[Ipunoxenue 9

k npukazy Komurera

10 KOHKYPEHTHOH HOJUTHKE
MypmaHcKoit obactu

ot 23.12.2022 Ne 173

(B pex. ot 18.07.2025 Ne 55)

HNudopmanus u J10OKYMEHTbI, NOATBEPA/AAIONINE CTPAHY NPOUCX0kK/IEHNS TOBAPA, B COOTBETCTBUM
¢ nocranoBjenneM IlpaBurenscrBa P® ot 23.12.2024 Ne 1875 (IIIT Ne 1875)

IHoaTBep:xaalomue cTpany npoucxo:xaeHns naHgopmanus u fokyMeHTsl (myHKT 3 ITII Nel875)

Ne Tosmuun ToBapa B Mepa HopmMa IIpumeuanue
HepeTHaX TTIT Ne 1875
P® EASC
1 2 3 4 5 6 7
- HOMep peecTPOBOii 3aNNCH U3 PeecTpa POCCHIICKON | HOMepP peecTpoOBOii 3amUcH U3  €BPa3HUCKOTO
IIPOMBINIIEHHOH MPOXYKIHUH, NPEIYCMOTPEHHOIO CT. | peecTpa IPOMTOBapoB rocynapcTs — wieHoB EADC,
171 @3 or 31.12.2014 Ne 488-®d3 «O | coxeprkaruuii:
npoMbllieHHol nonutuke B POy» (nanee — PPIIIT), u | - uHdopManuio o0 COBOKYNHOM KOJIHYeCTBe
- crnpaBKa, MOATBEPIKAAIOIIAS HaJu4ue | 0AJJIOB 32 BHITIOJHEHHE (OCBOCHHE) HA TEPPUTOPHUH
CHelMaIbHOI0 HHBECTHLHMOHHOrO KoOHTpakra U | EADC cooTBeTcTByromMX omnepaunuii (ycioBuii)
npenycMotpenHas 1. 1 (1)  mocCTaHOBIIGHHS | (eciu 6 omHoueHuu maxkoz2o mosapa npasom EASC
[IpaBuTenscTBa PO oT 17.07.2015 | 3a svinonuenue (oceéoenue) na meppumopuu EADC
Ne 719 «O mOOTBEpXKOEHUH  TPOU3BOJACTBA | COOMBEMCMBYIOUIUX onepayuii (veaosuii)
POCCHICKOM IPOMBIIUIEHHOW NPOAYKUUN» (fajnee — | ycmanoeienvl — mpeboganus O  COBOKYHHOM
CIIHUK, IIIT Ne 719) Konuyecmee — 6ainog),  BEIUYHUHA  KOTOPOTO
wiu COCTaBJIAET WU [peBBIIIAET 3HaYEHMUE,
- Homep peecTpoBoii 3ammem w3  PPIIII, | onpenenensoe npasom EASC
co/iepoKalHil:
- nH¢opMaLUIO 0 COBOKYIIHOM KoJIHYecTBe 02108
no3uuuu 1 - 145 samper 3a  BBIMOJIHEHHE (OCBOGHI/IC)V Ha  TepPHTOPHH PO 1. «@, «6»
1 npui. Ne 1 COOTBETCTBYIOIIMX omnepanuii (ycioBuit) (eciu 6

omHowlenuu maxozo moeapa IIII Ne 719 3a
6binoNIHeHue  (oceoenue) Ha meppumopuu  PD
COOMBEMCMEYIoUUX onepayuii (venosutr)

YCMaHosneHbl mpebo6anust 0 COBOKYNHOM KOIULeCmee
6annog), KOTOpOE COCTaB/SIET WM  IIPEBBIIACT
3HaueHue, omnpeneinernnoe I[III Ne 719, Bxmouas
3HAUEHUE, OIPEJEIEHHOE AN LieNell OCyIeCTBICHHS
3akynok (ecnu IIIT Ne 719 B OTHOLICHWH TaKOTO
TOBapa  ONpEJAEIEeHO  3HaueHue sl Leneid
OCYIIECTBICHUS 3aKYIOK)

