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[TocTapmukam, 3aHHTEPCCOBAEHBIM B [IOCTABKE TOBapa

33]][)00 0 NPpeTOCTABJIEHHH KCMMEDYECKHX l'lpe)IJIODKCHHi;I

OT'AHY «OHIIMPUIL um. M.IE Uymakosa PAH» {MIHCTHTYT HMOJHOMHENHTR) IHIAHHPYET NPOBEICHHE 3aKYOKH CHIBOPOTOK KPOBM I KYIETYP
xinetok (manmee — Tosap) B coorBercTBHHM ¢ ®enepansueM 3axoHoM 0T 18.07.2011 Ne 223-@3 «O 3axynkax ToBapos, pabor, yCIyr OTACHBHEIMH BHIAMH

IOPBRAUYCCKHUX JTHITY,

Crioco0 3aKynKH: 3aKyIKa Y €HHCTBEHHOTO TOCTARMIHKA (TTOIPAIUNKA, HCITOTHATENA) B COOTBETCTBHE ¢ NOMMYHKTOM 16 myHKTa 4 pa3gena 2 rnassl

- IV Tlomoxenus 0 3akynke dDemepaqbHOro TOCYJAPCTBEHHOrO aBTOHOMHOIO HAayYHOTO yupexxacnusa «DenepansHblii HaydHBIH LEHTP HCCACHOBAHUH H

pazpaboTKM MMMyHOOHONorHdeckux npenapatoB uM. M.IL. Yymaxosa PAH» (Mucturyr nonmomHen:Ta), yrBepikAeHHoro HabGmomaTenbHEIM COBETOM
IIporokonoM ot 08.06.2021 Ne 01, ¢ usmernenusaMy, yrsepxaeHHEBIME IIpoTokoaoM ot 03.08.2021 Ne 2, TIpotokonom ot 27.05.2022 Ne 8, IIpoToxomoMm oT
16.09.2022 Ne 10, IIporokoaom ot 30.03.2023 Ne 2, ITporoxonom ot 27.06.2024 Ne 4, [Ipotoxonem ot 18.09.2024 Ne 5, IIporoxonom ot 20.12.2024 Ne 6,
TIporoxonom ot 28.03.2025 Ne 2 (anee — IMonmoxenue o sakynke). Ocymiectisiercs sakynka Toeapa, B OTHOIIEHNH KOTOPOTO 3aKazduKOM cHOPMHPOBAH
PeecTp yTBEpKICHHBIX NOCTABIIMKOB/IPOM3BONUTENEH HA OCHOBAHIY TIPOBE/IEHHON OLEHKH (KBATH(UKAINH) B COOTBETCTBHH ¢ [IpaBHIIAMHA HajUIeKALIeH



DPOM3BOACTREHHON HPAaKTUKY, YTBEPIKICHEBIMH [IPAKa30oM MHUHHCTEPCTBa NPOMEILLIEHHOCTH H Toproenu Poccutickoit @enepammn ot 14.06.2013 Ne 916 u
(urw) TlpasunaMu Haluiexkaliedl NPOM3BOACTBEHHON MpakTHKY EBpasuiickoro 3KOHOMHYECKOTO CO033, yTBepxAEHHbIME Pemnenviem Coera EBpasuifcxon
3KOHOMHYECKOH KomuccHH oT 03.11.2016 Ne 77, pasMeIneHHEI Ha 0(HIHATBHOM caiiTe 3akazguka.
IIpeanonaraemMsie CPOKH MpOBeIeHUs 3aKynKkH: anpens 2025 roja.
IfpocuM TpenocTaBUTh WH(GOPMALHIO O cToMMocTH ToBapa, ykasamHoro B Tabmume Ne 1. Omnmcanue M TexHHUYCCKHE Xapaxrepueraku Tosapa
npecTaRneHsl B TeXHHIECKOM 3a0anud (MpmiIcKeHe Ne 2 K 3ampocy 0 NPefoCTaBACHHH KOMMEPUECKHX NPETOKEHHH).

Anpbymua <4,0 r/on

Tabnuya Ne [
IlpenocrapiieHue
HAIHOHATBHOIO
No Haumenosaane En. pexnmMa
gl Topapa Omucanne, xapakrepucruxn Tosapa R Kou-Bo | Kox OKIIA2 (ycraHoBNeHue
3anpeTa/orpasEnte
HHAH/TIpenMymecT
B)!
pH7,0-85 .
LTHS100 CeBoporka | OcmonsanbHoceTs: 260 — 340 MOcM/KT YeranosiieHo
JOMIAIH-I0HOPA, Suporoxcur <20,0 ED/Mn TIPEHMYIIECTRO B
| | crepunbHas O6mmi 6enox 6,0-8,0 r/mn @iy 510 21.10.60.191 OTHOIIEHUH
¢buIETPOBAHHAS, T'emoriobun <30Mr/mn TCBApOB
¢dnaxon 100 M. {IpoBepena Ha CTEPHIBHOCTE POCCHHCKOTO
IIpoussonurens: UAB | Xpanerre: Xxpanuth npu temueparype -20°C TMPOHCKOMIECHUS
"LT Biotech" Gacoska: 100M1 Bo daxoHe
CrIBOpOTKA KPYIHOIO }]i'ﬁeéu 8H fﬂg B;H Hpospasustii sTaps YcTaHOBNEHO
11: grs'éil;?xcml"a il OcmonsnsrocTs 280 — 340 MOcm/kr op zizlzmecmo B
g =P = Suporokers <2,0 ED/v @i 61 21.10.60.191 HUICHHH
CTCPHIBHAS . TOBapOB
O6mmui denox 6,0-9,5 o/on o
GuNETpOBaHHAS, POCCHHCKOTO
Temornobun <25mr/on
daaxon 500 M. TIPOHCXOKACHIS

! HaMOHANBHEIH peskiM TPEAOCTAaBIASTCS B COOTBETCTBIY O cratheil 3.1-4 Deaeparsuoro 3axkoHa o 18.07.2011 Ne 223-@3 «O 3akynkax T0Bapos, pabot, yeiayr OTHENLHBIMH BHIAMK
HOPHIIECKEX I (fanee — QenepanbHbii 3akon No 223-(D3) # ocTaHORIEHHEM TTpasurenserea PP ot 23.12.2024 Ne 1875 «O Mepax 110 NPe/IOCTABIEHHI) HALMOHANBHOIO PEKIMA TIPH
OCYIIECTBIEHHH 3aKyTIOK TOBapoB, paGoT, yeayr ais ofecneueHus rocyJapCTREHHRIX M MYHULMNANEHBIX HyXH, 3aKYTIOK TOBAPOB, PaloT, YCIYT OTAETbHBIMI BUEAMU FOPHIHICCKUX JIAMY
(mamee — [ocranornenne Ne 1875).



Ipomssomurens: UAB
"LLT Biotech"

Bupyc repreca xpynHoro poraroro ckota (BHV-1 u BHV-5)
HEe 0OHApYXKEH

TlectuBupycer (Hanpumep, BVD-V) He oOHapyKeHBI

Bupyc naparpunma tana 3 (PI-3) He o6rapyxeH
TecTHpoBaHHe Ha OTCYTCTBHE aHTHTEN Ha GELIEHCTRO:
AmntuTena x BUpycy OelieHcTBa He 00HApYKEHBL
Mukomuiazma: He oOHapyKeEa

[IpoRepeHa Ha CTEPHIBHOCTE

KpareHue: XpaHHTh IIpH TeMmneparype -20°C

dacoska: 500m1 Bo hraxkoHe

DeranrHan Cerabsa
CBIBOPOTXA,
CTEPHILHASL
bumsTpORaHHAS,
daaxon 500 M.

IIpoussoputens UAB

"LT Biotech”

Brermanit B ITpo3padssiil sHTApE

pH 6,8 — 8,2 '

OcmoistbHOCTE: 280 — 340 MOcM/xr
BupotokcuH <10,0 ED/Mn

O6mmit 6enox 3,0-4,5 r/an

Temornobun <25Mr/on

I'moxkosa <5,0 mM

Kampnuii <5,0 mM

docdop <5,0 mM

Acnapraramusotpanchepaza <40,0 en/n
Jlakrarmeruaporerasa <5100 en/n

Q6mmit 6enok 3,0-4,5 r/an

Anp6ymun <4,0 r/nn

Wmmysornobymuast <300,0 Mr/n

Bupyc reprieca kpymsoro poraroro ¢kota {BHV-1 u BHV-5)
He 0DHapyKeH

[Tecturupyce! (ranprMep, BVD-V) He obHapyxeHEI
Bupyc naparpunna tana 3 (PI-3) re oOHapykeH
Poct knetox MDCK > 75.0

Pocr xiterox CHO > 75.0

Muxornazma: He oOHapyKeHa

TIpoBepeHa Ha CTEPHIIBHOCTD

" | XpaHeHKe XpaHHUTE IpH Temueparype -20°C

On

370

21.10.60.191

YcraHoBIeHO
ApeUMYINECTBO B
OTHOIIEHHHA
TOB2POB
DOCCHICKOro
TIPOUCXOWKIACHHA

Pacorka: 500Mn Bo d1akoHe




OcHOBHBIE YCEOBHSA HCHOJHEHUS J0TOBOPA:

Hocmaswa Tosapa exaovaem & cefn:

— npuobpereHne/u3roropacHne ToBapa;

— Tapy, ynakoBky ToBapa,

~ noctaBky (meperosky) Topapa mo ckiana 3aKasynka;

— IIOTPY30YHO-PasrPy304HEIe paboTh;

— WCIOJIHEHHE FapaaTHHHbIX 0043aTeNLCTB.

