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Oppphots e OHF

3anpoe 0 HPeICCTABICHAN KOMMEDICCKAX NPeIoKeHIH

OTAHY «OHLIAPUIL mv. ML.IL UyMaxosa PA» (MECTHTYT HOTMOMEEIHTA) IIEHEDYET TPOBSTSHAS SAKYIKH Habopos pearentos (Hanee — ToBap)
B cootsercreu ¢ (PegepansHEM 3aKoHoM oT 18.07.2011 Ne 223-03 «O 3akyrxax TOBapoB, paboT, yCIIyr OTHEIBHEIMH BEIAMH IOPHMHECKHX JIHID U
TlonoxenueM 0 3aKyIke DeNepaibHOIO TOCYFAPCTBEHHOIO ABTOHOMHOTO HAYIHOTO YIPEKICHHMA «DemepanbHEBI HayuHBH LEHTP HCCIEAOBAHAN H
paspaGoTKE HMMYHOGHONOTHIeCKHX mpenapaTos uM. MLIL Hymaxora PAH» (MBCTATYT NOIHOMMENHTA), YTBEpIC/IeHEOre HabmonaTelbHbM COBETOM
TTporokonom ot 08.06.2021 Ne 01, ¢ H3MEHCHMAMH, YTBEPHACHEBIMU [poroxonom ot 03.08.2021 Ne 2, Ilporokomom ot 27.05.2022 Ne 8, Ilporoxonon oT
16.09.2022 Ne 10, TIpotoxonom ot 30.03.2023 Ne 2, TIpotoxonom or 27.06.2024 Ne 4, Tiporoxononm ot 18.09.2024 Ne 5, IIpotokonom ot 20.12.2024 Ne 6,
Tporoxonom ot 28.03.2025 Ne 2, [poroxonoM ot 26.06.2025 Ne 3 (namnee — [loxoxenye 0 3aKyme).

IpenmonaraeMpie CPOKH HPOBENEHAN 3AKY KN HIOHB-HIOIb 2026 rona.



TpockM TIPENOCTZBATE HHDOPMAIHI0 O CTOHMOCTA ToBapa/BBIIONHEHIH Pabot/okasapuu Yenyr (B TOM UECIE TOBApOB, IOCTABIIEMbIX IPH
BLITIOJHEHAH 2aKyHacMbIx PaBoT/okasanuy 3aKynaeMsix YolyT) YKasanHoro/yxasaHHerx B Tabmmme Ne L.

Tatauya Ne |
Hanvenonamnme
Togapa/Pador/Veayr
(B TOM UHCIE Ipenocrasienne
No TOBAPOB, Onucanne, xapakrepacrakn ToBapa/Padot/Yeayr (B rom Ex Koo HANHOHAILHOYO
i /' MOCTABNAEMBIX NPH YHelle TOBAPOB, MOCTABIAEMBIX P BHINOJIHCHAN IBM. 2O Kox OKIIA2 | pexuma (yeTanopacaue
) . o
BEITOJHCHMA 3aKynaeMbIx PadoT/oxazannn 3aKynaeMuIx Y ciyr) 3anpera/orpanmyeHuii/
3aKYIAEMBIX npeuaMymecTn)!
Padot/oxaszanun
3aKynaeMpix Yeuyr)
HaGop peareHTOR, NpejHASHAUCHHENA [ KAYECTBEHHOTO W/HIM
KOJMYECTREHHOro  onpefefienwa  wurepiedikuua 10 (KJI-10)
(interleukin-10 (IL-10)) B wikHMdeckoM ofpasle MeTONOM
VCTaHOBIIEHO OrpaHHYSHHe
mvMyrodhepmenTHOTO ananusa (UDA).
o . Ha OCHOBAHHUH ITYHKTA 1
Unrepretixun 10 UBJI, | Konuuecteo onpenenenuit: ne MeHee 96.
» Tocranosnenus Ne 1875
1 uMMyHOGEpMeHTHER | MHHUMANBHAS JOCTOBEPHO ONpenenseMat HabopOM KOHICHTPATIHS HaBop 4 21.20.23.111
i (myrxcr 369 npunoKkerza
aans (MDA) amanura: He Gonee 1 /Mt
Ne 2 x [Tocrarosnenmo Ne
CymmapHoe Bpemst unKyGaruu: He Gomee 235 MuH. 1875)
Q6nem ncenemyemore obpasma: we Somee 0,1 M.
TotoBelii  onHOKOMIOHewTHEIHE pacteop TMB, He momked
HY»KIOATbCH B PasBeICHHMM.
Habop pearcHTos, NpefHAsHAYCHHEIA /A KAYECTBEHHOrO H/HIM
Warepneiicui 4 VBJ, | XOMMUECTBEHHOTO — OTIPENENeHMA  MHTOPJISHKHHA 4 (WI-4) VeranoBiieHo OrpaHaaeHIe
2: avmynodepmentreit | (interleukin-4  (L-4)) B fummedeckoM ofpasie  MeTOLOM Habop 4 21.20.23.111 HA OCHOBAHMYM IYHKTA |
ananms (MDA) uvmyHobepmerTHOTO aHamrsa (UDA). Tlocranosaerus No 1875
KomagecTso onpeIeneHuii: He Menee 96.

1 HanpoHansHeI PeXHM MPEIOCTARIIETCA B COOTBETCTRIM co cTaThel 3.1-4 DenepalbHOro 3aKoHa 0T 18.07.2011 Ne 223-03 «O saxymkax TOBApOB, paGoT, YOIy OTAeNEHbIMI BAIAMEA
OpEHE eCKETX THID) (aTee — Denepanbrerii sakor Ne 223-03) i nocTaHoBserkeM [IpapuTesCTE2 Pd o1 23.12.2024 Ne 1875 «O Mepax 0 IpeIOCTABNESHHUIO HALMOHATBEHOTO PENUMA DU
OCYIIECTBIIGHHH 3aKyTIOK TOBAPOE, PafoT, YCIyT Jts 00ecnedeHys! [OCYJaAPCTBEHEBIX | MyHIIHIANEHBIX Hy}CI, 38Ky TIOK TOBapOB, Ppabor, yCIyr OTAENBHBIMH BUEAMU 0D HIMICCKUX JIHL
(panee — Ioctanosierne Ne 1875).



MHUEEMAIEHAS AOCTOBEPHO ONpeAeiteMas HabopoM KOHUEHTPALLH
aHanura: He Gonee 1,3 mr/mi.

Cymmaprroe Bpems HHKyGaLuu: He onee 235 MUH.

O6neM uecnenyemoro o6pasi@: ne donee 0,1 mn.

(IyHKT 369 IpAnoxKeHpst
Ne 2 k MocTanoeneHHO Ne
1875)

MHOKeCTBEHHBIE
UHTepIeHKHHBI MHTEepIe
HKHHOBBIE PENENITOPEL

HaGop peareHToB, NMpe/HA3HAUCHHBIH JUTA KAYECTBEHHOrO W/HIM
KOJIHMYECTBCHHOIO OTIpeEeITCHEHSL OJHOIO Wi MHOXKECTBA.
HETEPNSHKHHOR (interleukins) b2ron) 74 UHTePIeHIHHOBBIX.
penentopor (interleukin receptors) B KITHHHYECKOM ofpazre ¢
HCTIONB30BAHASM METOIa HMMyHObepMenTHOTo aHamuza (UDA).
HasHasesue: I ONpenesedns KOHNEHTPALHE HHTepreikuHa-6.

VeraHOBIEHO OrpaHHYeHue
Ha OCHORAHMHM IMyHKTa 1
THocranoenerma Ne 1875

KoAHIecTBO OIPEAENCHHEL: Ke MeHee 96. Habop 21.20.23.111
HBI, e (rryHKT 369 IpUIOKEHMA
o JIOCTOBEPHO onpegentemas HabopoM KOHIEHTPALHS
MMMYHOhEPMEHTHBIH R Ne 2 k IoctarosneHmo Ne
atamas (MDA) amanura; He fonee | or/m. 1875)
CymmapHoe BpeMs HHKYGawmur: #e domee 190 mu.
O6Bem ncenemyemoro abpasia: ke Gomee 0,1 M.
Coroepii  ogmoxommonenTHeii  pactBop TMbB, wWe nospken
HYCIATBCS B PA3BEJISHHE - COOTBETCTEHE.
Ha6op peareHTOB, NpeJHA3HAUSHHBIA JUII KATECTBEHROTO w/
KONMYECTBEHAOTO ONpeAeNeHI (akTopa pocTa SHAOTIHS COCY/IOB Y OTAHOBIICHO OFDAHHHIEHHS
(axTop pocTa (vascular endothelial growth factor (VEGF)) B wimmHideckoM pacHonali p e 1
COCYIHCTOTO IHAOTEN A | 06pasiie MeToJoM UMYyHHODEPMEHTHOTO aHANH3A (UDA). Hoc?TaH‘Z)B:]eP:;ﬂ)Ne 1 37 5
WBI, wabop, KomudaecTso onpeiencHuil: He Medee 96 mr. Habop 21.20.23.111 (B350, T ;KEHI/U[
mamysogepMenTHeE | MUHHMANBHAL JOCTOBEPHO ONpezesemas HaGopoM KOHUCHTPAIMA N:g « HOCTaHI;B.leHPHO o
anamms (HDA) anaymTa: He Gonee 10 mr/mir ' " 1875) "
CymmapHoe Bpemst HHKyDauuu: ne Gonee 240 MuH
O6seM Hecneayemoro obpasia: ue Goree 0,1 mMa
HaGop peareHTos, IpelHAsHAMGHHBIE Ul KATeCTBEHHOIO H/HI
KOTHYECTBEHHOrO ONpeieNeH s (JakTopa HeKposa oyxosek-anbda
Barop HeKpO3A winu Qaxropa Hekposa omyxoneii-Gera (tumour necrosis factor- T o
P HCKP alpha wums tumour necrosis factor-beta, TNF-alpha w/umma TNF- e
omyxonei- Ha OCHOBAHHH IMyHKTa 1
beta) B WIMHHYeckoM ~ 06Gpasme  C HCIIONB30BAHMEM
annda/paxrop HEKpO3A ITocraxosnenus Ne 1875
o uMMyHOGEpMEHTHOTO aHAIN3A. Habop 21.20.23.111
omyxoneii-6era KB/, (yHKT 369 IpHIoKEHHs
* | Hasuauenvie: s ONpeleNieHAs KOHIGHTpauMH (akropa Hekposa
AMMYHOepMeHTHEIH SRR R Ne 2 k HocraropieHwe N
asams (ADA) X ' 1875)

KommuecTro onpeneneruii: He Meree 96.
MEHUEMATEHAS IOCTOBEPHO onpeeniemas HabopoM KOHLEHTPallHs
aHamTa: He Gonee 2,3 /M.




CymMMapHOE EpeMs HHKyDaree: He fonee 235 MHH.
O6BeM Hecexyemoro obpasua: He 6onee 0,1 Mi.

Habop peareHTOB, NpeAHasHAYSHHBIA U1 KOJMUYCCTBEHHOTO
ONpeNeNeHHs ONHOMO MM MHOXSCTBA  THIOB unrepdepoHa

(interferon) B KIIHHHTECKOM obpasLe MEeTOAOM
VCTaHOBIEHO OrpaHUHEHHS
mamyrodepmeHTHoro anamuza (MOA).
) HA OCHOBAHUH IYHKTA 1
Unrepdepon UB, Haspauenwe: [oI9  OOpGJCieHMA  KOMUGHTpauMH  anbda-
L IMocranoeenus No 1875
AMMYHO(PEpPMEHTHEIH | HETepdepona. uabop 5 21.20.23.111
o (IyBKT 369 TpHIOXKEHHT
ananus (MDA) KonmuuecTro onpezenenuit: He Menee 96.
Na 2 x [Toctanopnen o Ne
MUHEMANILHAS OCTOREPHO OlpeienseMas HabopOM KOHUHTPAIHsL 1875)
aHanHTa: He Botee 5 /M.
CymmapHOe Bpema HHKybausm: He 6osee 205 MuH.
OfbeM reenenyemMoro obpazia: we Gonee 0,1 ML
Hafop pearcHToB, NpeNHASHAUMSHHSIH AMA KAECTBEHHOro W/wig
KOPYECTESHHOrO ONpeene IS cOLEX aHTHTEN K 060101Ke BUpyca
rematura B (Hepatitis B) B wmmHirdeckom o0paspe MeTOZOM
uvMMyHOodepmenTroro adanmsa (MDA). VeTaHOBIEHO OrpaHMHeHIe
Bupyc renatura B . N
Haznaserde: [I1 PyYHOH TOCTAHOBKH aHanusa W/ paGoTH Ha Ha OCHOBAHMM IIyHKTa 1
obIue AHTHTeNA K
AHANH3ATOPAX OTKPHITOrO THIA. IocTanornenus N 1875
obonouxe UBJL, Habop, oy Habop 5 21.20.23.111
| Konmuectso onpenenexuii: He Meree 96. (TIyBKT 369 NpHIcHKEHUS
AMMyHO() epMEHTHBIA i
MUHMMABHASL JOCTOBEPHO OIpelernieMan Hab0pOM KOHIEHTpalus Ne 2 k [MocrasoBIeHMO No
ananns (MDA)
anaymura: Be Gonee 2 MME/MIL 1875)
MaKCHMAIbHAS KOHLIEHTpaIs KanubposoHnoro obpasiia: He MCHee
1000 MME/miL.
061eM uccienyemoro obpasna: He Gonee 0,1 miL.
Habop peareHTOB, MPEJHASHAMESHHEIH [ULT KAYECTBCHHOIO WM
KONMMECTBEHHOTO ONPSASICHH AHTHTEN KIacca HMMYHOTHOOyITiH
Bupyc xnemesoro : oo
smethamTa anTATeN G (IgQ) x Bupycy Kremesoro unedanura (tick-borne encephalitis YeTaHOBIEHO OrpanHHieHune
aced (TBE)) B wiuHudeckoM obpasie METOIOM HMMYHO(EPMEHTHOIO Ha OCHOBAHWH ITyHKTa 1
ananmza (HDA). Hocranosnexus Ne 1875
avmysornobynud G .. Habop 11 21.20.23.111
(leG) VIBI. Komuauectso onperenenui: He Menee 96. (mynKr 369 HPHTOIKEHAL
Ir[MMyH%) obepMeH:erﬁ O6beM KoHEIOraTa: He Meree 12 MiL. Ne 2 k Tloctanosxenmo Ne
O6neM TMEB: He Meree 12 ML 1875
ananus (MDA} B75)

Ob6BeM rOTOBOIO MPOMEIECYHONO PACTBOPA IIOCHE [TPHUTOTOBICHHA
U3 KOHIenTpaTa: He MeHee 0,7 1.




KosauecTro Kb paTopos: He MeHee 3 IIT.

KanuOpaTopel [OTOBHIS, HEe NOKHBI HYXKIATECH B PA3BeNCHHH.
MaKcHMATbHAS KOHUGHTPAIHS KauGposouroro obpasna: He MEHee
200 Ex/mut.

O6heM BHEOSHHS CTON-PeareHTa B OHy AyHky mianmera: 0,1 vt
[oToBBIE ONHOKOMIIOHCHTHBIE pacTBOpbl Komptorata u TMb, ne
JIOJOKEH HYXKIATHCS B Pa3BOICHUH.

