OEJEPAJIBHASI OI'bY «HMUIIK um. ak. E.1. YazoBa»
AHTHMOHOMOJbHAS CJYKBA Munsapasa Poccun

YIIPABJIEHUE

omts-kardio@yandex.ru
o r. Mockse

Miicrumyuit npoesz, 1.4, c1p. 1 000 «KoMmaHus XETUKOH»
107078, r. Mocksa,
Tein. (495) 784-75-05, daxc (495) 607-49-29
(bakc (495) 607-42-92, e-mail: to77@fas.gov.ru tender@helicon.m
Ne
Ha Ne oT
PEHIEHUE

no aexy Ne 077/06/105-6123/2026 o napymenun
3aKOHOJATeJIbCTBA 0 KOHTPAKTHOI cucTeMe

15.05.2026 . MockBa
Komuccusa mo xoHTponto B cdepe 3aKylnmok TOBapoB, paloOT, yciayr YmpaBieHUs
denepanbHOW aHTUMOHOMONBHOM cIykObl 1o T MockBe (manee — Komwuccus

VhpasneHusi) B cocTaBe:

[IpencenarenbCTBYIOMIETO: TJABHOTO TOCYJapCTBEHHOIO HMHCIEKTOpa OTaesa
o0KaJIOBaHUs rOCyIapCTBEHHBIX 3aKynoK A.A. KyTeitHukoBa,

Unenos Komuccuu:

['maBHOrO rOoCymapCTBEHHOTO MHCIEKTOpA OTAeda 00KalOBaHUSI TOCYAAPCTBEHHBIX
3aKyrnok A.A. MartoiieHko,

Cnenuanucra-3Kkcrnepra  OTAeNa  OOXKAJIOBaHUS  TOCYJAPCTBEHHBIX  3aKyMOK
A.C. I'enmyTauHOBa,

paccMoTpeHHe KaJI00bI MIPOBOJIUIIOCH JTUCTAHIIMOHHO (mocpencTBoM
BUJICO-KOH(DEPEHII-CBSI3N),

npu ywyactun npencrasuteneii: OO0 «Komnanus xenukon»: IlerpukoBoit E.b.
(moB.Ne43 ot 24.02.2026), HomxaukoBori M.A. (moB.Ne59 or 13.05.2026), ®I'BY
«HMUILK wum. ak. E.M. Yazosa» MunzapaBa Poccum: Ky3mna A.A. (moB.NeG/H oT
16.03.2026), Tapacosa U.A. (moB.Ne6/H oT 13.2026),

paccmotrpeB xkano0y OOO «Komnanus xenukoH» (nanee — 3asBUTENb) Ha
nevicteust OI'bBY «HMUIK um. AK. E.M. YazoBa» MunznpaBa Poccun (nmanee -
3aka3uMK) TMpU TPOBEIACHUU DIIEKTPOHHOTO ayKIMOHA Ha TNPaBO  3aKIIFOUCHUS
rOCy/lapCTBEHHOTO  KOHTpakTa Ha TMocTaBKy oOopymoBanusi (218)  (3akymka
Ne0373100015826000208) (masiee — ayKIMoOH) B COOTBETCTBUU ¢ DefepaibHbIM 3aKOHOM
or 05.04.2013 Neo44-®d3 «O koHTpakTHOW cucTteMe B cdepe 3aKyloK TOBapoB, padoT,
yCIyr AJig 00eCleYeHs] TOCYJapCTBEHHBIX U MYHULIMITAIIBHBIX HYXKI» (J1ajnee — 3aKoH O
KOHTPAKTHOU CHUCTEME),
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YCTAHOBMUJIA:

B MockoBckoe Y®AC Poccum mnoctynmia xainoba 3asBUTENs] Ha JACHCTBHS
3aka3uMKa Ipy IPOBEACHUU ayKI[MOH.

