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Hovds S

HOCTELBIIIHKB.M, 38HHTEPECOBAHHEEIM B IIOCTABKE TOBapa

3anpoc o NpeJoCcTABICHHH KOMMEPYeCKHX NPeNIosKeHHH

OI'AHY «OHITAPUIT um. ML.IT. Yymakora PAH» (MHCTUTYT TONMHOMUEINTA) TUIAHHPYET NPOBEHEHHE 3aKYIKH CHIBOPOTOK KdeH U KYIBTYp
Kiretok (manee — Tosap) B coorsercTBHM ¢ Penepansabmv 3akoroM 0T 18.07.2011 Ne 223-03 «O sakynkax ToBapos, paboT, YCIYT OTACABLHEIME BHIAMH

IOPHAUIECKUX JTHID?.

Cniocof 3aKyNKH: 32KYIKA Y €AMHCTBEHHOTO MOCTABIIHKA (TOIPAYNKA, UCIIOMHUTENS) B COOTBETCTBHH C MOANMYHKTOM 16 IyHKTa 4 pasfena 2 IJaBbl

- IV Tonoxkesus o 3axynke (efepaisHOTC TOCYIAPCTBCHHOIO aBTOHOMHOTO HAYUHOTO yUpexpaeHHs «QelepaibEBIH Hay4dHBIE HEHTP HCCIEHOBAaHHH M

paspaboTkm uMMyHobGmonorugeckux npenaparos M. M.IL YymaxoBa PAH» (MHCTHTYT HOIMOMMENMTa), YyTBEpXKIEeHHOTo HabmomaTenbHsIM COBETOM
IIpotoxonom ot 08.06.2021 Ne 01, ¢ uamenenusmu, yreepiaeHHbME [IpoTokonoM ot 03.08.2021 Ne 2, Ilporokenom or 27.05.2022 Na 8, IlpoToxonoM ot
16.09.2022 Ne 10, TTporoxonom ot 30.03.2023 Ne 2, IIpotokonoMm ot 27.06.2024 Ne 4, ITpotoxonom ot 18.09.2024 Ne 5, Ipotokonom ot 20.12.2024 Ne 6,
IIporokonom ot 28.03.2025 Ne 2 (nanee — [lonoxenne o 3axyike). OCyIecTBAsETCS 3aKynKka ToBapa, B OTHOLICHHY KOTOPOro 3aKa3sdukoM copMupoBan
PeecTp yTBEpIKACHHBIX 1TOCTABIIMKOB/IPOH3BOAUTENEH Ha OCHORAHUH IIPOBEEHHOM oneHxH (KBamuduKauun) B COOTBETCTBHM ¢ IlpaBnnamu HajeKameil



IPOM3BOICTBEHHOH NPAKTHKY, YTBEPHICHHBIMH PHKA30M MUHHCTEpCTBa IPOMBIIIEHHOCTH ¥ TOprosin Poccniickoit ®epepamuu ot 14.06.2013 Ne 916
(anm) TlpaBunamu Hagiexanieil TpOM3BOACTBCHHOMA IpakTHKH EBpasuiickoro SkOHOMHYECKOTO COr03a, yrBepikAéHHEME Pemennem Copera Eppasuitckoi
sxoHOMMUecKoi xomuccny oT 03.11.2016 Ne 77, pasmemnenssii Ha 0QULORAILHOM caiTe 3aKazuyuka.
Ipeanonaraemsle CPOKH NPOBCXCHAN 3AKYNKA: anpens 2025 roxa.
[IpocuM mpenocTaBuTh HHGOPMALMIO O CTOMMOCTH ToBapa, ykasaHHoro B TabGmmme Ne 1. Onmcanne B TeXHHYECKHE xapakteprcTnkn Topapa
mpeacTaBnenst B TeXHUUECKOM 33aHuH (IpHiIoxerne Ne 2 K 3ampocy O IpenocTaBNeHuH KOMMEPIECKHX NIPEIIOKERHIL),

Tabruya Ne |
Hpexocrarienne
HAIHOHANLHOIO
® pexKnaMa
S HEgvEnoRaTHE Onucanue, xapakrepucTnkn Toeapa Ex. Koa-go | Koxg OKIIA2 (ycTaHOBJIEHHE
n/n Tosapa H3M.
3anpeTa/orpaHade
HHii/mpenMymecT
B)!
pH7,0-8,5 7
LTHS100 Cemopotka | OcmonsnsHOCTE: 260 — 340 MOcm/Kr YCTaHOBIEHO
JIOMIA/H-ROHODA, Auporoxcns <20,0 E3/Mn IPCHMYIICCTBC B
;| crepunbHAs Q6w 6emoxk 6,0-8,0 r/ma B 510 21.10.60.191 OTHOIIEHHH
duibTpOBAHHAL, Temornobus <30mMr/an TOBAPOR
dmaxon 100 M. [Tposepena Ha CTEPUNBHOCTE POCCHHCKOTO
[Mpomssopurems: UAB | XpaneHue: XpaHuTh OpH TeMmeparype -20°C TIPOHCXOKICHHSA
"LT Biotech” daconka: 100m1 Bo hnakoxe
CEIBOpOTKA KPYITHOTO E;eén ; f%BZH’u TIpoopar i SHaps Y CcTaHOBIEHO
1; :razgll;?xcm'ra A OcMomsumsrOCTh 280 — 340 MOcM/KT szﬁrgiuu:;;zo B
2 | Buporoxcun <2,0 E3/mn dx 61 | 21.10.60.191 o
Pl O6muii denox 6,0-9,5 v/t : up
¢unsTpoRaHHad, POCCHICKOTO
Temornobun <25Mr/on
¢iraxon 500 M. [IPOHCXOKICHUA

Anpdymud <4,0 r/on

| HanmoHans#sIii perkiM MPEefOCTARIAETCS B COOTBETCTBHHE €O cTaThel 3.1-4 Demepansuoro 3akoHa or 18.07.2011 Ne 223-03 «O 3akynKax ToBapos, paboT, YCIyT OTAENBHEIME BUIAMY
* JopHAMdecKEX muuy (nanee — Ceaepansubiil 3akon Ne 223-03) u nocranosiaenuem IIpasurenscrsa PO or 23.12.2024 Ne 1875 «O Mepax 110 DpeJOCTABNSHMIO HALKOHANBHOID PEXXHMa TIPH
OCYIIECTRIIEHHH 32Ky oK TOBAPOB, padoT, YCIyr Aas o0ecedeHus rocy apeTBeHHEIX H MYHHIMAATLHBIX Hy K1, 3aKYTIOK TOBZPOR, PaboT, yCIyT OTAENBHEIMHA BHAAMH IOPHAMYECKUX JHLD)
(manee — Iloctanoenenne No 1875).



TIpousBomurens: UAB
"LT Biotech"

Bupyc reprieca kpynaOro poraroro ckora (BHV-1 u BHV-5)
He 00Hapy:KeH

[Tectusrpycsl (Banpumep, BVD-V) He obnapysxensl

Bupyc naparpuria tuna 3 (PI-3) me obHapyxen
TecrHpoBaEHe Ha OTCYTCTBYE aHTUTEN Ha OEIIEHCTBO!
AwnTuTena K Bupycy OemencTna He 0OHapyKEHbL
Mpuxonnasma: He 00HapyKeHa

IIpoeepena Ha CTEPUABHOCTE

XpaneHue: XpaHuTh Ipd Temieparype -20°C

Pacoska: 500Mn Bo (rakoHe

QetansHAA OBIMBA
CBIBOPOTKA,
CTepHIbHAS
({BAILTpOBaHHAA,
¢hnaxon 500 M.

ITpouzeogntens UAB

"LT Biotech"

Buenrmit pug IIpozpadssiii suTaps

pH 6,882 '

OcmomansHocTh: 280 — 340 MOcm/Kr
Dunortoxcun <10,0 ED/ma

O6mmit 6enox 3,0-4,5 o/on

Temormobus <25Mr/mn

I'mioxosa <5,0 mM

Kanpuuit 5,0 mM

Dochop <5,0 mM

AcnapraramMmuHoTpaschepasa <40,0 ex/a
Jlakratnernaporenasa <5100 exa/n

OGmuii 6enox 3,0-4,5 r/on

Ans0ymuE <4.0 v/no

PimmynornoGynuasr <300,0 mr/nx

Bupyc reprieca kpymnsoro poraroro ckora (BHV-1 u BHV-5)
He cbHapykeH _

[lecturupycrl (Hanpumep, BVD-V) He o0HapyxeHbI
Bupye maparpunma trna 3 (PI-3) He obHapyxes
Poct kneroxk MDCK > 75.0

Poct xerox CHO > 75.0

Muxorasma: He obHapyKeHa

IIpoBepena Ha CTEPUITBHOCTE

-| XpaneHnue xpaHuTe npu TeMneparype -20°C

370

21.10.60.191

YcTagoBneHo -
NPeHMYIIECTBC B
OTHOIIIEHHI
TOBApPOB
poccuiickoro
IPOHCX O ICHH

®acoska: 500Mn Bo prakoHe




OcHOBHBIE YCTOBUS MCTIOTHEHNS 0T0BOpAa:

Hocmaska Tosapa sxniouaem g cebs:

— mnpuoOpeTeHHe/H3roToraeHue ToBapa;

— Tapy, ynakoexky Topapa;

— 1ocTaBKy (nepeno3ky) Tosapa oo cxiana 3akaszwuKa,

— [OTpPY30YHO-PA3TPY304HEIE PAGOTHI;

— HCIOIHCHHUE rapaHTHHHBIX 0013aTeNbCTB.