MaKCHMANEHO ZOMYCTMMOE BpeMs XpaHeHHa OBpasioB NpH
Temmeparype B Auarasone 2°C - 8°C xo NpoBeISHIT HCCTONOBAHIA:
He MeHee 5 CyT.

Jlomycexaerca wukyGamust ¢ TMB npa Temreparype B IHAl@soHe
18°C - 25°C — cOOTBETCTBHE.

Bapyc Kiemesoro
sHUedanuTa aHTHTeNa

Haop peareHToB TIpeIHA3HAUEH JNA KAUECTBEHHOrO W/
KOJMMECTBEHHOrO OIpS/IENEHH s AHTHTEN KIACCA MMMYHORIIOGYIHH
M (IgM) & supycy Kremesoro suiedaruTa (fick-borne encephalitis
(TBE)) & xnuaudeckoM obpashe METONOM HMMYHO(DepMEHTHOrO
apamusza (HDA).

KonHUecTrO ONpeecHiii: He MEHEEe 96.

O6beM KOHEBIOraTa; He MeHee 12 ML

O6wsem TMbB: He Menee 12 ML

VeTaHORISHO OrpaHiYeHIE
Ha OCHOBAHUM XTyHKTa 1

Kracca
Q6BeM roTOBOro TPOMBIBOYHOTO PACTEOPA TIOCHE MPHIOTOBICHHSL Tocranosnerns Ne 1875
9 aMMyHOIo0yIHH M X Habop 11 21.20.23.111
{IsM) FIBJT U3 KOHpenTpara: He MeHee 0,7 Ji. (ryHKT 369 IPUIOKCHUA
& > | Toromm# opmoxommonenTHsit pacrsop TMb, He pomked Ne 2 k ITocrasosneHmo No
UMMYHODEPMEHTHBIN
HY»C/IATECH B Pa3BeICHA. 1875)
apannz (JIDA)
OGbeM BHEceHws CTOT-peareHTa B oy JyHky mrarmrera: 0,1 ML
MAKCHMANLHO AOMYCTUMOEe BpeMsi XpaHeHHs o0pasLoB IipH
Temmeparype B gruanazone 2°C - $°C 10 pOBEICHI HOCTIC0BAHHIL
HE MEHES 5 CyT.
Tomyckaercs uakyGamua ¢ TMB npu Temreparype B anasoHe
18°C - 25°C — COOTBETCTBHE.
Habop peareHTOR, MpeiHA3HAMEHHBIA Ul KaMeCTBEHHOTO W/uii
B VeranoBieHO orpadHiedye
UpYC KIRIIEBOro KOJIMUECTBEHHOIO OIpPEHCNEHIs AHTMIeHOB BHPYCa KICIIEEOro
: i H4 OCHOBAHMH MyHKTa 1
SHIeQANHTa AHTHICHEL | SHUedarnTa (tick-borne encephalitis (TBE)) B wmHHageckoM
TlocTanosnenus Ne 1875
10 UBJ, ofpasrie MeToNIoM EMMyHOdepMeHTHOTO ananusa (MPA). Habop 7 21.20.23.111 PP S————
ummyBobepmentabi | Hasmaderue: i1 aHATHIATOPOB OTKPHITOrO TAMA B pyuHoii 4 PO
Na 2 k Tloctasosnerrzo Ne
apanus (MDA) [OCTAHOBKH.

Konmuuectso onpepescHui: He Mexee 96.

1875)




O6BeM Hccnetyemoro obpasua: He onee 0,1 vt

Habop pearentoB, mNpe[HA3HAYCHHBIH UM  KOJIMYECTBEHHOTO
OnpeleNner s OfFOr0 HMIM MHOXeCTRA THNOB HHTepdepona

(interferom) B KIIUHAYECKOM obpastie METOXOM
mvMyHodepmentHoro anamza (MDA).
HazHauespe: AN OUPSJCNCHMS  KOHUEHTpauuy — ramMma-

VcTaHoBNieHO OTPAHHHMEHHS
HA OCHOBaHMK ITYHKTA |

Harepdepon B upTepdepoHa.
pibep H’v peep . Nocranosnenns Ne 1875
11 ummyHo(epmermibi | Konmuuecrso onpefenemuii: He MeHee 96. Habop 21.20.23.111
(mynKT 369 npunoieHHA
anamms (MDA) MUHHMaIbHAS JOCTOBEPHO onpejensemas HabopOM KOHIeHTpalysi
Ne 2 k TlocranoBneruro Ne
aHanuTa: He Gosee 2 Tr/MIL 1875)
Cymmaproe BpeMa HHKyGalnu: ne Oonee 235 MUH.
O6sem nocenyemoro obpasia: He bonee 0,1 ML
ToToBsii  omEOKOMIOHeHTHBH —pactsop TMB, me pomken
HYKA2THCH B PA3BEIEHIH.
Habop peareHTOR, MpefHAZHAUCHHBIA [ULT KAYECTBEHHOIO M/MIH
KONHMECTROHHOIO OTPEENeH s aHTHTEN KIACCA MMMYHOTIIO0YIAH
G (IgG) & Garrepma Borrelia burgdorferi B kiumideckom obpasue
MeTonoM  wvmMyeodepmenTHoro ananmsa  (MOA).  Amnamus
; paspaGoTan s ompegencHua Huexnuu Borrelia burgdorferi,
Borrelia burgdorferi Gaxrepu, cBazaHHOM ¢ Gonesrpio Jlafima Y CTaHOBIIGHO OTpaHdYCHHS
AHTHTENA KIacca KomstecTBo onpeaencyuii: He Meree 96. Ha OCHOBAHHM IyHKTA 1
pMMyHOrToGyIHe G MakCHMATEHOS KOIHYECTBO onpeneneruii Gos yuéTa KOHTPONeH: He Tlocranoesnenus No 1875
12 Habop 21.20.23.111
(IgG) UBJI, Meree 93 (myrxr 369 npHTOKeHU
mvvyHodopvenTayii | CyMmaproe Bpems HikyGaupm: He Gonee 120 MuH. Ne 2 k [Tocranosmenmio Ne
anamms (UDA) OBBeM BHECEHHs! CTOI-PeareuTa B oaHy JiyHKy mnanuwera: 0,1 v 1875)
MaKCHMATBHO [OMYCTHMOE BPEMs XpapeHus oO0pasLoB IpH
Temneparype B qyanasone 2°C - 8°C 10 POBeISHHA MCCIENOBAHI:
HE MEHee 5 CyT.
Jonyckaercs uekyGanps ¢ TMB npu Temneparype B JHanasoHe
18°C - 25°C— COOTBETCTBUE.
MuosecTBerEbie Bupl | HaBop peareHToR, IpPeiHAa3HAYEHHBIH UL KAYECTBCHHOTO w/unn
: VCTaHOBIEHO OrpaHHHEHHE
Borrelia anmatena KONTFMECTBEHHOr0 ONpEeNeHHs auTHIen HMMyHoTTo0ynus M
13 5 . Habop 21.20.23.111 Ha OCHOBaHHH IyHKTa 1
ummyrormoGymma M | (IgM) k muoxectsy BumoB Gakrepuid Borrelia B KIMHHUECKOM
TocrasoBnenns Ne 1875
(igM) MIBJL, ofpasue MeToJOM HMMYHO(EPMEHTHOIO aHANH3A (H®DA). Habop




pMMYHO(EPMEHTHEIH
ananus (D A)

TPHMEHACTCS U1 BELABJICHIA HHLKIMH, BE3RBACMBIX OaKTEPHAMI
Borrelia, casamupx ¢ GonesHero Jlativa, KOTOpEIe MOTYT BKITIOTATE
B. afzelii, B. burgdorferi w/mmu B. garinii.

KommaecTso onpeeneHyii: He MeHee 96.

MaKCHMATBHOE KOMMMECTBO ONpeelcHHH fe3 yaéTa ROHTpOeH: He
menee 93.

Cymmaproe BpeMs uekyOanuu: He 6onee 120 mum.

O6BeM BHECeHIs CTON-pearenTa B OfHy JyHKy nnanmera: 0,1 M.
MEKCHMATLHO AONYCTHMOE BpeMs XpaHerwst OGpasloB Ipu
TeMneparype B fraanazore 2°C - 8°C no npoBeneHns HCCIIeN0Ba s
HE MEHEE 5 CYT.

Tlonyckaerca wakybamus ¢ TMB npe TeMmeparype B JHana3oHe
18°C - 25°C— cOOTBETCTBHE,

(myHKT 369 HpHIoKEHUA
Ne 2 k IocTasosneruo Ne
1875)

Clostridium tetani
ANTHTENA KITacca

TlpemHasHAveHHBIH UL HCIONB3OBAHHI COBMECTHO © HCXOIHBIM
wagenuen mis UBJ] Ans BRIONHEHs 0cO00H QYHKIEN B AHAIM3E,
KOTOpBIH HCIIOJNE3YETCS s KAYECTBEHHOrO W/
KOJIMUYECTBEHHOrD OTPEefeHHs. AHTHTEN Kiacca HMMYHOTIO0YMH
G (IgG) x 6akreprm Clostridinm tetani B wrHEMTECKOM 06pasLe.
Hasmauenwe: [UTA AHATH3ATOPOE OTKPHITOrO THMA W PyUHOH
KonudecTso onpenecHiii: He Menee 96.

VCTaHORNEHO OTpaHHYeHiIe
Ha OCHOBaHAM IyHKTA 1
Tocranosaersst Ne 1875

14 Cymmaproe BpeMsl HHKyaupm: e 6onee 105 mun Habop 21.20.23.111
aMmMyHOorTo0yIns G M (myskr 369 npUNOKEHH
HAMAITHHAs TOCTOBEPHO ONpeeiieMas HabopoM KOHNEHTPALHS
(Ig) B/, pearent _ Ne 2 k [Toctanosnenmo Ne
apanuTa: He 6onee 0,008 ME/v. 1875
O6weM recnexyemore obpazua: He Goxee 0,01 Mt )
MaxcHManpHas KOHIERTPAHS KAIHGPOROUHOr0 06pasia: He MEHee
5 ME/mt.
Jlonyckaercs uakybampa ¢ TMB npu TeMpepatype B JHANA30HE
18°C - 25°C — cOOTBETCTBHE.
IpenuassHadeHHblit Ul KAYCCTBEHHOIO ONMPENCIGHMA  CTaTyca
MyTallMd TOMONOTa OHKOTeHa V-Ki-ras BHpYca CapKOMEL KPBIC R ——
Kupcrena (v-ki-ras2 kirsten rat sarcoma viral oncogene homolog) HA OCHOBAMHI TIYEcra |
Myrauzs rena KRAS | gpAS wiumo .
e HKH ITAHAHYECKOTO 00pas!ia 1Py MOHUTOPHHI'E HIH
15 VIBJT, anaums RastaTIp 3 HaGop 20.59.52,105 | LocTauoniemi Ne 1875

HYKJISHHOBBIX KHUCITOT

NPOrHO3HPOBAHHY OTEETA Ha NevyeHHe HHruGHTOpaMu penenropa
smpepmansroro (axropa pocra (EGFR) ma ocHoBe onpezenerks
craryca myTatmy KRAS B onyxosneso#l TKaHu, METONOM @HAM3A
HYIICHHOBELX KUCIIOT.

(ryHKT 369 npUroKeHHA
Ne 2 k [HocTanosmenuio No
1875)




KOJIHYecTBO BEITIONHAEMEIX TSCTOB: He MeHee 48 mT.

Merox; Habop peareHTOB UL BBLBICHHS COMATHYSCKMX My Al
B 12 1 13 xononax rena KRAS genoreka METOIOM MOJAMEPasHoOR
IEMHOH PeakiiH B PEKHME PEATBHOTO BPOMEHH.

HccrnexyeMprit OHOTOTHISCKIH Marepua: o6Gpasisl
(UKCHPORAKHOH B (QOPMAIMHE M 3AKTOMEHHOH B Napa(HHOBEIH
670K TKand {napaUHOBEIe CPE3bl) — COOTBETCIBHE.

OcHOBHDIE YCIOBUS HCIIOJHSHNS! TOTOBOPa:

IHocmaska Toeapa sicuouaem 6 cebs:

— IpHOOpeTCHEe/ M3TOTOBNCHEE ToBapa;

~ Tapy, ynakoeky Tosapa;

— poctaeky (meperosky) Tosapa o cknaja 3aKasuuKa;

— HOrpY30MHO-PA3TPY30UHEIE PabOTEL

— HCHOJHEHME TAPAHTHAHBIX 00S3ATEIHCTB.

Ilocranika (mepesoska) Tosapa B aapec TOCTABKA ToBapa, MOTPY309HO-PA3IPY30HHEIC paboThL, 0CYIIECTBIIOTCS CRUTaMH | cpezicTsamH loctaBnmxa.

Topap A0IDKeH GBITH HOBBIM, PAHCE HE ACTOTH30BAHEBIM, HE BOCCTAHOBICHHEIM, ¥ KOTOPOTO HE GBI OCYIMECTBIICHA 3aMEHA COCTABHBIX JACTEH, He
GBIIM BOCCTAHOBICHB! MOTPEGHTENLCKAE cBoHeTRa, ToBap He JOIDKCH HMETh MEXaHAHECKHX TIOBpeXIeHdil H JOJDKEH COOTBETCTBOBATH IPHHSATEHIM B
Poceniickoii ecparpn TeXHHIECKIM CTaHAAPTaM, BOPMaM H fIpaBHIaM. :

Adpec noemasxu Tosapa: nocénox Mucraryra LiommoMuenra, oM 8, kopiryc 1, BE.Tep.I. MyHHIENANBHE 0XpyT OAIMMOHKOBCKHIA, TOPOT, Mocksa,
108819, ®LAHY «®HITAPUIL mv. MLIL Yymaxosa PAH» (Muctutyr [OIMOMUEITHTA).

Cpox nocmasxu Toeapa/: TlocTagra Tosapa J0IDKHA OCYIIECTRILITECA TIO 3AABKAM 3aKa3unka B TEUCHHE (yrasame cpox ROCMAaeKy)
KayGHIAPHAIX el co s TonyTeHis [JocTABINAKOM 0T 3aKastuuia 3as8KH Ha IOCTABKY Tosapa.

B cromvocts Topapa/ BKIOYAIOTCA Bee PAcKoib! [0CTaBIIEKA, B TOM THCIE: npuobperenme/ maroTosicHne Topapa; Tapa, ynakoska ToBapa, JOCTaBKa
(nepenoska) ToBapa 70 CKIafa 3aKa3gHKa; IOrPy30THO-PasTPY30HEIC PaGoThL, HCMONHEHHE FAPaHTAHHEK 00A3aTeNECTR; PACXO/IB! IO CTPAXOBARKIO, YILIATY
TAMOMEHHEIX TOMUTAH, HANOTOB M APYTHX 06A3aTelbHBIX IaTexed, PACXOABL, CBASAHHBIC C HMOCTABKOH (mocTaBkoit), MPHOOPETCHHEEM/HITOTOBJICHHEM
ToBapa, BHITEKAINIME 06S3aTeIBCTBAME 10 JIOT0BOPY, HoIydeireM LI0cTaBiMKOM paspe i TRIEREIX IOKYMEHTOE Ha Tosap (npy HEOBXOAMMOCTH).

