MMOCTAHOBJIEHHME INPABUTEJ/IbCTBA POCCUVCKOM ®EJEPALIMUA
OT 30 AIIPEJIA 2021 I. Ne 687

0 FOCYIAPCTBEHHOM MOAJAEPKKE
OPTAHM3ALIUA HA KOMITEHCAILMIO YACTH 3ATPAT, CBAA3AHHBIX
C CEPTU®UKALIMEN MPOAYKIIMY, B TOM YU CJIE MPOAYKIMHU
®APMALIEBTUYECKOU U MEJULIMHCKOM MPOMBIILIJIEHHOCTH,
HA BHEIIIHUX PBIHKAX
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KomneHcanus 4yacTy 3aTpaT, CBA3AHHBIX C cepTUPUKaLUS NPOAYKIUH Ha BHELTHUX cepTudUKaLUs JIeKapCTBEHHBIX CPEJCTB Ha

BHUAOM AE€ATE/IBHOCTH: PBIHKaXx BHEIMHHUX PbIHKAX

oTpacsii MamMmHocTpoeHus — 40 %;
obpabaTteiBatoiue otpacau - 30 %; 20 %
npouue otpaciu - 10%.

PacnpeaeneHre IMMUTOB GIOAXKETHBIX
0053aTeJ/IbCTB

80 % 3arpar 50-80 % 3aTpat
Pasmep cyocuaun 12 Mecs1eB /10 06'bsIBJIEHHST KOHKYpCa 12 Mecs1eB /10 00'bSIBJEHUSI KOHKYypCa
12 MecsineB nocjie 06'bsIBJIEHUSI KOHKYpCa 36 MecsleB MocJie 00bsIBJAEHHSI KOHKypca

B 10 pa3 B TeueHue 5 JIET C JaThl
3aBepllIeHUs KJIUHUYECKHUX UCCIEJOBAHUH U
perucTpanyu JieKapCTBEHHOTO Cpe/iCTBa

0643aTe/IbCTBO N0 OCYILeCTBIEHHIO
B 10 pa3 B TeyeHue 3 JieT € AAThI 10Jy4EHUA

cepTudUKaTa COOTBETCTBUS

JKCHOPTa NPOAYKTA, B OTHOLIEHUH
KOTOPOTro noJiy4yeHa cyocuaus

B ro/, CJIey0I1MH 3a TOL0M 3aBepLIeHUs
o KJIMHUYECKUX UCCAeJOBAaHUMN U
B r'0/j, CJIelyIOIHUU 32 TOA0M IOJIyYEeHUS
PacyeT 3HaYeHUA NOKa3aTeJid O perucTpanuu JieKapCTBEHHOT 0 Cpe/CTBA U
cepTUuUKaTa COOTBETCTBUS, IKCIOPT
3KCIOPTY NPOAYKTA, B OTHOLUEHUH OJBKEH COCTABJISTE (un) npoxoxeHus npeKBaJiupUKaLuu
KOTOPOro noJiy4yeHa cyocuaus A 0 JIeKapCTBeHHOTro cpeacTBa BO3, skcropT
He MeHee 100 % cymMMBbI cyocuinm
JIOJDKEH COCTaBJIATH

He MeHee 60 % cyMMBbI CyocUAMU
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TPEBOBAHHA K OPTAHU3ALIUU

«OpraHusanusa» - OPUJAYECKOe JUL0, 3aperUCTPUPOBAaHHOE HA

TeppuTOpHH Poccuiickoii Desiepaiuu, u60 GUHYECKoe JUIIO, v/ opraHu3anus He ABJSETCA HUHOCTPAHHBIM I0PUAMYECKUM
3aperucTPUPOBAaHHOE B Ka4eCTBE MHAUBUAYAIbHOIO IPeAIIPUHUMATEA B JIALOM, a TaKK€ POCCHUCKUM HOPUANYECKUM JINLOM, B
COOTBETCTBMM C 3aKOHOZAATENbCTBOM Poccuiickoit ®eepanum. yCTaBHOM KallMTaJje KOTOporo 10/ y4acThA

WHOCTPaHHBIX IOPUUYECKUX JIUI] (0PILIOPHBbIE 30HbI) B
COBOKYIHOCTH npeBbliaeT 50 %;

v y OpraHru3alvuv OTCYTCTBYET IIPOCPOYE€HHAA

OpraHusanus ABJISAE€TCS: 3a/10/PKEHHOCTD 110 BO3BpaTy B defiepasbHbIN G0/ KET;

v 1pu cepTUPUKAIUU MPOAYKIIMH Ha BHEIIIHUX PbIHKAX - TPOU3BOJAUTEIEM v/ y opraHusalyy OTCyTCTBYET HEUCIIOJHEHHAS
NpOoAYKUUH 160 adPUIUPOBAHHBIM JIMI[OM NPOU3BOAUTES MPOIYKIUHU, 0043aHHOCTb I10 yIJIaTe HaJIOTOB, C60POB;
NPU3HAHHBIM TAKOBBIM B COOTBETCTBHUHU C 3aKOHO/IAaTEJIbCTBOM v