Tocraska (iepesoska) Tosapa B afpec mocTapky ToBapa, TOTPY309HO-Pa3TPy30UHbIe paboTsl, OCYHIECTBIAIOTCA CHIaMHK U cpejcTam [locTasmuka.

ToBap momKeH OBITH HOBBIM, PaHEe He HCIONIL30BAHHBIM, HE BOCCTAHOBACHHBIM, Y KOTOPOTo He ObLia OCYIIEeCTBIEHA 3aMeHa COCTaBHBIX 4acTeH, He
OBUIM BOCCTAHOBIEHHI MOTpebUTENsCKME cBOlcTBa, ToBap He ZOMKEH MMETh MCXaHHMYECKUX TIOBPEXKACHHH H JIOJDKEH COOTBETCTBOBATE NPHHATHIM B

-Poccriickoii @efiepaltiy TEXHHYECKHM CTAHAApTaM, HOPMaM M IPaBHIaM.

Aopec nocmaexu Toeapa: nocénox Uactutyra [onmomuennta, fom 8, xopiyc 1, BH.Tep.T. MyHUIHMIAIBHEIR OKPYT PHIMMOHKOBCKHH, I“OpO)I Mocxkga,
108819, ®TAHY «®HIHMPUII um. M.IL. Uymaxosa PAH» (MECTHTYT HOITHOMHENHTA).

Cpox nocmasku Tosapa: [loctaska Toapa 10/MKHA OCYIIECTBIATCA 110 3aABKaM 3aKa3uHuKa B TeUeHHE (ykazamuv cpox nOCMAsKu)
KaNEHIAPHEIX AHel co qHs nonydenns JToctaBuukoM OT 3aKa3duKa 3as8KH Ha [IOCTaBKy Tosapa.

B croumocTts Torapa BKmodaroTest Bee pacxonst [locrasiinka, B TOM Urcie: NpuodpeTeHue/ H3rotosicnue Tosapa; Tapa, ynakoBka ToBapa, 10CTaBKa
(nepero3ka) Torapa 1o cKiaja 3aKa3unKa; IOrPy304HO-Pasrpy304uHEe paboTEL IpHYHTaomeecs [T0CTABIIMKY BO3HATPAXKIEHNE, HCTIONHECHHIE FapaHTHHHBIX
062aTeNBCTR; PACXO/B! IO CTPAXOBAHHMIO, YIUIATY TAMOXKEHHEIX NOIIIHH, HANOTOB ¥ APYrux 00s3aTeNbHbIX MIATeHeH, PACXOE!, CBA3aHHEIC ¢ IOCTaBKOH

(JocTaBKOH), NpHOGpeTeHueM/u3roToBIcHNEM ToBapa, BHITEKAIOIMMH 00A3ATENLCTBAMH IO JOrOBOPY, TMOMydeHHeM IIOCTABIMKOM pa3spelTHTENbHBIX
noxymeHToB Ha Topap (upyu HeoOXOAMMOCTH).

Ha ToBap ycTaHaBiHBaeTcd TapaHTHHHELM Cpok 12 (ABeHaguaTh) MECSIEB, HO HE MEHEe 4YeM TapaHTUHHBIA CPOK, YCTAHOBJCHHBIH 3aBONOM
TIPOM3BOUTENEM. ‘

Tlopamok onuiate!:

Omnata ocyliecTRIeTcA B OesHanmynoi (dopme 3a daxTudeckd mocTaBneHHEH ToBap B pydmax mo xypey Lienrpamssoro Oamka Poccaicxoi
defepanyy Ha AaTy HOANHCANHA 3aKa3wMKOM TOBAPHOH HAKIAXHOM Ha IocTarneHHkii Topap B Teuenue He Gonee 7 (cemu) paGouux [HeH ¢ NAThI IPUEMKH
‘yroctaBeEHOro TOBapa ¥ MOANHCAHMA 3aKa3uHKOM AKTa IPHEMKH TOBApoB, paborT, yeiyr (kox dopmsr 0510452) Ha oCHOBaHHHM MOANKCAHHOH CTOpPOHAMEL
TOBApHOH HAaKTagHON Ha nocrableHEBH ToBap, a Takke mocne npenocraslenus [locTaBIIMKOM CueTa Ha OIary W cuera-QakTyphl (68 cayuae, eciu
Iocmasugux ne asasemces naamenvupuxom HIJC, cuem-ghaxmypa ne npedocmasnsiemcs).

KomMepueckoe mpeJIokeHHe, HAIIPABIEHHOE B 0TBET HA HACTOSNIMI 3aHPOC 0 NPEJOCTABJICHHH KOMMEDYECKNX NPe/iIoiKeHHi, NPA3HACTCS
3asBKO#, HANPABAAEMOH YIaCTHHKOM 3aKYNKH 32Ka34HKY Ha YYaCTHE B HEKOHKYPEHTHOH 3aKynKe.

KoMMepueckoe npeaioskenye JOJKHO cofep:kaTh pacdeT uensl Topapa. B uacTHoCTH, M3 COACPIRAHHS KOMMEPUECKOro NPeII0KeHIst JOKHA
OTHO3HAYHO ONPENeIATHCH CTOUMOCTE ToBapa 3a eTHHUITY.



KommepHueckoe npepfioxkeHHe J0KHO CONEPKATL CCRUIKY HA JAaTy M HOMED HACTOSHIErO 3aIpoca O NPeJoCTABICHHM KOMMEDYEeCKHX
npeaaoKeRHil.
Kommepueckoe npedaoKesHe NOJAKHO ApeIocTABIATHCA 0 hopme Tabauner Ne 2.

Tabauya Ne 2
Onucanme, Haumenonanue
XapaKTePHCTHKH CTP2HBI Howmep
Togapa (mozym TPOHCXOAACHHSA peecTpoBoii
Boimb npedcmagneHsl EReraan <. WOohi Tosapa B 3alHCH N3
No 8 sude HPUIOICEH U, HEN:{C G COOTBETCTBHH ¢ peecTpoB Cpos
Haumenoeanune Topapa™ ' | En.uzm. | Kon-po | ykasaHunem YKaszaHHeM . - AOCTABKH
n/n HpedOCMaBRSIONICA 6 O6mepoccuiicku | (B COOTBETCTBHH
CAyuae OMAUYUR O BEIRIEBL AR, M ¢ yHKTOM 3 Tenapa
it crapkn HIC) | crasxu HIC)
D aKMEPUCMUK, rmaccudnraTop | IlocTanornenus
VCHAHOBREHHBIX OM CTPaH MHpa Ne 1875) **
Jarazuuxom) (OKCMY
LTHS100 CrBoporra
JJOIaAK-A0HOPA, CTCPHIILHAR
1 | ¢uasTpoBansas, drakox 100 @5 510 e mpeGyemcs
MJIT.
TIpouspomurens: UAB "LT
Biotech"
CHIBOPOTKA KPYITHOI'O
poraTtoro CKoTa Jjis
B3POCIBIX, CTEPUIIbHAS
2 | duasTporannas, durakon 500 @n 61 e mpebyemcs
MIL '
llpomspogurens: UAB "LT
Biotech"
DeTanbras ObIIbs
3 ®n 370 e mpefiyemcs
CHIBOPOTK&, CTepUIbHA

2 Tlocranosnenue Iocctangapta Poconu ot 14.12.2001 Ne 529-¢1 «Q NPUHATHA U BBEACHAH B AcHcTRHe OCMEepoccHiickoro KraccdrKaTopa cTpan MHpay.




¢unsTpoBarHad, praxkos 500
ML

Ipoussozurens UAB "LT
Biotech”

Hmozo c yuemonm HIC % - -

* YRAZLIEACMCS 6 MOM YUCILE APMUKYI, MOP20BbLLI 3HAK, MOOE/b, NPOUIEO0UMERD - NPU HATUYUY.

TI0M0KeNHS, KACAIOIIUCCS TOBAPA POCCHHACKOTO IPOUCXOXAEHHS, MPHMEHSIOTCS TAKXKE B OTHOLICHHH TOBApa, IPORCXOIAMIEr0 B3 TOCY IapCTRa - WICHA
EBpasHiiCKoro SKOHOMHYECKOIO COX03a. ‘

OTBeTH! IOIDKHB! OBITE IOJAHE! C «Qf» C C( 2025 roza 1o «& % 12 f( 2025 roma BKIIOYMTENBHO 10 agpecy: umto@chumakovs.su.