Cpox romrocT Topapa yCTaHABIMBACTCA B IPENeNax CPOKa IOJHOCTH, YKa3aHHOTO 3aB0/Ia-[POM3BOTATENEM HA YIIAKOBKE Topapa. Qcrarounbii cpok
TO/IOCTH Ha HocTaBIsembii Tosap foipker GBITh He Meree §0% 0T rapaHTHPOBAHHOIO ¢POKA FONHOCTH Ha JICHH HOCTABKE.

Bmeere ¢ Tosapom IloCTABINEK UepejjacT OTHOCATIHECS K HOMY MOKYMEHTEL, B TOM 4HCIC, HO HE OIpallitHBaick, ceprHUKaT
COOTBETCTRHS/ICKIAPALIAIO COOTBETCTBA (B CHyHae CCTH TPeGOBAHHAMHE JCHCTBYIONIEIO 3aKOHONATENECTRL Poccuitckoli Demepanis NpenycMOTpeHa



ceprrdukamas moctapmiemoro Topapa), KOMHIO NeHCTBYIONIEro PErACTPAalMOMHOrO YAOCTOBEPCHMA HA MEXHIHHCKOS H3JIGITHC (mo Tosapy coOrIacHO
Tatmumer No 1 TeXHHUECKOro 3aJamus), HACTIOPT IPOH3BOMETETA (PH HAJIMYHH), PYKOBOACTBO 10 SKCIUIyATAUMA M TEXHMMCCKOMY 00CIYKIBAHUIO HA
PYCCKOM A3BIKe, TaparThaE [JoCTaBIIHKA H/HTH 33B0a-IpoH3B0UTeNs ToBApa ¥ HHEKIE TOKYMEHTEL, B COOTBOTCTBHH TpeboBaHmAME TeXHAIESCKOTO 3aNAHNL
(ITpunoncerme No 1 x JIorosopy) 1 JeHCTBYOMEro 3aK0H0ATebCTEA Poccniekol denepanu At JaaHgoro BEa Tosapa.

Hopspgox onaarel:

OmIara 0CyIecTRIAeTes B Ge3HANMUHON hopme 3a haKTAIecKH NOCTaBIeHHbI Tomap B teuenue He Honee 7 (cemu) pabouux MHEH ¢ HATE IPHEMKH
mocTasnerHoro ToBapa ¥ mommucanms 3akasunxoM AKTa IPHEMKH TOBAPOB, paboT, yeuyr (xoa dopmer 0510452) Ha ocxopanuy nommucanHol CTOpOHAME
ToBapHO# HakNamHOH HA IOCTARNeHHEN ToBap, a Taioxe mocie mpexocTasieHus llocrapmmmxom cHeTa Ha OMIIATY M cueta-QaxTypsl (8 cayyae, eciu
Hocmaswux ne sensemes niamenswuicom HIC, cuem-axmypa ve HPeOOCMABHIEMCI).

C6op KoMMEPIeCKHX MPEIT0KEHAH 0CYHIeCTRIACTCH ¢ HeaLio 000CHOBAHHA HAYANLHOH (MAKCHMAILHOK) HEeHb] JOT0BOPA, HeHLI TOTOBOPA,
32XN0TASMOTO ¢ SHHCTBENHLIM HOCTABIMKOM (MCHOTHHTEIEM, HOAPATTAKOM), UEHbI eIMHAIEI TOBApA, pa6orer, yenyra. B cryvae npuBstast
3aKazIHKOM PeMends 0 HPOBEICHHH 3AKYNKH Y eHHCTBEHHOIO IOCTABIAKA (noppamxanKa, MCHOJHATENA) - KOMMEPYecKoe IpelIoKenme,
HANPABJIEHHOE B OTBET HA HACTOSIIHUI 3aIPOC O MPEIOCTABICHHH KOMMePIeCREX npeioKenmil, MPU3HACTCH 3AABKOMH, HANPABJIAEMOil YIACTHHKOM
3aKYIKA 3aKA3THKY HA YYACTHE B HEKOBKYPEHTHOH 3aKynike.

KomMmepaecikoe UpeIrokenne A0JGKHO COMEPKATE PAcder neHbl Topapa/PaGorsl/Yeuyrn. B 9acTHOCTH, B3 COAEPKRAHMA KOMMCDISCKOro
PENN0KETHS JIOJKHA OAHOIHATHO ONPENCTATECH CTOHMOCTE Tosapa/PaboTel/V cIyIH 32 AHHANY.

KoMmepueckoe UpefIoMReHEe NOIIKHO COXCPIEATL CCLUIKY HA NaTy H HOMEP HACTOSICIe 3ampoca o NPENOCTABJICHME KOMMeEpPIeCKEX
npeNIoKeH .

KoMMepaeckoe IPeIIoKeHHe KOJLKHMO IPEIOCTABIIATECH 1o (opme Tatmaer Ne 2.

Tabnuya Ne 2
Haumenosanue
Haumenosanne Omucanue, Homep peecrpopoi
XAPAKTePHCTHICH Hrorosasn cTpaHbl
3a0He Hpo
Tosapa/Pabor/Yeny Tosapa/Pagor/Yenyr Hena 3a en. CTOMMOCTDL NPOU CXOMAC M H 1 HHpopMAnaA Cpok nocraska
r (B TOM "ucie W3 peecTpoB
M ( (B TOM uHC/e u3M. (¢ (c Topapa B P P Topapa/BLINOIHEH
ToBapos, TOBADOE En. mam. | Kon-eo YKazaHueM yKa3aHHEeM COOTBETCTBHM € M
| gocraBasemMeix npu poe, 5 (B COOTBETCTBHH C
op BAJIOTHI BATIOTHI, ObwepoccHAcKuM PaGoT/oxazanns
NOCTABJISEMBIX DPH ? nyukrom 3
BEIMONHCR A B0 e H craBkn HIC) CTABKH KiaccHPHKATOpoM Moeratonrerms No Yeayr
3aKynaeMBIX -
Paﬁozloxasaﬂuu JAKYNALMBIX HIC) crpan Mn[;a 1875) 5, i i
Pador/orazanuu (OKCM)

2 TTocranosnenue Toccranpapra Poccun ot 14.12.2001 Ne 529-c1 «O npyusvik K BBSISHUH B neictare O6IIEpoccHIICKOro KIACCH{MKATOPA CTPAH MEPay.
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32KYNAEMBIX
VYeayr)*

3aKynaeMslx Yeayr)
(mozym Bbints
npedcmagnenv 8 guoe
MPUROICEHYS,
npedoCmasisiomCs 8
cRyuae OMUHUL Om
Xapaxmepucmux,
VEMAN0BNEeHHbIX
3arazuurcom ufun) 6
cnyuae, ecny
npednodicen
OKEUGNIEHMHNbLI
" mosap)

Harepneiixun 10

mpebyemca
(Ona nodmeepucoenus

HBT, N gabop MpeOROICeHUS MOBADA
MMYHO(epMEHTHETH poccuiickozo
ananms (MDA) npoucxoicoenus)
- mpebyemcs
HHT@EIJIBCMKWH 4 (Ons noOmseporcOeHust
I, 5 Habop HPeONOIICEHUS. MOBAPA
AMMyHOGePMEHTHBLE poccticicozo
anammz (MPA) npoucxoodenus)
MHOMKECTBEHHDIS mpebyemcs
HAHTEPIEHKHED) HETED (0na nodmseporcderus
JNeHKHHOBEIE naop npednosicentis mogapa
peuerrropst B, poceudickozo
PMMYHOGEPMEHTHBLA
ApOUCKOAHCIEHUA,
anamus (MPA) 3 e
MaxTop pocTa mpebyemcs
cocynncrglr};) (Ons roOmBEpHCOEH 1A
3HL[0TCJ16HH 1, Hadop RpednodNCenus Moeapa
nHabop, ) poceuiickozo
AMMYHO hepMeHTHEI HpOUCXOIHCOEHUS)

agamus (HOA)
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DaxTop HEKpO3a

omyxoreii- mpebyemca
ansda/daxrop (On8 ROOMBEPICOCHUS
5 HEKPO3a OIyXOoNei- nabop 5 NpednovcenIs mosapa
6era HB]I, poccuiickozo
MMy HO lepMesTHBLH NP OUCX0ACOEHUS)
anans (HDPA)
mpetyemen
Hrrrepdepon UB, (Ona ROOMEePIICOeHYA
6 UMMyHOQEpMEHTHBIH Habop 5 npedaosicen s moeapa
ananus (UDA) poceuiickozo
npoucxoxcdenus)
Bupyc renatata B mpetyemcs
ofbImuMe aHTHTeNa K
(Ons nOOmMEepICOeHYs
7 obonouxe IBJL, 60 5 S
wsbiaps P ipednodCeHIs mocapa
. poccutickozo
AMMYHOGEPMEHTHBIH
apams (ADA) npoucxoNcoents)
Bupyc K1eiesoro
srnedanura mpebyemcs
anTHTENR Kacca (Onn nodmseparcoenus
8 uMMyHornobyun G sabop 11 PPEOROJICEHNA MOsapa
(IgG) B[, poccuiickozo
uMMyHOGhEpMERTHRIH npoucxoocoeHs)
ananus (MDA)
Bupyc Knemesoro
sHuehatITa mpe@yemcs
aATHTENA Kacca (0z nOOmeepacoens
9 UMMYHOTI00Y MR M Habop 11 APEONONCEN UL INOBAPA
(lgM) MBI, poccuiickozo
HMMyHO(EPMERTHBIH poUCX00ICOEHYs)
anams (MPA)
Bupyc KIelesoro mpebyemcs
sHIEDATITA (O nodmeepaicoenus
10 axrarens: MBI, Habop i APEORONCEHUSL MOCADA
AMMYHO(DEPMEHTHBIH PpocCuiickozo
apams (M@A) HPOUCXOHCOEHUA)
Harepdepon MBI, mpebyemesn
11 MMy HOhepMERTHBIH Habop 5 (0 noOmeepscoenus
aunanus (MPA) npednodcen s mosapa
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poceuiickozo
npOUCXOXICOEHYS)
Borrelia burgdorferi
mpeGyemcst
AUTUTENA KIacca
(Onst nOOmMBEPHCOLHNUA
wMMmyHOrToOYME G
12 mabop 9 npeORONCENUR Mosapa
(IgG) UBT, "
. poccutickozo
TMMyHO(EPMORTEGIH npoucxoycoens)
ananus (MPA)
MHOMECTBEHHEIS y
puE Borrelia mpebyemca
aHTHTeda (Ons nodmeepiCcOeHuUs
13 rMMyHOLNOGYIIH M Hadop 9 HpedIodIcents mosapa
(IgM) UBJ, POCCUHCRO20
MMy rodepMeHTHBTI npoucxodcdens,)
anamms (MPA)
Clostridium tetani e i
(0n5 noomeepoIcOeHus
aRTHTENA KIACca
14 Habop 5 pEQNONCEHUR MOBADA
mMMyHoTIoBY T G poccuticxozo
(1gG) MBI, pearent RpOUCKOCOEHYUS,)
mpebyemcs
Myranust reia KRAS (Ons nodmeepacOenus
15 WB/, amanus nabop 1 npednodCenus mosapa
HYKNSHHOBEIX KUCJIOT . ' poceuiickozo
BPOUCKONCOEHUS)
Hmozo c yuemon HIC _% - -

* YKAZLIBAENICA 6 MOM YUCAE APTUKYT, MOP206uLLHl 3HAK, MOOEb, NPOUSEOOUMEN, - NP HOAUHYL.

*% 0coBeHHOCIY RPEOOCTIASHENUS HAYUOHIIbHOZO PEJCUML, YCIMAHOGIEN bIE Hocmanoenenuem Ne 1875 u Ilonoxcenuem o 3GKYNKe, yKA3awbl 6
npunooiceruu Ne 1 K Hacmoaujemy sanpocy o nped0CMasaenuy KOMMEPIeCKux npednesiceryil.

% ypdhopmayisl 0 CO6OKYRHOM KOLUUECmae Gannos, yemanosiennas abz. 2 nn. "a" n. 3 Hocmanoerenus Ne 1875 me npumensemca 6 CAyHasx,
yrazannwix 6 un. """ n. 10 Hocmanoenenusn Me 1875.

*#k% 30 grecenus usmMeHeHyil ¢ npago Eepasuiickozo 3KOHOMUYECKO20 COI03A, HpedyCMAMPUSRIOIUX NOOMBEPIICOEHUE CIPAHbL HPOUCXONCOEHUA
MOGAPOS, VKAAHHBIX ¢ npunodiceruix N 1 - 2 x Hocmanosenwio Ne 1875, nymenm npedocmasierus, un@opmaniy. us e6pa3ULICK020 PEeCMpa NPOMBLUUIEHHBIX
MOBAPOS, OOKYMEHIMOM, NOOMBEPICOOUUM APOUCXONCOEHUE MAKUX HIOBAPOE U3 20cy0apeme - wieHo8 ESPUSUTICKOZO IKOHOMUNECKO20 C0I034, 34
ucxniowenuem Poccuiicroii Dedepayuy, A6NAMCA cepmuguxam 0 RPOUCXOJICOEHUY MO6APT, BULOGHHBITE YNOAHOMOUEHHBIM OPSAHOM ({opeanuzayuerl)
zocydapcmea - wiera E6pasuiicko2o SKOHOMUNECKOZ0 COI03d RO dopue, yemanoenennoil Hpasunomu onpedenenus cmpanst HPOUCXONCOEHUA MOBAPOS, U 8
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coomeencmaull ¢ KpUmepUaMy Onpedeenus CHpars APOUCKOIICOEH S TNO6APOS, NPEOYCMOMPEHHBLMIL Ipasunamu onpedenenus Crmpaiot HPOUCXONCOEH U
MoBapos.

TTonoxeHAs, Kacaloupecs TOBapa POCCHICKOro MPOMCKOMICHHUA, paGoThi, YCTYTH, COOTBETCTBEHHO BBINOIHACMOH, 0Ka3bIBAEMOH POCCHMCKAM
IPEOKTARMHOM, POCCHACKMM FOPHIMTCCKHM JHLOM, [PHAMCHSIOTCH TAIOKS B OTHOIISHHH TOBApa, MPOECXONAMIEre U3 TOCYAApCTBA - "DIeHa Espasuiickoro
HKOEOMITIECKOro cOI03a, paboThl, YCIYTIH, COOTBETCTBEHHO BLITONESIEMOH, OKAsHBAEMOl MHOCTPAHHEMI TPAKAAHAMK, WHOCTPAHHEIME HOPHIHICCKAMH
Jmrave (Iajiee - MIOCTPAHHEIE JIHIA), 38PeTHCTPUPOBANHBIMK HA TSPPHTOPAH rocyzapcrea — wicHa Epa3niicKOro SKOHOMITIECKOT0 COK3a.

OTBeTH JOMKHEL OBITH MOJAHEL C <;_¢_%§ eetetied 2026 rona o «ﬁ_/ﬁ% L eeaiee 2026 Tona BRIIOYHTENIBEO 1o anpecy: umto@chumakovs.su.

YVuacmuur 30Kynku enpase npedocmoeunto URGOPMAYUIO, Ompadicerue komoposi ¢ TexHuueckom 3a0anuU wuru npoexme dozosopa buino 6ol
JICENAMENBHO.