Ha 3acenanue Komuccum VYhpasneHus 3aka3uMKOM MpPEICTaBICHbI JOKYMEHTHI U
cBejieHuUs, 3anpaiinBaemMbie MockoBckuM YDAC Poccun.

B pesynbrate paccMoTpeHus xaa00bl, pACCMOTPEB MPEICTABICHHbBIE JOKYMEHTHI U
ceeneHus, Komrccus YnpaBineHus: yCTaHOBUIIA CIEAYIOIIEE.

3asBUTENb OOXKATyeT JEWCTBUS 3aka3uuKa, BBIPA3UBIIHUECS B YTBEPXKICHUU
MOJIOKEHUM U3BEIICHUS B HAPYIIEHUE 3aKOHOAATENBCTBA O KOHTPAKTHOM CUCTEME.

B cocraBe xanoObl 3asBUTENh YKa3bIBACT, 4YTO YCTAHOBJEHHBIE 3aKa3uUKOM
TpeOOBaHUs K XapaKTEpUCTUKaM HEOOXOIMMOro K ImocTaBke wuzfenus «CekBeHaTrop»
OTPAaHUYMBAIOT KPYI YYACTHUKOB 3aKyIKH, TMOCKOJIbKY COBOKYIHOCTH YCTaHOBJICHHBIX
TpeOOBaHMI COOTBETCTBYET TOBap enuHCcTBeHHOTo npousBoautenss OO0 «Cecanay.

[Ipn »TOM OrpaHUYMBAIOIIMMH TPEOOBAHUSIMHU K TOBApY SBIISIIOTCA CIEAYIOIIUE
TpeOOBaHUS:

- «l'eHepanys MOJEKYJSIPHBIX  KJIACTEPOB HA  MOPOTOYHOM  SYEUKE W
CEKBEHHPOBAaHUE B paMKax OJIHOrO MpuOopa B MOJHOCTHIO aBTOMATUYECKOM PEKUME:
COOTBETCTBUED;

- «B kadectBe cyOcTpara s aHanmza wucnoib3dyrorcs JIHK-kmactepst,
MIOJTyYCHHBIE U3 OHOIEIIOYEYHBIX MAKPOMOJIEKYJ MTyTeM MOCTHKOBON aMIUTM(UKAIINA Ha
MMOBEPXHOCTHU NPOTOYHOM STYEMKU: COOTBETCTBUEY;

- «MakcumanbHas JumMHa curtbiBaeMoro (parmenta JIHK mnpu urenunm c
OJIHOTO KOHIIa, HYKJICOTHAO0B: > 200»;

- «DyHKIMS aBTOMaTUYECKOW MOMKH BHYTPEHHMX MarucTpaieil Io OKOHYaHUH
3aIycKa: COOTBETCTBUEY.

Commacho 1.1 4.2 cr42 3akoHa O KOHTPAaKTHOW CHCTEME U3BelIeHue 00
OCYHIIECTBJIEHUHU 3aKyNKH, €CIM HUHOE€ HE MPEIyCMOTPEHO 3aKOHOM O KOHTPAKTHOU
CUCTEME, JIOJKHO COJEPKaTh ONMMcaHue 00bEKTa 3aKYNKH B COOTBETCTBUU CO CT.33 3akoHa
O KOHTPAKTHOU CUCTEME.