Vuacmuux 3axynxu enpase npedocmasume ungopmayuio, ompaxcenue xomopoti ¢ Texuuueckom sadanuu wuru npoexme 002060pa Ovuio 6ol

HCENAMENLHO.
Ilposedenue dannoti npoyedypwr cGopa undopmayuyu He eievém 3a coBoli GOHUKHOBEHUS KAKUX-IUOO 0BA3GMERbCMe co CMOPOHbL 3aKA3HUKA,

HACMOAWUTT 3aNPOC 0 NPEGOCMAGNEHUN KOMMEDYECKUX NPedaodicenyil ne aensemcs opepmo uny nybruunoil ogepmot, Hanpasienye e2o YHacmuuxy uiu
pasmewenue Ha catime He A6IAEMC 3aKYNKOL U He glevem 3a cobol 06a3aHHOCHN 3aKa3UUKA 3aKTIOWUNL 002060D.
pu nanuauy mexnudeckux owubox u Hemounocmed npu onucanuy Toeapa npocum coobiyums 3axKazuuxy.

*% OcoBeHHOCTY MPEeROCTABIEHN HAIOHATNLFHOrO pexknMa, yoranosnerHsie ITocTanosnesmem Ne 1875 u Ilonoxenwem o 3akyrike, YKA3aHsl B
npuaoKeHHr Ne 1 K HACTOSILeMY 3ampocy O NPeJoCTaBICHHA KOMMEDYECKHX MPEIOKEHHH.

IlepBEIit 3aMECTHTENH TeHEPATIEHOIO JHPEKTOPa

OrAHY «DHIWPUIT um. MLIT. Yymakosa PAH» / S
- (MHCTHTYT MOMHOMHACITHTA) == _ ATO. Adound




Tlpunoxernune Ne 1
X 3aNpocCy O IMPEeAOCTaRACHIH KOMMEPUECKIX NPEaIOKeHUH

OcobeHHOCTH NpeaocTABJICHHE HAIMOHAJILHOTO0 PEKHMA,
1. B ciy4ae ycTaHOBNIEHHS 3allpeTa 3aKyIIOK TOBapOB, IPOHCXOIAIINX H3 HHOCTPAHHBIX roCyJapcTB, 3aKka3zuHuK He BIpase:

a) 3aKTH0YATE JOIOBOP HA IOCTABKY TAKOIO TOBAPA;
) TIpy NCIIOTHEHNH JIOTOBOPA OCYINECTBILITE 3aMEHY TaKOTO TOBapa Ha IPOHCXONAIIMHE U3 HHOCTPAHHOIO TOCYAAPCTRA TOBAP, B OTHOLICHHH KOTOPOTO
YCTAHORBJEH JAHHBIH 3alpeT.

2. B ciy9ae ycTaHOBIEHMSA OFPaHAYEHHS 3aKyIIOK TOBAPOB, IPOUCXOAAINMX H3 HHOCTPAHHEIX [OCYNAPCTB, 3aKa3unk He BIIpaBe:

a) 3aKJ109aTh QOTOBOP Ha IOCTABKY TOBApA, IPOMCXOASIIETO H3 HHOCTPAHHOTO rOCYAapCTBa, eClH TOAAHA 3asBKa HA YYACTHE B 3aKYIIKE, IPU3HAHHAS
[0 pe3ynbTaraMm €€ pacCMOTPEHMS COOTBETCTBYIOMEH TpeGoranyam [TonmkeHHS 0 3aKyIIKe H colepKanias IpeUIoIKEeH e 0 IIOCTABKE TOBapa POCCHICKOrO
IPOHCKOMXKIICHHS; '

6) MpH UCTIONHEHHH JOTOBOpa OCYIIECTBIATE 3aMeHy TOBapa Ha IPOMCXOIAINMI W3 MHOCTPAHHOTO TOCYAApCTBa TORAP, B OTHOLICHAH KOTOPOTO
YCTaHOBICHO JaHHOE OrpaHHYEHUE, ECH JOT'OROD IIPEAYCMATPEBAET ITOCTaBKY TOBApa POCCHICKOTO IIPOHCXOIKICHHSL.

3.B clIydaé YCTaHOBJICHHA IIPCHEMYIICCTBA B OTHOLICHHH TOBapa pOCCHﬁCKOFO IPOHCXOXIACHHA:

a) IIpH PACCMOTPEHNH, OIIEHKE, COTIOCTABICHIH 3aJBOK Ha yJacTHe B 3aKyIKe, 3aKa34HK OCYINEeCTRIIIET CHIDKEHHE Ha IITHAAUATE MPOLEHTOB IIEHOBOIO
MIpeIIOKEHHUS, IIONAHHOTO B COOTBETCTEHH ¢ MefepansHbM 3akoHoM Ne 223-03 u [lonmreHHeM 0 3aKyIIKe YIACTHUKOM 3aKYIKH, IPEIaralonMM K IIOCTABKE
TOBAP TOJILKO POCCHHECKOTO NPOHCXOXICHHA, MO0 YBENHYEHAE Ha MATHAALATE MPOLEHTOB IIEHOBOTO NMPENIOKEHHS 3TOTO YYaCTHHKA 3aKyNKH B Clydac
HOMa9d MM NPCAIOKEHH O pasMepe MIaTsl, TOANEXKaIe! BHECEHHIO 3a 3aKIIIOUEHHEe JIOTOBODA,;

0) B cilyyae 3aKIIOYEHHA JOroBOpa ¢ YYACTHHKOM 3aKyNKH, YKa3aHHBIM B IIOANYHKTE «a» HACTOSINErO TOAIMYHKTA, JOTOBOP 3aKmiouaercs Oe3 ydaeTa
CHIDKEHH 1100 yBellHUeHHs IEHOBOT'O JIPEIUIOKCHHS, OCYIECTBISHHBIX B COOTBETCTBHH C MOANYHKTOM «a» HACTOSINETO MOANYHKTA;

B) IIPH MCIIOHEHHY JIOTOBOPA JOITYCKAETCs 3aMEeHa ToOBapa HCKIIFOUHTENBHO Ha TOBAP POCCHICKOr0 NPORCXOIKICHHS, €CITH JOTOBOP ITPEAyCMATPHBAET
IIOCTABKY TOBAPa POCCHICKOTO IMPOUCK O IESHHA.

2. anbopmat{ueu u c)orgmeummmu, noameepafcdamummu cmpany npoucxomdeuuﬂ mosapa onn uereu HHocmanoenenue Ne 1875, agnawmen:

pruettanue IIodnymcm «a» (e ttacmu mosapoe yzca3anh'bzx 8 nozuuwzx 400 432 Hocmanoeﬂeum M I 875) npumemzemc;l c 01 09 2025

a) st HOIITBBp)KlIeHHH Hpoacxox(z{mm TOB&pOB YKaBaHHBIX B IIOSPIIIHHX 1- 145 np;moxceﬂnx Nelk HOCT&HOBJIGHHIO Ne 1875 no3p1upmx 1 433
npunoxenns Ne 2 k ITocranosnenuio Ne 1875, 3 Poccuitckoit @enepanyn - HOMep peecTpOBOif 3aMICH U3 PEECTpa POCCHHMCKOM MPOMBIIIIEHHOM IPOAYKIHH,
TIpenycMOTpeHHoro cTathell 17.1 degepansroroe 3akoHa «O npoMsIIUIeHHOH onmTHKE B Poccriickoit @emepannrmy, conepiameii B TOM YHCIE:

HHGOOPMAIIHIO O COBOKYITHOM KOJIHYecTBe OalIoB 3a BEITONHeHHEe (OCBOeHHE) Ha Teppuropun Poccuiickoil Mefepallid COOTBETCTEYIOMIMX OLEPALHi
(yertoBuit) (ecnm B OTHOLICHMY TaKOro ToOBapa mocTaHOBIeHHeM IlpaBurenberBa Poccuiickoit ®eneparmu ot 17 mionst 2015 r. Ne 719 «O noarsepkaeHHH



IPOU3BOJICTBA POCCHICKOM IPOMBIIUIEHHOH IPOAYKIMH Y 32 BEIIOIHEHHE (0CBOEHHE) Ha TeppHTOpHH Poccuiickoli Oemepalliy COOTBETCTBYIOIMX OIepaluil
(ycnmoBHit) yCTaHOBNECHE! TpeOOBAHUS O COBOKYIIHOM KONH4ECTBEe Ba0oB), KOTOPOEe COCTABNACT WK NPEBLIIAET 3HAUYCHHE, ONPEAENCHHOE IOCTAHOBIEHHUEM
I[IpaeutenserBa Poceniickoit @epeparpan or 17 moma 2615 r. Ne 719 «O moarsepxieHys NpoM3BO/CTEA POCCHUCKOMH TPOMBIILIEHHOR TPOYKIHHIY [TIS enel
OCYILECTBIIEHUS 3aKYIIOK;

uH(opManHIO 00 YpOBHE patHo3eKTPOHEOM POy KIHH (719 TOBapa, SBIAIOIErocs B COOTBETCTBHH ¢ ocTaHopaeHreM [ [pasutenscrsa Poceniickoi
Genepanun or 17 momxa 2015 r. Ne 719 «O HOZTBEPIKAEHHH MPOM3BOACTBA POCCHACKOH NPOMBIILIEHHOH NPOAYKIUMY PAAMOIIEKTPOHHOR TPOAYKIMeH
TIEpBOTO yp0BH51 HITH pa,[[lrIOBJIBKTPOHHOH nponylcuneu BToporo ypOBHH),