Hocraeka (riepesoska) Torapa B afspec nocraskn ToBapa, Morpy304Ho- pasrpy3odHble pabOThL, OCYIICCTBILIIOTCS CHIAMH | cpencrsamu Tocrasiiuka.

Tomap Jo/mKer OBITE HOBBIM, paHee He HCIONB30BAHHBIM, HE BOCCTAHOBJICHHEIM, Y KOTOPOIo HE OBIIA OCYINECTBIEHA 3aMEHA COCTABHEIX YacTel, He
OBUIH BOCCTAHOBIIEHBI MMOTPeOHTENHLCKHE CBOMCTBA, TOBap HE NO/DKEH MMETh MEXaHMUECKHX MOBPEKACHHH H JOJDKEH COOTBETCTBOBATL NPHHSTHIM B
Poccuitckoit Meepanuy TEXHHYECKUM CTAaHAAPTaM, HOPMaM M IPABKIAM.

Adpec nocmasru Toeapa: riocénok Muctutyra Honmuomuenura, oM 8, kopryc 1, BH.Tep.T. MYHHIIHNIANBHEL OKpYr DHAMOHKOBCKHI, Topoa Mockaa,
108819, ®I'AHY «®HIIHPUIT rm. MLIT. Uymaxora PAH» (MacTaTyT NONuoMuennTa).

Cpox nocmasxu Toeapa: Tloctaska ToBapa q0/DKRA OCYIIECTBIATECS HO 3adBKaM 3aKa3dHKa B TCUCHHE (vkazame cpox nOCMABKU)
KaJleHAapHbIX HEH co Jus nonydenns [locTaBmukoM oT 3aka3ydnka 3agBKH Ha noctaBky Tosapa.

B croumocts ToBapa BKmro9aroTea Bee pacxop! [loctasimuka, B ToM uncene: npuobpereHne/ mrorosierne Tosapa; Tapa, ynakoska Tosapa, mocTaBka
(mepesozka) Tosapa 10 ckilafa 3aKa3uuka; MOrpy30uH0-pasrpy304Hble paboTel, npuduTaromeecs [locTasmuKy BO3HArPAXICHNE, HCIIOJHEHHE FapaaTHHHEIX
00s3aTeNLCTB; PACKOET II0 CTPAXOBAHHIO, YIDIATY TAMOJKEHHBIX HOIUIMH, HAJIOTOB H APYIHX 00A3aTENBHBIX ILIATEXeH, pacxo/pl, CBI3AHHEIE ¢ TIOCTABKOH

-(mocTaBxoit), mpuobpeTeHHeM/H3TOTOBICHHEM ToBapa, BBITEKAIOIMHMH OOf3aTeNbCTBAME IIO AOTOBOPY, IToly4deHHeM IlocTaBIimkoM PaspeLLIMTENbHbIX
noxyMeHTOR Ha Tosap (11pA HeOOXOTHMOCTH).

Ha Tosap ycTaHaBawBaeTcs rapaHTHHHBIE cpok 12 (OBeHajuars) MecdieB, HO HE MEHEee ueM TapaHTHHHBEIA CPOK, YCTaHOBIEHHBIH 3aBOIOM
IIPOHU3BOHTEIIEM. ,

ITopamox onaTsI:

Omara ocymecTsagercs B OesHamnuHoil dopMe 3a daxkTHuecku nocrapieHHbit Tosap B pydmax mo kypey Uentpansmoro Oanxa Poccmiicko#
denepanyn Ha IaTy TOATHCAHNA 3aKA3UUKOM TOBApHOM HAKIANHONA Ha ocTaBAeHHEIH ToBap B Teyenue He bonee 7 (cemn) pabounx gHeH ¢ JaTHl IPHEMKH
‘HgocTaBiesHoro ToBapa ¥ MOANHMCaHMS 3aKa3unkoM AKTa IPHEMKH TOBapoB, padot, youyr (kox gopmur 0510452) Ha ocHoBanum noanucango# CroponaMu
TOBApHON HaKMaOHOW Ha NOcTasieHHBH Topap, a Tamoke mocne npegocraBlesda IlocTaBmimKoM cdeTa Ha OMJIATy H CHUeTa-QaKTypwl (6 cayuae, ecau
Hocmaswux ne seasemcs niamenvwuxom HIJC, cuem-paxmypa ne npedocmagriemcs).

KoMMepUecKoe npeaoKenne, HANPARIEHHOE B OTBET HA HACTONIIMIA 3apoc 0 NPEe1oCTABIEHHH KOMMEDIECKHX NPeAIoKeHEH, IPA3HAETCs
3a9BKOM, HAIPABJAAEMOH YUACTHUKOM 3aKYIKH 3aKa39HKY HA yYacTHe B HEKOHKYPEHTHOI 3aKynKe.

Kommepueckoe NpeIoxKeHne NOJHKHO COXEPXKATE pacdeT 1eHbl Tosapa. B 4acTHOCTH, H3 COAEPIKAHAN KOMMEDPYECKOro NpedT0KeHusl JOKHA
ONHO3HAYHO ONIPeAe/ISIThCSA CTORMOCTE ToBapa 3a eAHHMILY.



KomMepuecikoe mpeiioskenue M0JUKHO COAEPATH CCBUIKY HA JATY H HOMEp HACTOAINEre 3ampoca 0 NPeI0CTABJCHHH KOMMEpPUeCKHX

npea10/KeHHH.
KomMmepueckoe nmpeniomxenne NOMKHO npeJocTaBasTeea no opme Tadaunbr Ne 2,

Tabauya Ne 2
Onucanne, HauMmenopanue
xapaicrepncnn{n CTPaHbl HOMGP
Tosapa {(mozym Fenanwe Hroropas TFPOHCXOHASHHS peecTpoBoii
bormp npedcmasiensl e Topapa B 3alMcH K3
Ne ) 8 gude NPITONCEHS, HaM, (e grommpen. (g COOTBETCTBHHU C peecTpoB £pog
Hanmenopauue Topapa®™ En. usm. | Kon-po |  ykazanmem YKazaHHeM o HNOCTABKH
n/n _ npedocmasniomes 8 Ob6uiepoccniickn | (B COOTBETCTBHH
o BaJIlOThI, BANOTHI, ToBapa
yuae omauius om C HIC M ¢ MYHKTOM 3
capaime crapku HAC) | crasxn HAC) E
15 2 DUCTHUK, ) knaccupurarop | IlocTamoBnenus
VCMAHOBACHHBIX OM CTPad Mupa Ne 1875) **
Saxazwuxom) (OKCM)?
LTHS100 CeiBopoTra
Jomaa-A0HOpa, CTCpHIbHAR
1 | ¢punprTpoBanHas, Girakon 100 )1 510 He mpebyemes
MII.
TIponssopurens: UAB "LT
Biotech"
CrIBOPOTKA KPYITHOI'O
POraToro CKoTa o
B3POCIBIX, CTEPUNBHAS _
2 | ¢unerpoBaHnad, duakon 500 O 61 He mpeByemcs
M.
Iipouzsomutens: UAB "LT
Biotech"
DeranpEas OB
3 dn 370 ne mpebyemcst
CBIBOPOTKE, CTCPHJIbHAA

2 Tloctanosnenue Focerangapra Poccrn ot 14.12.2001 Ne 529-c1 «O NpHHATHE H BBeJEHHA B feficTHe OOIEPOCCHACKOTO KIACCH(PHKATOPa CTPAH MHPan.



punsTpoBanHast, dGuaxod 500
MIL

IMpouzeoaurens UAB "LT
Biotech"

Hmozo ¢ yuemon HAC _% - %

* YKAZLIGAEMCL 6 MOM HUCIE QPIMUKYI, MOP2OGbLIL 3HAK, MOOCLb, NPOUIEOOUMENb - NPU HANUYU,

[TonoxeHs, KacarI#ecs TOBapa pOCCHHACKOro IPOUCXOKASHHS, TPHMEHIIOTCS TAKKE B OTHOMIEHUH TOBAPA, NPOUCXOSIEro H3 TOCYAapCTBa - WICHA
Espazuiickoro SKOHOMHYECKOTO COM032. '

OTBeTH OKHEI OBITE IOJAHEI C «fﬁ) €Y%  2025romamo «_f_,_ é EC 2025 TORA BRIIOUHTENBHO MO anpecy: umto@chumakovs.su.