B coorBerctBuu ¢ m.1 4.1 c1.33 3akoHa O KOHTPAKTHOW CHUCTEME 3aKA3YMKOM B
OMUCAaHUM OOBbEKTAa 3aKyNKH yKa3bIBalOTCS  (YHKIHMOHAJIbHBIC, TEXHUYECKHUE U
KaueCTBEHHBIE XAPAKTEPUCTUKH, DKCIUTyaTal[AOHHBIE XapaKTEPUCTHKU OOBEKTa 3aKyNKH
(mpu HeoOxomumoctu). B ommcanue o0beKkTa 3aKynKd HE JOJDKHBI BKIIOYAThCS
TpeOOBaHMSI WM YyKa3aHWs B OTHOIICHUM TOBAPHBIX 3HAKOB, 3HAKOB OOCITYXKUBaHUA,
(bUpMEHHBIX HAMMEHOBAHHM, TTATEHTOB, MOJIE3HBIX MOJIENEH, IPOMBIIIJIEHHBIX 00Pa3IloB,
HAMMEHOBAaHWE CTPaHBbI MPOUCXOXKICHUSI TOBapa, TpeOOBaHUS K ToBapaMm, MHGOpPMAIINH,
paboTtaM, yciiyram Mpu YCJIOBHH, YTO TaKue TPEOOBAHUS WM yKa3aHHS BIEKYT 3a COOOM
OTPAaHUYEHHUE KOJIIMYECTBA YYACTHHKOB 3aKynkd. JlomyckaeTcs UCIIOIb30BaHUE B
OTMCAaHUH O0BEKTA 3aKYIKH YKa3aHUs HAa TOBAPHBIN 3HAK B CICAYIONINX CIydasx:

a) COIIPOBOXKIECHUE TAKOTO YKA3aHUS CJIOBAMU «UJIU DKBUBAJIEHTY;

0) HECOBMECTUMOCTh TOBAapOB, HA KOTOPBIX PA3MEIIAIOTCS JIPYTHE TOBapHBIC
3HAKU, U HEOOXOAMMOCTbh OOECIEYeHUs] B3aUMOJICHCTBUSI TaKUX TOBapOB C TOBapaMH,
UCIIOJIb3YEMBIMU 3aKa3UUKOM;
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B) OCYILIECTBJICHUE 3aKyIlKM 3alacHbIX YacTe M pPACXOIHBIX MaTepHaloB K
MalimHaMm 1 000pyI0BaHUIO, UCTIOIB3YEMBIM 3aKa34YMKOM, B COOTBETCTBUU C TEXHUUECKON
JIOKYMEHTAIIMEH Ha yKa3aHHbIC MAIlIMHBI 1 000PYI0BaHHUE;

r) OCYIIECTBJIICHUE 3aKyNKH MEIUIMHCKUX W3ACINHN, CIHeUualIn3upOBAHHBIX
OPOAYKTOB JIEYEOHOrO MHUTaHUS, HEOOXOAMMBIX JUIsl HA3HAYEHUs MAlMeHTy 110
MEIUIIMHCKUM TOKa3aHUsM (MHIMBHyalbHAas HEMEPEHOCUMOCTb, IO YKU3HEHHBIM
MOKa3aHMsIM) 0 PEIIEHUI0 BpaueOHON KOMHUCCHUHU, KOTOpoe (GUKCUPYETCS] B MEIUIIMHCKON
JOKYMEHTAIIMM TAIMeHTa U >KypHalle BpadyeOHOW komuccuu. llepeueHb yKa3aHHBIX
MEIUITMHCKUX U3JIEIHH, CIICIHAIIM3UPOBAHHBIX MPOIYKTOB JIEUSOHOTO MUTAHUS U TIOPSIOK
ero (hoopmupoBanus yrBepkaatorcs [IpaBurensctBom Poccutickoit deneparumu.

CornacHo 4.2 ¢1.33 3akoHa O KOHTPAKTHOM CHCTEME ONMUCaHHe 00bEKTa 3aKYIKHU B
COOTBETCTBUU C TpeOOBaHMSIMH, yKazaHHbIMU B 4.l cT.33 3akoHa O KOHTPaKTHOMU
CHUCTEME, JOJDKHO COJEpKaTh II0Ka3aTeNId, MO3BOJISIOIIME OIPENECIUTh COOTBETCTBUE
3aKymHaeMbIX TOBapa, padOThl, YCIYTH YCTAaHOBICHHBIM 3aKa3uuKoM TpeOoBanusM. [Ipu
ATOM YKa3bIBAIOTCSI MAKCUMAJIbHBIE U (MJIM) MUHUMAJIbHbIE 3HAUCHUSI TAKUX MTOKa3aTenen
U (MIK) 3HAUYCHUS MMOKa3aTeieil, KOTOPhIE HE MOTYT U3MEHSTHCA.

