbIX) B Poccuiickyro ®Denepauio B COOTBETCTBUH
C TaMOXXEHHBIMH MpOLieIypaMHu BBINyCKa AJisi BHYTPEHHEro MOTpeOJIeHUs WU
PEUMITOPTa, a TaK)Ke BBOJ B Pa)XIaHCKUI 000pOT JIeKapCTBEHHBIX MpenapaToB
OCYIIECTBISIIOTCS. Ha OCHOBaHWUU corjacoBaHus @enepanbHoi  ciryx60i
no Hamg3opy B cdepe 31paBooxpaHeHHMst BBo3a B Poccuiickylo ®enepanuio,
BBOJAa B TPaXIaHCKUH 0OOPOT JIEKapCTBEHHOIO npenapara, 0(OpMIIEHHOTO
Ha OCHOBaHHM pelleHHUs co3fgaHHod npu PenepanbHOM ciyx0e 1Mo Haa3opy
B cdepe 3IpaBOOXpPAHEHHS MEXBEIOMCTBEHHOH KOMHUCCHM IO BblIaye
cornmacoBaHuii Ha  oOpalleHHe  JIeKapCTBEHHOro  Impenapata  (naiee
COOTBETCTBEHHO - ME)KBEIOMCTBEHHAs] KOMHUCCHS, COIJIaCOBaHUE).

3. CornacoBaHue BbIIAETCS CPOKOM Ha 45 KalleHAAPHBIX JHEH.
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4. dopma cornacoBaHus yrBepxkaaeTcs PenpepanbHOU cayx0oit 110
HaJ30py B chepe 30paBoOXpaHeHUs.

5. @enepanbHOR ciyx00i 10 Hag3opy B cdepe 3IpaBOOXpaHEHHUS
co3maeTcsi  MEXBENOMCTBEHHas KOMHCCHUS, YTBEPKHAIOTCS  IIOJIOKEHHE
0 MEXBEIOMCTBEHHON KOMHCCHHM U €€ COCTaB. B COCTaB MeEXBEIOMCTBEHHOMN
KOMMCCHUY BKJIIOYAIOTCS NPEICTaBUTENHW HE HIDKE 3aMECTHUTENST PYKOBOIMTEIS
CTPYKTYpPHOro mnojpazneneHuss MUHUCTEpPCTBA 3ApaBooxXpaHeHus Poccuiickoit
Qenepauuy, MUHHCTEpCTBa NPOMBIIIIEHHOCTH M TOProBiaM Poccuiickoii
Qenepanun, PenepanbHON TaMOXEHHOU CiryxOb1, DenepanpHON CITyKOBI 110
Hamzopy B cdepe 3[paBOOXpaHEHHs, OINEepaTtopa CHUCTEMBl MOHHTODHHIA
IBVDKEHUS JIEKapCTBEHHBIX IIPENaparoB Uil MEOUIMHCKOIO IMPUMEHEHUS
(manee - cucreMa MOHUTOPUHTA).

6. JlepxaTesls  WNIM  BIajeNiel] PErHCTPAllMOHHOTO  YIOCTOBEPEHHS
JIeKapCTBEHHOI'O IIpenapara Jubo YyIOJIHOMOYEHHOEe UM JHIO (Janee -
3asBUTED ) IIOCPEJICTBOM UCII0JIb30BaHUS JIMYHOTO KabuHeTa
B aBTOMAaTH3UPOBAaHHOH uHGOpMalMOHHON cucteme @DenepanbHON CIYKOEI
0 Haa30py B cdepe 3apaBooXpaHeHHs (manee - WHGOPMAIHOHHAS CHCTEMA)
IIpeACTaBIseT 3asBICHUE O BblJaue COTJIACOBAHUS, B KOTOPOM YKa3bIBatOTCH:

a) HAaUMEHOBaHHUe, ajpec JepKareis WM BiIaAesiblia PerHCTPallHOHHOTO
YIOCTOBEPEHHM JIEKAPCTBEHHOIO IIpenapara, a Takxe HiaeHTuduKaTop cyobekra
oOpalieHus JEKapCTBEHHBIX CPEICTB, IPUCBOCHHEIN B CHCTEME MOHUTOPHHTa;