D o & OopraHu3salMsl He HaXOJUTCS B MPOIlecce peopraHyu3alluu;
occuiickou Penpepanuuy;
v/ opraHu3salys He MoJyYaeT Cpe/iCTBA U3 GI0/KeTa Ha

ocHoBaHuHU MHBIX HITA Poccuiickoit Penepanyu Ha 11eJH,
yKa3aHHble B nyHKTe 1 [IpaBu;

v 1pu cepTHPUKALMK JIEKapCTBEHHOIO CPEe/ICTBA HAa BHEIIHUX PhIHKaX -
pa3paboTYMKOM U (UJI1) MPOU3BOJUTEJIEM JIEKAPCTBEHHOTO CPeICTBA U
BJIA/IeJIbIIEM NTPaB Ha JIeKapCTBEHHOE CPe/CTBO, UJIW 06.J1aZiaTe/ieM MpaBa
UX MCII0JIb30BaHMUA Ha OCHOBAHUHU JIUIEH3UOHHOI0 J0r0BOpa WX Ha v’ B peecTpe AUCKBAINUIMPOBAHHBIX JIUL OTCYTCTBYIOT
WHOM 3aKOHHOM OCHOBaHUH, WK abGUIUPOBAHHBIM JIUI[OM CBE/IeHHUs O IMCKBATUPHUIMPOBAHHDIX PYKOBOMTEIAX;
paspaboTyrKa v (MJIM) IPOU3BOAUTEIIS IEKAPCTBEHHOTO CPEJCTBA,

NPU3HAHHBIM TaKOBBIM B COOTBETCTBUH C 3aKOHO/JaTE/JbCTBOM
Poccuiickoit ®epepanumu.
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J3TAIl 1 - KOHKYPC

Jama : 20 ascycma - 20 ceHma6ps

1.
2.

3asaBka (B 'MCII);

[InaH-rpadUK MOCTABOK HA BHEIIHUE PbIHKU
NPOJYKIUH (JIeKapCTBEHHBIX CPEJICTB) C yKa3aHUEM
CTpPaH - UMIIOPTEPOB NPOAYKIUH (JIeKapCTBEHHBIX
CpeACTB) U 06'bEMOB INOCTABOK HA KAXK/bIM IO/,
peasiM3anuiy MaHa-rpadrKa NoCTaBoK ;

CrnpaBka, coJiepskalliasi CBeJIleHHUsl 0 BbIMOJHEHHbIX U
(ns1K) 3anJIaHUPOBAHHBIX paboTax (MEPONPHUATHUSX) MO
cepTudUKaLUK NPOAYKIUU HA BHELTHUX PhIHKAX
(cepTuduKaL UM JIEKAPCTBEHHOTO CPe/iCTBA Ha
BHELIHUX PbIHKAX), BKJIIOYasi CDOKH IPOBeJleHUs paboT
(MeponpusATU) U 00513aTeJIbHbIe TPEOOBAHUS U (HUJIH)
Tpe6oBaHUS 3aKa34YUKOB;

CBeZieHus 0 auiepax, Tpenzepax, JUCTPUObIOTOPAX,
areHTax U UHbIX OCTaBIUKAX, OCYIeCTBIISALUAX
(mIaHUpYOUIMX) NOCTAaBKU HA BHEIIHHUE PbIHKHU
NpOAYKIUUU (JIeKapCTBEHHBIX CPEJCTB) MO JOTOBOPAM C
opraHu3alueun

Buinucka usz ET'PIOJT,
Cnpaska uz HPHC;

[Ipu cepTudUKaLMU JTeKAPCTBEHHOTO CPe/ICTBA Ha
BHEILIHUX PhIHKAX - KOTIHS JIMLEH3UW HAa TPOU3BO/ICTBO
JIEKapCTBEHHBIX CPE/ICTB;

ITAIIbI TIOJIYYEHUA ITOAAEPKKHA

ITAIl 2 - TOJIYYEHUE CYBCU/IUU

Jlambl nodauu 0oKkymeHmos:
He no3dHee 1 mapma, u (uau) 31 mas, u
(unu) 31 aszycma, u (uau) 20 HoA6ps

1. 3asasaenue (B 'HUCII);

2. CepTuduKaT COOTBETCTBUS;

3. /JloroBopbl Ha BbINIOJIHEHUE paboOT/ycayr
3aKJIIDYEHHBIX OpraHU3aluel HanpsMyo
C aKKpeJUTOBAaHHOU cepTUHULIUPYIOLIEN

opraHu3aiuen (c npujiokeHuem
IPOTOKOJIOB UCTIBITAHUHM, OTYETOB O
IpPOBeZIEHHOM ayAuUTe U Ip.);

4. 3akJ/4yeHHe 0 MOATBEePKIEHUU
IPOU3BO/ICTBA NPOAYKIIMU Ha
TeppuTopuu Poccuiickot Pegepanuu;