- uHpopmanuio 00 ypoBHe PaaHOITEKTPOHHOI
npoaykuuu (mamee — POII) (ana  ToBapa,
apisitomierocst  POIN,  must xotopoit  IIIT  Ne719
npenycmotpeHo otHecenue k POIT 1 unu 2 yposHs)

- uHpopmanuio 06 ypoBHe PIII (mms ToBapa,
SIBIISIFOILETOCST B COOTBETCTBUU C mpaBoM EADC
POII 1 yposust wiau POII 2 ypoHs)

m 3




IHoaTBep:xaaromue cTpany npoucxo:xaenns nHpopmanus u fokymMeHTsI (myHKT 3 ITIT Nel875)

[To3unuu ToBapa B
o epa UMEYaHHUE
MePEYHsIX TIIT Ne 1875
P® EADC
1 2 3 4 5 6 7
no3unus 146
npui. Ne 1 . . TMOPSIAKOBBI HOMeEp PpeecTPOBOIl 3amuch U3
NMOPS/IKOBBI HOMep peecTPOBOii 3amucu U3
2 TIPOTPaMMBI ISt CMHOTO PeecTpa pocCHiCKIX mporpamy it IBM u eMHOrO peecTpa mporpaMM miusi OBM u 0a3 | mm. «m», «e»
OBM u (wm) 6a3b1 P pap M, porp JNAHHBIX W3 rocynapctB—wieHoB EADC, 3a m 3
0a3 naHHbIX (peectp poccuiickoro [10) N
JTaHHBIX uckmoueHueM P (peectp eBpasuiickoro I10)
(nanee — I10),
no3unus 146
npuit. Ne 1 NMOPAJKOBBIH HOMEpP peecTPOBOil 3amucu U3
1O ¢ nom. TOPAJKOBBINH HOMEP PeecTPOBOM 3alIMCH U3 PEECTpa | peecTpa €BPa3HUICKOro 110, coJeprKamien M e
3 TpeOOBaHUSIMHU poccuiickoro I1O, conepxameit wHpOpMau o | uHpoOpMmamui o  coorBerctBuu  [1IO  jom. 03
(mmo IIT ot cootBerctBuu I10 nom. TpeboBanusiM k I1O TpeboBanusaM k I1O '
23.03.2017 Ne 325)
- HoMep peectpoBoii 3anucu u3 PPIIII, u HOMeEpP peecTPOBOIl 3amMCU W3 EBPA3UHCKOTO
- cmpaBKa, noaTeep:kaamas Hammuue CIIMK peecTpa MpoMTOBapoB rocygapcrs—uneHoB EADC, 1o no3uuusiM 362-
uu COJICPIKALITHH: 399, 433 npui. Ne 2
HOMep peecTpoBoii 3amucn u3 PPIIIL, coxepkamuii: | - HHPOPMAUMIO 0  COBOKYNHOM KoJHM4eCTBe g—0v3 1.08.2025
- HH(OPMALHIO 0 COBOKYIIHOM KOJIHYeCTBE 0AILI0B 0aJI0B 32 BBINIOJTHEHHE (OCBOEHUE) HA TEPPUTOPUH ACUCTBYIOT
3a BbIOJNIHEHHE (OCBOeHWE) Ha Tepputopun PO EADC cooTBeTcTByIOIUX omepamuil  (yCIoBHIA) nepexoaHbie
COOTBETCTBYIOIIMX omepanuii (ycnoBuit) (eciu & (ecnu 6 omuowenuu maxoeo mogapa npagom EAIC T0JIO’KeHHs: CTPOKHU
omnowenut  maxozo mosapa IIIT Ne 719 sa | 34 6bnonnenue (oceoenue) na meppumopuu EAIC 6, 6.1 HacrosmIEH
evinonnenue  (océoenue) Ha  meppumopuu P | COOMEEMCMEYIOUUX onepayuii (venosuir) Tabnub!
A nosuuun 1 — 433 coomeemcmeyiouux onepayuii (venosuii) | YCmanosneno 6mpe606amm O COBOKYRHOM | Lo oo o ' 400
mpur. Ne 2 OTPAHUYCHNE | . ii061eHbI MpeBosanus 0 cOBOKYNHOM Koauyecmee | Koauuecmee a1106),  BEIMYMHA  KOTOPOIO o3 110 HO3UHIHNM
6an106), KOTOPOE COCTABISET WiIM mpeBbimraer | COCTABIACT nm NPEBAINTACT 3HaqeHue, 432 mpwr.  Ne2
b
3Hauenue, onpenenennoe I Ne 719, prmrouas | OUPCACICHHOC NPAaBOM EASC 0u3 1.08.2025
3Ha4YeHHUE, ONPEETICHHOE JUIA IIeJIed OCYIIEeCTBICHHS ACHCTBYIOT
nepexo/iHble