0) cBemeHus O  perucTpalldd  JepxaTelss  WIM  BJIaJeablia
PEerucTpalioOHHOIO yAOCTOBEPEHHUS JIeKapCTBEHHOrO Iperapara B KauyecTBe
HaJIOroIIaTeNIbIIMKa B CTpPaHe perucTpalu (IJid POCCHUHCKUX IOPHINYECKHX
JWL - KUAEHTH(QUKALIMOHHBIA HOMEp HAJIOTOIIATeNbLINKa, AN HWHOCTPAHHBIX
IOpPUIUYECKUX JIMI] - CTpaHa perucTpaly, HAaHMEHOBaHHE PETHUCTPHPYIOIIErO
OpraHa, perucTPalyOHHBIM HOMEp, KOJ HaJIOTOIUIATeNbINKa B CTpaHe
perucTpanyy (MHKOPIOPAlluK) WK €70 aHAJIOT);

B) HAUMEHOBAHUE JICKAPCTBEHHOTO IIpemnapara (TOpProBoe HaMMEHOBaHHE
U MeXAyHapoAHOE HEITaTEeHTOBAHHOE, WX IPYIIIUPOBOYHOE, WIH XUMHUIECKOE),
a Takke DIOOaNbHBIM HICHTU(QHUKAMOHHEIA HOMEP TOPIrOBOM €IUHMIIEL,
3aperuCTPUPOBAHHBIN B CHCTEME MOHUTOPHHTA (MIPH HAJIMYHH ),

I') PETUCTPALIMOHHBIM HOMED B rOCYJapCTBEHHOM peecTpe JIEKapCTBEHHBIX
CpeACTB U J1aTa IOCy1apCTBEHHOU perucTpalny;

1) IepeueHb  IPOU3BOJCTBEHHBIX  IUIOMIAJIOK H  aapeca  MeECT
OCYIIECTBJIEHHS IIPOU3BOACTBA JIEKAPCTBEHHOIO Ipemnapara (B cliydae HaIMuMs
HECKOJIPKMX YYaCTHHKOB IIpollecca IPOM3BOJACTBA JIEKApCTBEHHOIO IIperapara
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HEOO0XOIUMO yKa3aTh KaXK/IOTO YYaCTHHKA B COOTBETCTBHHU C OCYIIECTBIISEMOM
craguel mponu3BOJCTBRA);

e) oblillee KOJIMYECTBO €IMHHUII JEKapCTBEHHOIO Mperaparta ¢ yKasaHHeM
eIUHUL U3MEPEHNs, 3asBIIsIeMBbIX I Lenel BBo3a B Poccuiickyro ®expepaiuio
WJIM BBEJEHUS B IpakJaHCKHI 060pOT;

k)  10-3HauHBIHA KOA eAMHOU ToBapHOH HOMEHKJIaTypBl
BHEIITHEIKOHOMUYECKON NeATeNbHOCTH EBpa3miickoro SKOHOMHUYECKOTO COH03a
(1711 JIGKapCTBEHHBIX  IIPerapaToB, [IPOU3BENEHHBIX BHE TEPPUTOPUHU
Poccuiickoit @enepauru 1 BBO3UMBIX B Poccutickyro denepaluio, B TOM YHCIIE
U3 TOCYyAapcTB - 4ieHOB EBpasuiickoro SKOHOMHYECKOT0 COI03a).

7. K 3asgBleHMIO O BBIJA4Ye COIVIACOBAHMS IPUIAraloTCs CleIyIoIIue
JIOKYMEHTBI U CBEICHUS: '

a) KOIIMA NOKyMEHTa Ha PYyCCKOM S3BIKE OT JAep)KaTessi WIH Blaaeliblia
pEeTUCTPaLlMOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO npenapara,
NOATBEPKAAIOIIETO ITOJIHOMOYME 3asfBHUTENsl Ha I0Jady JOKYMEHTOB IS
TIOJTyY€HUs COTIaCOBaHMS;

6) 000CHOBaHUE HEBO3MOXHOCTU HAHECEHUs CPEICTB HIACHTH(GHUKALNN
Ha YIaKOBKY JIEKApCTBEHHOIO IIperiapaTa B COOTBETCTBUM C TPeOOBaHHSIMH
®enepanpHOro 3akoHa "O6 obpallleHNH JeKapCTBEHHBIX CPENCTB", B TOM YHCIIe
Ha TAMOXXEHHOM CKJIaJIe;