Hpumeqayue Hodnyuxm «6» (e ttacmu moeapos ytcasanubxx 6 no3m;wzx 400-432) npuuemzemc;z c 0] 09 2025

_ 0) ns IIOJITBep)KlIeHHH HpOPICXO}I{,Z[eHHH TOBApOB, yKa3aHHHx B IO3HUESX | - 145 I'IpI/IJIO}KeHHH No 1 K HOCTaHOBJIeHmo No 1875 Hoauuﬂﬂx 1 - 433
apunoxenns Ne 2 k TTocranornesuto Ne 1875, uz rocymapeTs - 4wieHoB EBpa3sHicKOro S5KOHOMHUYECKOTO CO03a, 3a HexnodeHueM Poceniickoil Qenepanum, -
HOMEp peecTPOBOH 3allBCH M3 ¢BPasHiiCKOro PeecTpa HPOMEIIIICHHEIX TOBAPOB OCYAApCTB - WNeHOB EBpasmiickoro SKOHOMHYECKOTO CO03a, NOPANOK
(opMEpPOBAHHS ¥ BEZEHHS KOTOPOTO YCTAHABIMBAETCS MPaBoM EBPasHHCKOro SKOHOMHYECKOro COko3a (fajnee - eBPasHHCKHH peectp npommmnenﬁmx
TOBApOR), COJlepKAINEl B TOM THCIE:

HEGOPMAIMIO O COBOKYIHOM KOJHYECTBE BAIIOB 332 BEUIONHEHHE (ocBoenme) Ha TeppuTOopHE EBpasmiicKOro 3KOHOMMHECKOTO COMO3a
COOTBETCTBYIOMIMX Onepamii (YCIoBHit) (eCH B OTHOIIEHHH TAKOTO TOBApa MpaBoM EBpasHiicKoro 5KOHOMHYECKOTO COI03a 32 BHINOMHEHHE (OCROSHHE) HA
TeppuTOpiH EBpazuifckoro 9KOHOMAYECKOTO COO3a COOTBETCTRYIOMMX Onepanuii (ycIoBuit) ycTaHOBIEHE! TpeOOBaHMS 0 COBOKYITHOM KonMyecTse HaIoB),
KOTOPO€ COCTEBISET WM NPEBLINaeT 3HaYeHHEe, ONpeIeNICHHOE IpaBoM EBpasniickoro 3KOHOMHYECKOTO COI03a;

rrdopMaNo 06 YPOBHE PamHOdICKTPOHHON MpoInyKumy (U TOBapa, SBISIONIErocs B COOTBETCTBHMH C MpaBoM EBpasuifckoro 3KOHOMHYECKOTO
COI03a PAIMOANEKTPOHHON TIPOAYKIIMEH NepBOTO YPOBHS HIIH PANHONIEKTPOHHOM’ NPOAYKIMEH BTOPOro YPOBHS);

B) A7 TIOATREPIKICHYS OCYLIECTBIEHHS BCeX CTANUM IPOMRBOACTRA (B TOM YHMCJIE CHHTE3a MOJIEKYJIBI BeficTBYIOMEro BEINEeCTRa IIPH IIPOU3BOICTRE
(GapManeBTHYECKHX CyOCTaHIIH) JIeKapCTBEHHOTO IpernapaTa Ha TEPPUTOPHSX IocylapcTB - WieHOB EBpazHilcKoro 3KOHOMHYECKOrO COIO338 B HENSX
MOAMYHKTOB «y» ¥ «(» nyskra 4 [Tocranosnenus Ne 1875 B nononnerre x nHGOpMAaNU ¥ JOKyMeHTaM, IpenycMorpeHHbM [Tocranoeinennem Ne 1875, -
JOKYMEHT, COACPKAIIMI CBEACHUSA O CTAIMAX TEXHOIOTHYECKOIO HpOIECCa IPOH3BOJCTBA JIEKAPCTBEHHOIO CPEACTBA UL MEINMIMHCKOTO NPHMEHEHHMS,
OCYINECTBIAEMBIX HA TEPPUTOPHH EBPa3sHiicKOro SKOHOMHYECKOTO COIo3a (B TOM 4HCIE O CTajHAX IPOM3BOJCTBA MOJEKYIBI ACHCTBYIOIIEIO BEIIECTBA

‘ @apmauemnqecxon cyOcTaHIMK ), BEITaHHEIH MHHMCTEpCTBOM IIPOMBIIUIEHHOCTH ¥ TOproeiu Poccuiickof denepanivii B YCTAHOBJICHHOM UM TOPIJIKE;

T) Ul ITOOTBEIKACHHS IIPOHCXOMICHHS [POTrpaMM Ui MEKTPOHHBIX BREIYHCHHTENBHBIX MalmMH M (unH) 0a3 faHHBIX (fanee - MporpaMMHOE
obecrieuenre), ykasaHHBIX B mo3unuu 146 npunoxenus Ne 1 x [Tocranopnennio Ne 1875, u3 Poccuifickoii @enepalivy - IOPAIKOBEIH HOMEP PEeCTPOBOH
3AMHCH U3 €AMHOT0 PEECTPA POCCHACKHX IIPOTPaMM AL 3JIEKTPOHHBIX BEIMUCIHTEIBHEX MaAIIMH ¥ 0a3 JaHHEIX (Zajiee - peecTp pOCCHHCKOTO MPOrpaMMHOT0
0DeCIICUCHES),

1) JUTT TOATREPICISHIS IPOUCKOXKACHUS IIPOrpaMMHOro obectiedeH s, yKasagHoro B mosuiuy 146 nproxenus Ne 1 kx Tlocranosnenmro Ne 1875, u3
Poccuiickoii DeAepalluy H ero cOOTBETCTBES JONOTHNTENLHEIM TPeGOBaHAAM K ITPOTPAMMAM JUTsl SIEKTPOHHBIX BEIUMCIATEIBHEIX MAIIHH 1 0a3aM NaHHLIX,
CBEICHUA O KOTOPHIX BIUTFOYEHBI B PEECTP POCCHHCKOTO IpOrpaMMHOTO obecliedeHMs, YTBEPHICHHLIM MocTaHoslIenneM llpasurenscrsa PoccHickoH
@epepanun oT 23 Mapra 2017 r. Ne 325 «O6 yTBepixIcHHH JOMONHHTENBHEIX TPeOOBAHUH K NMPOTpaMMaM LIS SNEKTPOHHBIX BEIIHCAWTENBHBIX MAIIKH H



0azaM JaHHEIX, CBEICHHA 0 KOTOPEIX BKJIFOUCHEI B PEECTP POCCHIICKOTO MPOTpaMMHOTO obeciiedeH s, 1 BHECCHHU HaMenennit B [Ipasuna GopMuposasus u
BEJCHMA €JMHOIO PEECTPa POCCHICKHUX MPOTpaMM JUIA 3IEKTPOHHEIX BBRIYMCIMTENHHEIX MAlIMH H 623 JaHHBIXY (Nanee - NONONTHUTENLHbIE TpeGoBamud K
HPOrpaMMHOMY O6ECIIEUEHHIO), - IOPAIKOBBIH HOMEP PEECTPOBOH 3aHCH M3 PeecTpa POCCHICKOT0 IPOTrpaMMHOTo obeceyerus, coaepxautel HHpOPMALTHIO
0 COOTBETCTBHHM NPOTPAMMHOTO O0eCIeYEHHs JONOIHUTENEHEM TpeOOBAHIAM K IPOTPaMMHOMY 00eCIIeHeHHIO;

€} AUt TOATBEPHICHHS IPOUCKOXKICHHS IIPOrPAMMHOTO 00eCTIeyeH s, yKa3anuoro B mosurmy 146 mprnoxerns Ne 1 x [Tocranosnenmo Ne 1875, u3
TOCYNapeTs - WIeHOB EBpasuiCKOro JKOHOMHYCCKOTO COK03a, 33 McKmodenHeM Poccuifckolt @enepamum, - MOPANKOBEIH HOMEP PEECTPOBOM 3anucH U3
eMHOTO peecTpa MporpaMM st JJEKTPOHHEIX BRIYHCIHTEILHAX MAllHH | 043 JaHHEIX U3 FOCYZAPCTB - WICHOB EBpasiiicKoro 9KOHOMHUYECKOTO €O03a, 3a
ucxmoyenneM Poceufickoit Penepany (anee - peecTp eBpasHiickoro mporpaMMHero obecedeHus);

oK) JUTS TONTBEPKIEHHA IIPOHCXOXKISHUA TIPOrPaMMHOTO 0fecieyeHus, yKa3agHoro B nosuuuy 146 npumoxenus Ne 1 x IToctarosienuio Ne 1875, n3
roCyapeTs - WieHOB EBpasuiickoro 9KOHOMIYECKOTO COI032, 3a HekmodeHHeM Poccutickoil Penepariuy, ¥ ero COOTBETCTBHSA JONOIHHTENBHEIM TPeOOBaHIAM
K IPOTPaMMHOMY OOECIEYeHHIO - NOPSIKOBBII HOMED PEeCTPOBON 3alECH H3 PEECTpa EBpasMiiCKOro NPOrPAMMHOIO OBecredenus, cozepxatnei
HH(OPMAIHIO 0 COOTBETCTBHE IIPOTPaMMHOTG 06eCTIeUeH s JOMOIHHTEILHEM TPeGOBAHUAM K IIPOIPAMMHOMY 00CCTICHEHHIO;