ITposedenue dannoil npoyedypsl céopa unpopmayuy we eieuém 30 cobOU 6O3HUKHOCEHU kaxux-aubo oba3amenscms co CHOponsl 3ARO3TUKA,
HOCMOAUE 3anPOC O NPEOOCMABLEHUY KOMMEDHECKUX npedaosiceni He Aesemes opepmo un nybBruunoll Ohepmoti, HANPAENeHLe €20 YUacmuuxy ui
pasmeujenue Ha caiime He AGIALMCA 3axynKoli 1 He enevem 3a cobol 0BAIAHHOCHIN 3AKAZIURA JAKIOLUND 002080p.

TIpu HORUNUY MEXHUNECKIX OWUBOK U nemounocmet npu onucanuy Tosapa/Pabomuy/Yenyzu npocum Co00wUmb 3aKaz ury.

TlepREIil 3aMECTHTENE FEHEPATBHOTO JIPEKTOPA

BGrAHY «OHLAPYAIT uv, MUIL Yynmaxosa PAHY
/ —
ATO. Adopun

(M'HCTHTYT IO/IHOMACTATA)
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[Mpunoskenne Ne 1

X 3aIpocy O MPETOCTABIEHHN KOMMEPYECKIX IPEIIOKeHui

OcobernocTa NPEOCTABICHHAE HANUCHANLHOTO PEKAMA.
1. Ipu ocyryecmenerniu 3aKynKI MOCapa (6 MoM HHCAE ROCMACRALMOZ0 ApL CHINONHEH U 3AKYRAEMbIX PAGOM, OKASAHUI 3EKYREAEMBIX YCYE):

1.1. B cnyyae ycTaHOBIEHHA 3alpeTa 3aKyIIOK TOBApOB (B TOM WHCIE TOCTABIAEMBIX DK BBITONHESHHM 3aKyNacMbIX paboT, OKa3aHKH 3aKyTacMbIX
yenyr), NPOHCXO AN 13 HHOCTPAEHbIX TOCYapCTR, 3aka3guK HE BIPaBe:

a) 3aKMI049aTh JOTOBOP HA [IOCTABKY TAKOTO TOBApA;

6) IIp¥ MCTIOHEHHH JI0TOBOpa OCYIISCTBIATE 3aMEHy TaKoro Topapa na IPOMCXO/AITH 13 HEOCTPARHOIO rOCy[apCTBa TOBAP, B OTHOMSHHH KOTOPOTO
YCTAHOBICH JAHHEIH 3aITpeT.

1.2. B eydae yCTAHOBICHHAS OTPAHAYCHHS 3aKYTIOK TOBAPOB (B TOM YHEC/IE TOCTABIIEMBIX TIPH BEIOIHCHHH 3aKyTIAeMBIX paboT, OKAZAHME 3aKYTIaeMEIX
YCIYT), NPOHCXOAINIK K3 MHOCTPAHHEIX TOCYIAPCTE, 3aKazudK He BIIPABE:

4) 3aKIHOTATh JIOTOBOP Ha IOCTABKY TOBAPA, NPOACXOMSIMEro 13 HHOCTPAHEOTO TOCYJAPCTRA, EC/H [OaHa 3asBKa Ha YaCTHC B 3aKYIIKE, OpHA3HAHHAL
[0 pe3ynbTaTaM eé pacCMOTPeHES COOTBSTCTBYIOMEH TpeGoBaHnaM IJONOIKSHES O 3aKyIIKe 1 COACPRAIAL TIpeIOKEHHE O NOCTaBKe TOBapa poccuiickoro
MPOHCKONICHHIS;

§) IpH HCIOJHEHMH IOTOBOPa OCYUICCTBINIL 3aMEHY TOBApa Ha IIPOMCXOMSNIHA W3 HHOCTPAHHOrO TOCYAAPCTBA TOBAP, B OTHOIISHMH KOTOPOTO
YCTAHOBIIEHO JIAHHOG OIPAHIYEHHUE, ECIIH JOrOBOP HPE/1yCMATPHBACT HOCTABKY TOBAPA POCCHHACKOIO NPOUCKOXICHHA.

1.3. B chydae yCTaHOBICHMS TPEUMYIIECTBA B OTHOLICHHM TOBZPA (B TOM HCHE MOCTARNAEMOTO IIPH BLINOJIHCHHI 3aKyNACMBIX pabor, oxasauHd
3AKYIAEMEIX YCITYT) POCCHACKOTO MPOHCXOMICHI:

&) IPH PACCMOTPEHEH, OTISHKE, COTIOCTABNCHMN 3aBOK Ha YIACTHE B JAKYIIXE, 3aKazIHK OCYIIECTBILET CHINKEHHS Ha HATHAINATh IPOIIENTOB EHOBOIro
TPeIOKCHHES, IO/IAHHOIO B COOTBETCTBUM C Depeparsabn 3akoHoM Ne 223-03 u TToa0KeHHEM O 38KYIKS yIACTHUKOM 3aKy KA, NpeIIATAOIAM K IOCTABKE
TOBAp TONBKO POCCHHECKOTO MPOMCXOMASHHS, MO0 BETMCHHC HA [ATHA/IATE HPOLCHTOR IEHOBOTO IPEATOMEHIS STOI0 YIACTHAKA 3aKyIKH B CITyqace
[IOJ1AH FM IPELNCKCHAS 0 PAIMEpE INTATH], TOUICKAIIeH BHECCHTIO 33 SaKI0ICHIE JI0rOBOPa;

6) B CIyIae 3aKTOUeHIS JOTOBOPA ¢ YIACTHHKOM 33KYIIKH, YKA3AHHBM B IOMIIYHKTC «ay» HACTOAIIErO HOMIYHKTA, ACTOBOD 3aKmoyacTos Oe3 yaeTa
CHUKERUS TG0 YBEIHICHES TIEH0BOr0 IIPEINOKEHHS, OCYMECTRICHNEX B COOTBETCTBUN C TIOAMYHKTOM «@» HACTOAINETO MOIIYHKTA,

B) [IPH HCTIOHCHAR {OTOBOPA AOMYCKAEICH 3aMEHa TOBapa HCKMOUUTEIILHO Ha TOBAP POCCHICKOTO IPOHCXOXTIEHNA, ECITH JOTOBOP TPEYCMATPHBACT
[OCTABKY TOBapa POCCUHACKOTrO MPOHCKONKISHHA.

2. pu ocywjecmenenun 3aKyRKU pabomyt, yeayzu:

2.1. B ciyuac ycraHOBIEHIA 3aIpera 3aKyIKQ paGOThL, YCIYTH, COOTBECTCTEEHHO BHIIOIHACMOH, OKA3BIBAEMOM HHOCTPAHHEIM THIIOM, HE JAOIYCKAIOTCA:
&) 3AKTIOUeHHE JOTOBOPA Ha BEUTOTHEHAE TAK0oH paBOTE, OKA3AHEE TAKOH YCIYTH € ONPTTTHKOM (FICIIONHUTEIIEM), ABLTEOMIAMCS HHOCTPAHHBIM JTATOM;
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6) mepemena MOOPAMIAKA (HCHONHUTENS) (B Clydae, €CNH 5Ta IEPEMeHa JOIYCKAETCH TPANIAHCKAM 3aKOHOJATCILCTBOM), ¢ KOTOPBIM 3aKIFOYCH
YKA3aHHBIH ZIOrOBOP, HA HHOCTPAHHOS JIAIO, KOTOPOS 3apErHcTPHPOBAHO HA TSPPUTOPKH HHOCTPAHHOTO FOCY/IAPCTES, B OTHOMICHHE KOTOPOTO YCTAHOBIEH
JAHHBIA 3aIIpeT.

2.2. B cioydae yoTamOBIEHWs OTPAHHUGHHMSA 3aKyNKH pabOThl, YCIYIH, COOTBETCTBEHHO BBIMOJIHAEMOM, OKa3LBACMOM WHOCTPaHHBIM JIHIOM, HeE
JIONTYCKATOTCS:

a) 3KUOYeH e JIOTOBOPA ¢ YUACTHHKOM 2aKyIIKi, SRISIOMAMCS HHOCTPAHHBIM JIHOM, 6CTH POCCHECKIM JTHITOM ITOAAHA 387BKA Ha YIACTHE B 3AKYIIKE,
IPI3HAHIAS TIO PE3YTLTATAM 68 PACCMOTPEHHA CoOTReTCTRYION el TpeCoparisM Llonoxerus o saKynKe;

6) mepeMesa MOAPSIUEKA (MCTIOTHATENL) (B CIydae, ecid 91a [epeMeHa JOMYCKAeTCd TPAKAANCKEM 3aKOHOJATEHCTBOM), ¢ KOTOPBIM 3aKIOYEH
IOTOBOP, HA HHOCTPAHIOE JIHI0, KOTOPOE 3aperHCIPHPOBAHO HA TEPPHTOPHE HHOCTPAHHOIO TOCYAApCTBA, B OTHOIISHHH KOTOPOTO yCTAHOBICHO NaHHOS
OTpaHMHCHHE, SCIH JOTOBOP 3AKIIOUEH ¢ POCCHUCKHM JIMIIOM.

2.3. B ciy4ae yCTaHOBICHUA IPSUMYLIECTRA B OTHOMESHAN PabOThL, YCILYTH, COOTBETCTBEHHO BEIIONHESEMOHN, OKaZHIBASMOH POCCHICKIM JIHIIOM:

4) [IPE PACCMOTPEHTN, OLEHKE, CONOCTABICHHM 3asMB0K Ha YIACTHE B HEKOHKYPEHTHOH 3aKyTIKe OCYIISCTRIACTCA CHUDKEHIS Ha NI THAIATE IIPONCHTOB
I[EHOBOTO TIPEJIOIKEHES, OJAHEOTO B COOTBETCTREH ¢ MEepaTbHBIM 3aKOHOM Ne 223-03 u IlonokenreM 0 3aKYIIKE YUACTHHKOM 3aKYIIKH, ABIBIIOMIAMCS
pOCCHItCKAM JTHTOM, JTHO0 yBETHECHHE Ha IATHATNATE TPOTCHTOR LEHOBOIO NPEUIONEH S 3TOr0 YIACTHIKA 3aKYTIKH B CIIyHae IOJATH HM TPCAHONKCHHS O
pasMepe [UIATEL, Hoexanieli BHECCHHIO 3a 3aKIIOYEHNE C HUM JOr0BOPa;

6) B Citydae 3aKMOTEHHA OTOBOPA C YJACTHHKOM 3aKYIKH, YKa3amHbM B HOJMYHKIC «a» HACTOAMETO MyBKTA, JOIOBOP 32KIFOYAcTCs be3 yuera
CHEDKEHHS TG0 YBENMIeHHs MEHOBOTO IPEUIONKSHESA, OCYIECTBIEHHEIX B COOTBETCTBHH C MOANYHKTOM «a» HACTOAWET0 IIYHKTa,

B) TepeMeHa IoAPAIIHKa (HCIONHUTELT) (B cliydae, eCli T4 NepeMeHa JOMYCKACTCA TPRMAAHCKHM 3aKOHO/IATETIBCTROM), ¢ KOTOPHIM 3aKIHOYEH
JIOrOBOP, JIOIYCKAeTCs HCIUTIOWMTENFHO Ha POCCHHCKOS JIHIIO, €CIH JOTOBOP 3AKI0YEH C POCCHICKIM JTHILOM.

3. Hupopmanueii u doxymenmamis, HOOMEEPICOMOUUMI CIPARY HPOUCX0JICOCH IR MOapa onn yeneti Hocmanoenenue Ne 1875, agnaromen:

a) UL NOATBeIKACHHS POUCXOMACHHA TOBAPOR, YKAZAHHEIX B IIO3AIHAX 1 - 145 npunoxenns Ne 1 k Iocragornenmo Ne 1875, mosmmusx 1 - 433
pprnoxenrs Ne 2 x [octanosnennro Ne 1875, w3 Poccntickol Qenepalmn - HOMEp peECTPOBOI 3aIIHCH K3 PEECTPa POCCHICKOH POMBIILIEHHON POy KIHH,
NpeTyCMOTPeRHOro crarseit 17.1 ®exmepansnoro sakona «O HPOMBINNCHHOH NONMTHKE B Poccuiickoit ®egepampm» (xamee - PeecTp POCCHACKOH
HPOMBIITIEHEON POJYKIHL), H CIPABKA, MOITBEPIKNAIONMAS HaMYHe CHCHHATIBHOIO HEBSCTHI[HOHHOIO KOHTPAaKra M UPeNyCMOTPeHHas IyHKTOM 1(1)
nocranosnenus Ilpasarersersa Poccuitckoit Memeparm or 17 mom 2015 1. N 719 "O nonreepsueHus IPOA3BOACTEA POCCHACKOH TPOMBINIIEHHOR
TPOAYKIEH", WM HOMep PeeCTPOROH 3amHCH H3 PeecTpa POCCHICKOH IPOMBIIIEHHOH IPONYKITHH, COAEPAAICH B TOM YHCTIE:

FE(OPMAITHIO O COROKYITHOM KOIHYECTBE GAIUIOR 34 BRNTONHeHHE (OCBOSHHE) Ha TePPUTOPHE Poccriickoif Penepallii COOTBETCTRYIOMIMY. ONeparuit
(ycToBwit) (ecny B OTHOIICHHE TAKOro TOBApa MocTaHoBiennem [Ipapurenscrea Poccmiickoit ®epeparmu or 17 momt 2015 r. Ne 719 «O moarsepxiaetma
POHM3BOACTEA POCCHHCKOH IPOMBIIILTCHHOH IPOIYKITHHY 33 BEIONHCHAE (OCBOCHHE) Ha Teppuropun Poccrtickod @enepanun COOTBETCTBYIONMX ONEpaIait
(yCroBHIL) YOTAHOBJEHE! TPeGOBAMNS O COBOKYIHOM KOJHYECTRe BAIUIOR), KOTOPOE COCTABIGICT MIIH NPEBEIIIACT SHATCHUE, OLPEIENEHI0S OCTAHOBICHICM
Tlpasurensctsa Poccuiicxoit @enepaumn or 17 meoma 2015 r. Ne 719 «O noATBep:iAcHAE TPOH3BOACTE POCCHICKON [POMBIIUICHHOR mpomaykomm» ",
BKITEOYAY. 3HAYEHHE, ONpeAENeHHOe T Hefel OCymecTRIeHns 3aKy oK {ecm mocranopnenuem [IpasuTennersa PoccHiickol Oenmepartem o1 17 nrong 2015
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r. N 719 "O nofTRepMICHAN POX3BOACTRA POCCHECKOH IPOMBIIEHHOM IPOAYKIHME" B OTHOLICHIH TAKOrO TOBAPA ONPCACICHO 3HAYCHUE /DI eneH
OCYIIECTRIEHHS 3AKYHOK);*

uEdOPMAIHIO 00 YPORHE PATAO3NEKTPOHHOH IPOAYKIIHK {1s ToBapa, ABIAIONETOCA B COOTBETCTBHHE C OCTAHOB/ICHACM [IpaBrTenbcTRA PoccHECKOH
depeparman ot 17 mromst 2015 r. Ne 719 «O HOATBEPAACHUR TMPOM3BOICTEA POCCHICKOE IPOMBIILIEHHOH MPOIYKIHE PAAONEKTPORHOM IpolyKumedt
[ePBOTO YPOBHSA WIH Pa/M03TeKTPORHO IPOFYKITHCH BTOPOTO YPOBES);