3akynok (ecnu IIIT Ne 719 B OTHOLICHWH TaKOTO

TOBapa  OIpEJeIeHO IS LeJen

OCYIIECTBICHUS 3aKYIIOK)

3HA4YCHHUEC

- wuHpopmanuio 06 yposHe POII) (mis ToBapa,
spisitoierocst  POIL, s koropodt  IIIT  Ne719
npexycMoTpeno otHecerne K POII 1 wmu 2 ypoBHsT)

- uHdopmarmo 06 yposHe POII (mis ToBapa,
SIBIISIFOILIETOCST B COOTBETCTBUU C mpaBoM EADC
POII 1 ypoBus unu POII 2 ypoBHs:)

TOJIOKEHHUsI: CTPOKA
7 HacTosIIeH
TaOIULIBL




To3ummm TOBapa B

IHoaTBep:xaaromue cTpany npoucxo:xaenns nHpopmanus u fokymMeHTsI (myHKT 3 ITIT Nel875)

Ne Mepa HOpMa IIpumeuanue
MePEYHsIX TIIT Ne 1875
PO EA9C
1 2 3 4 5 6 7
mn «y», «b» m 4 IIIT Ne
1875 ycraHOBiIEH HOPSJIOK
o 4 5 4 o 6 TIPUMEHEHUS Mep
nosumus 433 orpamieHIe TMOMUMO HH(POPMAIIUH, YKasaHHOH B rpadax 4-5 mo3uiu 4 HacTOSIICH Ta JHLBL IS TOATBePAA/IeHHsT «OTpaHHUeHHE-IpenMyIIE
npmr. Ne 2 OCYIeCTBJIEHHMS] BCeX CTAJMii MPOM3BOACTBA (B T.U. CHHTE32 MOJIEKYJbI JCHCTBYIOIETO BEIIECTBA HMPHU %BO» (c yqe;@M)nﬂ «e» 1.
ceE o IIIT Ne 1875), a Takxe
(mpenapathi (orpanuyenuet npzpﬁBoacme Q)apMa]I\ll.elilép;l;eCKHx cyOcrannuii) Ha Tepputopun EADC (B ueisix npuMeHEeHUs IIl «y», «(h» JOIOBHA,  TpH . KOTOPHIX
o .

JTeKapCTBEHHbIE IpeRMYmECTRO 1. ocTaHoBieHUs Ne ): sasexa  Ha  yuactue B
4.1 OKIIIJ 21.10.51 III «B» II. 3 3aKyIKe, coneprKamas
o1 ZOIlI 51201 B CILyHasiX, - JOKYMEHT, COJEpKAllMil CBEICHHS O CTAMAX TEXHOIOTHYECKOTO MPOIIECCa POU3BOICTBA JIEKAPCTBEHHOTO MPSLIOACIE O mMocTape
8 OHCXO, ero 3
' 2'1 ’20 é3 e yKaS?HHHXf CpeACTBa JJIs MEIUIUHCKOTO MPHUMEHEHHs, OCYHICCTBIsIeMbIX Ha Tepputopuu EADC (B T.4. 0 cTaamsx mcyﬂagféqieﬁl rEASMC