Vuacmmnuk 3aKynKu enpase npedocmasumn unghopmayuio, ompadicenue xomopoti 6 Texnuueckom 3adanuu w/uny npoexme 002080pa 6v1i0 Obl
JHCERAMERDHO. ‘

Hposedenue daunoii npoyedyper cbopa ungopmayuu ne enedém 3a coboll 603HUKHOGEHUS KAKUX-IUBO 0BA3aMENLCMG CO CROpOHbL 3axazuuxa,
HACMOAWUE 3anPOC 0 NPedOCMAGREHIY KOMMEDHECKUX APeonodicenuil He agnsemcs ogepmoti ury nybauunotl opepmoil, HanpaseHe €20 YYACMHUKY Ul
paMewenue Ka catime He AGIAEMCA 3aKyNKot i He anevem 3a cobotl 0023annocmu 3aKa3uUKa 3aKIOYUNTL 002080P.

Ipu nanusuy mexnuveckux ouwubox u nemournocmeii npu onucanun Tosapa npocum coobuyuns 3axasuuxy.

** OcoOGeHHOCTH MPeJOCTABIEHI HAIMOHAIBHOTO pexuMa, ycraHoBieHHsle [loctanopnennem Ne 1875 u llonoxenueM o 3aKynKe, yKasaHbl B
npuioskernH Ne 1 x HacToseMy 3alpocy 0 IPEAOCTABICHIN KOMMEPIECKUX MPEIOKCHMHA.

Havanenux YMTO _
OTAHY «@HITPUIT mv. M.IT. Yymaxosa PAH» /7 B
(VMHCTHTYT IONHMOMUEIIHTA) &£ .B. HeMepnc

| (no doaepennocmu Ne 8 om (09.01.2025 2)




Hpunoxenue Ne 1
K 3aIpOCy O NPETOCTaBICHUY KOMMEPISCKUX PeUICKeHuiH

Oco0eHHOCTH IIPeAOCTABIEHHE HAHHOHAILHOTO PEXKNMA.
1. B ciydae yeTaHOBNEHHS 3AMPETA 3aKYIIOK TOBAPOB, IPOACXOMAINX M3 HHOCTPAHHBIX TOCY/apCTB, 3aKa3uuK He BIIpaBe:

a} 3aKJIIOUaTh JOTOBOP Ha TTOCTAaBKY TaKOr0 TOBApa,;
6) IpH UCIONHEHKY JIOTOBOPA OCYIIECTRIATE 3aMEHY TAKOTO TOBAPA Ha MIPOHCXOAALIKH M3 HHOCTPAHHOIO FOCYIapcTBa TOBAP, B OTHOIEHHHM KOTOPOTO
YCTAHOBJIEH JaHHKIH 3arIper.

2. B ciyuae ycraHOBIEHYS OTPAHHYEHHS 3aKYTIOK TOBAPOB, IPORCXOAIIHAX H3 HHOCTPaHHBIX TOCYAApCTB, 3aKas4uuK HE BIIPaBe:

) 3aKIIF0YATE JOTOBOP Ha IMOCTABKY TOBAPA, IPOUCXOAAIIEro H3 HHOCTPAHHOTO TOCYAAapCTBa, 8CIH I0JaHa 3adBKa Ha YJACTHE B 3AKYIIKE, IPU3HAHHAS
N0 Pe3yNbTaTaM €& PacCMOTPEeHHS COOTBETCTBYIOWEH TpebopanuaM flomoxeHnst 0 3aKylke ¥ Coepalias IPeIIoXKeHHE 0 HOCTABKE TOBapa POCCHHCKOro
TIPORCKOMCICHHUA;

0) IpE HCIOJHEHHMH NOTOBOPA OCYLIECTRIATH 3aMEHY TOBapa Ha NPOMCXOAAIIMH M3 HHOCTPAHHOIO roCyIapcTBa TOBAp, B OTHOIICHHH KOTOPOrO
YCTAHOBJICHO AAHHOE OTPAaHUYEHHUE, €CIH JOTOBOD IPEAYCMATPUBAET IIOCTABKY TOBApa POCCHHCKOTO NPOHCXOMICHHSL.

3. B cnydae yCTRHOBJIEHHS IPEHMYLIECTBA B OTHOINEHHH TOBAPa POCCHICKOTO IPOHCXOKICHHIA:

a) IIpH PACCMOTPEHHH, OLICHKE, COTOCTARTIEHHH 3aiBOK Ha YJaCcTHe B 3aKyIIKe, 3aKa3duK OCyIIecTRIICT CHIDKEHME Ha IIATHAIATE IPOIEHTOB NEHOBOTO
IpeIUTOKEHHS, TIONAHHOTO B COOTBETCTBHN ¢ PeepanbHbM 3akoHoM Ne 223-D3 u [lonoxenneM o 3aKyIKe YIaCTHHKOM 3aKyNKH, NPE/IATAIOIHM K TOCTABKE
TOBAP TOMBKO POCCHHCKOrQ IPOHCXOXACHHS, 00 YBENNYSHHS HA MATHaANATL MPOIEHTOR I€HOBOrO MPEeIONKEHHA 3TOTO yJacTHHKA 3aKyNKH B Clydae
TIOJIAYH MM TIPEMIOKCHHUS 0 pa3Mepe IIIaThl, MONNeKallell BHECEHHIO 3a 3aKIII0UEHHE JOroBOpa;

6) B ciyyae 3aKMIOYEHHS JIOTOBOPA C YYACTHHUKOM 3aKYyIKH, YKa3aHHBIM B IIOIYHKTE «a» HACTOAMNIETO MOAMYHKTa, JOroBOp 3aKmoyaeTcs 6e3 ydeTa
CHIDKEHHMS THO0 YBEIHYEHHS ICHORBOT'O IPEJIIOMEHH, OCYHIECTBIEHHERIX B COOTBETCTBHH C HOANYHKTOM «4» HACTOAIErO NOMITYHKTA,

B) IIPA MCIIONHEHEH JOTOBOPA JOTYCKAeTCs 3aMeHa TOBapa HCKIIIOWHTENRHO HA TOBAP POCCHIACKOTO HPOHCXOMXKACHHS, €CTIH JIOTOBOP NIPEyCMATPHBAET
HIOCTABKY TOBApPA POCCHHCKOrO IPOMCXOMKICHHS.

2 Pqu'Jopmauueu u aorgmeummuu, nobmeepmaalomtmm cmpany npoucxoafcc)euu;z moeapa onn ueneu Hocmanognenue Ne 1875, aenaomen:

! Hpmeqanue Hodnymcm «a» (3 ttacmu moeapoe yxaaaﬂnbrx 6’ no3uuw1x 400-432 Hocmanoarzemw Nb ] 875) npumenﬂemc;z ¢ 0] 09 2025

a) ms nonmep}xc,zxeﬁnsz nponcxom,ueﬁm TOBapOB yI{a3aHHLIX B IO3HLMAX 1 - 145 npmomemm Nelx HOCTaHOBneHmo No 1875 nosnnmrx 1 433
‘mpunoxenus Ne 2 k ITocrarosnenuto Ne 1875, u3 Poceniickoit deyiepanu - HOMep PeecTpoBOil 3aliCH B3 PeeCTpa POCCHICKOM IIPOMBIIIICHHOM IIPOTYKIMH,
npemycmorpentoro crarbeit 17.1 denepanpaoro 3axoxa «O MpOMBINUIEHHOH NOMMTHKE B Poccuiickol (Pemepanuuy, coaepxalieil B TOM JHCie:
HH(POPMAIIO 0 COBOKYITHOM KOIHYeCTBE GAIUIOB 3a BEIIOTHEHHE (OCBOSHHE) HA TeppuTOpEY Poccuiickoit ®ejiepaniti COOTBETCIBYIOLIHX ONEPaHii
(ycroBmit) (ecny B OTHOIIEHMY TAKOrO TOBapa mocTaHosnenwneM [Ipaemrensctna Poccnifcxol ®enepanuy ot 17 mroma 2015 1. Ne 719 «O moATREpKACHUH



HPOM3BOACTBA POCCHICKOR IIPOMBIIITEHHOM IPOIYKITHI 32 BEIMOIHEHAE (OCBOCHNE) HA TeppuTOpUr PoccHIECKOH Pejiepaliii COOTBETCTBYIOMMX ONepalii
(yenoBuit) yeradossieHsl TpeGOBaHHS 0 COBOKYIMHOM KOJIHYecTBe DalioB), KOTOPOE COCTABMISAET WIH IPEBHINAET 3HAYCHNAE, OpelIeNeHHOe MOCTAHORBIEHHEM
' HpaBHTeJ‘IBCTBa Poccuiickoit Geneparnm ot 17 mrons 2015 1. Ne 719 «O noaTsepi/IeHHH IPOH3BOACTBA POCCHHCKOM MPOMBIIIICHHOH IPONYKITHI Jis nenei
OCYIIECTB/IEH s 3aKYTIOK;
urbOopManuo 06 YPOBHE PaAHO3IeKTPOHHOMA NPOAYKHAH (U] TOBapa, IBIIOLIETOCH B COOTBETCTBHH € TocTanopnenreM IIpaBurensctea Poceniickoit
denepanum ot 17 mromst 2015 1. Ne 719 «O noarBepikIeHHH NPOM3BOJACTBA POCCHECKOH IMPOMBINLICHHOA IPOAYKIIHHY PATHOIIECKTPOHHON IPOIYKIMEH
TEPBOrO yPOBHA HITH pa)lI»IOBJICKTpOHHOI/I npo;[yxuuen BTOpOTO ypomm)