* nonooicerus absaya 6mopozo rodnyukma "a” nynxma 3 Hacmosuezo Tpunooicenus He RPUMEHAIOMCA

dna nodmeepoicoenys npoucxoxcoerus us Poccuiickoii Pedepayni MoGAPOs, YRUZARHBIX & ROSUYUU 139 npunoscenua N 1 k HHocmanoerenwo N2 1875,
nosuyuax 273, 276, 297 - 299, 304 - 306, 309-312 314, 316, 318, 320, 334, 354 u 382 npunoorcenuis N 2 x Mocmanognenuro Ne 1875, nosuyusx 79 - 81, 83 -
87. 105, 272, 275 npunoocenun N 3 k ITocmanosienuio Ne 1875 u peecmpoevie 30nuc 8 PEECIPE POCCUTCKOT NPOMBIMINEHHOT HPOOYKYUY. 6 OMHOULEHUU
komopuix chopmuposansr no 10 oxmabpa 2023 2. GKHOUUMENLHO, NPU OCYUECHIENENIL 30KYNOK MOKUX MOGAPOS (6 MOM HUCHEe HOCMUEIACMBIX NpY
SHLIOANCHLY SAKVHAEMBIX PaBom, OKA3ARUY 3AKYNAEMBIX YCILYE), USGCUICHIR 06 oCyuecmanenyY KOMOPUIX Pasneujensl 6 eOunotl UHHOPMAYUOHHOH CUCTHEME
U MPUZAAUIEHUR RPUHAMD YUACIUE 6 KOMOPbLX HANDAGLENb! 7Ubo KonmMpaKmLL (002060DbL) ¢ EQURCINEEHHBLM HOCTIASUYUIOM (HOOPAOUUKOM, UCHOTHUMENEM)
HPU OCYIECMBTCHIY KOMOPLIX 300cTi0uersl 1o 3] Oexabps 2026 2. GRATOUUMSIBHO,

Oii NOOMBEPICOCHUS NPOUCKOICOEHUR U3 Poccuiickoil Pedepayuu moeapos, yrasanuvix 6 nosuyusix 205 - 210, 213 - 232, 235, 241, 248 - 251
npunoacenus N 2 x Hocmanosnenuo Ne 1875, nosuyusx 48 - 55, 57 - 62, 68 - 72 npunoscenuz N 3 k Hocmanoerenwo Ne 1875 u peectpocbie sanuc 6
peecmpe poccuiickotl RPOMBIMAEHIOT NPOOYKYULL 6 OMHOULEHUU KOMOPbLX chopmuposarvl no 10 aszyema 2025 2. GKAIOYUMERLHO, NPU OCYYECHMELERUY
3AKYAOK MAKUX MOBAPOS (8 MOM HUCILe NOCMABIACMBIX WU GLINOIHEHIU 3AKYRACMbIX pabom, OKaSaHUY JAKYAACMbIX YCIYE), U3EEUeHUs 00 ocymecmenenuy
KOMOpbIX pazMenentl 6 eOui0ll URGOPMAYUONKOTE CUCEME U NPUZRAULEHUA RPURAND YHacmue 8 KOMOpLIX HaNpasIeHsl AUB0 KORmpaKkmsl (G02060pbl) ¢
COUHCMEEHHBIM NOCABUIUKOM (ROOPAUUKOM, UCROTHUINEIEA) NIDY OCYUECMBTENIL KOMOPbIX SAKRTOHEHBL 1O 31 aszyema 2026 2. exmouumenbuo;
ons nodmeepoicoenua npoucxoocdenus us Poccuiickotl Dedepayuu mosapos, ykazanuuix & nosuyusx 16, 17, 140, 141 u 144 npunoocenus N I «
Tocmanosnenuio Ne 1875, nosuyusx 2, 172 - 179, 189, 362 - 364, 366 - 378, 383 - 388, 390 - 415, 429 - 433 npunoowcenus N 2 k Hocmanoeneno Ne 1875,
nosuyuu 271 npunooicenus N 3 k locmarosaenuo Ne 1 875 1 peecmposble 3GHUCY 8 DEECIPe DOCCUTICKOT NPOMbIUREHHOT MPOOYKYUL 6 OMHOULEHUY KOTNOPBIX
copmupocanst no 30 wiona 2026 2. eXUOYUMENBHO, NPU OCYMECTEIEHUY 3AKYNOK maKux mosapos (8 MomM HUCe NOCMABIAEMbIX NPU GLINOTHEHUY
3aKynaeMblX paBom, OKAZAHUY 3AKYNACMBIX YCiY2), usseujenus 06 ocymecmenenty KOMopLIX PASMEWCHbL 6 eOUHOU UHPOPMAYUOUHOL cucmeme u
NPUZRGUIEHYS PPUHAID YHOCTUE 6 KOMOPSLY HANPAGREHLl AUBO KOHMPAIHLE (DO20R0PHL) C EOUNCTHBEHHBIM NOCTAGHUIOM (MOOPAOUUKOM, UCHORHUMEREM)
Apu OCyUeCmeTenut KOMopeIx sakmouenst no 30 HonGps 2026 2. BKAIOUUINEABHO.

G) *ans NOTBEPIKIEHHAS MPOHCXOMASHHS TOBAPOB, YKASAHHEIX B IIO3UIIMIX 1 - 145 mprnosxenus Ne 1 k TocTanosienuro No 1875, nozvimax 1 - 433
npunoxkerust Ne 2 x ITocTanopneHHIO Ne 1875, 13 TocyAapeTB - WieHOB EBPasHACKOro SKOHOMHMECKOTO COM032, 32 HCKIIOHCHHEM Pocentickoit @eneparu, -
HOMEp peccTpOBOH 3aIlMCH M3 eBPasHHCKOTO PeecTpa IPOMBILIIEHHEIX TOBAPOB FOCY/APCTE - wiexos EppasHiicKOro 3KOHOMHYECKOro COH03a, MOPANOK
(OPMHUpPOBAHTS K BEJEHMS KOTOPOrO YCTAHABIMBACTCS MPABOM EspazriicKoro KOEOMIYECKOro Corosa (jlanee - eBpasuiiCKHE peccTp TIPOMBIIIICHHEL
"TOBAPOE), COZEPIKAIISH B TOM THCIIS:

HA(OPMANMIO © COBOKYIIHOM KOJHYECTBE Oammos 32 BBLIOMHEHNS (ocBoeEWE) Ha TEPPUTOPHE EBPasHACKOTO SKOHOMHIECKOTO  COM0A
COOTBETCIBYIOMHX OMEparii (YCIoBHH) (6CIH B OTHOMCHAR TAKOTO TOBAPA IPABOM EBpasHicKOro SKOHOMUUYECKOTO COI032 34 REIIOTHCHIS (ocBocHHe) Ha
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TeppaTOprHA EBpasHitckoro 2KOHOMHIECKOTO COX03a COOTBETCTBYFOIIX onepanmii (ycrnopwit) YCTaHOBICHE TPEOOBAHES 0 COBOKYIHOM KOIHHICCTBE BAIIOB),
KOTOPOE COCTABITSIET HITH IIPEBEINIACT 3HAUCHE, ONPE/ICHCHHOE IPaBoM EBpasaiiCKOro SKOHOMITIECKOTO COt03a,

FHGOpPMAITHIO 06 YPOBHE PaAHOSNEKTPOHHOM TPOMYKIHK (JUIf TOBAPA, HBIAOMELOC] B COOTBETCTBHM C IPABOM Empazmiickoro 3KOHOMHHECKOIO
COF032 PAUOBIEKTPOHHOR MPOIYKIHCH ISPBOTO YPOBHS HIH DaZFO3IEKTPOREOM NPOIyKIHe# BTOPOTO YPOBHA);

* Do enecerus uzmenenutl ¢ npaeo Eepasuiickozo IKOHOMUYECK020 €01034, NpeOyCMAMPUBCHOWLY NOOMBEPHCOEHYUe CIPANSL HPOUCXOICOEHUS
mosapos, ykasaunwx ¢ npunodcenusx N I - 2 k Ilocmanoenenuto Ne | 875, nymenm npedocmasneniss URHOPMAYUY U3 e6PASULICKO20 PEecripa 1P OMBIULLEHHBIX
MOBAP0S, JOKYMEHmON, NOOMEEPHCITOUUM RPOUCKOJICOENUE TRAKUX MOSGPOS. U3 2ocyoapeme ~ unenoé Espazulickozo KOHOMUHMECKO20 C€0I034, 30
wckmouenuen Poccuticioli @edepayuy, AGTIEHCA CEPIMUGUKAM O NPOUCXOIICOEHUL MOCAP, GLIOANHBIE YROTHOMOYEHHVIM OP2aHOM (OPZARUSAYUEH)
2ocydapcmsa - unena Eepasuiickozo akOHOMU4ECKO20 COI030 1O hopme, ycmanoenennoii IIpasunamu onpedenentins CMpaHol APOUCKXOACOCHUS MOBAPOS, U G
COOMBEMCMENY C KDUMEPUAMI ORPEOELEH UL CHDAILbL POUCXOCOEHUA MOBAPOE, npedycmompennsivy Llpagunamu onpedesetis cmpanbl nPOUCX0MCOeH A
mo6apPCs.

B) JUI TTOJTBEPAICHI OCYMIECTBEHHAS BCEX CTajMHA IIPOA3BOACTES (B TOM uMCIE CHHTE32 MOJICKYIIB! TeHCTBYIOMEro BOlISCTBA IPH IPOH3BOACTES
apMAIIeRTHYECKAX CyOCTAHINIA) NeKAPCTREHHOrO IpeNapara Ha TEPPUTOPWIX TOCYAAPCTB - HICHOR EBpasuiickoro 5KOHOMHYECKOIO €033 B IEITX
HONIYHKTOB «y» ¥ «{» mynkra 4 [Toctagopnenus Ne 1875 8 jjonoiHeHHe K KHGOPMATIHH H HOKYMEHTaM, IIPelyCMOTpeHEBM IlocTaHoBIeHTEM Ne 1875, -
JOKYMEHT, COJIe[IKaIipii CBEICHMS O CTANMAX TEXHONOTHIECKOIG NPOMecea NPOU3BOACTEA JICKAPCTREHHOIO CPEACTEA ULt MENMIIARCKOr0 TPAMCHEHHS,
OCYIMECTRIEMBIX Ha TePPHTOPHE EBpasuiickoro 3KOHOMHUHECKOIO COr03a (B TOM UFCTe O CTAIWAX IPOH3BOACTBA MOJIEKYIIbl NEHCTBYIONIErO BEINECTBA
papmaneBTHYECKOl CyOCTANIIN), BEIAHHBIN MEAEECTePCTROM IPOMBIIIIERHOCTH i Toproama Poccmiickoli Meepaun B yCTAHOBIICHHOM HM ITOPAIKE,

) U TONTBEPACICHIS IIPOACXOMCICHHsS IIPOTPAMM [UIA 3ITEKTPOHHBIX BBITMCIANTCIBHEX MAIi X (une) 6a3 JAHHBIX (Janee - MPOrpaMMHOE
oBeCIeUcHAE), YKASAMNbIX B TO3AMHA 146 mprnoxerns Ne 1 x ITocTanoBIesuEo Ne 1875, ms Pocemitckoit Penepallid - NOPSIKOBEI HOMEDP PeecTpoBOl
3AMHCH U3 SOEHOIO PeecTpa POCCHICKIX POrPaMM IS SICKTPOHHBIX BEMICTHTENBEEX MAIHH H 623 AaEHEIX (flanee - PEecTP POCCHECKOro MPOrpaMMHOT
obecrieueHns);

) ZUIs NIOATREPHCHHS TIPORCX 0K ACHIMI IPOT PAMMHOTO obecIe ey, yKa3aguoro & nozuumn 146 npunoxenus N 1 k Hoctamopnenuro Ne 1875, us
Poccuiickoii QeIepallii K ero cOOTBETCTBAS TPeOOBAHHAM, YCTAHOBICHHbM JACTAMH 3.7 # 3.9 craten 2 Penepansroro zaxona "O BHECCHHH H3MEHCHHA B
Denepamsusrii 3ak0H "O 6E30IACHOCTH KPATHICCKOH pndopManHorEoH madpacTpykTypsr Poccmitckoli Qepepari” (manee - TpeOOBaHMA K AOBEPEHHOMY
[POTPAMMEOMY ODECTIEIEeHMIO), - IOPSIKOBHIH HOMEP PeeCcTpOoBOH 3aMHCH U3 PEEcTpa POCCHICKOTO IPOTPAMMHEOTrO OGCCICHEHNS, CoAepKamell HE(OPMAIEIO
0 COOTBETCTBHY IIPOrPAMMHEOIO 0fecIeyeHu TPeOOBANIIM K JOBEPEHHOMY IPOTPAMMHOMY ofecnedeHHIo;

€) IS ONTBEPKACHHAS IPOUCK O ICHAST IPOrPAMMHOTO ofecreueH s, yKazaHoro B mosmuan 146 npuroxerrs Ne 1 x Tocranosnennto Ne 1875, 13
rOCYZapeTB - GNeH0B EBpasickoro SKOHOMETECKOTO COH3a, 32 HCKIGOTCHHEM Poccritckoli Defiepallii, - IOPSAKOBEIR HOMED PeeCTpOBOH 3anpcH U3
©IMHOTO PeeCcTpa MPOrPAMM JUL DIEKTPOHHBIX BEMACIMTEIILHELD, MAIHH K 643 JaHHLIX U3 TOCYApCTB - WieHoB EspasHiCcKOro SKOHOMHIECKOTO COK3a, 32
ncxogenreM Poccriickoit deepanyn (fanee - peecTp €BpasHHCKOr0 IporpaMMHoro obecregeHA);

3K) IB TIOATBEP K ICHHS TPOMCXOMICHU HPOTPAMMHOLO 0BECIEUEeHIS, YKa3aBHOTo B TIO3UIHH 146 mpunoxkernsa N 1 k [locTaHOBIEHIIO Ne 1875, u3
FOCYZAPCTE - WieHoB EBpasuiicKoro 3KOHOMITIOCKOTO COI032, 33 HCKIIFOICHHEM Poccuitckoli defiepaui, H ero COOTBETCTBHA TPeOOBAHHIAM K HOBEPEHHOMY
IIpOrpaMMEOMY 05eCTIEIEHHIIO - HOPSIKOBEI HOMEp PECCTPOBOM 3aIIACH H3 PeecTpa EBPA3HHACKOTO POrPAMMHOIO 06eCTIeUeHE s, co/lepskamei HEGOPMAIIIIO
0 COOTRETCTRHH HPOrPaMMHOT0 obecriedenns TpeOOBAHHAM K JOBEPEHEOMY [POIPAMMHOMY obeceyeHHIo;
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3) yKa3aHHe B 3a4BKe Ha yUACTHE B 3AKYIKE HAMMEHOBAHNS CTPAHEL IPOHCXOMICHIA TOBapa OCYMECTRIACTC:

IS TIOITREPAICHIS IIPOMCXOMKISHIS TOBAPOB U3 Pocemitcicott (DefepallEy, He YKa3aHHbIX B 03X 1 - 146 LproKenns Ne 1 x HocraHOBIEHHEO
Ne 1875, mosmmmsx 1 - 433 npanoxerss Ne 2 x TTocrapopnerro Ne 1875;

JUIST HOATBEPX/ICHHA TPOUCKOMISHHS TOBAPOB 13 Poccuiickoll (DeIepaniy, YKasaasbK B 03X 1 - 433 mpriiokerrs N 2 k IMocTanosieHno No

1875 (ecimi OTCYICIBHE B PEECTPE POCCHHCKOH [IPOMBIIIITCHEOf POAYKIME TKOTO TORAPA C XAPAKTCPHCTHKAMH, COOTBETCTEYHOMAMU OTPeOHOCTH
3AKA3THKA, 3a7CKIapAPOBAHO 32KA3IUKOM B COOTBETCTBHE C a63ammeM JeTRepTHIM NOIyHKTa "a" myHK1a 7 [JocTanoBACHHA Ne 1875 pnm mpr OCYIIECTBICHUH
B cooTpercTerE ¢ PenepansHbM 3akoHOM "O 3aKYIIKAX TOBApOB, paboT, yeIyr OTACHBHBIME BRIAME FOPHIHICCKUX qmr" 3aKyIKA 33aeKIapUpOBaHO B
JOKYMCHTAIEH O 3AKyHKE), 33 MCIIHOUCHUEM Clly4as, CIH B 3adBKe Ha yHacTue B 3aKYIIKE CONCPMKHTCS MPENOIKEHHE O NOCTABKE TOBAPA, KOTOpPHIH TIO
COCTOSEHIO fa MOMEHT [T0{aty 3aBKH Ha YUACTHE B 3AKyIIKe BKIIOUEH B PEECTp POCCHHCKON [POMBINLICHHOM IPOAYKIAHN — He Y CTAHOBJIEHO;

I ITONTREPIKIEH S HPOMCKOMICHHS TOBapa B3 HHOCTPAHHOIO rocyapersa, 3a HCKITIOYEHHEM MPETyCMOTPEHHBIX HACTOAIIEM NYHKTOM CIIy<acs,
IIpE KOTOPEIX MPElyeMOTPCHB HEbE BH(GOPMANES ¥ JIOKYMEHTEL, MO/TBePAAIOMIHE POHCXOXIEHNE TOBApa M3 TOCYNApCTR - *WICHOB EBpasmiickoro
SKOHOMHUYECKOrO COI03a.