I «y» II. o .
e T T ]\?; 1875) IIPOM3BOJICTBA MOJIEKYJIBI JEHCTBYIOIEr0 BemlecTBa (apMaleBTUYECKHX CYOCTaHIMH), BBIIAHHBIH (B T.4. P®) npupasHuBaeTCs
(manee — JIII) h Musnpomtoprom P® B ycranoBnenHoM nopsizke (rnpuka3 Munnpomtopra ot 31.12.2015 Ne 4368) K sadBKe ¢ "pe”“""‘e"”i‘;‘rf
IIOCTaBKe s
TIPOHCXOIAIIEro u3
HWHOCTPAaHHOT'0 rocyaapCcTBa

- HoMep peectpoBoii 3anucu u3 PPIIII, u - HOMep peecTPOBO 3amuCH W3 E€BPA3UHCKOTO

- cnpaBKa, noATBep:kaawmas Haauune CITUK peectpa mpoMTOBapoB rocynapcrs—uiieHoB EADC,

uiu COJICPIKALITHH:

HOMep peecTpoBoii 3amucn u3 PPIIIL, coxepkamuii: | - HHPOPMAUMIO 0  COBOKYNHOM KoJHM4eCTBe

- HHQOPMALHIO 0 COBOKYITHOM KOJIHYECTBE 0A/LI0B 0aJI0B 32 BBITIOJIHEHHE (OCBOEHUE) HA TEPPUTOPUU

3a BbIMOJNIHEHHE (OCBOeHWE) Ha Ttepputopun PO EADC coorsercTByIomumx —onepauui  (ycuoBuit)

COOTBETCTBYIOIIMX OIepauuii (ycrosuil) (eciu 6 (eciu 6 omuowenuu maxkozo mosapa npasom EASC

omnowenuu maxozo mosapa T[T Ne 719 3aq | 34 6binonenue (oceoenue) Ha meppumopuu EASC

ebinonnenue  (océoenue) Ha  meppumopuu P | COOMEEMCMEYIOUUX onepayuu (venosuir)

coomeememeyrouux onepayuil (venoeuti) | YCMaHoBeHbl mpeboganusi 0 COBOKYHHOM

yemarnoenenvl mpeboeanus 0 COBOKYNHOM Koauvecmee | KOauuecmee 0annoe),  BeNMMHA  KOTOPOIO

6annog), KOTOpOE COCTaBIsieT MIM IHpeBblmraer | COCTABILCT i HpeBbIIacT SHA4CHHC,

MHUHHMAIbHAS | spauenne, ompegenennoe 1T Ne 719, Bkmouas | OnpenenenHoe npasom EASC
5 npn. Ne 3 A0S 3AKYIIOK | 3payeHue, OMpeeiCHHOS ISl TeIell OCYIIeCTBICHUSI I, «@»-«6»
POCCHMHCKHUX | 3axymok (ecnmu IIIT Ne 719 B OTHOIIEHMH TaKOTO m. 3
TOBapoB TOBapa  ONpENENEHO  3HAaueHue Al Lesei

OCYIIECTBIICHUS 3aKYTIOK)

- wmHdopmammo 06 ypoHe POII) (mis ToBapa,
apisirorierocst  POIN,  must xotopoit I Ne719
npenycmotpeHo otHecenue k POIT 1 wnu 2 ypoBHs)

- undopmanuio o6 ypoHe POII (s ToBapa,
SIBIITIOIIETOCST B CcOOTBeTcTBUM ¢ mpaBom EADC
POII 1 yposus wiu POII 2 ypoBHs)