3) yKa3aHue B 3a4BKE HA yYacTHE B 3aKyIIKe HAUMEHOBAHWS CTPAHBI IIPOUCXOKICHHEA TOBAPA OCYIIECTRIIIETCH:

JULE TOATBEPHKASHHS HPOUCXOXKAEHHA TOBApoB U3 Poccuiickol Mefepanyn, He yKa3aHHBIX B Ho3HIHAX | - 146 npraoxenus Ne 1 k [ocranosnenuo
Ne 1875, mosunusx 1 - 433 npunoskerma Ne 2 k Tlocrarosaenmio Ne 1875;

UL MOATBEPXKICHHS IIPOMCXOIKICHUS TOBAPA K3 HHOCTPAHHOIO NOCYAapcTBa, 33 HCKIFOUCHHEM NPEXYyCMOTPEHHBIX HACTOSINHM TEYHKTOM CIIy4YaecB,
IpY KOTOPHIX NPeJyCMOTPEHB! HHBIC HH(OPMAalMsi M JOKYMEHTHI, IONTBEPIKIAIOIIHE IPOMCXOXKACHHE TOBApAa M3 TOCYHAPCTB - 4ieHOB Eppasmiickoro
3KOHOMHYECKOTO COIO3a. ‘

W) 1)1 TIOATBEPKACHIS IPOHCXOXK/IEHHS TOBAPOR, YKA3aHHbIX B HOIMIKIX 362 - 399 1 433 npumosxernd Ne 2 k ITocranosnennro Ne 1875 us rocynapcte
- uneHoB EBpasuiicKOro 5KOHOMHYECKOIO COMO3a, B ToM dHHcie u3 Poccuifckoit ®epepanum - cepTHOHKAT O OPOMCXOMKICHHH TOBApa, BHEUIAHHLIH
YIOIHOMOYEHHBIM OpraHoM (Oprasmsauuei) rocyfaperBa - wiena Empasuiickoro sxomoMmdeckoro cowsa no gopme, ycraHoneHHo# I[Ipasmiaamu
OTIpeNeNeH s CTPAHbI IIPOUCXOXKICHHN TOBAPOB, SBIMIOMMMHECH HeoTheMlleMoH HacTeio Cormnamenus o IIpaBmiax OMpeAeIeHHs CTPAHEL IPOHCXOMACHHL
ToBapos B CoapyxectBe Hesarucumerx I'ocynapers ot 20.11.2009 (nanee - [Ipasuia onpelencHus CTPaHB! IPOUCXOKACHHA TOBAPOB), H B COOTBETCTBUH C
KPUTEPHSIMY OMPENSIICHHUS CTPAHBI IPOUCXOMKIEHHS TOBAPOB, NpeAycMoTpeHHbIMH [TpasunamMu openeneHus CTPAHE! HPOHCXOXKACHUS TOBAPOB;

K) iNd NOATBEPKICHH IPOMCXOIKIEHHI TOBAPOB, YKA3aEHEIX B nosuuuy 433 mprtoxerns Ne 2 x Ioctanosnenuto Ne 1875 u3 rocyapcTs - WieHOB
Erpazuiickoro sKoHOMHYECKOTO COr03a - HHGOPMAIHA M3 €Rpa3HiiCKOT0 peecTpa HPOMELILICHHBIX TOBAPOB H JOKYMEHT, MIOTBEPH A0 IPOUCXOKISHHE
TAKUX TOBAPOB M3 TOCYIapPCTB -~ UIeHOB EBpa3suilckoro SJKOHOMHYECKOT0 COI03a, 3a HCKIIoueHHeM Poccuiickoll @enepany - cepTHUKAT 0 HPOUCXOIKICHIH
TOBApa, BEINAHHBIN YNOIHOMOYEHHRIM OpPraHoM {OpraHM3alueil) rocyaapersa - wieHa EBpasuiickoro 3KOHOMHYECKOTO COK3a Ho (OpMe, YCTAHOBIEHHOM

TlpaBunamMa onpeneneHEs CIPaHbl NPOUCXOMICHHS TOBAPOB, M B COOTBCTCTBHHM C KDHTEPHSIMM OIIPe/IeleHHS CTPaHBl IMPOHCXOMKIEHHA TOBAPOB,
npeaycMoTpeHHsIME [IpaBuaMu onpenesleHUs CTPAHE! IIPOHCXOKICHHI TOBAPOB;

JT) [ MOATBEPIKACHHS IIPOHCXOXKICHYA TOBAPOB, YKasaHHEIX B mosuuusax 400 - 432 npunoxenus Ne 2 k TTocranoenenuto Ne 1875 u3 rocynapcts -
uiesoB EBpasniickoro sKOHOMHHECKOTO CO03a, B TOM 4ucne u3 Pocenitcxoii Deneparmn, semsroTes HEGOPMALUS ¥ JOKYMEHTEL, B COBOKYITHOCTH:
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cepTHQHKAT O IPOMCXOKAEHUH TOBAPA, BRITAHHEIH YIIOIHOMOUSHHEIM OpraHoM (OpraHH3anuei ) rocyfapersa - dieHa EBpasiiicKoro 9KOHOMHYECKOTo
coroza o (opme, ycTaHoBIeHHON [Ipapunamu onpeeneHnd CTPaHs! TIPOHCXOXK/ICHUS TOBAPOB, H B COOTBEICTBHH ¢ KPHTCPHAMH OUPE/ENCHHS CTPAHbI
TIPOMCXOXACHYA TOBAPOB, IPEYCMOTPEHERIMHE [IpaBuilaMy otpeeeHHs] CTPaHbl IIPOUCKOXICHHSI TOBAPOB;

AKT 3KCIEPTH3bl TOProBo-IpOMbILIIeHHOH nanatel Poccuiickolt Deaepanuy WIH aHATOTHYHBLA JOKYMEHT, BRIIAHHbL YIIOTHOMOYEHHSIM OPraHOM
(oprammzanueit) rocynapersa - wieta EBpasHiCcKOro 3KOBOMHYECKOTO COM03a, COAepKAUE HHOOPMAIHIO O PACCYHTAHHOM! B COOTBETCTBHH ¢ HOMITYHKTOM
«B» TTyHKTa 2.4 TIpaBUi onpeNeIeRus CTPAHS! TPOUCX0XKICHHS TOBAPOR JOIe CTORMOCTH MCIONB3YEMBIX T POK3BOICTBA OHOM eJHHUIIB MEAMIHHCKOTO
H3JEVS HHOCTPAHHEIX MATEPHANOB (CHIPES) B 1IeHE KOHEUHOH IPOAYKIHMH, BENMIUHA KOTOPOH HE IPCBRIIAeT Mpe/ieNIbHEIe 3HAUCHHA COTIACHO IIPHIIOKEHUIO
Ne 4;

PEKBM3MTEL (JaTa B HOMEP) HOKYMEHTA, [IONTBEP)KIAIONIEr0 COOTBETCTBHE IPOM3BOACTBA MeAuIMECKRX Hanemull Tpebopanuam I'OCT ISO 13485-
2017 «MexrocygmapcTeeHnbii crapgapt. Hsnemus Mequnuackie. CHCTeMBI MEHEHKMENTA KadecTha. TpeGoBaHus /s LeneH peryIupoBaHHs».

3. Yemanosums, umo:

a) monokenus Iloctanosmenust Ne 1875, xacarompecs ToBapa POCCHHCKOTO MPOHCXONKACHHSA, HPHMEHAIOTCA TAKXKe B OTHOLICHHM TOBapa,
IPOHCXOAAIIET0 W3 TOCYJapeTBa - wieHa EBpasuiickoro 5KOHOMHYECKOTO COI03a;

0) ec 0OBEKT 3aKylKky (TPEAMET 3aKYIKH) BKIIOYAeT XOTA OBl OSMH TOBap, He yKasagpel B mpunoxerHd No 1 k Ilocramonmenmio Ne 1875 u
npunoxesun Ne 2 k [Tocrarosnenuio Ne 1875, B OTHOIISHNH 3asBKH, COAepKaTNeH pe/IOKEHHE O ITOCTABKE TOBAPOB TOJIBKO POCCHHCKOTO IPOHCKOXKICHHA,
IpEMeHseTcs npexycMotpentoe nynkroM 1 [ocranosnenua Ne 1875 mpedMyInecTso Ipy yCIOBUH, YTO!