W) ITPH OCYLIECTEREHIH 3aKYTIOK TOBAPOB U3 THCTA CreMHAATbHEX XEPYPIIHTecKrX OIHOPA30BEX CTEPHIIBHBIX H3NCNHH 13 HETKAHEX MATCPUATOB UL
3arqATHl TATFEHTa B MEAMIHHCKOrO NOpCOHANa, BIIIOHMEHHLIX B KOZ 14.19.32.120 wo O6mepoccHiickoMy KIACCHPHKATOPY NPONYKUHH IO BHAAM
sKOHOMEUecKol nesTensHocT OK 034-2014 (KITEC 2008), Mebem MEJMIUHCKOH, BKITIOYas XUPYPIAYECKYI0, CTOMATONOIHISCKYIO MK BeTCPHHAPHYIO, H
e¢ wacTed, BIJIOMCHARX B Komsl 32.50.30.110, 32.50.30.119, 32.50.50 mo OfmepoccuiickoMy KIacCHUKATOPY HPONYKIMM 1O BHIAM 3KOHOMHYECKOH
mesremsnoct OK 034-2014 (KIIEC 2008) (38 HCKIOUCENEM KPOBATH GOILHIUHOM MEXAHMIECKOH, cooTReTeTBYIomel Kooy 120210 Bria MeHMIMHCKOTO
H37eMAsS B COOTBETCTBHY ¢ HOMEHKIATYPHOK kaccuuKanEei MCAAAHCKEX W3ICIHH, yrBepiKAcHHEON MAHKHCTEPCTBOM 3PAaBOOXPAHCHIA Poceuiickoi
Depepanny (Hanee - HOMCHKIATYpHAA KIaCCH(UKATS), KPOBATY GONBHITHOH CTAHNAPTHOH C SICKIPOUPHBONOM, coorsercTByIomel Koxy 136210 suzna
METHITMHCKOTO K3e/TFS B COOTBETCTRMY C HOMCHKIATYPHOH knaccrduKanuell, cTeNmiaxa Al NATATE NAHCHTA, COOTBETCTEYIOMIEro KOAy 156900 Buna
MENMITHECKOIO K3IENHA B COOTBEICTBYN, ¢ HOMEHKNATyPHOK wiaccudrarmei, mKaha BETDKHOT0, COOTBETCIBYIOMETO KOy 181470 suma METHIIMHCKOLO
M3EIES B COOTBETCIBUE ¢ HOMEHKIATYPHOH KlacCHHKanueH, IIAPMEL I[PEKPOBATHON, COOTBCTCTBYIOMSH xoxy 184200 BMja METHITIICKOTO M3AEIHS B
COOTBETCTBHH C HOMEHKIATYPHOH Kaccumrammelf, creniaKa oBITET0 HA3HATEHHA, COOTBETCTBYIOMETo Koxy 260470 Brja METAHUHCKOTO M3ACIH B
COOTRETCTREY C HOMGHEKNATYpHOH Kiaccrduranmei, mkadya 7S CyUIKH ¥ XPAHeHHA SHAOCKOIOB, COOTBETCTBYIOMEIO KORY 271740 BuAa METHUHEHCKOTO
W3EETHSL B COOTBETCTBHY € HOMEHKNATYPHOM KimaccupaKanyei), a TAKKe TOBAPOR, YKA3aHHBIX B MO3HITHIX 362 - 378,383 - 388, 390 - 399 u 433 npriaoReHHsT
N 2  Tloctaroseruio Ne 1875, JOKYMEHTOM, MOITBEPXK/IAIOITAM MPOMCXOAJICHAS TAKHX TOBAPOB U3 rOCY/IApCTE - WICHOB EBpasuiicKoro sKOHOMHYECKOTO
corosa, B ToM umcie u3 Poccmitckof Mepepandd, Hapaay ¢ HEHdopManuel, TPeryCMOTPEHHOH IOy HKTAMH "a" 1 "6" mymxra 3 Tlocranopnesms Ne 1875,
ABTETC CEPTHQUKAT O NPOHCXONCHHH TOBapa, BBIIAHMBIN YHOTHOMOHGHHEMM OpLaHoM (opraEuzanumei) rocymapcTBa - WieHa EBPAasHACKOro
SKOHOMHHECKOrO €OM03a [0 (POPME, YCTAOBIeH oM [Tpapmiamy ONpEeIICHIs CTPaREl IPOHCXOMIEHHA TOBAPOB, ABISIOIHMECS HEOTHEMIEMOH FACTHIO
Cornamrenys o IIpaBEiiax onpenene s CTPAHEL IPOHCXOKICHHA TOBAPOB B Conpysxectse Hezaprcumbix ['ocynapers oT 20 goa0ps 2009 r. (nanee - Ilpasnia
OTIPENCICHEA CTPaHb! MPOUCKOMICHHA TOBZPOB), M B COOTRETCIBHM G KPHTEPIIME ONPE/EIeH s CTPAHEL HPOHCXORGICHIS TOBAPOR, TPEIy CMOTPEHEBIME
[IpaBHIaMHy ONPELETCHIS CTPARE! MPOFCXOMACHI TOBAPOB;

K) 10 BHECEHHS M3MeHeHHH B Mpaso Eppasnitcioro SKOHOMBHECKOTO 0032, [PeyCMATPUBAIOIIIX IO TBEPHCICHAE CTPAHB! MPOUNCXOMISHH TOBAPOB,
ykasauaex B opeaoxenmsx N 1 - 2 k [locTaHOBIEHEIO Ne 1875, mytem mpexocraBnerus urdopMaluy u3 €BpAZHHCKOTO PeecTpa NPOMBILUICHHBIX TOBAPOB,
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TOKYMEHTOM, TOATBEPACIAIOIIAM MPOHCXONICHHC TAKHMX TOBAPOB H3 rocynapeTs - wieHoB ERpasuifcKOro 5KOHOMHYECKOTO €003, 32 HCKIIOHUCHHEM
Pocemiickoli Qeneparan, IBIICTCE CEPTROUKAT O KPOHCKMKIESHHAN TOBAPA, BBLJAHHEIA YIOIHOMOYEHHEIM OPTaHOM (opranusanueii) TocyZapCcTBa - TICHA
EBpasuiicKoro HKOHOMEYCCKOTO CO032 IO {opme, yeraropnerHoi [IpaAnamMu onpefeleHis CTPAEE! TPOHCXONMICHI TOBApOB, W B COOTBETCTBHH C
KpUTEPHSMY OTPEAeICHIs CIPANET TPOHCKOKICHHA TOBAPOR, IPETYCMOTPEHIELIME [TpasAnaMe OLpeEIEH A CTPAREI POMCXOXIEAN . TOBAPOB;

1) QI ONTEEPIISHE IPOACXOIKICHIS TOBAPOB, YKA3AHHBIX B IOSUILIX 400 - 415 u 429 - 432 npmowenms N 2  Hocranonnenmo Ne 1875 u3
IOCYHApCTB - WEHOB EBPA3EHCKOre SKOHOMHYECKODO COI03a, B TOM *HCIC n3 Poceuiickoii Memepanuy, ABISIOTCE MHGOpDMAalWs K JOKYMEHTHL, B
COBOKYIHOCTH:

CepTHRUKAT O IPOHUCXOXICHIH TOBapa, BBLIARHEA yIOMHOMOIESHHEIM OPratoM (oprammzarpeii) rocyaapcTsa - WieHa EBpasiicKROTO SKOHOMIHECKOTO
cowsa 1o dopme, yoraHopmexrolf [IpaBriIaMy ONpEJCTEHI CTPaHE IPOMCKOMAEHAS TOBAPOB, U B COOTBETCTBHE C KPWICPHAME ONPEACTCHMS CTPAHSL
TPOMCKOIKACHHS TOBAPOB, IPE/TYCMOTPEHHEIMU TIpaBemaMy ONPeIE/CHHS CTPAHE! IPOHCXOMCICHEL TOBAPOB;

aKT 9KCIepTHIB TOProBO-NPOMBIIUICHHOH MaNaThl Pocomitckoll Pe/lepaliy KM aHATOTMIHL JOKYMEHT, BBLIAHHbLIA YIOTHOMOYSHHEIM OPraHoM
(oprasm3anyeii) rocyapcTra - wieHa EBpasfiCKOro SKOHOMIIECKOTO CO03a, cogepiantait FHOOPMALHIO O PACCUMTAHHOE B COOTBETCIBHH C MOAIYHKTIOM
«y TiyEKTa 2.4 [[paBAIT OIpeeIeHH s CTPAREL IPOMCXOMIEHH TOBAPOB JOJIE CTOMMOCTH MCIONB3YEMBIX UL IIPOH3BOACTEA OHOM ¢IHHIEl MEUIHHCKOro
H3/1EJ0A HHOCTPARABTX MATEPHAIOB (CHIPE:L) B IEHE KOHETHOM [IPO/IyKIuH, BeTUHHHa KOTOPO He IPeBEIIAeT NPE/CIbHELC SHAUCHU COLIAcHo TIPAIOMKEHHIO
Ne 4;

DEKBHZUTHL (IaTa H HOMEP) JIOKYMEHTa, IONTECPKAOINET0 COOTBETCTBHE IPOU3BO/ICTEA MEIHIMHCKIX H3NCIHH tpebosatn TOCT ISO 13485-
2017 «MexrocyIapCTBCHHBIH cTaHAapT. Usaends MeAHIMHCKAC. CHCTeMb] MeHeDKMEHTa kadecTna. TpeGoBanms Iyt 1enel peryipoBatus.

4. Yemanoseums, wmo:

a) mosnokeHus TTocTanoBrerns Ne 1875, xacarommecs TOBAPA POCCHHACKOr0 MPOUCKOMKIACHHL, paboThi, YCIYTH, COOTBCTCTBEHHO BBLIIONHACMOH,
OKA3HIBACMOH POCCHICKIM [PaKJARMHOM, POCCHHCKHM FOPHIMYSCKEM JHOM, IPUMCIHTIOTCA TAIOKS B OTHOIIICHHH TOBAPa, TPOHCXOAAUIErO B3 roCy1apcTBa
- wicna EBpasuickoro SKOHOMEIECKOTO CO103a, PAGOTEL, YCIYTH, COOTBETCIBEHHO BEIIOHIEMOH, 0Ka3bIBaeMOM HHOCTPAHHBIM JEIIOM, 38PETHCTPHPOBAHHEM
Fa TepPHTOPHHA roCy JApCTEa - wicHa EBpasgHCKOTo SKOHOMUMECKOTO COR05a,

6) ecma 0GBEKT 3aKyIKH (mpezMer 3aKyIKH) BKIZOYAET XOTA Obl ONHH TOBap, HE ykazapmEbii B npmioxkeran Ne 1 k Tloctanosnermo Ne 1875 u
npuioxennn Ne 2 k [loctasOBICHAIO Ne 1875, B OTHOIICHHH 3asBKH, COTEPHALCH UPESITOKEIHNE O NOCTABKE TOBAPOB (e TOM WHCTE MOCTABIAEMBIX TIPH
BEIIONHCHEM 3aKYIAeMbIX paboT, OKA3AHME 3aKYNASMBIK YCIYT) TOIBKO POCCHICKOTO [IPOMCXOIKICHEA, MPUMCHACTCS MPEAyCMOTPEHHOE IyHKTOM 1
Tlocranosnerus Ne 1875 nperMyIiecTBO IPHA YCIOBIH, 9TO:

IPH OCYHICCTRICHHH 3aKyIIKH B COOTBETCTBHH C DepepaTsHEIM 3aKoHoM No 223-03 B THCIE 3aABOK Ha yIACTHE B 3AKYINE, KOTOPBIC paccMaTpHBAIOTCS,
OTIGHMBAIOTCH, CONOCTABMAIOTCS, MMCCTC 3aBKA Ha YIaCTHE B 3aKylIKe, KOTOpas He OTKIOHCHA M COJIEPIHT IpeTIoNKeHHe O HOCTARKE XOTH Obl OXHOTO
TOBApa, IPOUCXO/ALIEr0 B3 HHOCTPAHEOTO rOCyAapeTBa;

B) eCIIH HHOE He YCTaHOBJICHO B COOTBETCTBHE C DepepaibHEM 3aK0H0M No 223-03 ¥ IPHILITEME B COOTBETCTBRY C HAMH HOPMATHBHBIMA MPaBOBBIMHE
axramu, B ToM Gucie [Toctanopnennem Ne 1875, fomyckaercst BKIIOYATE B OXHE OBBEKT 3aKyIKH (HPEIMET 3aKYIKI) TOBAPET, pabOTHI, YCIIYTH KAK YKA3aHHEIS
B npmoxenns Ne 1 k ocranosnermto Ne 1875 n mpanoxemmu Ne 2 x Hocraropmeruio No 1875, TaK ¥ He YKA3aHHBIC B TAKMX IPUIIOXCHIX, IIPH 5TOM:
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K BIJIFOUEHHBIM B 0OBEKT 3aKyIIKK TOBapaM, paboTam, yciIyraM, yKasaHHEM B IPHIOKE HIH Ne 1 & [Toctapornermio Ne 1875, mprMeHAIOTCA HOTOKCHHL
IMocTanosserns Ne 1875, Xacaroniuecs 3alpera, YKasaHHoro b NyHire 1 Mocramopnenns Ne 1875;