B) KOIIMM JOTOBOPOB Ha IIOCTaBKYy U YCTaHOBKY OOOpYIOBaHHS st
HAaHECEHUS CPEACTB HUJIEHTU(QUKALMU Ha KOKIYIO U3 YKa3aHHBIX B 3asBICHHH
[IPOM3BOJCTBEHHEIX IUIOIIAAOK, a Takke pa3paboTKy WiH J0paboTKy
nporpaMMHoro obecrnedeHus B Helsax ofecnedeHHs UHGOPMAIHOHHOIO
B3aUMOJENUCTBHS C CUCTEMON MOHUTOPUHTA (Ha PYCCKOM SI3BIKE);

r) IUIaH MEPOIPHUSITHM 10 BHEOPEHHIO CHCTEMBl MOHHTOPHHIA
C YyKa3aHHMEM MTOrOBOM [aThl TOTOBHOCTU IPOU3BOAUTENS K HAHECEHHUIO
cpelcTBa UAEHTH(UKAIMY Ha YIIaKOBKY JIEKAPCTBEHHOTO IIpemaparta U repeayue
JAHHBIX O HAHECEHU!U B CUCTEMY MOHUTOPUHTA.

8. OenepanbHas ciayxba Ho Hag3opy B cdepe 3apaBOOXpaHEHHUS
B TeUEHHE OJHOrO paboyero JHS cO JHS MOCTYIUIEHUS JOKYMEHTOB M CBEIEHHI,
yKa3aHHBIX B IyHKTax 6 u 7 Hacroswmero llonoxenus, HampaBisier
ITOCTYNUBIINE JOKYMEHTHl M CBEIEHHUS B MEXBEIOMCTBEHHYIO KOMHUCCHIO
B (hopMe BJIeKTPOHHBIX TOKYMEHTOB.

9. MexBeIOMCTBEHHas: KOMUCCUSI B TedeHue S5 pabouux jgHed co mHA
MTOCTYTUICHUS JOKYMEHTOB 17§ CBeJIeHUH IpUHAMAEeT  pelleHue
0 BO3MOXXHOCTHU (HEBO3MOKHOCTH) BbIIaYX COTJIACOBAHHMS.
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Kputepurn nans OpHUHSATHS MEXBEIOMCTBEHHONH KOMUCCHEHW peleHus
ONPENesSIIOTCS B IIOJIOXKEHUN O MEXBEIOMCTBEHHOU KOMUCCHUH, YTBEPKAAEMOM
B COOTBETCTBHU C ITyHKTOM 5 Hacrosero [lomoxeHus.

10. Pernrenne MeXBEIOMCTBEHHOW KOMHCCHH HampaBisercs B ¢opme
3JIEKTPOHHOIO HoKyMeHTa B PenepanbHyro ciayxOy Mo Haasopy B cdepe
3IPaBOOXPAHEHUS B TEUECHUE OTHOTO pabodero AHA O JHS ero oopMIIeHHU.

11.B Teuenue 3 pabouux [JHEH CO [OHA TIOCTYIUIEHHS PpeIIeHHUs
MEXBEIOMCTBEHHON KoMuccun PegnepanbHas ciyxba mo Ham3opy B cdepe
3IpaBOOXpaHEHUS O(OPMIILET COOTBETCTBYIOIEE COTTIACOBAHME WM OTKa3
B BBIJIade COIVIACOBAHMA U HANPABISET €ro 3asBUTENIO B HOpMe DIIEKTPOHHOrO
IOKYMEHTa, ITOANMCAHHOIO YCHJIEHHON KBAJIH(UIMPOBAHHON 3JISKTPOHHOM
MOJTIHCEIO.

OcHoBaHHEM I OTKasa B BbIJade COTJIACOBAHUS SIBIAETCS MPHHITHE
MEXBEIOMCTBEHHOM KOMHCCHEH pelleHHs O HEeBO3MOXXHOCTH BBIIAYH
COTJIACOBaHHSL.