TMo3uun ToBapa B IMoaTBep:xaaomue CTpany Npoucxo:xaeHusi uHGopmanusa u JokymeHTbl (MyHKT 3 IIIT Nel875) HOpMa
Ne Mepa [Ipumeuanue
MePEYHsIX TIIT Ne 1875
PD EAQC
1 2 3 4 5 6 7
nepexoanble mosuozkenus (4. 10 ITIT Ne 1875)
OrpaHUYeHune 202 . 4 4 . .
P (orpammuenue+ Jo 31.08.2025: Hapsly C yKa3aHHOH B cronbuax 4-5 crpoku 4 Hacrosiiel TaOIuLbl I/IH(bOpMaI._II/IeI/I,
1 npeumymecro | IOATBEPIKIAIOLIEH IPOUCXOK/ICHUS TOBAPOB U3 rocyAapeTs - wieHoB EADC, B 1.4. u3 PO, mozkeT ObITh!
6 TOBapBI , a TAKXKE (8 cayuasx, i . . I «B)»
nosuun 362-399, yKasaRHEX B cepTH(HUKAT 0 NPOUCXOKIEHUH TOBapa, BBUIAHHBIH  YIIOIHOMOYEHHBIM OPraHOM (opranmuzanueit) m 10
433 mpu. Ne 2 cronéue 3 crpoxn | Tocynapcrsa - wieHa EADC no ¢opme, ycranoBieHHOU [IpaBunamu onpeneneHus CTpaHbl IPOUCXOXKACHUSL
4.1 HacTosIEel TOBapoOB
Ta0JIMIIBI)
Jlo BHecenusi u3MeHeHuii B mpaBo EADC o
MOATBEP)KACHUH  TIPOMCXOXICHUS ~ TOBAapoB W3
rocynapcts—uieHoB EADC myTeM mnpenocTaBieHUs
OrpaHUYiCcHHE nH(OpPMaIMK U3 eBPA3UHCKOTO peecTpa MPOMTOBApOB
(orpannvenue+ rOCyJapCTB—4JICHOB EADC JIOKYMEHTOM,
6.1 no3uuusa 433 Hpill::?]u:::(TBo MTOATBEPKIAIOIINM TTPOUCXOKICHHUE U3 rocynaPCTB— I <«
: npu. Ne 2 ymgaﬂm’s yieHoB EADC (3a uckimrouenuem P®), sisisiercsi: o 10
cronbue 3 CTPOKH - cean(I)nKaT O MMPOUCXOKACHUH TOBapa, BBIIaHHBINA
4’2:2&?;?;8” YIIOJTHOMOYECHHBIM OpraHoM (opranuzarueit)
rocynapcrBa-aieHa EADC mo ¢opme, ycraHOBIEHHON
[MpaBunamu ompeneneHust CTPaHBl IIPOMCXOXKIACHUS
TOBapoB
Jlo 31.08.2025: Bmecto wuHGbOpMalUK, yKa3aHHOH B cToOJiOIax 4-5 cTpoku 4 HacTosmeil TaOMMIBI, Ui
MOJATBEPXKICHUS MIPOMCXOXKICHUS TOBapoB M3 rocyaapcts-uieHoB EADC, B T.u. u3 P®, mpepocrasiasiiores
caeayonye HHGOPMAIUA U JOKYMEHTBI B COBOKYIHOCTH:
- cepTHGUKAT 0 MPOMCXOKIEHHH TOBAPA, BBIIAHHBII YIIOJTHOMOYEHHBIM OpraHoM (OpraHu3aiueil) rocyaapcTaa -
uynena EADC no ¢opme, ycranoBneHHo#t [IpaBriamu onpeienieHus CTpaHbl IPOUCXOXKICHHUS TOBAPOB;
7 nozuuuu 400-432 orpanmuenme | - AKT OKCHEPTH3BI ToproBo-npombilLieHHOH najgaTel P® WM aHAJOTMYHBIA [JOKYMEHT, BBbIJAaHHbIN I «6», «»
npui. Ne 2 YIIOMTHOMOYEHHBIM OpraHoM (opraHm3amueif) rocymapcrBa-wieHa EADC, cogepkammii wnHOpMammio o n. 10
PAaCCUNTAHHON JOJIe CTOMMOCTH HCIOJIB3YyeMBIX JUIS IMPOMU3BOJCTBA OMHON €JWHUIBI MeN. M3 WHOCTPAHHBIX
MaTepuaioB (ChIpbs) B LIEHE KOHEYHOW IMPOIYKIMH, BEIUYMHA KOTOPOIl HE MPEBBINIAET NMpEAeNbHbIe 3HAYCHUs
cornacHo npuit. Ne 4 k ITIT Ne 1875;
- PEeKBH3HTHI (faTa W HOMEp) AOKYMEHTAa, MOATBEP)KAAIONIETO COOTBETCTBHE IPOM3BOACTBA MEAMUIIMHCKUX
n3nenuii TpedoBanusam FOCT ISO 13485-2017