Komuccueit VYnopaBneHuss yCTaHOBIEHO, 4YTO, COIVIACHO W3BEHIEHHUIO 00
OCYIIECTBICHUN 3aKyIKH, 3aKa3UMKOM 3aKymnaercd uzgenue «CekBeHaTop», MpPU 3TOM
3aKka3uuKoM YCTAaHOBJIEHBI B TOM YHCIIEC CICAYIOIIHE TpeOOBaHMS K 3aKylmacMOMY
17631 (S 120 oK

- «l'eHepanlsi  MOJIEKYJSIDHBIX ~ KJIACTEPOB  HAa  NPOTOYHOM  SYEHKE W
CEKBEHHPOBAaHUE B paMKaxX OJHOIO MpUOOpa B IOJHOCTHIO aBTOMAaTHYECKOM DPEXHUME:
COOTBETCTBUEY;

- «B kadectBe cyOcTpara s aHanmza wucnoib3dyorcs JIHK-kmactepst,
MIOJTyYCHHBIE U3 OMHOIETIOYEYHBIX MAKPOMOJIEKYJ MTyTeM MOCTHKOBOM aMIUTH(UKAIINA Ha
MMOBEPXHOCTHU NPOTOYHOU STYEMKU: COOTBETCTBUEY;

- «MakcumanbHas juymHa curtbiBaeMoro (parmenta JIHK mnpu urenum c
OJIHOTO KOHIIa, HYKJICOTHAO0B: > 200»;

- «DyHKIMSA aBTOMaTUYECKOW MOMKH BHYTPEHHHX MarucTpajieil 1o OKOHYaHUH
3aIyCcKa: COOTBETCTBUEY.

CormacHo 4. 1 ct. 106 3akoHa O KOHTPAKTHOM CHUCTEME JMIA, NPAaBa M 3aKOHHBIE
MHTEPEChl KOTOPBIX HEIMOCPEACTBEHHO 3aTparvuBalOTCS B PE3YJIbTATE PACCMOTPEHUS
’KaJIoObl, BIIpaBe HANpaBUTh B KOHTPOJIbHBIA OpraH B cdepe 3aKylnoK BO3PAKEHUS Ha
’Kayi00y, y4acTBOBATh B €€ pACCMOTPEHUH JIMYHO WM YePe3 CBOUX MPEICTABUTEIICH.

Ha 3acenannn Komuccun YnpapneHus NpeAcTaBUTENb 3aKa3uWKa MOSICHEHHWH, YTO
TpeOOBaHUA K 3aKylMaeMOMY W3JIEIHI0 YCTAHOBJICHBI B COOTBETCTBUHU C MOTPEOHOCTHIO
VUpEXKJACHHS, TPU OTOM, BOMPEKH JIOBOJAM >KallOObI, COBOKYIMHOCTH TpeOOBaHUMU
u3BenieHus, nomumo wusaenuit mpousBoactBa OO0 «CecaHa», Takke COOTBETCTBYET
m3nenue  «CekBeHarop  HykJIenHOBbIX  Kucinor  NextSeqTM  550Dx, wmeromom
cekBeHupoBaHusi HoBoro mokojeHus (NGS)», mpousBoacTBa komnanuu «MimmoMuHa,
Wuk.» (peructpaunonHoe ynocrosepenue NeP3H 2021/13216 ot 12.12.2022).