Hpumeuauue Hodnynxm «6» (s I1racmu moeapoe yrcaaaHHblx e noa'uuwzx 400—432) npwuemzemc’ﬂ c 01 09 2025

6) s IIOI[TBCp}K,E(eHKH nponcxonc,ueﬁmr TOBApOB, yKasaHHHx B rosuumsIx 1 - 145 HpHHO)KCHHEI No lx HOCTaHOBneHHfo No 1875 TIO3ALEAX 1 - 433
‘mpunoxenus Ne 2 x TToctanosnenuio Ne 1875, us rocynapers - uneHor Eppasuiickoro 3K0HOMHYECKOTO COI034, 3a HekmoueHueM Poceuiickoit Menepauny, -
HOMED PEECTPOBOl 3amHCH M3 eBpasHiiCKOro peecTpa MPOMEBIILIEHHBIX TOBAPOB I'OCYIApCTB - YIeHOB EBpasHACKOre 3KOHOMHYECKOIO COMO3a, JIOPSIOK
(hOPMHPOBAHHS U BeJEHHI KOTOPOr0 YCTAaHABIHBAETCH HpaBOM Erpasuiickoro 3K0HOMHYECKOro cO3a (fanee - eppasmitckuit peeCTp TTPOMBIIIITEHHBIX
TOBApOR), COACPIKAIIEH B TOM THCIE:

WHGOPMAIMIO © COBOKYIHOM KONMHYecTBe OaymoB 3a BHIOTHEHHe (OCBOCHHE) HA TeppuTopHMu Espasuiickoro SKOHOMHYECKOTO COIO3a
COOTBETCTBYIOIIAX Omepa#il (YCIoBHit) (ecH B OTHOLIEHWH TAKOTO TOBapa IpaBoM EBpa3smilCKOro 3KOHOMHYECKOTO COK3a 32 BHIIONHEHHE (OCBOSHHE) Ha
TeppuTOopuH EBpazniicKOro 3K0HOMHYECKOr0 COK03a COOTRETCTBYIOIHX ONepamuii (YCI0BHiA) YCTaHOBIEHE! TPEOORAHMS O COBOKYITHOM KOJHYECTBE OaNIoB),
KOTOPOE COCTARILAET HITH IIPEBELIIIAET 3HAUCHHE, OIIPEAEIEHHOE NPaBoM EBpasHiickoro SKOHOMHYECKOT0 C0103a;

pH(OpPMaIHO 00 YPOBHE pajgro3NIeKTPOHHON NPOAYKIHH (JUis TOBapa, SRJMIOIIErOCs B COOTBETCTBHE ¢ IpaBoM EBpasHiCKOro SKOHOMHYECKOTO
COI03a PAHOIIEKTPOHHOM MPOJIYKIIHeH IIepBOro YPOBHS WM PaZHOINEKTPOHHOH MPOAYKIIHEH BTOPOTO YPOBHI),

B) JUIS MOATBEPKIEHHS OCYIECTRICHUS BCeX CTA|i IPOU3BOJICTRA (B TOM 9HCIIe CHHTE3a MOJEKYNBL JCHCTBYIONIETO BELIECTRBA IPH IPON3BOICTBE
dapmanepTHYeckux cy6CTAHUMI) JIEKApCTBEHHOrO IpelapaTa Ha TepPPHTOPHAX FOCYHApCTR - 4IeHOB EBpasuHcKoro HKOHOMHYECKOrO €OIO3a B IEISX
NOANYHKTOB «y» 1 «b» nynxra 4 TToctanornenust Ne 1875 B mononnenne kK mHGOPMALAN ¥ JOKYMEHTaM, NpefycMoTpeHHEM llocTanosnenneM Ne 1875, -
JNOKYMENT, CONEpPXAIlHil CBENEHUs O CTaJUSX TEXHONOTHYECKOTo mpolecca MpPOM3BOJACTBA JIEKAPCTBEHHOIO CPEACTBA I MEAHIHHCKONO NPUMCHEHHMS,
OCYIIECTBIAEMBIX Ha TEPPHTOPHH EBpasHiCcKOro 3KOHOMHYECKOTO COMO3a (B TOM YHCIE O CTAOMAX. NPOM3BOJACTBA MONEKYJB! JEHCTBYIOLICTO BelUEeCTBa
(apmaueptHeckoil cyGeTaHIuy), BBLIAHHEE MERHMCTEPCTBOM MPOMBIIICHHOCTH B TOProsiy Poccuiickoit Mexepanuyl B yCTAaHOBICHHOM MM HOPSIKE;

I} s TONTBEPKOCHHS IPOMCXOKIEHHS TPOrpaMM JUIs JNEKTPOHHBIX BEMHCIMTENBHEBIX MallMH  (uiH) 0a3 JaHHBIX (Jajee - IpOorpaMMmHOe
obecnieuenne), ykazanabx B no3unmu 146 npunosxkerus Ne 1 k Ilocranosneruio Ne 1875, u3 Poccuiickolt Defepavin - OPS/IKOBEI HOMED PeecTpOBOR
3aMACH U3 eUHOTO PeecTpa POCCHICKUX IporpaMM Uid 3JEKTPOHHBIX BBIMACTUTENBHEIX MAUIHH 1 0a3 naHHbBIX (Janee - peecTp pOCCHHCKOro IIPOIPaMMHOT0
obecricacHus);

JU) AMst TOATBEPIKICHUS TPOHCXOIKIESHHS HpOi"paMMHOl“O ofecneyenus, ykasausHoro B mozuipy 146 npunoxenus Ne 1 k ITocranopnenuro Ne 1875, u3
Poccuiickoil Penepaliii U €r0 COOTBETCTBHA JONONHHTEIBHEM TPEOOBAHHIM K IIPOrpaMMaM UL 3IeKTPOHHBIX BEMUCTHTENBHEIX MAMKH U 6a3aM TaHHBIX,
CBEJICHMA O KOTOPEIX BKIIIOYEHEI B PEECTP POCCHIMCKOIO IIPOrpaMMHOr0 00ecIeueHHs, YTBEPX/eHHbIM mocTaHoBleHueM [Ipasurenscrea PoccHACKOH
deneparmur or 23 Mapra 2017 1. Ne 325 «O6 yreepxesns HOIOTHHTEILHEIX TpeboBaruil K MporpaMMaM uls 3IEKTPOHHEIX BEMHCIHTEIHHEX MaIIHH H



fazaM TAHHBIX, CBEJICHHS 0 KOTOPEIX BKIIOYEHEL B PEECTP POCCHIICKOTO NPOrpaMMHOro ofeciiedeHys, ¥ BHECeHHY B3MeHenrH B [Ipasuna hopmuposanus 1
BeJIHHAS eIHHOIC peecTpa POCCHICKHX MpPOTrpaMM IUT8 3JeKTPOHHBIX BEIYMCIHTENBHBIX MallH ¥ 0a3 JaHHBIX» (Jadee - JONOIUHTEARHEE TPeOOBaHHS K
IPOrPaAMMHEOMY 06eCIICYEHHED), - IOPSAKOBE HOMep PeecTpoBOil 3aIMCH M3 PEeCTpa POCCHICKOro porpaMMHOT0 obecTiedeHHs, conepKariei HHHGOPMALHIO
0 COOTBETCTBHH NPOrPAMMHOTO 00€CTICUeHHS IOTIONHATEIBHEM TpeOOBaHHAM K TIPOrpaMMHOMY 00€CIIEUeHHIO;

€) T IOATBEPIKIEHEA PONCX0XK/AEHHA IPOrPAMMHOT0 06ecTIedeHHs, YKa3aHHOTO B MosHIHK 146 npunoxenust Ne 1 k IToctasosnenmio Ne 1875, us
rOCYHapcTB - WIEHOB EBpasHiicKoro SKOHOMHYECKOTO COI03a, 3a HCKMoueHueM Poccuiickoil Qenepanny, - NOPSAKOBBIL HOMED PEeCTPOBOH 3alHCH H3
€IEHOTO PEECTpa IPOrpaMM ISt SNEKTPOHHBIX BEIMUCIUTENBHEIX MalIKH U 623 JAHHBIX U3 OCYIApCTB - WieHOB EBPa3HilcKOro SKOHOMHYECKOre COr03a, 3a
HCKIoYeHEeM Poccriickoi Penepanny (fanee - peecTp eBpasuicKoro MporpaMMHOro 00eCnedeHns);