5. JIOKYMeHThI, NOATBEpPK/AAtolIHe
TpebGOBaHHUSA 3aKa34YHKa;

[Ipu ceprudurkanuu JIC - foroBopsl Ha
BbINIOJIHEHHE PaboT/yCayr U I0TOBOPHI
KYIJIM-TIPOJaKH (MIPY HAJIMYUK),
epBUYHbIE OyXraJTepCKUeE JOKYMEHThI
(aKTBI cAAYM-TIPUEMKH, TOBApHbIE
HaKJIaJHble, MIJIaTeXXHble BEJJOMOCTH,
JIOKyMEHTHI, I0/ITBEPXKAA0IIe

YHCJI€HHOCTb OCHOBHOTI'O M IIPHUBJIEYHEHHOT'O

[nepCcoHaJia, mjaTeKHble HOpy‘{EHI/Iﬂ)

J3TAIl 3 - OTYETHOCTD

Jlamwbl nodavu dokymeHmos:
He no3dHee 15 ¢pespans

1.

OT4YeT 0 AOCTUKEHUHU pe3yJibTaTa
npeaoCTaBJeHUs CYOCUAUU U
Ioka3aTeJied, He00X0AMMBbIX [JIsI
JIOCTHDKEeHUS pe3yJibTaTa
npeaoCTaBJIeHUs CY6CUNH;

OTueT 0 peasu3anuu njaaHa-rpadpuka
IIOCTABOK Ha BHEIIHHE PbIHKU
NPOAYKLMH (JIeKapCTBEHHBIX CPEZICTB);

JloroBop Ha MOCTaBKY MPOAYKIIUU
(iekapCTBEHHOTO Cpe/iCTBa) HAa BHELIHUE
PBIHKY;

TaMo>xeHHBIEe JIeKJIapalyH,
MOATBEPK/AI0IMe TOCTABKY NPOAYKIIUH,
B OTHOIIIEHHUH KOTOPOH opraHu3aluen
noJiyyeHa cyoCcuus;

CBeZleHHUA 0 AuJiepax, Tpeuepax,
JUCTPUOBIOTOPAX, areHTax U UHbIX
NOCTaBIIMKaX.
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» Cyb6cuaus npelocTaB/isieTCsl HA OCHOBAHUM COTVIallleHUSs O MPeA0CTaBJEHUU CYyOCUINN, KOTOPOe 3aK/II04aeTCs B
I'MUC "I neKTpOHHBIH OI0AXKeT" B popMe 3JIEKTPOHHOTO JJOKYMeHTa.

» Cyo6cuamsa nojJiexuT BO3BpaTy B cydae:
- YCTaHOBJIEH QAKT HapylLIeHUs YCJA0OBUHM NIPeJ0CTaBIEHUS CYOCUAMU - B 00'beMe BbISIBJIEHHBIX HAPYLIEHUH;
- 110 UCTEYEHHUI0 CPOKA [ eCTBUS COIJIAlllEHUS He TI0JIyYeH AOKYMEHT, IOATBEPK/AAI0IMH YCIIENIHOEe NPOX0XKAEeHHUE
npeKBaiMPUKaLIMU JIeKapCTBeHHOT 0 cpeicTBa BO3 Wiy 3aBepliieHre perucTpanuuy JIeKapCTBEHHOTO CPeICTBA Ha
BHEIIHUX PbIHKAX, UJIU 3 JOKYMEHTA, IOATBEPK/AAK0IIME YCIelHOe 3aBeplieHue Gpa3bl KIMHUYECKUX UCCIeJ0BaHUH,
HEOOXOUMBIX /I PETUCTPALIMM JIEKAPCTBEHHBIX CPE/ICTB HA BHELIHUX PbIHKAX (IpU cepTUdUKALUHA
JIEKAPCTBEHHOTO CPeCTBA HA BHELIHUX PbIHKAX), - B pa3Mepe cyocuanu, pakTU4eCKu NpeJoCTaBJIeHHOU
OpraHu3anyu
- paKTU4YECKUU 00'beM IOCTABKU HA BHELIHHE PIHKU NPOAYKIUH (JIEKAPCTBEHHOTO CPECTBA) COCTABJISIET MeHee 75
% yCTaHOBJIEHHOT'O B COTJIALIIEHUH - B pa3Mepe CyoCcUauHr, pakTUYeCKH MpeIoCTaBJeHHOW OpraH13aluu
- ec/id GAaKTUYECKUU 00'beM NOCTABKU HAa BHELIHWE PIHKU NPOAYKI WY (JIEKAPCTBEHHOTO CPEACTBA) COCTABJISIET
6osiee 75% u MmeHee 100% ycTaHOBJIEHHOTO B COIVIALIEHUU — MPONOPIUOHATBHO HEJJOCTUTHYTOMY 3HAaYEHUIO.

KoHTakTHass uHGopmMalus 1o nporpaMmMme:
Tes.: +7 (495) 937-4747, 8-800-550-01-88
3JL.moyTa: certificate@exportcenter.ru