B o6ocHOBaHuE CBOEH MO3UILIMH MTPEACTABUTENb 3aKa3urKa NPeCTaBUII:

- KOMMEPYECKUE  NPEIJIOKEHHUs, IOJIYYEHHbIE 3aKa3yuKOM Ha  JTare
(dbopMUpoBaHMs HAYAJIbHON (MaKCUMAaJIbHOM) IIEHbl KOHTPAKTA;
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- uHpopmanmonHoe nmucekMo OO0 «MeadpeHc», B cocTaBe KOTOPOTo yKa3zaHO
Ha cooTBeTcTBUE u3nenus «CekBeHarop HyKJIEHMHOBBIX KHCIOT NextSeqTM 550Dx,
METOJIOM CEKBEHUpOBaHUs HoBoro rmnokosieHuss (NGS)», mnpou3BoACTBa KOMIIAHUH
«Unmomuna, Wuk.» (peructpanuonHoe ymoctoBepenune NeP3H 2021/13216 ot
12.12.2022) cCOBOKYITHOCTH TPEOOBAHUIA U3BEIICHHUSI.

CormacHo 4.4 c¢1.106 3akoHa O KOHTPAKTHOM CHCTEME YYACTHHK 3aKYIIKH,
NOJaBIINHN >kajnoOy, BIOpaBe MPEACTaBUTH [JISI PACCMOTPEHHUS KaloObl MO CYIIECTBY
MH(OpPMALMIO U TOKYMEHTBI, TOATBEPKIAIOIINE 000CHOBAHHOCTD JI0BOOB 5KAJIO0BI.

Ha 3acenannu Komuccun YnpapiieHUs: IpeaCcTaBUTEND 3asBUTENS HE COMIACUIICS C
C TOACHEHUSIMH TPEACTAaBUTENs 3aKa3uyMKa M yKas3aj, 4YTO U3JeJIue YKa3aHO Ha
cooTBeTcTBUE wu3nenusi «CekBeHAarop HyKIenHOBBIX Kuciaor NextSeqTM 550Dx,
METOJIOM CEeKBeHUupoBaHUsi HoBoro nmnokosieHuss (NGS)», mnpousBoacTBa KOMITAHUH
«Ammromuna, Wuk.» (peructpanmonnoe ymoctoBepenue NeP3H 2021/13216 or
12.12.2022), coBOKYITHOCTH TpeOOBaHU U3BEIICHUS.

B oOocHoBanme cBOed MO3MIIMU TPEACTaBUTENb 3asBUTENS yKa3aJl Ha JIaHHbBIC
AKCILTYaTallMOHHOM JTOKYMEHTAIIMU Ha BBIIICYKa3aHHbIE MEAUIIMHCKUE U3IEIUS, a TaAKKe
HKCIEPTHOE 3aKJIIOYEHUE PYKOBOJIUTEINS JEMapTaMEHTa METOJUYECKON MOAAEPKKH
xomranuu «MGI Tech Rusy.

Bwmecte ¢ atum Komuccus YnpasneHus oTMedaeT cleayouee.

B cuny 4.4 c1.38 ®enepanbHoro 3akoHa «OO0 OCHOBaxX OXpaHbl 30POBBS
rpaxkJiaH B Poccuiickon denepanun» OT 21.11.2011 No323-®3
(manee — 3akoH 00 OCHOBaX OXpaHbl 3JOPOBbs I'paxaaH), Ha Tepputopun Poccuiickoi
denepanun pazpemniaercs oopaiieHne MEIUIIMHCKUX U3JIeNIHH, 3apeTUCTPUPOBAHHBIX B
nopsiake, ycranoBiieHHoOM [IpaButensctBomM Poccuiickoit @enepanuu, 1 MEAUIIMHCKHAX
W3AECINN, TMPOLIEANINX PETrUCTPAIMI0 B  COOTBETCTBUH C  MEKAYHApPOAHBIMHU
JIOTOBOPAMU W aKTaMH, COCTAaBJISIONIMMHU TMpaBo EBpa3uiickoro 3KOHOMHUYECKOTO
COm03a.