‘ TIPH OCYIIECTEIICHHH 3aKyTIKH B COOTBETCTBIH ¢ DeiepansHEM 3akoHoM No 223-03 B 9ucie 3adBOK Ha YIACTHE B 3aKYIIKE, KOTOPHIE PACCMATPHBAIOTCS,
OLIEHHUBAIOTCA, COMOCTABIIOTCS, HMEETCH 3aiBKa Ha yJacTHe B 3aKyIKe, KOTOpasd HE OTKJIOHEHA M CONEPIKUT HPEJVIOKEHHE O MOCTAaBKE XOTA Obl ONHOTO
TOBapa, MPOMCXOIAINEr0 H3 HHOCTPAHHOTO FOCYAapCTBa;

B) €CJIH MHOE HE YCTAHOBICHO B COOTBETCTBHIHA ¢ DenepanbHeM 3aK0H0oM Ne 223-03 1 IPHHATHIMH B COOTBETCTBHY C HUME HOPMATHBHBLIMH IIPABOBLIMHE
axTamu, B ToM uncne [TocranosnerreM Ne 1875, nomyckaeTcs BKIIOUATH B OfHH 00BEKT 3aKyIKH (IPEIMET 3aKyIIKH) TOBAPEL, KAK YKA3aHHEIE B IIPHIIOKEHAH
Ne 1 x [Toctanosnenuto Ne 1875 u npunoxenun Ne 2 k [Tocranoenenuto Ne 1875, Tak o He yKa3aHHBIE B TAKHX IPHIIONKEHMAX, TIPH STOM:

K BKJIIOYEHHEIM B 00BEKT 3aKYIIKH TOBapaM, ykasaHHbeM B npuoxernu Ne 1 x Iloctanopnenmio Ne 1875, npumenstoTcs nonosxenus IlocTanosnens
Ne 1875, xacaroimmecs 3ampeTa, ykaszanuoro B myHkTe 1 [locranosnerus Ne 1873;

K BKITIOUEHHBIM B 0OBEKT 3aKyIIKH TOBApaM, YKasanusM B npuioxernn Ne 2 x ITocranoBnenuro Ne 1875, npumensgriorea moaokerus [locTanosierus
Ne 1875, kacarompecs OrpaHHueHus, ykazaaHoro B nynkte 1 [locranosnenms Ne 1875,

K BKITIOYEHHEIM B OOBEKT 3aKyHKH TOBApaM, He yKazaHHEIM B npuioxennn Ne | x IToctanosnennio Ne 1875 u nprnoxenuu Ne 2 x IloctaroBnenuo
Ne 1875, npumenstotes nonoxenus [loctanosnenus Ne 1875, kacaiomuecs IperMyInecTsa, ykasagaoro B mynkre 1 INocranosnenus No 1875;

IIPEeHMYLIECTBO, ykasauHoe B myHkre 1 [locranosnenus Ne 1875, mpemocraBnsercs pH YC/IOBHM, YKa3aHHOM B a03alle BTOPOM IIOMHYHKTA «0»
HACTOSILIETO MYHKTA, 3aj4BKE Ha yJacTHe B 3aKylKe, KOTOPas CONEPIKHUT IPEUIOKEHHe O TOCTaBKe TOBapa TONBKO POCCHACKOTO MPOHMCXOMKIACHHS, KaK B
OTHOIIEHMH BKIIOUEHHBIX B 00BEKT 3aKyIKHU (IIpeIMET 3aKYIIKH) TOBAPOB, He YKa3aHHGIX B npunoxkeHHH Ne 1 x [loctanosaenuro Ne 1875 u npunoxenud Ne

-2 x ITocranosnenmo Ne 1875, Tak M BKIFOYEHHBIX B 00BEKT 3aKYNKY (IIpeIMET 3aKYTKH) TOBAPOB, YKAa3aHHAIX B TAKUX MIPHITOKCHHIX.



11

T) IIPH OCYIIECTBICHHUH B COOTBETCTBHH ¢ DefepalbHbiM 3axoHOM Ne 223-D3 3aKynoK TOBapOB, YKa3zaHHBIX B mo3mumax 195, 197 - 199 u 203
npuwioxeHns Ne 2 x llocranoBrenuro Ne 1875, 3asqBka Ha ywacTHe B 3aKyIKe, B KOTOPOH CONEPIKHMTCS NPEIJIOKEHHE O IOCTABKE TOBapa POCCUBCKOIro
TIPOHCKOMKACHHA, ABMAIOMETOCH PAaJHONIEKTPOHHON NPOAYKIMEH, He IpH3HagHOH B COOTBETICTBHHE C IIocTaHoBIcHMeM llpaBurtenberBa Poccmiickoit
Oegepanun ot 17 mrong 2015 r. Ne 719 «O nozTeepieHUH IpOW3BOJACTBA POCCHHCKOM NMPOMEBIIUIEHEON TIPOAYKUHHY PaiHOSIEKTPOHHON NPONYKUHEH
IIEpBOTO YPOBHA, IPHpABHMBACTCH K 3ajdBKe HA YYacTHE B 3aKylKe, B KOTOPOH COACPIKUTCA NPENIOKEHHE O IOCTABKE TOBapa, TPOMCXONSIIEre H3
MHOCTPaHHOTO TOCYZIapCTRA, €CTH HA YYacTHe B Takol 3aKynke NOZaHA 3aiBKA Ha y4acTHe B 3aKylKe, IPH3HAHHAS IT0 PE3YNBTATaM €€ PacCMOTPEeHMs
COOTBETCTBYIOIEH YCTaHOBNEHHEIM B COOTBETCTBHH ¢ PenepanbunbiM 3akoHoM Ne 223-D3 cooTBETCTBEHHO TpeGOBAHEAM U COAEPKAAL NPENTIOKSHHE O
IIOCTaBKE TOBapa POCCHHCKOT0 MPOHCXOKACHHA, ABIAIONIErocsl PANHONIEKTPOHHOH Nponykuuel, NpH3HAEHOH B COOTBETCTBHH ¢ IOCTAHOBICHHUEM
I[Ipasurenncrpa Poccuitckolt ®epeparum ot 17 mions 2015 . Ne 719 «O HOATRep NEHAHW NPOM3BOACTBA POCCHUCKOM IIPOMBILIICHHON IPOIYKITHUY
paJIHOSJIeKTPOHHOH HpOI[yKIJ,IfIEI'I nepBoro YPOBHL

prwemuue Hoanymcm «» npumeyﬂemc;l marco:ce 8 omnowenuu npenapamoe BTOTIO‘JQHHblx e nepeueﬂb npu ocmecmsﬂeyuu 3arqznox nosm;uu 433 c)oeoeopbz c
eduﬁcmeennbw nocmaeu;uxom npu ocyu;ecmefzenuu xomopbtx 3am10!¢enbz no 3] 12 2025 3xmolmmeﬂbuo : :

y) B cnytiae ocymeCTBﬂeHHﬂ B COOTBETCTBHH C CDGIICPBJIBHLIM 32KOHOM NO 223 CD3 SaKYTIKPI yKasaHHBIX B [I0SHIHH 433 HpI/IJIO)I{E:HH}I N 2 K
ToctanoBteHuo Ne 1875 JeKapCTBEHHBIX IPENAapATOB, He BKIIOYEHHEIX B IIEPEHCHb CTPATETHYECKH 2HAYHMBIX JIEKAPCTBEHHBIX CPEICTB, IIPOM3BOACTBO
KOTOPBIX JOMDKHO OBITE obecieueHo Ha Tepputopuu Poccuitckoit depeparn, yTeepkaeHHb pacopsoxeruem [paparensersa Pocerifckolt ®enepanum oT
6 mona 2010 r. Ne 1141-p, B OTHOINEHHM 3adBKM, COAEpKallell NPETONKEHHE O MOCTABKE TaKHX JIEKapCTBEHHBIX TPEIIApaToR TONBKO POCCHICKOTO
IPOHCXONKIEHHS, OMAMO MpeAycMoTpenHoro myHkrom 1 ITocranoBnenus Ne 1875 orpaHHYeHMs, TAKKE MPUMEHACTCS MPEXYCMOTPERHOE TMYHKTOM 1
Toctamopnenns No 1875 npermymecTBo, NpH KOTOPOM AJIS IETH TAKOTO MPEUMYILECTBA 3a8BKa HA YHACTHE B 3aKYIIKe, B KOTOPOH COREPIKUTCS NPEHI0KEHHe
0 TTOCTaBKe TaKOTO JIeKapCTBEHHOTO Npenapara, HpOHCXOIAIEr0o U3 FOCYAAPCTB - WiICHOB EBpa3zuilckoro SKOHOMHYECKOTO COI03a, B TOM YHCIE M3 PocCHECKOH