K BKIIFOUEHHBIM B 00BEKT 3aKYIKK TOBAPAM, paBoTam, yeiyraM, YKasaEHbIM B IIPHITOKEHHE No 2 k [Tocraropnemmo Ne 1875, HpAMEHATOTCA LIONONKESHIT
IMocragopmenss Ne 1875, Kacaiomuecs OrpaHn-CHAL, yKa3aHHEOro B MyAKTe 1 TlocTamosnenns Ne 1875;

K BKIOIEHHEBIM B 06BEKT 3aKyIKH TOBapaM, HE yKasatHbM B npemoxenn Ne 1 x [IocTaBoBISHHEO Ne 1875 i nprroxeman Ne 2 k TIocTaBOBICHAIO
Ne 1875, HPUMEEAIOTCS. HOJI0KCHHL Tloetaposnenus Ne 1875, xacarormyecs MPEAMYIRECTBA, YKa3AHHOTO B IyHKTE 1 TlocTauormenus Ne 1875;

[PEHMYLISCTBO, YKasaHHOe B IYHKIC 1 TlocTasosmenus No 1875, mpeocTaBiaeTcs UPE YCHOBIH, yKazamHoM B a63ane BTOPOM IHOATYHKTA «B»
HACTOSIIETO LYHKTA, 32BKEC HA YIACTHE B 3AKYIIKE, KOTOpai COZEpIHT MPSIIOKEHUE O TOCTABKE TOBAPA (B TOM 9ECIE IOCTABILICMOTO TIPH BEIIOTHEHIH
3aKyIAeMbIX paboT, OKazaHHH 3aKyIacMbIX YOIyT) TONLKO POCCHHCKOro MPOHMCKOMKASHES, Kak b OTHOIICHEY BKIIOUEHHBIX B OOBEKT 3AKYIKA (HPCIMET
3aKyIKH) TOBAPOB, HE YKA3AHHBIX B HPHIOINCHIL Ne 1 & Iocraropnermo Ne 1875 1 IpHIGKEHHH Ne 2 x Mocranosnemuio Ne 1875, Tak ¥ BIJIOYCHHBIX B
OB BEKT 3aKYLKH (IPEIMET 3aKyIKH) TOBAPOB, YKasaHHHI B TAKHX TPHITOKCHAX. ‘

f) TpH OCYIIECTBICHEE B COOTBETCTBHU © DenepanbHeM 3aK0H0M Ne 223-®3 3aKyIOK TOBAPOB, YKA3aHHLX B IMOSHIAAX 195, 197 - 199 = 203
npatoxenns Ne 2 k [TocTaHORIIEHHIO Ne 1875, 3aspKka Ha y9acTHe B 3aKylKe, B KOTOpOiL COMEpIKUTCA MpeIoKeHHAe 0 IOCTaBke T0Bapa poccuiickoroe
HPOACKOMASHHA, ABISIOMErOCA PATAOIICKTPOHHOL UpOnYKUMEH, He OpPHU3HAHHOH B COOTBETCTBUK O pocTanosienueM Ilpapurenscrsa Poccriickoit
®enepanpn or 17 moms 2015 . Ne 719 «O HOATBEPKICHHN IIPOU3BOKCTEA poccuiickoit TPOMBIILIERHON IPOTYRITAR PATHODICKTPOHHOM POy KITHEH
[opBOTO YPOBHS, NPHPABHMBACTCA K 3afABKE HA yuacTHe B 3aKylUKe, B KOTODOH CONEPHKHTCS MPSNIONEHAE O MOCTABKE TOBApa, HPOYICKOJIAIEr0 M3
MHOCTPANEOr0 rOCyIapeTBa, eclid Ha yHacTae B raxoi 3aKyIKe [OfAHA 3aiBKa HA YHacTHe B 3aKylKe, Ipu3HARHAL [0 PEe3YIHIATAM €€ PACCMOTPEHILT
COOTBETCTRYIONE! YOTAHOBNEHEBIM B COOTBETCTBHH © (DenepambHEM 3aKonoM N 1933 COOTBETCTBEHHO TPeCOBAHMAM ¥ CORCPXAITAL NIPEIONMEHHE O
MOCTABKE TORAPA DOCCHHCKOTO MPORCKONICHES, HBIHIOMETOCH PaAOdNCKTPOHHOH IpOAyKIHeH, NPUIRAHHOM B COCTBETCIBHE C [OCTAHOBIIEHHEM
IpasuTenscrsa Poccuicko# ®enepanyu or 17 moms 2015 T. Ne 719 «O moirBep:<OCHEY MPOM3BONCTEA pOCCHECKOH TMPOMBILILICHAOH POXYKIHIY
PaOdTIEKTPOHHOH 1T oyKIweil MepBOro yPOBHAS

i B i L i i % i 4

¥) B CITyHae OCYLIECTBIICHMA B COOTBETCTBUL C DemeparTbEbIM 3aKOHOM N2 223-@3 3aKynKy yKazaHHbIX B HO3HITHE 433 mpumovkerwst Ne 2 k TTOCTAHOBICHIIO
Ne 1875 JeKapcTBEHHEIX [PETIApATOB, BITTIOHCHHEIX B Tepeuenh KH3HCHEO He00XOHMBIX BEICTEHTIFX JIGKAPCTBEHHBIX NPENaparoB Jyis MOAHIEHICKOTO
TPAMEHENHS, yTRepKICHEETH [IpaBHTeNECTBOM Poccmiickoll Peflepaluyi B COOTBEICTBHH € [IYHKTOM 6 crated 4 DeaepanbHOTO 3aKOHA "O6 oOpameHun
JEKapCYBEEHEIX CPEACTR”, W HE BKILOWRHHBIX B [Iepevens CTPATerHIeCKH 3HATHMEIX NCKAPCTBEHHBIX CPEJICTB, IPOH3BO/ICTBO KOTOPHIX JOJOKHO OBITH
obecnedeno Ha TeppaTopu Poccmickol Oepepanyy, YTBEPICCHHBIH PACIOPSIKCHACM IIpasuTenscisa Poccuiickol Denepanyy OT 6 HIOLT 2010 r. Ne 1141-
P, B OTHOIUEHHH 3asBKH, COMEpIKAMEH [PEANOIKEHHE O MOCTABKE TAKIX JIeKApCTBEHHEIX TIPenapaTon TONbKO POCCHICKOr0 MPOHCXOMKACHHS, HOMIMO
OPeyCMOTPEHHOTC IIYHKTOM 1 octamopnerns Ne 1875 orpaHddenus, TAKKe TMPAMCHACIC ey CcMOTPERHOE TYHKTOM 1 Tlocramornenmst Ne 1875
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[IPEHMyYIIEcTBO, IPU KOTOPOM LS [(e/H TaK0I0 JIPSHMYTIECTEA 3asBKa Ha YIACTHS B 3AKYLKE, B KOTOpOHt CONEPIKATCS HPSIIOKENNE O MOCTABKE TAKOIO
JEKAPCTBEHHOrO MPENaparTa, IpORCKOLAMICIO 13 roCYJApCTE - WIeHoB Eppasuickoro SKOHOMHICCKOO coro3a, B TOM wrcTe u3 Poceriickoi @enepartui, HO
He Bee CTAHE IPOM3BOACTEA KOTOPOro (B TOM WHCIE CHHIES MOJIEKYIIEI IEHCTBYIOMEro BeIecTBa TIPH IPOH3BOACTES (bapMaleBTATECKHK cyOcraiui)
OCYIIECTRIBIOTCH HA TEPPHTOPHAX IOCYIAPCTS - qrenon EBpasriicKoro 3KROHOMITIECKOT0 CO038, IPHPABHEBACTCA K 3as{BKE Ha YIACTUE B 3AKYIKS, B Kotopoit
COLEPIKITICA HPETORCHAE O TIOCTABKE TORAPA, [IPOMCXO/BUNETO A3 HHOCTPAHHOIO TOCYApOTsa, ©CIF B YIACTHE B TAKOH 3aKyTIKe [TOAHA 3aIBKA Ha ¥IaCTHe
B 3aKymke, [IPH3HAHAAS WO PE3yIBTATAM &6 pACCMOTPEHI COOTBETCTBYIOMEH YOTAHOBICHHBIM B COOTBOTCTBHH € denepanbabM 2aoHoM No 223-03
COOTBETCTBEHHO TpeOOBAHMAM H COICPKamIast [IPEIIOIKEHHS O IOCTARKE JEKAPCTBCHHOTO IpeapaTa, BCe CTAIHH UPOH3BOJICTEA KOTOPOro (B TOM 9HCIC
CHITE3 MOTEKYIIH JefiCTEYIOMETO BelIecTRA PR TPOM3BOLACTES (apManeBTHICCKHX cyGeTanmii) OCYMECTBIAIOTCS Ha TEPPUTOPIK rOCYIApCTB - WICHOB

HOMHHECKOIO CO03a;

) TpE OCYIIECTBICHHN B CCOTBETCIBHM ¢ DenepansBeM 3akoHoM Ne 223-M3 zaxynKu yKazaHHBIX B MO3HIEH 433 mpunoxenns Ne 2 K
locragosiennio Ne 1875 jexapCTBeHHEIX [IPEIaparon, BETFOYECHHEBIX B IEPEUeHT CTPaTCrHIeck) 3HATHMEIX HeKAPCTBOHHDIX CPENCTE, POH3BO/CTBO KOTOPBIX
AOIDKHO GHITH 00CCIEUEHO0 Ha TEPPHTOPHH Poccuiickoll Penepamuy, yTBSPKISHHBI PACTIOPAKEHICM Ipapurenpersa Pocemiickoif deniepanu 0T 6 HIOLI
2010 r. N 1141-p, sasBka Ha yJacTHE B 3aKYIKE, B KOTOPOB CONEPIATES TIPENOKCHHES O MOCTABKS TAKOTO JICKAPCTBEHHOTO MPeTapaTa, IPOMCXOAAIICIO 13
rocyRapeTs - wieHos Bepasuiicroro SKOHBOMEIUECKOTO CO03a, B TOM IMCIe U3 Pocomitckoii Dezepann, 5o He BCE CTAIME TPOK3BOZICTEA KOTOPOLO (» TOM
A CHETE3 MOTCKYIILL ACSHCTEYIONTEro BemecTsa I’ IPOH3BO/ICTEE dapMareBTAYSCKEX cyGoTamtzil) 0CYIMECTBILIIOTCS Ha TeppHTOPHIX roCyAapeTs -
wiieros EBpazuiickoro 3K0OHOMHMHECKOT0 C01033, TIpEpaBHUBAETCS K 3aIBKE Ha YIaCTHO B 3AKyTIKS, B KOTOPOH COAEPIKATCH MPEIOKEHNE O MOCTABKE TOBADA,
IIPOHCXOMISIIETO U3 MEOCTPARHOTG rOCY/[ApeTsa, ecITA He ydacTwe B Takoif 3aKyliKe IO/iana 3asska Ha yuacTHe B 3aKyIKe, IPE3HAHHAL [0 Pe3yIbraTaM &e
PacCMOTPEH IS COOTRETCTBYIONIEH YCTAHORIEHHBIM B COOTBETCIBUM © depepansHBM 3aK0HOM N 923-D3 coOTBETCTBEHHO TPEOOBAHMM M COepKaIlas
[IPEUICIKEHYE O TOCTABKE NEKapCTBCHHIOT0 TIpemapara, Boe CTAHH IPOM3BOICTEA KOTOpOro (B TOM THCTIE CHHTE3 MOJEKYIIEL NeACTBYIOMIErO BEIIecTBa IPH
IpOU3BOACTRE (apMalleBTH ICCKIX cyGcranmyi) 0CYTECTBILIOTCS Ha TEPPHETOPHIX rocyapers - ieHoR EBpasuicKoro SROHOMEICCKOTO CO03a;

X) TIpM OCYIIECTBICHHEN B COOTBETCTBUM C deepalbEBM 3aKOHOM No 22303 3aKyIEKE TPOTPAMMEOro 0GECTICHEHI, yKa3aHHOro B gosanue 146
npuosxenns Ne 1 k [locTaHoBIeHIIO Ne 1875, 3a4BKa Ha yJacTHE B 3aKyIIKS, B KOTOPOH COEPXUTCH HPENTIOKCHHG TpOrpaMMHOro obecredenys, peecTpoBas
3aIICH 0 KOTOPOM B PESCTPE POCCHICKOT0 HPOIPAMMHOL0 OGCCIIeYeH s MITH PEECTPE eBPA3HIICKOro IPOrpaMMHOTo obeceuenns He COREp AT HAHOPMAIMIO
0 COOTBETCTBHH HPEaracMoro IporpamMMuoro obecieuenns TpeGOBANTM K JIOBEPEHHOMY [POTPAMMEOMY o0ecieuenio, NPAPABHABACTCH K 3a4BKe Ha
yUACTHE B 33KYIIKE, B KOTOPOH COACPAUTCS HPEIONCHAE TIPOrPaMMHOT0 oBECITOTeRIS, TPOHCKOSILIEro 13 HEOCTPaHEOT rOCY Aapersa, SCIIH Ha YUYACTHE B
Taxoff 3aKyIKe TO/aHA 3asBKa Ha yIACTHE B 3AKYIIKS, [IpE3HARBA TI0 PE3YILTATaM €€ PACCMOTPERI COOTBETCTBYIOMEH YCTAHOBNCHHBIM B COOTBETCTBHY C
DemepanbHBM 3aK0HOM No 223-®3 CcOOTBETCTBEHHO TPeGOBAHMIM M COAEpIKAIAL HpEMOIKeHHE O TPOIPAMMHOM obecHeucH iy, peecTpoBad 3aick O
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KOTOPOM B DEECTpe POCCHICKOro HpOTpaMMHOIO oBecleueHHd WITH pPeecTpe eBPasuACKOTO MPOrpaMMHOTO ofeciedcHAs cofiepkuT HH(GOopManuio o
COOTBETCTBHH MPEITATAGMOT0 IPOTPAMMEOTO 00CCIETeHEs TpeGOBAMIIM K NOBEPEHHOMY IIPOIPAMMHOMY oBeCTIeIeHIKO.