3K) JUTS TOATBEPICACHHIS IIPOHCX 0K IEHHS IIPOrPaMMHOT0 ofecedeH s, YKa3aHHoTo B MO3HIHH 146 nmprastoxenns No 1 x HOCTaHOBJIeHmo Ne 1875, u3
rocygapets - wieHoB EBpasuiickoro SKOHOMHYECKOTO COK03a, 3a HeKmoueHnneM Poccuiickoit Mepepalui, U €10 COOTBETCTBHS JIOTIOMHATETBHEIM TPEOOBAHMAM
K HpOrpaMMHOMY OGecredeHHi0 - MOPSOKOBBIL HOMEp pPEeCTpOBOM 3alMCH H3 PEecTpa eBPasHMHCKOro HpOTrpaMMHOIO OOECIIEYECHHS, COACPKAIIEH
HHPOPMAIAIC O COOTBETCTBHH HPOrPaMMHOTe 00ecTicye N JOIOHUTENBHEIM TPEOOBAHHAM K IPOTPAMMHOMY O0eCTieUeHHIO;

3) YKa3aH#e B 325BKe Ha y4acTHe B 3aKyIiKe HAUMEHOBAHUA CTPAHE] IIPOHCX 0K ICHIS TOBApa OCYIECTRIMETCA:

IS FIOATREPIKICHMS TIPOUCX O ACHUS TORApoOB 13 Poccuiickolt Menepaniay, He yKa3aHHBIX B mo3uuMAX | - 146 npunoxenus Ne 1 k ITocranoBieHHIO
Ne 1875, mozmmuax 1 - 433 npruoxesus Ne 2 x [Tocranorneruro Ne 1875; :

1S TTOXTBEPKACHHA IPOUCXOKASHI TOBAPA H3 HHOCTPAHHOrO IOCYAapCTBa, 33 HCKIIOYECHHEM NPENYCMOTPEHHBIX HACTOAIIMM IIYHKTOM CIyYaes,
IPH KOTOPBIX TPERyCMOTPEHB! MEBlE WH(MOpMaIWA ¥ AOKYMEHTHI, [OATBEPIKAAIOMKE NPOUCXONIEHAE TOBapa U3 rOCYapecTB -, wWieHoB EBpasuiickoro
3KOHOMHHECKOTO CO034, !

) [ TIOATBEPIKAEHHS IIPOMCX O3K/ICHHAS TOBAPOB, YKa3aHHEIX B Hosunusx 362 - 399 1 433 npunoxennd Ne 2 k Ilocranonmennzo Ne 1875 u3 rocynapcts
- gneHoB EBpasHilcKOro JKOHOMHMYECKOTO COKX03a, B ToM wuicie H3 Poccmiickoli @enepanmm - cepTHQHKAT © IPOHCXOXKACHHHM TOBApa, BBLIAAHHBINR
YIIOMHOMOYEHHBIM OpradoM (opraHmzaideil) rocyzapcrsa - uneHa EBpasmACKOro 3KOHOMHYECKONO CO3a o ¢opMe, YCTaHOBIEHHOH IlpaBunamu
ONpeIeNeH s CTPaHbl IPOKCXMK/IEHHS TOBAPOB, ABIAOIIEMIECH HeoTseMIeMol dacThio Cornamenus o [Ipasunax ompencneHus CTPaHB! MPOHCXOKICHHIS
ToBapos B Compyxectse Hesapucumerx Docynapers ot 20.11.2009 (manee - Ilpasuna onpefienen#s CTPaHBI IPOUCXOKASHHS TOBAPOB), H B COOTBETCTBHH C
KPUTEPHAMH OlpEAEICHUS CTPAHBI HPOMCXOKISHHA TOBAPOB, MPeAycMOTpeHHBIME [[paBuiaMy ONpeaeTeH s CTPAHb! [IPORCXOK/IEHHS TOBAPOB,;

K) JULs [OATBEPKACHNA POHCXOJASHH TOBAPOB, YKA3aHHEIX B mo3uiuH 433 mpunoxenus Ne 2 k [Moctanosnenuio No 1875 H3 rocyzapcTs - WICHOB
EBpazuiicKoro 3KOHOMHYECKOTO COI03a - HHOPMAaLH M3 eBpasuiickore peecTpa NpOMBIIIEHHBIX TOBAPOB ¥ JOKYMEHT, OATBEPKAAOMMH IPOUCX0XKICHHE
TAKMX TOBAPOB H3 TOCYAApPCTB - WIeHOB EBpasuiicKoro SXOHOMHYECKOro €01034, 33 HekmoueHHeM Poccuitckoit ®enepartuy - cepTHhHKAT 0 IPOHCKOKACHUA
TOBapa, BHIAAHHBIA YIIOTHOMOUYEHHEIM OpraHoM (opraHusanueii) rocyfapcTsa - 9ieHa EBpasuifckoro 3KOHOMHMYECKOTO COI032 10 HopMe, yCTaHOBICHHOM
[IpapunaMy ONpeENeHus CIPAHBl MPOMCXOMCACHHS TOBApoOB, M B COOTBETCTBHM C KPHTEPUSAMM OHpPEHENeHUS CTPaHbl MPOMCXOKICHHS TOBApOB,
IpeAycMOTpeHHEIME [IpapinaMu olpeieTeHus CTPakl IPOUCXOXKAEHUS TOBAPOB;

) TS DOATBEPKASHUS IPOHCXOYKAEHNS TOBAPOB, YKa3aHHBIX B mosumusax 400 - 432 npunoxenusa Ne 2 k [loctanosnenuio Ne 1875 u3 TOCYHApCTB -
qnenoB Eppasuiickoro 3KGHOMIYECKOT0 COl03a, B ToM uxcene u3 Poccriickolt Penepanum, aBIsSi0TCS HHYOPMAIHA M JOKYMEHTDI, B COBOKYIIHOCTH!
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cepTudHKaT 0 MPOKCXOKACHHH TOBapa, BEIaHHEL! YIIOIHOMOYCHEHBIM OpraoM (opranusanueii) rocyaapersa - 4ieHa Eppasuiickoro 5K0OHOMHYECKOTO
coroza mo dopMe, yeranoBNeHHOM [IpaBunaMy onpeeNeHus CTPaHb! IPOHCXOXKIECHUA TOBAapOB, H B COOTBETCTBHH ¢ KPHTEPHAMH OHpEJEICHHS CTPaHBI
TIPOHCXOIKIEH ST TORAPOB, TIpelycMoTpeHHbIMH IIpaBrnamy olpeneieHHs CTpaHbl IPOHCXOKICHHS TOBAPOB;

aKT sxcnepTusst Toproso-npoMEIHITeEHOH nanaTel Poccuiickoit @enepanuy RIM aHAJIOTHYHBL TOKYMEHT, BEINAHHbIH YIIOIHOMOUYCHHBIM OPraHoOM
(oprammzanueii) rocyapersa - wieHa EBpasHifckoro 3KOHOMHYECKOTO CO03a, COICpKaMi HEHMOPMAUHIO O PACCUMTAHHON B COOTBETCTBHHE C IOATYHKTOM
«B» nynkra 2.4 [IpaBai onpeneneHns CTpaHbl IPOHCXOXACHUSA TOBAPOR J0JIE CTOMMOCTH MCIOIb3YEMBIX /IS HPOM3BOLCTBA OJHOM €ANHUIBI MEAHIHHCKOTO
H3JIETHS HHOCTPAHHBIX MaTepHanoB (CHIPhA) B IicHe KOHEUHOH NPOAYKITHH, BeTHYHHA KOTOPOH HE [IPEBINIAET NPEICIBHEIC 3HAUCHHS COTTTACHO MPHIICKCHIIO
Ne 4;

PEeKBH3HTEL {IaTa H HOMEep) HOKYMEHTa, MOATBEPKIAIOIIEr0 COOTBETCTBHE TIPOU3BOICTRA MEARITMHCKEX M3nemui Tpeboraruam I'OCT ISO 13485-
2017 «MexrocynapcTBenHsiil craggapt. Mamenus Menunuuckie. CHCTeMEl MEHEDKMENTA KayecTBa. TpeGoBanus A Uenell peryTHpOBaHus ».