Depepanyy, HO HE BCe CTAIHU IIPOH3BOJICTBA KOTOPOTO (B TOM HWHCJIE CHHTEZ MONEKYJIBl HeMCTBYIOUIEro BEIECTRA IIPH MPOM3BOJCTRBE (DapMalleBTHYSCKHX
cyOcTaRIMI) OCYMIECTBISIOTCS HA TEPPUTOPHAX IOCYAapcTB - WiIeHOB EBpasuiickoro SKOHOMHYECKOTO COK3a, NMPHPABHHBACTCS K 32BKE HA YYACTHE B
3aKyiKe, B KOTOpOH COMepKUTCA IpeIojKeHHE O [IOCTaBKE TOBApa, POHCXO/SIEr 0 H3 MHOCTPAHHOTO TOCYIAPCTRA, eClIH Ha YYacTHe B TAKOH 3aKyIIKe TOJaHa
3asBKa Ha yJacTHe B 3aKyIIKe, IPH3HaHHasL 110 PE3y/IbTaTaM €€ pacCMOTPEHHA COOTBETCTBYIOINEH YCTaHOBICHHEIM B COOTBETCTBHH ¢ DeAepanbHBIM 3aKOHOM
Ne 223-@3 cooTBeTCTBEHHO TPeOOBAHHM M COAEPIAINAd NPELTOKEHHE O IOCTABKE ACKApCTBCHHOIO Ipenapara, BCe CTAIHH IPOH3BOACTBA KOTOPOTo (B TOM
YHCsIe CHHTE3 MOJIEKYJIbI JEHCTBYIOIEr0 BEIECTBA IIPH IIPOU3BOACTBE (hapMAalleBTHIECKHX CyOCTaHIMi) OCYINECTRIMIOTCS Ha TEPPUTOPHAX TOCYAAPCTB -
WICHOB EBpaszmcrcoro SKOHOMHYECKOT'0 COK03a;

ocyu;ecmeﬂeuuu 3(1}'(_]”101{ aOEOBOPbl < GOUHCTHBEHHbII.M.HOC‘ﬂ'EGGWUKOM npu ocywecmeﬂeuu' Komopbzx 301{}1101161{121 C ] CEHm}Iﬁpﬂ 2—20 zoaa GIOTIO‘IQHHR

(1)) pu OCYIIECTBICHHM B COOTBETCTBHE © (I’ejlepa.]'IBHBlM sakoroM N 223-3 aalcym{n VKA3aBHBIX B IO3MmMH 433 npmzo;lceﬂm No 2 x
ITocranosneruio Ne 1875 jlekapCTBEHHEIX NPENAPATOB, BKIFOUCHHBIX B IIEPEUEHB CTPATErHUCCKH 3HAYMMBIX TEKAPCTBEHHEIX CPEJICTB, IPOHIBOJICTRO KOTOPHIX
IOIDKHO OBITE obecneueHo Ha Teppuropuu Poccutickoit Oeneparuu, yreepneHHEIH pacnopsxenneM [IpapaTenscrsa Poceritckoit @enepaupu ot 6 mroms
2010 r. N 1141-p, 3adBKa Ha yYacTHE B 3aKYIIKE, B KOTOPOH COAEPMMTCA IPEANMKEHME O TMOCTARKE TAKOTO IEKAPCTBEHHOTO Ipenapara, IIPOHCXOAIIEr0 13
TOCYIApCTB - WICHOB EBpasuiiCcKOTO 3KOHOMHMMECKOIO COO3a, B TOM 4HclHe M3 Poccuiickoil ®enepanyy, HO He BCE CTAIMH IPOM3BOLACTBA KOTOPOIO (B TOM
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YHCIe CHETE3 MOJMEKYNIBl ACACTBYIOMIErO BEWIECTBA [IPY MIPOH3BOACTBE (GapMaleBTHYECKuX CYOCTaHIMM) OCYIIECTBIMIOTCA Ha TEPPHTOPUIX FOCYIApCTB -
4reHOB EBpazHiicKOTO SKOHOMUUECKOIO COK0O3a, IPUPARHHBACTCS K 3aJBKE HA YJACTHE B 3aKYIIKe, B KOTOPOH CONEPIKHTCS MPEANONKEHHE O MOCTABKE TOBAPa,
HPOACXOAIIETC U3 HHOCTPAHHOTO FOCYAApCTRa, €CIIM Ha y9acTHe B TAKOM 3aKyilke [O[aHa 3asBKa Ha y4acTHe B 3aKyINKe, MPU3HAHHAL IO pe3yNbTaTaM €€
PACCMOTPEHHS COOTBETCTBYIONIEH YCTAHOBNEHHBIM B COOTBEICTBHH ¢ Denepaibibm 3akoHoM N 223-03 COOTBETCTBEHHO TpeGORaHHAM U COAEpKALIAL
IpENoKEHHE O TIOCTABKE JIeKapCTBEHEOr0 MPenapara, BCe CTaliy IPOM3BOJCTEA KOTOPOTO (B TOM YHCIE CHHTE3 MONEKY/Ib! NEHCTBYIOMETO BEIECTRA IIPH
IIPOH3BOMICTRE hapMALIEBTHYECKUX CYOCTAHINE) OCYIECTBILIIOTCS Ha TEPPUTOPHAX TOCYAAPCTB - WIEHOB EBpasuiickoro SKOHOMHYECKOro CoI03a;

X) TP OCYIIECTBJIEHHH B COOTBETCTBHH ¢ DeflepambHbM 3akoHOM Ne 223-D3 3aKyIKd MPOrpaMMHOr0 00€CHedeHus, YKa3aHHOrO B HO3MIuH 146

npunoxerus Ne 1 x [Toctanosnenuio Ne 1875, 3asiska Ha y3acTHe B 3aKYIIKe, B KOTOPOH COJIEPIKATCS TPETIOKEHHME IPOrPAMMHEOr0 00eCIIeYeHNMS, PeecTPOBasd
| 3aITHCH 0 KOTOPOM B PeecTpe pocckiCKOro IPOrpaMMHOT0 0GeCeYeH s HIlK PEecTpe eBPasHiCKOro POrpaMMHOTO obecnedeHns He CONePIKHT HEGOpMALHIO
0 COOTBETCTBHH IIPEIAraeMoro IPOrpaMMHOre ofecredeHrs JOIONHHTENLHEIM TpeOOBAHUAM K IPOTPaMMHOMY 0DecnedeHHIo, MPUPABHIBACTCS K 3asBKe
Ha YJaCTHE B 3aKYIIKE, B KOTOPOH COXEPIKUTCA IPSNIOKEHHE IPOrPAMMHEOT0 obecriedeH s, HPOHCXOMAIIErO U3 HHOCTPAHHOTO TOCYAApCTRa, €CIIM Ha yYacTve
B TAKOMH 3aKYIIKE TOAAHa 33s8BKa Ha YUACTHE B 3aKyIIKe, NPH3HAHHAA 10 Pe3y/IsTaTaM €€ PACCMOTPEHHUs. COOTBETCTBYIONICH YCTAHOBICHHBIM B COOTBETCTBHH
¢ @enepanbupM 3akoHOM Ne 223-D3 cooTBETCTBEHHO TPeGOBAHWAM H COAEPIKAIIAS HPESAIOKECHHE O IPOrPaMMHOM OOeCTIeTeH N, PEeCTPOBas 3aIHCh O
KOTOPOM B PEECTpe POCCUIICKOTO MpOTpaMMHOr0 o0eCHeucHHs MM PEeCTpe €Bpa3mMiCKOTO TMpOrpaMMHOTC ofecredeHus CONEPKUT HHPOPMALNIO O
COOTBETCTBHH IIPEJIAraeMOro IporpaMMHOro obeciieye s NONONHUTENBHEM TpeOoBaHHAM K MPOrPaMMHOMY 0O€CIIEUEHHIO.

5. OcobBerniocmu onpedenenusn H 000CHOBANNA HEHbL 002060DA, 3AKTIOHALMOZ0 C EOUHCMEEHHBIM ROCHIASWIUKOM (UCHONHUMENEM, noc)pﬂd!mxom),
Henst eOURUUB! mosapa, pabomol, ycayzu, obycnosnennvix nocmanognenuem Ilpasumenscmea PP om 23.12.2024 Ne 1875, ¢ coomeemcmeuu c
ITonoorceriuem o saxynxe (0anee — ITo3): '

5.1. TIpm oCymIECTBICHHY 3aKYIIKH ¥ IRHCTBEHHOTO TOCTaBINNKa (MIOAPSAMHKA, HCIONHUTEN) I/ ONpeeNeHrs U 000CHOBAHH LEHBI IOr0BOPa,
3AKITIOYAEMOr0 ¢ CIUHCTBEHHBIM IOCTaBIIMKOM (MCIONHHUTENEM, TOAPSNUHKOM), JHOO IEeHBl eIHHHIBI TOBapa, paboThl, yClyrd, 3aKasudK BHpaBe
ucrons30Bath Metoq 3011 (3amper, orpaHKyenye, IPEEMYIIECTBO). IIpH NpUMeHEHHE JaHHOTO MeTo/1a 3aKa3YHK C LENBIO IONYYCHHSA HOPMALK O LeHaX
1 0BOCHOBAHHA NEHHI JOTOBOPA, 3AKIOYAEMOTO C SAMHCTBEHHBIM HOCTABINMKOM (HMCIOIHHTENEM, OAPIOINKOM), THO0 HEHE! eAHHMILI TOBapa, paboTsy,
yCIyI'H OpUMEHSET IIyHKTHL 4,6 — 13 pasnena 3 rnagsl 11 [To3, ¢ yueroM cremyromux ocofennocrel, o0ycnosneuunx Ilocranosnenuem Ne 1875:

1) ToBap, IPOHCX O N3 FocyaapcTsa — wieHa Eppasniickoro 3KOHOMMYECKOTO COK3a IPHPABHABAETCS K TOBAPY POCCHACKOIO IPOHCKOKICHHS,

2) B cIyyae yCTAHOBJIEHHS 3amlpeTa 3aKylOK TOBApoB (B TOM YHCIE IIOCTABNAEMBIX IIPH BBITONHEHHH 3aKyHaeMbIX paboT, OKa3aHHH 3aKyNacMBIX
YCILyT), IPOMCXOAAIIHAX 13 HHOCTPAHHBIX I'OCYApPCTB, paboT, YCIYT, COOTBETCTBEHHO BEUIOIHIEMBIX, OKA3bIBACMBIX HHOCTPAHHBIMH JIHIAMH KOMMEpYeCKHe
NpeIIOKEHHS, COIEPMKAITAE IPEIIOKEHHE O TOCTABKE TOBAPA, IPOHCXOJALIETO H3 MUHOCTPAHHOTO I'OCYIapCTBa, Ha BRIOMTHEHHE paboThl, OKa3aHue YCIYTH C
HOAPSIYHKOM (MCIIOMHUTENEM ), SBIAIOIHEMCS MHOCTPAHHBIM JIHIOM IIPH PACCMOTPEHHH OTKIOHAIOTCS. '

3) B ¢IIyHae YCTAHORICHHS OTPAHMUEHHS 3aKyTIOK TOBAPOB (B TOM YHCIIE [IOCTABISEMBIX IPH BBITOIHEHMY 3aKYIaeMBIX padoT, OKa3aHHH 3aKyTaeMbIX
VCIYT), MPOKCXOAAIIKMX K3 WHOCTPAHHBIX TOCYZAPCTB, IPH PACCMOTPEHHM OTKIOHAIOTCA KOMMEPHYECKHe HPEITOKCHHS, COASpIKallpe MPelNIoKeHHe O
MOCTABKE TOBAPA, IPOMCXOMALICTO H3 HHOCTPAHHOTO TOCYAPCTBa, €CIIM TAIOKe HONAHbI KOMMEPYECKHE MPEUTOKEHHS, COOTBETCTBYIONIHE YCTAHOBICHHEIM

3axazgmEKoM TpeGOBaHMAM H COAEPIKALIHE B OTHOIISHHH TaKOTO TOBApA MPEANOKEHHE O MOCTABKE TOBAPA POCCHHCKOTO IPOHCXOIKACHUS.

4) B cIly9ac YCTAHOBICHHS IPEHMYIIIECTBA B OTHOIEHHH TOBAPOB POCCHACKOTO IPOHCXONIEHHS:
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a) IpH PACCMOTPEHMH, OTIEHKE, COMOCTABICHMH 3a4BOK (KOMMEpYECKHX IpeANoXeHHH) Ha ydacTHE B 3aKyIKe OCYLIECTBIASTICA CHIDKEHHE Ha
TISTHAAUATH ITPOLIEHTOB HEHOBOIO IIPEICKEHH, TIONAHHOTO YUACTHUKOM 3aKYIIKH, IIPEIaraloliuM X HOCTABKE TOBAP TONBKO POCCHHCKOTO IIPOHCXOXKICHHS;

6) B ciyuae 3aKIOYEHAS JOTOROPA ¢ YUACTHHKOM 3aKYHKH, YKA3aHHBEIM B IOIIYHKTE «a» HaCTOAWEIC IIyHKT4, HOTOBOp 3akirodaercs Oe3 ydera
CHIDKEHHA [EHOBOTO TIPEUIOKEHHS, OCYLIECTRIEHHOTO B COOTBETCTBHH C IOANYHKTOM «a» HAaCTOSIIEr0 HyBKTa.

5) B ciydae BKIKOUEHHA B OOHH NPSIMET 3aKyIIKH TOBAPOB, Kak ykasaHHBIX B npunoxenun Ne 1 kx ITocranoBnenuio Ne 1875 u npusnoxxennn Ne 2 x
Tocranobnenmoo Ne 1875, Tak M HE YKa3aHHBIX B TaKMX IPHIOKEHHSX, PAcCMOTPEHHE 3aiB0K (KOMMEPUECKMX TPEIIONKEHHI) OCYUIECTBIAETCS B
COOTBETCTBHHE C HOJMYHKTOM «a» H/HIH «0», YKA3aHHLIMH HIDKE:

a) eclTH IpeaMeT 3aKyNKH BKIIOYaeT X0Td Obl 0JuH TOBap, He yxasaHHEIH B npunoxennu Ne 1 x ITocrasopnenuro Ne 1875 u nmpunosxennn Ne 2 k
Tlocranosnenuro No 1875; B OTHOIIEGHHH 3a4BKM (KOMMEPUECKOTO IIPEJUIOIKEHHS), colepKalieil IpeIoykeHne 0 JOCTABKE TOBAPOR TONBKO POCCHHCKOTO
TIPOMCXOMIEHHA, IPHMeHseTes npeaycMoTperHoe myHkToM 1 ITocranornenns No 1875 npenmyinecTso npy yCIoOBHH, 9TO:

B HHCJIE 3a5BOK HA Y9aCTHE B 2aKyNKe (KOMMEPUECKHX IIPeATIoKeH ), KOTOPEIE PACCMAaTPHBAIOTCs, OLEHHUBAIOTCS, COMOCTABISIIOTCS, HMEETCS 3as5BKa
Ha yJacTHe B 3aKyTIKe {KOMMepUecKoe NpeaIokKeH e), KOTopast He OTKIIOHEHA H COIEPKUT IPEINIOKEHHE O IOCTABKeE XOTs OBl OIHOTO TOBAPA, IPOHCXOSIIETO
43 HHOCTPAHHOIO IOCYAApCTBa;

6) eciu TIpeIMeT 3aKyIIKH BKITFOYAET TOBApEI, Kak ykazaHHsle B npunoxeHm Ne 1 k ITocranopnennro Ne 1875 u mpunoskernm Ne 2 x HOCT&I—IOBJ}ZGHHIO
Ne 1875, Tak u He yKa3aHHEIE B TAKMX IIPHIICKEHUSX:

K BKIFOYEHHSIM B ODBEKT 3aKYIKH ToBapaM, YKalaHHEIM B nipunoxeHu# Ne 1 x [Toctanopneruto Ne 1875, npuMenstorces monoxenus TloctanoBieHus
Ne 1875, xacaronruecs 3ampera, ykazaggoro B nyakre 1 [ocranornenus Ne 1875;

K BKIKOYEHHBRIM B 00BEKT 3aKyIIKH TOBApaM, yKasaHHeIM B npunoxkenun Ne 2 x IToctanopnenuio No 1875, npumensmorces nomoxenus IlocTanoBneHns
No 1875, xacarommecs orpasuyeHI, ykasaHHoro B nyHkTe 1 IloctaHosnenus Ne 1875;

K BKJIIOYCHHEBIM B 0OBEKT 3aKYIIKH ToBapaM, He yKa3aHHBIM B IpunoxkeHHH Ne 1 x [ToctaHornenuio Ne 1875 u npunoxerun No 2 x [TocTaHoBnesHIO
No 1875, npuMmensiores nonoxenus [ocranosnenust Ne 1875, kacaromuumecs npeuMymecTsa, ykasanHoro B nyHxrte | locranosienns Ne 1875;

NpeuMyIiecTBO, YKazaHHoe B nyHkTe 1 llocranoBmenus Ne 1875, mpemocraBnsercs NpH YCJIOBHH, YKa3aHHOM B ab3alle BTOPOM MOIIIYHKTA «ay
HACTOMAIIErO IIYHKTA, 3ajdBKe Ha y4acTHe B 3aKylke (KOMMEPUECKOMY HPEIOKESHHIO), KOTOpas CONEPKHT IPENIOKeHHE O IIOCTABKE TOBApa TOIEKO
POCCHHMCKOTO IIPOHCXONICHHS, KAK B OTHOIIEHHH BKIIOYEHHBIX B IPeIMET 3aKyIIKH TOBAPOB, He YKA3aHHLIX B IprIoxkernH Ne 1 x Ioctanosnenno Ne 1875
u npunoxeHHH Ne 2  [Toctanosnenuro Ne 1875, Tak B BRIFOYEHHBIX B IIPEIMET 3aKyIIKH TOBAPOB, YKA3aHHEIX B TAKHX IIPHIOKCHHIK.

6) OneHxa ¥ pacCMOTPEeHHte 3a9BOK (KOMMEPUYECKHX NP0 i) Taloke OCYIIECTRISeTes ¢ yaeroM nyHkTa 4 [Tocranosnenus Ne 1875.

7) M{udopmMarus 1 ZOKYMEHTS!, ITOATBEPMIAIONIHIE CTPaHy IPOHCXOXKICHHA TOBapa, paccMaTpuBaloTes B coorBercreuH ¢ [foctanornernem Ne 1875,