1

TOBapbl M3 YMCIA Mapjid MEIUIUHCKOW OTOEICHHOH XJIOMm4aToOyMaskHOH, BKItOueHHOW B kox 13.20.44.120, MenmmMHCKO#M OAEXIbI, BKIOUEHHOW B koiwl 14.12.11, 14.12.21, 14.12.30.131, 14.12.30.132, 14.12.30.160, omexmabt
CHELMANIBHOI UTs oAnepKaHus (pU3HIecKoil GpopMsbl, BKIIIOYeHHOU B ko1 14.12.30.170, cienyanbHBIX XUPYPTHYECKHX OHOPA30BBIX CTEPHIIBHBIX M3MEIMIl M3 HETKaHBIX MAaTEPHAIOB JUIS 3aLUTHI MAIMEHTa U MEIUIMHCKOTO IepCoHaa,
BKIIIOUCHHBIX B Kox 14.19.32.120, meOenu MEOUIMHCKOW, BKIIIOYAS XUPYPTHYECKYK, CTOMATOJOTMYECKYIO MM BETEPHHApPHYIO, U €€ 4acTei, BKIYEHHbIX B Koabl 32.50.30.110, 32.50.30.119, 32.50.50 (3a uckito4eHHEM KpOBATH
OOJIFHUYHOM MEXaHUYECKOM, COOTBETCTBYIOMIEH Koay 120210 Buaa MeAMIMHCKOTO M3JEIHsl B COOTBETCTBUYM C HOMEHKJIATYPHOH Kinaccuukauuei Men. u3nenuii MuHuCTepeTBa 3apaBooxpanenuss PO (HoMeHKIaTypHas kiaccudukanus),
KpOBaTH OOJBHUYHOW CTaHIAPTHOH C JIEKTPOIPHBOJOM, COOTBETCTBYIOIEH Koxy 136210 BHaa MEIMIIMHCKOTO M3/ENHS B COOTBETCTBHU ¢ HOMEHKJIATYPHOU KiaccHU(uKalyeil, cTemmaxa Ui NajaThl HallUeHTa, COOTBETCTBYIOIIETO KOIY
156900 Buma MEIMIIMHCKOTO M3IENHS B COOTBETCTBHM C HOMEHKJIATYPHOI KiaccuduKaimeil, mkada BBITSKHOTO, COOTBETCTBYIOIEro Kony 181470 BHIa MEIMIIMHCKOTO M3/ENUs B COOTBETCTBHU C HOMEHKIIATYpHOH Kiaccudukanmei,
LIMPMBI IPUKPOBATHOMN, COOTBETCTBYIOIIEH Koy 184200 BHIa METUIIMHCKOTO M3/IEIHS B COOTBETCTBHU C HOMEHKIIATYPHOU Kiaccu(HKaIMeH, cTe/uiaxa o0LIero Ha3HauyeHusl, COOTBETCTBYIOIIETO koay 260470 Bua MEAUIIMHCKOTO U3ACIUS

B COOTBETCTBHUH C HOMCHKJ’[aTypHOﬁ Knaccmi)m(auueﬁ, mka(i)a JUIA CYHIKH U XpaHEHUS SHJOCKOIIOB, COOTBETCTBYIOLIECTO KOAY 271740 BHJIa MECJIUITUHCKOT'O U3ACIIHA B COOTBETCTBHUH C HOMCHKJ’[aTypHOﬁ Knaccnquauuef/i).