3. Yemanoeums, umo:

a) nonoxenusa Ilocranosnenus Ne 1875, xacarolmecs TOBAPA POCCHHCKOrO INPOUCXOXK/IEHUS, IPUMEHSIOTCS TAKXKE B OTHOINCHHM TOBapa,
IIPOHCXOHSIIEr0o U3 FOCYAAPCTRa - MiaeHa EBpasuiickoro SKOHOMHYECKOTO COK03a;

) ecu 0OBEKT 3aKYIKY (HPEAMET 3aKYIKH) BKIIOYAeT XOTH Okl OIHH TORAp, He YKa3adusii B npunoskeHsn Ne 1 k ITocramosnemuro Ne 1875 u
npunoxernu Ne 2 k [locranosnenuto Ne 1875, B OTHOIIEHKH 3as1BKY, COgepxaliell NpeANOKeHHE O IOCTABKE TOBAPOR TONBKO POCCHICKOTO NIPOHCXOMACHHNS,
TIpUMeEHsAeTCS IpeaycMoTperroe MyHKToM 1 IToctanosnenus Ne 1875 mpenMymiecTBo IIpH YCIOBHH, YTO:

IIpH OCYNIGCTBICHHE 3aKYTIKH B COOTBETCTBHH ¢ PeniepanbabiM 3aK0H0M Ne 223-D3 B unclie 3a8BOK Ha YHaCTHE B 3aKYHKE, KOTOPBIC pacCMaTpHBAIOTCA,
OIICHUBAIOTCSE, COMOCTARIIFOTCS, HMEETCS 3asBKa Ha YJacTHE B 3aKyllKe, KOTOpag He OTKJICHECHA M COICDPIKHT IIPEJIOKEHHE O IOCTaBKe XOTs OBI OJHOIO
TOBapa, NPOUCXOAIIEr0 U3 HHOCTPARHOIO [OCYAapCTBa;

B) CIH HHOE He YCTAHOBIIEHO B COOTBeTCTRHH ¢ (DejiepanbHEM 3akoHOM Ne 223-O3 ¥ MPHHATHIMH B COOTBETCTBYM ¢ HEMHA HOPMATHBHLEIMH NPABOBHIME
axTamu, B ToM umcie [Tocranosnennem Ne 1875, nomyckaeTcs BKIIFOUATh B OOHH O0BEKT 3aKyIIKH (TIpeMeT 3aKyIIKH) TORAPhI, KaK YKa3aHHEIC B IPHIIONCHHH
Ne 1 k Iocragoenenunto Ne 1875 i npunosxenun Ne 2 x [Toctanosnenmio Ne 1875, Tax 1 He yKa3anHBIE B TAKMX MPHIOKEHMSAX, TIPH 3TOM:

K BKIIOYEHHEIM B 00BEKT 3aKyIIKE TOBAPAM, YKazaHHEM B npuaokeHHH Ne 1 x [Toctanoenennzo Ne 1875, mpamenstorces nonoxenus [Toctanopaesus
Ne 1875, xacaromuecs 3anpera, ykazaggoro B myekre 1 Iloctanopnenns Ne 1875;

K BKIIFOYECHHEIM B 00BEKT 3aKyIKH TOBapaM, yKazaHHbM B Ipuioxenwy Ne 2 x [Toctanosneruto Ne 1875, mpumensnores monoxenus [loctanopaenas
Ne 1875, xacaronmecs OrpaHnMveHus, ykazansoro B myHkre 1 IToctanoBnenns Ne 1875;

K BKJIIOYEHHBIM B O0BEKT 3aKyIKY TOBapaM, He yxka3aHHeM B IipuitoskeHHd Ne 1 k [Toctanorneruro Ne 1875 u npmmoxenuu Ne 2 x [Tocranosnenuio
Ne 1875, npumensitotes nonoxxeHusd [loctanopnenns Ne 1875, kacarommuecs nperMymiecTsa, ykaszagaoro B nyHkTe 1 IToctanosnenns Ne 1875;

TIPENMYIECTRO, yKazannoe B myHkTe 1 TMoctamosnenus Ne 1875, npenoctaBnsercs mpH YCIOBHH, YKA3aHHOM B a03ai¢ BTODOM IOJIYHKTA «O»
HACTOSIUErO IIYHKTA, 3a5%BKe Ha y9acTHe B 3aKyIIKe, KOTOpas COJASPKHT HMpeNmoKeHHe O INOCTABKE TOBAPA TOJBKO POCCHHCKOIO MPOHCXONKIECHHT, KaK B
OTHOIIIEHWH BIUTIOUEHHEIX B OOLEKT 3aKYIKH (IPE/MET 3aKyIKH) TOBAPOB, HE YKAAHHALIX B NpuioskeHRH Ne 1 k ITocrasopneHuto Ne 1875 u npunoskenyn Ne

2 x ITocranosnenuto Ne 1875, Taxk ¥ BKIIFOUEHHEIX B 0OBEKT 3AKYTIKH (mpenMeT 3aKyNKH) TOBAPOB, YKA3AHHBIX B TAKUX NPUITOIKEHHUSIX.
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T) IpH OCYyIEcTBIeHUH B cooTBeTCTBHH ¢ DenepanbHbmM 3akoHoM Ne 223-(3 3axynox ToBapoB, yKasaHHBIX B mosumusx 195, 197 - 199 u 203
npunoxerns Ne 2 x [Tocranosienuio Ne 1875, zasBKa Ha ydJacTHE B 3aKyIKe, B KOTOpOH COACPKMTCS MPEANIOKEHHE O [OCTABKe TOBAPa POCCHHCKOro
HPOHCXOXIEHHS, ABIMIOMEr0CS DAIMOIEKTPOHHOM IPOAYKIHel, He NPH3HAHHOM B COOTBETCTBMH ¢ TOCTAHOBIeHHeM lIpaButensctBa POCCHACKOR
deneparun oT 17 moma 2015 1. Ne 719 «O noATBepIKICHHM NPOHIBOACTBA POCCHHACKON TPOMBIIDICHHOH IPOAYKIIMHY PafHOdIeKTPOHHON IPOIYKIHCH
HEPBOrO YpOBHS, TIPHPABHMBAETCA K 3asBKE HA Y4YacTHE B 3aKyIKe, B KOTOPOM COMEPXHTCSA NPEIONEHHE O IOCTaBKE TOBapa, MPOMCXOZAIIETC M3
- MHOCTPAHHOTO TOCYJAPCTBA, €CIH HA yJacTHE B Taxoi 3aKyIKe IOXaHa 3ajdBKa HA yJacTHe B 3aKynxe, NPH3HAHHAA IO pe3ylnbTaTaM €€ PacCMOTPCHHA
COOTBETCTBYIOINEH YCTAHOBIEHHEIM B COOTBETCTBHH ¢ DeacpannrnpM 3axoroM Ne 223-P3 cOOTBEICTBEHHO TPeGOBAHUAM M COJEpKAINas NPe/IOKCeHHIE O
TIOCTABKE TOBApPa POCCHHCKOTO IPOMCXOKIACHMS, SBISIOLIErOcs pPagHOIEKTPOHHOM IIPOAYKIMEH, NPH3HAHHOW B COOTBETCTBHHM C IOCTAHOBICHHEM
IIpasuTennctea Poccuiickoit ®enepanmm ot 17 mrora 2015 r. Ne 719 «O moaTBepykIeHuy TIPOM3BOACTBA POCCHHCKOM IPOMBIIUICHHOH MPOTYKIHH
paﬂHOBHeKTpOHHOﬁ nponympreﬁ r_Ichor_o_ypoBHg; L

_nepeqem; p ocmecmsjzenuu 3akynox nosm;uu 433 aoaosopbt c

e@uucmseﬁﬁbm nocmaew.uicom npu ocyu;ecmeﬂeuuu xom pb 3

y) B cnyqae ocymeCTBneﬁm B COOTBETCTBEH C CDC)IEpaJILHBIM 3aKOHOM N0 223 (D3 3a1<ym<n YKaSaHHBIX B nosmmn 433 npm‘[mrceﬁwr No 2 K
TTocrarosneruro Ne 1875 nexapCTBeHHBIXK MPENapaTOB, HE BKIIOUCHHBIX B NEPEYEHBL CTPATETHYECKH 3HAYHMEIX JIEKAPCTBEHHBIX CPEJICTB, IPOM3BOJICTBO
KOTOPHIX JIOIKHO OBITE 06ecneyeno Ha Tepputopun Poccuiickoit Penepaiyn, yreepxaeHHsIH pacnopsikenuem [pasurtenscrea Poceuntickol Oexepanuy or
6 mons 2010 r. Ne 1141-p, B OTHOIICHHH 3asBKH, COZEpIKAllell IpeNoXKeHHe O HOCTABKE TAKHX JEKAPCTBEHHBIX TNMPENapaTOB TONBKO POCCHHCKOTO
IPOUCKONIEHHA, TOMHMO mpegycMorpernHoro mynktomM 1 [loctarosnenns Ne 1875 orpannuenns, Takke MPHMEHSETCS IPeAyCMOTPEHHOE TyHKTOM |
TlocTagonnenns Ne 1875 npenmyriiecTso, IPH KOTOPOM 7L L€ TAKOTO NPEUMYIIECTBA 3asiBKa HA YYACTHE B 3aKYIIKe, B KOTOPOH COHEPIKATCS MPEAT0KCHHS
0 TIOCTZBKE TAKOT'0 JIEKAPCTBEHHOIO [Ipenapara, IPOHCXOIIIIEr0 M3 TOCYyAapeTB - WIeHOB EBpazuiickoro 3K0HOMHYECKOTO 01038, B TOM YHcie u3 Poccuiickoi
denepanyy, HO He BCE CTAIHH IPOM3BOLCTEA KOTOPOTO (B TOM HHCIE CHHTE3 MONEKY/IE! HCTBYIOETO BEINECTRA IPH MPOU3BOACTBE hapMALECBTHUECKHX
cyGcTaBnmif) OCYMECTBIAIOTCA Ha TEPPHTOPHAX FOCYAAPCTB - WICHOB EBpasMHCKOro SKOHOMHYECKOTO COKO33, NPHPABHUBAETCA K 3aSBKE HA YIaCTHE B
3aKyIKe, B KOTOPOH COAEPIKUTCS MPEAVIOKEHHE O [IOCTABKE TOBAPA, IPOHCKOAIIET0 13 HHOCTPAHHOTO NOCYIapcTBa, €CNM HA yJacTHe B TaKOH 3aKyTke NojiaHa
3asBKa Ha yJacTHe B 3aKYIKe, TIPU3HAHHASL 110 PE3YIBTATAM 6€ PACCMOTPEHHMS COOTBETCTBYIONIEH yCTAHOBNICHHBIM B COOTBETCTBHN ¢ PeIEePATLHBIM 3aKOHOM
Ne 223-®3 cooTBeTCTBERHO TPeOOBAHMAM H COIEpIKalTas Npe/IToXNEHHe O IOCTaBKe JIEKapPCTBEHEOr0 IPeNapara, BCe CTa/IHK TIPOU3BOJICTBA KOTOPOTO (B TOM
9HCIe CHHTE3 MOIEKYNBl NeHCTBYIONEro BelIecTBa IPH IPOM3BOACTRE PapMaleBTHIECKUX CyOCTanHIHi) OCYINECTRAAIOTCA HA TEPPUTOPHSIX TOCYIAapCTB -
WICHOB EBpasnncxom DKOHOMHUECKOTO COI032;