12. Ilepen BBOIOM B IpaXOaHCKUH OOOpPOT KaXOW CEpHU WU Ka[0it
NapTHH JIEKapCTBEHHOIO Iipernapara B HHGOPMAIIMOHHYIO CHCTEMY BHOCHTCS
nH(popMaUs O HATUNYUY (OTCYTCTBUH ) CpeACTBa HASHTU(DUKALIMN Ha YITaKOBKAX
CEpHH I MapTUH JIEKApCTBEHHOTO Ipernapara.

13. I'lpu BBIIBIEHUY B HHGOPMALIMOHHOM CUCTEME CBEIEHHM O CEPHHU UIIU
[apTHU JIEKapCTBEHHOIO Mpenapara, lpousseneHHoro nocie 1 oxtsdps 2020 r.
Oe3 HaHeceHMs cpelcTBa MAeHTH(uKauuu, PenepanpHas cioyx0ba Mo HaI3opy
B c(epe 31paBOOXpaHEHHS IPUHUMAET pellleHNe O MPEKPAIIeHUH TPakIaHCKOTO
obopoTa TakMX CEpHM WIM [HapTHH  JIeKapCTBEHHOIo  IIperaparta
B YCTAHOBJIEHHOM IIOPSIIKE.

14. Undopmamiiss 0 BBIIAHHBIX COIJIACOBAHHUSAX B TeYEHHE ONHOIO
pabouero nHsA pasMmeniaercs Ha oduuuanbHOM caiite DenepaibHON CIyKOEBI
no  Ham3opy B  chepe  3ApaBOOXpaHEHHs B HHDOPMAIKMOHHO-
TelleKOMMYHUKalluoHHOU cetu "MHTepHeT" B (opMe peecTpa COINIacOBaHMIA
(manee - peectp). PeecTp comepxuT ciemyromye cCBeICHUS:

a) HAaUMEHOBAaHue, ajapec  3asiBUTENA, HUACHTUGUKATOp CyObBekTa
obpallieHus JIEKapCTBEHHBIX CPEACTB, IPUCBOEHHEIN B CHCTEMe MOHHUTOPHHTIa,;

0) cBEICHHUS O PETHCTPaLlMM 3asBUTENS] B Ka4eCTBE HaJOTOILIATENbIHKA
B CTpaHe perucrpanud (1  POCCHUUCKMX  IOPUAWYECKHX  JIHI[ -
UICHTU(UKALMOHHBIA HOMEp  HalOroIIaTelbIIMKa, JJId  HHOCTPAHHBIX
IOpUAUYECKUX JIMI - CTpaHa PEerucTpallid, HaMMEHOBaHUE PEruCTPUPYIOIIETO
opraHa, peruCTpallMOHHBII HOMep, KOJ HaJlOroIIaTeNblIdKa B CTpaHe
perucTpanry (MHKOPIIOPAIH ) HIIH €0 aHaJIor);
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B) HAUMEHOBAaHME JIEKapCTBEHHOro MOpernapara (TOProBoe HauMeHOBaHUE
1 MEX/yHAapOJHOE HEMATEeHTOBAHHOE, WIIH TPYIIIMPOBOYHOE, UM XUMHUUYECKOE),
rimo6anbHBINA UACHTU(DUKAITTOHHBIN HOMeEp TOPrOBOM €IUHULIBI,
3aperuCTPUPOBAHHBIN B CUCTEME MOHUTOPUHIA (IIPH HANTHYHUK ),

I') pEruCTpalOHHBIA HOMEDP B IOCYITapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX
CpPEeACTB U J1aTa roCyAapCTBEHHOM perucTpauuu;

J) iepe4eHb  NPOU3BOACTBEHHBIX  IUIOIIAJOK W ajpeca  MECT
OCYIIEeCTBIIEHHs IPOU3BOACTBA JIEKAPCTBEHHOIO mpenapata (B cilydyae Halu4yus
HECKOJIbKUX YYaCTHHUKOB IpoLecca NMPOU3BOJICTBA JIEKAPCTBEHHOrO Mpenapara
HeOOXOIMMO yKa3aTh Ka)KIOrO Y4aCTHHUKA B COOTBETCTBUM C OCYIIECTBISIEMOMN
cTaguneil mpoU3BOACTBA);

e) 10-35a4HbIi KO eMHOU ToBapHoH HOMEHKJIATyPBI
BHEIIIHE3KOHOMMUYECKON JiesATeIbHOCTH EBpa3suiickoro 3KOHOMHAYECKOIo COro3a
(AN neKapCTBEHHBIX MpENapaTroB, MPOU3BEIAEHHBIX BHE TEPPUTOPUU
Poccuiickoii @enepanyuun u BBO3UMBIX B Poccuiickyto denepaiio, B TOM YUCIie
U3 rOCy1apcTB - WIEHOB EBpa3uiickoro 3KkOHOMHYECKOI0 COK03a);

K) HEepUOI AEHCTBUS COINIACOBAHUSL.