5. Ocobennocmu onpedeeHua i 000CHOBARUA HauansHoil (MaKcuMansHoll) yervl 002060pa, YeHsl 002060pa, 3AKNOHAEMO20 C OUHCHIBERTLLIM
ROCHAGUIHKOM (HCROJHUMETIEM, noOpAOUUKOM), Helbl OURIIBL MOEapa, pabomst, pciyzu, 00ycnOGIEHIbLX HOCHARO6ICHIEM Hpasumenvcmea PO om
23.12.2024 Ne 1875, ¢ coomeemcmeun ¢ Llononcenuem o sakynke (0anee — I1o3):

5.1. Hpu ocyuecmenenun KOHKYPERIMROW 3AKYRKH WL 3anpoca oghepm TS OLPENSTEHAS 1 obocuopanms HMI, mibo neHs! eNMHAIEI TOBapa,
paboThI, youyrH 3aKazIiK BIpaBe HCTOIb30BATH METO/ 30 (sampet, orpammdenue). 1Ipy NpEMCHEHAN TAHHOTO MCTOAR 3aKazuAK ¢ LCTBIO MONYIeHns]
AHGOPMATIME O IeHax H 0OOCHOBAHMS HMI, 1u00 HeHs! eHEHIBL TOBapa, paboTEL, YCIYIH, IPEMEHSET IyHKTEL 4 -6, 8- 13 pazmena 3 rmass I [To3, ¢
VUeroM CTENYIOUHX O0COoOeHHoCTeH, 0ByCHOBICHHBIX TOCTAHOBICHHACM TlpapurenectBa PP or 23.12.2024 Ne 1875 «O mMepax WO IPEROCTABICHAIO
HArOHAIBHOTC PEKAMa HPH OCYNIECCTRISHHH 3aKYIIOK TOBApOB, paboT, YCIYT UL 0GeCHeUcH s roCyNapCTRCHHEN 1 MYHIIHIANEHEN HyXJ|, 32KYIIOK
TOBapoB, paboT, YCIYT OT/IENBHEIMIL BEAMH IOPHIHHCCKIX gy (nanee — HocTanopnemue Ne 1875):

- ToBap, TIPOMCKOLMHH A3 TOCyapeTBa — IoHA EBpasuifckoro aKOHOMEHECKOTO C0F033 IPHPABHABACTCS K TOBAPY POCCHHCKOI0 IPOUCK OIKACHM.

- B CIydac yCTAHOBICHHS 3ATIPETA 3aKYIOK TOBAPOB (B TOM WHCIIE OCTABNISEMBIX IPH BEITOHEEKH 32K IACMBIX paGoT, OKA3AHNH 3aKYIIASMEIX YCIYT),
[POMCXOHIEX H3 MHOCTPAHHBIX IOCYNApCIs, paGoT, YCIYr, COOTRETCTBEHHO BLINONHACMEIX, OKA3HBACMELX HMHOCTPAHHGIMH JIHIAME, KOMMEPIECKAE
IIPEITIONEHAS, CONSPHCAITIS IPSITONSHHAE 0 HOCTABKE TOBAPA, IPOACKONAIIETO K3 HEOCTPAHHOTO FOCY/(APCTEE, Ha BEITOMHEHAE paGoTsL, OKA3aHNE YCIYTH ¢
TTOPSUTUAKOM (HCIONHUTETIEM), ABILTFOMEMCS HHOCTPAHEEIM JHIOM K PACCMOTPEHHIO He TPHHHMAI0TCA.

- B CIIy¥Ae YCTAHORNCHHS OTPAHIUeHH 32KKYIIOK TOBAPOB (B TOM HCIE IOCTARMSEMBIX IPY BBITONTSHNH 3aKYTIACMEIX paboT, OKa3aHHA 3AKYIAEMBIX
YCNyT), MPOHCKOMSIIIX U3 HHOCTPARHDIX FOCYHApCTE, K PACCMOTPEHHIO Bo MPAFHMAIOTCS KOMMEPUECKUS [PEIUIONCHI, COAEPIKAITAC NPEIOKEHHE O
HOCTABKE TOBAPA, IPOHCXOASINETO M3 HEOCTPAHOr0 roCyNaperha, IpH OIHOBPEMEHHOM COOIIOIEHNI PAAA YCIOBHIL:

TAKIKE [IOJANET KOMMEDPUECKHE IPEMIMKEHE, COOTBCTCTRYIOIE YCTAHOBICHHEM 3axasamKoM TpeDOBaHmsIM 1 COTEPIKAINEe B OTHOIMICHIEM TAKOre
ToBapa MPEIIOKEHAE O OCTABKE TOBAPa POCCHACKOTO MPOACKOMCHEHILT,

k02 HEIHEHT BApHALIME HEHE] IPEBEINAcT 33% (COBOKYIHOCTE SHAYEHHH, ACTIONE3YEMBIX B PACHCTE, DY ONpeACTeHIN HARAIBHON (MaKcHMaTFHOM)
TICHBI JIOTOBOPA CIBTAETCS HEOTHOPOMNOH).

Kosh¢uiaenT BapRalyy UEeHbE OIIPE/IeNASTCI 10 creayomei gopmyne:

= -7 «100
<y>

e
V - k03P hUIIEeHT BapHALAR,

(4, - <y>)

n—1

- CpenHee KBaaparyHoe OTKIJIOHECHHC,
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Yi HeHa e/FHUIE TOBapa, pabOTH, YCIyIH, yKasalHas B HCTOYHHKE C HOMEPOM i;

<I7> - cpentsa apHMETAISCKAsS BEIMTHEA [CHE] eIMHAITE! ToBapa, PaboThl, YCIYTH;

I - KONHYECTRO 3HAYEHAN, HCTIONH3yeMBIX B pacteTe.

Vndopmaris i JOKYMEHTEL, OTBCPAIAIOLTHE CTPAHY IPOHCXONCACHILT TOBAPa, PACCMATpPHRBAIOTCS B COOTBETCTBHM © Tocranorneanem Ne 1875,
5.2. ¢ ciyune npUHAMIA 3AKA3LUKOM PEHIERUA O RpPOGEdeHUN 3AKYAKIL Y EOURCMEEHROZ0 HOCHAGULUKA (NOOPANHUKA, UCROTHUMENA)!

TIp OCYIIECTBISHHA 3AKYIKH ¥ EMMHCTBeRHOTO mocTaBiaKa (MOHPSITHKS, MCTONHATENA) L ONpeNenenus 1 obocHoBaHAsA [EHEl TOTOBODA,
3AKOYAEMOT0 C SMUECTBEHHBIM ITOCTABIAKOM (UCTIONHETENEM, HoXpTYAKOM), MO0 MeHBl eIUHANbL TOBAP, paboTEl, yCIyru, 3aKasddk BIPaBe
penonszosath Metox 3011 (3anper, oTpaHmCHUE, npenMyIecTso), TIpH IpUMEHEHIH JAHHOTO MeTOA 3AKA3THK C MENTBEO TONYHIeH s HEGOpMAITHIL O HeHax
# OBOCHOBAHMA TIEHBI JOTOEOPa, 3AKIIOTASMOTO ¢ SIMHCTBCHHBIM TOCTABIIMKOM (UCIIOMEUTEIICM, MOAPATINKOM), NGO TISHBI CMHUILEE TOBAPA, paloTeL,
YCILYTH IPHMEHIET MyBKTEL 4,6 — 13 pazzena 3 rmasst I1 [To3, ¢ y4eToM CIeIyIOUHK ocoGernocTedi, 06ycnopnesHEX [T0cTaBOBICHIEM Ne 1875:

1) TORAp, MPOHCXOLILIHH M3 [OCYAAPCTBA — yrena EBpasHiiCcKoro SKOHOMUHEECKOTO COM03a IIPEPABHHEBAETCS K TOBAPY POCCHHCKOTO THPORCKONKIEHA.

2) B Ci[ydae YCTAHOBIEHHS 3aMIPCTa 3aKyIOK TORAPOR (B TOM THCIE MOCTABILIEMBIX TIPH BRIIONHEHAL 3aKyIaeMEX paboT, OKa3aHMH 3aKYTIAeMBIX
YCHYT), HPOHCXOMAIMK A3 HHOCTPAHHEX FOCYAApeTs, paboT, YCIiLyrT, COOTBETCTBEHHO BEITIONEEMBIX, OKa3EIBAEMBIX HHOCTPAHHEIMA JTHIAME KOMMEPHCCKHE
TIPEIUIOIKEHHSL, COMIEPIKAILE MPEIIONKEIC O JOCTABKE TOBAPa, IPOMCXOALNIEre U3 MHOCTPARHOTO rOCYapCTBa, Ha BEIONHCHRE PaboThl, OKA3AHHE YOIyId ©
TIOAPSTIAKOM (WCTIONHETENEM), SBISIOMEMOS HHOCTPARHEM JTAITOM TIPY. PACCMOTPEHHH OTIIQHOTCA.

3) B cIydae yCTAHOBJEHMA OrPAIMHCHHS 3aICyIIOKk TOBAPOB (B TOM SHCIIE MOCTABIIICMEIX TTPH BEIIOJHEHNY 3aKyaeMBIX paboT, OKa3atHH 3aKyTacMbX
yeiyT), MPOHCKOAAIUX U3 AHOCTPAHHBIX rOCY/IAPCTB, NPE PACCMOTPEHHH OTKEOHAITCA KOMMEDUECKHE IPSIITOKESHIL, CONSPIKAIIIC TPEIIOKEHHE O
[IOCTABKE TORAPA, TPOHCXOAIIEIO H3 HEOCTPAHHOro FOCYIAPCTBA, ECIM TAKKE [OAREl KOMMEPICCKe IIPEIITOKEHH)S], COOTBETCTBYIONIME YCTAHOBIEHHbM
JaKAZIIMKOM TPCOORAHUSM H COJICIKAIINE B OTHOIICHHH TAKOro TOBapa NPeIOKERYE O OCTABKE TOBApA POCCHITCKOTO MPOUCKOMKICHUS.

4) B cITy4ae YCTAHOBISHUS IPEUMYTICCTBA B OTHOILEHHHN TOBAPOB POCCHECKOTO MPOUCKOAICHIL:

4) IIpM PACCMOTPEHNH, OMEHKE, COLOCTABIICEMN 3asBoK (KOMMEpIecKHuxX Ipe/UTOKCHNH) HA YYACTHE B 3aKyIIKE OCYIECTBIHETCSA CHIKCHHAE Ha
I THAIATE TPOTEHTOB HEHOBOTO IPE/IOMKSHE, TTOIAHHOTO YUACTHMIOM 3aKYITKY, IIPE/ITArAIOIM K IIOCTABKE TOBAP TONBKO POCCHACKOTO IPOUCKOIKICHI

6) B crydac 3aKTEOYCHIA JIO0BOPA € YHACTHMKOM 3aKYITKE, YKASAHHEIM B HOINTYHKT® «a» WACTONero IyHKTa, JOTOBOP 3aKE0Iaercd Ge3 yuera
CHESKCHS [IEHOBOT0 NPELIOKEHHAN, OCYMECTRBICHHOTO B COOTBETCTBHY ¢ TIOIIYHKTOM «a» HACTOSIIEro IIyHKTA.

5) B coydae BIHOYSHHS B ONAH IPCIMET 3aKYIKH TOBApOB, KaK yKasaHHBIX B IPUII0MCHIA Ne 1 x [Mocranosnenwro Ne 1875 H [IPHIOKESHHE Ne 2 x
Iocrapopnenmio Ne 1875, Tak ¥ HC yKa3saHHBX B TakdX HPATOKEHASX, PACCMOTPERNS 3aiBOK (roMMepYeCKIX HpenyIoKeHni) OCYIECTEIAETCH B
COOTBETCTBIAR C LOALYHKTOM «ax» WM «0», YKa3aHHBMH FHC:

d) ecTd [peAMET 2aKYIKH BIIIOHACT XOTH GBI OMH TOBAp, HE YKARAHHBIA B IPHIIOMCHIH Ne 1 x Hocragosnenmio Ne 1875 B TipRIIOKeHAH Ne 2 K
[ocramopnenrro Ne 1875, B OTHOLICHHH 3a4BKH (KOMMEPUECKOTO MPEIUIOIKCHHAS), coziepamell IpeoKeHue O MOCTaBKe TOBAPOB TONBKO POCCHHCKOTO
TIPOUCKOIKIEHHAS, IPAMEHACTCA IPE/yCMOTPEHHOE IYHKTOM 1 Tocraropnerist Ne 1875 upeAMyIECTRO DK YCIOBIH, 110

B HCIIe 3ASEOK HA yUacTHe B 3aKyIIKe (KOMMEPHCOKHIX HpeioKe i), KOTOPHIE PACCMATPHBAIOTCS, OLEHEBAIOTCS, COMOCTARILIIOTCA, AMEETCS 3aABKa
Ha y4ACTHE B 3AKYIKE (KOMMEPISCKOE IIpeTOKEHTE), KOTOpAst He OTIIIOHCHE I COAEPYKAT NPeTOKENHE O MOCTABKS XOTH OBI OIHOTO TOBAPA, IPOHCXOIETO
73 HHEOCTPAHHORO IOCYAapcTBa;
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6) ecTE TPEIMET 3AKYIKA BKIIIOIAET TOBAPDI, Kaik yKazapuEbe B UPMmIoxern No 1 k Tlocramosmesmzo Ne 1875 u mpunodkerii Ne 2 K HOCTAHOBJIEHHIO
Ne 1875, Tax W He yKa3aHHbBIC B TAKMX IPUITOKEHAIX:

K BISHOYCHELIM B OGHEKT 32KYIKE TOBapaM, YKa3aHHbEM B IPATIOKCHHH Ne 1 x Hocraropaesuzo No 1875, IprMEHSEOTCA IOTOKCHELA TTocTaHORIEHASL
No 1875, kacaiomprecs 3ampeTa, YKa3aHHoro B MyHKTe 1 Iocranopnenust Ne 1875;

K BIUTIOYCHHEIM B 00BEKT 3aKyTIKA TOBAPAM, YKA3AHHBIM B IPANOKCHIH Ne 2 x ITocrasoBienmo Ne 1875, IpUMEHAOTCA IHOTOKCHAAL TlocTaHoBIEHAL
Ne 1875, KACAFONTHECS OI PAHKYCHES, YKA3ZHHOTO B IyHKTE 1 Hocrasonmenns Ne 1875;

K BKJIIOUEHHBIM B OGBEKT 3AKYIIKA TOBAPAM, HE YKA3aHHbIM B IPHIKEHIR No 1 x Tloctanosiermo Ne 1875 u nprioxenwu Ne 2 x 11ocTaHOBICHHIO
Ne 1875, IpHMEHAIOTCS HONOXKEHAL Tlocranopnennsa Ne 1875, kacarompecs IPEUMYIIECTRa, yKa3asHoTo B nyaxTe 1 Hoctaropierrs No 1875;

IIPEAMYIIECTBO, YKA3aEHOe B IIYHKIC 1 IMocramosnenns Ne 1875, OpeloCTaBIIETCS OpH YCTOBUH, YKA3aHHOM B abzaie BTOPOM HDOMIIYHKTA «a»
HACTOSIIEr0 TIYHKTA, 3aiBke HA YJACTHE B 3aKyNKe (KOMMEPUECKOMY TIPE/UIOIKGHIIO), KOTOPas CONEpIKHT HPSULONKEHIS O TOCTABKC TOBApA TONBEKO
poccHHCKOTO IPOHCXOIKISHHS, KaK B OTHONSHHI BRTIOYEHHBIX, B IPEMET 3aKyTIKH TOBAPOB, HE YKa3aHHbIX B mpustokenmy Ne | x [TocTanoBIeHAIO Ne 1875
u npunoxeriz Ne 2 x TlocTaHOBICHHIO Ne 1875, TaK B BKIIIOGSHHDX B IPEAMET 3aKYLKH TOBApOs, yKa3afiHEIX B TAKAX HPANOKERAAX.

6) Orenxa ¥ pacCMOTPEHHIE 3a1B0K (KOMMEPUECKIX TPEIOKEHHAE) TAKKE OCYIECTBILIETCA C YIETOM mynxTa 4 Tlocranonneras No 1875.

7) Undopmaius B JOKYMEHTH, TOATBCPAIAIOIIHG CTpaHy MPOUCKOAKICHIS TOBAPA, PACCMATPHBAIOTCA B cootsercreud ¢ [TocTamosnenmem Ne 1875.