, - X 01 ( _ _!tacmu npen pamoe 6mtouennwc ; nepeueub nocne 01 09 2025 npwwermemc;z npu
ocmecmcweuuu 3a1(ynorc aozoeopbz c eauucmeeynbw nocmaeu;uxom npu ocymecmeﬁeuuu xomopbzx 3amroqeubt c: I cemmzépﬂ 2~20 eoda emrowenwz

(11) upn ocymeCTBJIEHHH B COOTBEICTBHH © d)enepa.nLHHM saxomom Ne 223-03 3a1<ym<ﬂ yKasaHHBm B nosmmH 433 npnnoncemm No 2 K
ITocTanosneruio Ne 1875 mekapcTBEHHEIX MPENapaToR, BKIIOYEHHEIX B TIEPEUEHD CTPATEIHYECKH 3HAYMMEIX TEKapCTREHHEIX CPEJICTB, MPOU3BOICTBO KOTOPEIX
TOIDKHO GBITE obecmeyeHo Ba TeppuTopun Poccuiickont Deptepanuy, yIBepXASHHEIH pacnopssikenseM [Ipapurenscrsa Poccutickolt @enepamun ot 6 mrona
2010 r. N 1141-p, 3as8Ka Ha yUacTHe B 3aKYIIKE, B KOTOPOH COREPIKUTCA NPEAIOKCHUE O [IOCTABKE TAKOTO JEKapCTBEHHOTO IIpenapaTa, NPOHCXOSIIEro u3

* TOCYJApCTB - WIeHOB EBpasmitckoro SKOHOMMYECKOro cO03a, B ToM umcie u3 Poccuiickoit denepariu, HO He BCE CTA/HH IIPOM3BOACTBA KOTOPOTO (B TOM
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YHCITe CHHTE3 MOJEKYNBI AeHCTBYIOMIEr0 BELIECTBA IPH IIPOH3BOACTBE (hapMaueBTHIECKHX cyOcTaHIud) OCYINECTBAAIOTCA HA TEPPUTOPUIX TOCYLAPCTB -
‘yjieHOB ERpasuiicKOro S5KOHOMHYECKOTO COI03a, IPHPABHHBAETCA K 345BKE Ha Y4aCTHE B 3aKYIIKE, B KOTOPOH COAEPIKHTCA TPEANIONCHHE O IOCTABKE TOBapa,
HPOMCXOMAIIETO M3 HHOCTPAHHOTO FOCY/IAPCTBa, €CIH Ha YJacTHe B TAKOH 3aKyIKe [0/aHa 3asBKa Ha YYACTHC B 3aKyIIKe, IPH3HAHHAA O pe3yasTaTaM ee
PACCMOTPEHHA COOTBETCTRYIOIIEH YCTAHOBICHHEIM B COOTBETCIBHH ¢ DenepanbieiM 3akoHOM Ne 223-03 cooTBercTBeHHO TpeGoBaHAAM M COAEpKalnast
IIpeUIOsKeHHE O MOCTABKE IeKaPCTBEHHOIO NIpenapaTa, Bce CTafHH IPOH3BOACTBA KOTOPOTO (B TOM YHCIE CHHTE3 MONEKYIH! eHCTBYIOMIETO BEIECTRa IIPH
IPOH3BOACTBE (QApPMANEBTHYECKAX CyOCTaHIIii) OCYIIECTRILTIOTCS Ha TEPPHTOPHSIX IOCYJapCTB - WIEHOB EBpasHHCKOro SKOHOMHYECKOTO CO033;

X) IIpH OCYIIECTBIEHHH B COOTBeTCTBAM ¢ DenepanbubM 3akoHoM Ne 223-03 3akymku IporpaMMHOTO obecHeueHss, YKa3aHHoro B nosuiun 146
npunoxkenss Ne 1 x [Tocranosnermio Ne 1875, 3aseKa Ha yJacTHe B 3aKyTIKe, B KOTOPOH CONEPMHATCA MPEUTOKEHHE HPOrPaMMHOro obecieueH s, peecTpoBast
3aIIHCH O KOTOPOM B PEECTPE POCCHICKOIO POrPaAMMHOT0 00ECTIEUEHHA HITH PEECTPE EBPA3HHCKOI0 HPOrpaMMHOro obecIieveHNs HE CONCKUT HHGOPMALIHIO
0 COOTBETICTBHH HPEIAraeMOro NporpaMMHOro ofecreueH s JOMOIHUTEABHEIM TPeCOBaHHAM K IIPOTPaMMHOMY 00€CIIEICEHIO, IIPHPABHKUBACTCA K 3a4BKe
HA YIACTHE B 32KYTIKE, B KOTOPO# COACPIKHUTCS IPETIOKEHHE IPOrpaMMHOr0 00eCTIeue N, IPOMCXOAIIET0 H3 HHOCTPAHHOTO rOCYapCTBE, ECIIH HA yUacTHe
B TaKoit 3aKyIKe MOJAHA 3a1BKA Ha YYACTHE B 3aKyIIKe, IPH3HAHHAS 10 Pe3yNbTaTaM ¢e PACCMOTPEHHS COOTBETCTBYIOMEH YCTAHOBIEHHBIM B COOTBETCTBHH
¢ @exepansuem 3akoEoM Ne 223-03 cooTBeTCTBEHHO TPeGOBAHMSM H COIEPNAIas IPEIOKEHRE O TIPOTPAMMHOM OOECTIEUEHHH, PESCTpOoBad 3amuch O
KOTOPOM B PEecTpe POCCHHCKOTO IIPOIPAMMHONO OGCCICUECHHS IIH PeecTpe eBPasHiCKOTO NPOTpaMMHEOr0 ofecleveHHs COAEPXKHT HHQOpPManuio o
COOTBETCTBHH IIPENJIAraeéMOr0 MPOTPAMMHOI0 00eCIIeUCHHS IOMOIHHTEIBHBIM TPeOOBaHHAM K IPOTPAMMHOMY O0ECIIEUEHHIO.

5. Ocobennocmu onpedesieHua U 0BOCHOGAHUA HEHbI 002080PA, 3AKTIOUAEMOZ0 C eOUHCHIEEHHBIM ROCHAGULHKOM (HCNOJIHUMENEM, HOOPAOUUKOM),

UeHbl edunuUBL mosapa, pabomsl, yciuyzu, obycioenennvix nocmanognenuem Ipagumenscmea PP om 23.12.2024 Ne 1875, 6 coomeemcmeun c
Honoxcenuem o 3axynie (Paiee — I1o3):

5.1. Tlpu OCYIIECTBIICHUH 3aKyIKH Y SHHCTBEHHOIO NOCTABIIYKA (IIOAPANIHKA, HCIIONHATENS) A ONpesieNeH s ¥ 000CHOBaHHS [EHbI JOTOBOPA,
3aKITIOUAEMOr0 ¢ EAMHCTBCHHBIM IIOCTABIIMKOM (MCIIOJHMTENEM, HOAPAMUHKOM), MO0 NeHbI eIHHHIE! ToBapa, paboThl, yciuyrd, 3aKajuuk BIpase
Hcnone3oBats Meton 3011 (3amper, orpaHuYeHne, MPERMYIEecTRO). [Ip1 MprMeHeHnH JaHHOTO MeToAa 3aKa3uHK ¢ HEIBI0 HONyYeH s HHPOPMALHE O TIeHaX.
M 00OCHOBAHHS IEHEI JOTOBOPA, 3aKIIOYAEMOr0 ¢ eJMHCTBEHHBIM [IOCTABINMKOM (MCIONHHTENEM, TIOAPITIHKOM), Tub0 TEeHs! eAUHANE] TOBapa, paboThl,
YCIYTH NpEMeHAeT TYEKTH 4,6 — 13 pasaena 3 rnasst 11 [To3, ¢ ygeToM cnenyromux ocobennoctel, obycnosnennsx [Tocranopennem Ne 1875:

1) Tosap, HIPOHCXOAAIIEH U3 TOCYAaPCTRA — WieHa EBpasHiicKoro 2KOHOMHYECKOrO COI03a IIPHPABHHUBAETCS K TOBAPY POCCHHCKOTO IPOHUCKOIKICHHS.