15. CBeneHus, coaepaluecss B peecTpe, SBJISIOTCS  OTKPBITHIMU
1 00111eTOCTYTHBIMHU.

16. ®denepanbHas ciayx0a no Haazopy B cdepe 3ApaBOOXpPaHEHUS IO
MMCbMEHHOMY 3aIIpOCy OpPraHOB IOCyapCTBEHHOH BJIaCTH U OPraHOB MECTHOIO
caMOyTIpaBJieHUs MPEeNCTaBIsICT CBEAECHUS, COJEp)KalllUecss B peecTpe, B BHUIE
BBIITUCOK WM coOoOLIaeT 00 OTCYTCTBUM YKa3aHHBIX CBEJIEHHH B JICHb
MOCTYIIJIEHUS! COOTBETCTBYIOLLETO 3a1poca.

17.B uensx obecnedyeHUss MpeayCMOTPEHHBIX 3aKOHONATEIbCTBOM
Poccuiickoit ®enepauuu MOJHOMOYUA MO OCYLIECTBJIEHUIO TaMOXXEHHOTO
KOHTpOJISI 3a JIEKApCTBEHHBIMHM IpenapaTaMy, BBO3UMBIMM B Poccuiickyro
®denepanuio, B TOM YUCJIE TaMOXEHHOTO KOHTpPOJIA MOCJ]E BBIMYCKa TOBAapOB,
a TaK)Xe KOHTpOJIS 3a I[PaBUIBHOCTBIO HCUYMUCIIEHHS U CBOEBPEMEHHOCTBHIO
yIUIaThl TaMOXXEHHBIX [IOLUIMH, HAJIOrOB, CHELHUAJIBHBIX, AHTUAEMIHNHIOBBIX
KOMITE€HCAIIJMOHHBIX MOLUIMH M MHBIX IIATEeXEU, B3MMaHUE KOTOPBIX BO3JIOKEHO
Ha TaMOJXXEHHBIE OpraHbl, AOCTYN K HMH(OpMaluH, cojepxalleiics B peectpe,
obecrieurBaeTCs C€ NPUMEHEHHEM €IMHOM CHCTEMBl MEXBEIOMCTBEHHOTO
3JICKTPOHHOI'O B3aMMOJEHCTBHUS MPH OCYILIECTBICHUU B3aUMOJEHUCTBUS MEXIY
HHGOPMAIIMOHHOW cUCTeMOW W HHpopMalnUoHHON cuctemoir DenepalibHON
TaMOYKEHHOMR CIyXkOBbI.
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Jo peanmszanvy OocTyna K HHGpOpMalMM, COIepKalleiics B peecTpe,
C IpPUMEHEHHEM €IWHOM CHCTEMBI MEKBEJIOMCTBEHHOTO 3JIEKTPOHHOI'O
B3aMMOZCHCTBHA HHOpOpMalMd, COAEpXKalllasicsi B peecTpe, IMepeaaeTcs
DenepanbHOM ciyx60¥ 10 HaA30py B chepe 3apaBooxpanHeHus B DenepaibHyro
TaMOXEHHYIO CIIyX)k0Oy €XEeIHEBHO B DJJIEKTPOHHOM BHIE B COOTBETCTBUH
¢ coryaileHreM o B3aumMonerictsru PenepanbHol ciry k05l II0 Han30py B chepe
3npaBooxpaHeHus U PenepalbHON TaMOXKEHHOM CyXObI IPH IpeoCTaBIeHNH
U TIOJTy4YeHUH UH(POpMalUY.

18.3a BBIZAYy cornacoBaHMI, BHECeHUE 3amuceil B  peecTp
U [IpEeIOCTABIIEHUE CBEACHUH, COAEP)KAILNXCS B peecTpe, IjlaTa He B3UMAaeTCs.

200623E0.doc