2) B cliyyae YCTAHOBTEHHS 3ampeTa 3aKyIOK TOBApOB (B TOM HHCINE MOCTABAAEMBIX TIPH BBHITIOIHEHHH 3aKylaeMmbix paboT, OKa3aHHH 3aKynacMBIX
yCayr), IPOUCXOIANIMX M3 HHOCTPAHHEIX TOCYIAPCTB, paboT, YCIIYT, COOTBETCTREHHO BEINOIHAEMBIX, OKA35IBAEMBIX HHOCTPAHHEIMH THUAMH KOMMCPUSCKUE
NPEIIOKEHHSA, CONEPIKAINEE NPEATOKEHHE O TOCTABKE TOBAPA, IPOUCXOAIIET0 M3 HHOCTPaHHOTO TOCYIAPCTRa, Ha BEUIONHEHHE Pa0OThL, OKa3aHUEe YCIYTH ¢
TMOAPITIHKOM (MCIIONHHUTENEM ), ABISIFOIIMMCS MHOCTPAHHBIM ITHIIOM IIPH PACCMOTPCHAE OTKJIOHSFOTCH. :

‘ 3) B Cilydyae YCTaHOBICHHA OTPAHHYCHHS 3aKyIIOK TOBapoB (B TOM YHCIIE TOCTABIISEMBIX IIPH BEIIOIMHEHUH 3aKyNaeMbIX paboT, OKAa3aHHH 3aKYTIAeMBIX
YCIIYT), NPOUCXOMAIIMX M3 WHOCTPAHHBIX TOCYAApCTB, IIPH PACCMOTPEHHH OTKIIOHMIOTCS KOMMEPYECKHC HPCVIOKCHHUS, CONEPXAIIHE HNPEAIOKCHHE O
MOCTABKE TOBAPa, MPOHCKOIAIEr0 H3 HHOCTPAHHOTO TOCYAAPCTRA, ECIIH TAKKE NOJAHbI KOMMEDPYECKHE MPEUIOKEHNA, COOTBETCTBYIONNMES YCTAHOBASHHEIM
3akazgnkoM TpeGOBAHIAM H COTEPIKAIHe B OTHOIIEHHH TAKOTo TOBapa IPETOKEHHE O IOCTABKE T0BAPA POCCHIACKOIO IIPOHCX 0K ICHHS.

4) B cMydae yCTAHOBIEHMS TPEHMYIIECTRBA B OTHOLIEHHH TOBAPOB POCCHACKOTO IMPOUCXOIKACHHU:
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4) IPH PACCMOTPCHMH, OLEHKE, CONOCTABICHMHM 3aiBOK (KOMMEDYECKHX MPE/UIOKEHHH) HA yUacTHe B 3aKyIKe OCYINECTBIAETCS CHHMKCHHE HA
IATHAXIATE IIPOIEHTOB LEHOBOTO IPEUIOMEHUS, TIOJAHHOTO y9aCTHUKOM 3aKyIIKH, TIPe/IararouM K IIOCTABKE TOBAP TOIBKO POCCHIICKOTO IIPOUCXOKACHHA;

6) B cyuae 3aKIKYEHH JOTOBOpA C YYACTHMKOM 3aKYIKH, YKA3aHHBIM B IOMIYHKTE «a» HAaCTOANIErO MyHKTa, JOTOBOD 3aKIIOYAETC Oc3 yuera
CHIDKEHHS HEHOBOTO MPEUIOKEHMS, OCYIIECTBICHHOI0 B COOTBETCTBHH ¢ IIOATYHKTOM «a» HaCTOAIIETO MyHKTA.

_ 5) B ciIydyae BKIIOMEHHs B OIHH NIPEIMET 3aKyIKK TOBAPOB, KaK yKazaHHbiX B mpuiioxeHnu Ne 1 x [locTanoBNeHuIO Ne 1875 m mpunoxenun Ne 2 k
[Toctamosnennio Ne 1875, Tak ¥ He VKa3aHRBIX B TAKMX IPUIOXKEHHSX, PACCMOTPEHHE 3a1BOK (KOMMEPYECKHX IPEIIOKEHNH) OCYIECTRAAETCE B
COOTBETCTBHHU ¢ IIOAMYHKTOM «a» H/HIH «O», yKa3aHHBEIMH HIDKE:

2) €CIIH IpefMET 3aKyIKu BKIIOHACT X0Td GBI OJMH TOBAp, He yKasaHHbIH B mpunoxeHud Ne 1 k ITocraHoBneHHIO Ne 1875 u mpunoxenun Ne 2 x
ITocTanonmeruo Ne 1875, B OTHOIEHUH 3a4BKH (KOMMEDPUYSCKOTO MPeIIOWEHHS), COAEPKAIEH IPeUIOKEHHE 0 TOCTABKe TOBAPOB TONBKO POCCHIACKOTO
IPOHCXOXIEHH, IPUMEHSETCS IpeaycMoTpeHHoe myHkToM 1 [Toctanosenus Ne 1875 npesMyLecTBO NPH YCIOBHH, UTO:

B YHCJIE 339BOK Ha YUACTHE B 3aKyIKe (KOMMEPUYECKHX NMPEITIOWEHHIH ), KOTOPHIE PACCMATPHBAIOTCS, OLEHUBAIOTCH, COTIOCTABILIOTCS, AMEETCA 3aIBKa
Ha y9acTHE B 3aKYIKe (KOMMepUeCKoe IPEIOAEHHE), KOTOPas He OTKIIOHEHA H COIEPAKHT NPETOKEIHE O TIOCTABKE XOTs OBl OJHOI'0 TOBAPA, IPOUCXOIAIET0
. M3 HHOCTPAHHOTO TOCYAapcTBa;

6) ecid MpeaMeT 3aKYIKH BKITIOYAET TOBaphl, Kak YKasaHHbIe B nprroxkernn Ne 1 x [Tocranossenuto Ne 1875 1 npunoxennn Ne 2 x [MocTanOBIEHHIO
No 1875, Tak M He YKA3aHHEIS B TAXUX IPHIIOKEHHTX

K BKIIOYEHHBIM B O0BEKT 3aKYIIKY TOBapaM, yKasasHEM B npunoxesun Ne 1 x IToctanopaenmo Ne 1875, mpumensiores nonoxenws [locranosienus
No 1875, xacaromuecs 3anpera, ykazansoro B nyukre 1 TTocragosnenus Ne 1875,

' K BKIIIOUCHHEIM B 0GBEKT 3aKyIIKH TOBApaM, YKa3aHHbM B npuiokeny Ne 2 x [Tocranopmermro Ne 1875, mpuMensioTes monoiKeHHs [locTaHoBIeH A
No 1875, kacarompecs orpaHHdenus], ykaszannoro B nmynkre 1 IToctanosnenus Ne 1875,

K BKIIOYEHHBIM B OOBEKT 3aKyIKH TOBAapaM, He yKasanHbIM B npitoxerns Ne 1 x [ocragosnenmo Ne 1875 u mpunoskenun Ne 2 x IfocTaHOBICHHIO
Ne 1875, mpumMenstorcs monoxerus [locranosnenus Ne 1875, kacaromuecs peUMyINEcTRa, YKasaHHOTO B IYHKTE 1 TToctanoznerns Ne 1875;
' IIpenMyIecTso, ykazanHoe B mynkTe 1 Ilocramopnenus Ne 1875, mpegoctaBiseTcs IPH YCJIOBMH, YKa3aHHOM B ab3are BTOPOM IOAIYHKTA «a»
HACTOSIIEro IYHKTA, 3afBKe Ha ydJacTHe B 3aKylKe (KOMMEPUYECKOMY NpeIOKEeHHIO), KOTOpas COACPIHMT NPEIOKCHAE O IIOCTABKE TOBapa TOJBKO
POCCHHCKOTO TIPOMCXOMACHES, KaK B OTHOIIEHHH BKIFOYEHHDIX B IPEIMET 3aKYIKH TOBAPOR, HE YKA3aHHBIX B IPHJIOKCHUH Ne 1 x ITocranosnenmto Ne 1875
u npunoxerrz Ne 2 k Iocranosnenmo Ne 1875, Tak n BKIFOUSHHBIX B TIPEMET 3aKYIIKA TOBAPOB, YKA3AHHBIX B TAKHX NPUIIOKEHHIAX.

6) OTleHKa H pacCMOTPEHHE 3ajABOK (KOMMEPUECKHX MPEIONCHUH) TaKKe OCYIIECTBISETCS C YUCTOM IIyHKTa 4 IIoCTaHOBICHHA Ne 1875.

7) VindopManus u JOKyMEHTSI, TOATBEPYKAAIOIIHE CTPAHY HPOUCXOKACHHS TOBAPa, PACCMATPHBAIOTCA B COOTBETCTBIM ¢ ITocTaHoBIeHIEM Ne 1875.