I1.1 T[loctanosnenus IlpaButensctBa P® ot 30.11.2024 Nel684 «OO6
yTBepxkaeHuu [IpaBun rocynapcTBEHHON perucTpalui MEIUIIMHCKUX U3JeIuil» (nanee
— IlocranoBnenue Nel684) yrtBepxkaeHsl lIpaBuia rocygapCcTBEHHOW peruCTpaldu
MEIUIUHCKUX u3nenuit (nanee — [lpaBuia).

B cootrBetrcTBUM ¢ 1.2 TIpaBuil TocynapcTBEHHON perucTpanuu Moajiexar jJoobie
WHCTPYMEHTHI, anmapaTsl, TpuOOpsl, 000pyIOBaHNE, MaTEepUANIbl U MPOYHE H3ASTHUS,
NPUMEHSAEMbIE B MEIMIIMHCKUX ILEIAX OTIAEIbHO WJIM B COYETAHUU MEXIY COOO0H, a
TaK)Ke€ BMECTE C JPYTUMHU NPUHAIICKHOCTIMH, HEOOXOAMMBIMU ISl TPUMEHEHHS
YKa3aHHbIX U3JEJIMI 10 HA3HAYEHWIO, BKJOYas CHEUaJbHOE MPOrpaMMHOE
oOecrieyeHre, W  TMpeJHA3HAYECHHBbIE MPOU3BOJAUTENEM  (HM3TOTOBHUTEIEM)  JUJIA
npoUIIAKTUKY, THATHOCTUKHU, JICUCHHUS U MEAUIIMHCKON peadminTanu 3a00JIeBaHUM,
MOHUTOPUHTA COCTOSIHUSI ~OpraHu3Ma  4eJIOBEKa, MPOBEACHUS  MEIULIMHCKUX
MCCJIEOBAHUN, BOCCTAHOBIICHHUS], 3aMEILCHUS, U3MEHEHUSI AHATOMUYECKON CTPYKTYpbI
unu (GU3UOJIOTUYECKUX (PYHKIUM opraHu3Ma, MPEIOTBpAILCHUS WM NpPEPbIBAHUS
OepeMeHHOCTH, (YHKIMOHAIBHOE HA3HAYEHHUE KOTOPHIX HE peajus3yercss myTeM
(bapMaKoJIOrH4eCcKOro, MMMYHOJIOTHYECKOTO, TEHETHYECKOTO MM MeTabOoIN4eCKOTro
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BO3JCHUCTBUS HA OPraHU3M YEJIOBEKA.

Cormacuo 1.25 IlpaBmi (akt rocymapcTBEHHOW PETHCTPAMH METUIIMHCKOTO
u3feauss B COOTBEeTCTBUM ¢ [IpaBuiaMu MOATBEpIKIAETCS PEECTPOBOM 3aIlKChIO,
BHOCHMOU PETUCTPUPYIOLIUM OpraHoM B rOCyJapCTBEHHBIN peectp
(nanee - peecTpoBasi 3aMuCh).

BwMmecte ¢ atum 1.2 IloctanoBnenust Nel684 ompeneneHo, 4To TOCyIapCTBEHHAs
perucTpanus MEAULIMHCKUX HU3AEIWi, B TOM YHCJE TOCYAapCTBEHHAs PErucTpaus
MEIUIIUHCKUX U3JICIUN C HU3KOW CTENEeHbIO MOTEHIIMAILHOTO PUCKA UX MPUMECHEHUS, B
OTHOIIIEHUU KOTOPHIX YCTAHOBJIEHBI OCOOCHHOCTH TOCYJapCTBEHHOW pETUCTpalluH,
BHECEHHE W3MEHEHUH B JOKYMEHTBI, COIEpIKaIIUecs B PETUCTPAIIMOHHBIX JTOChE Ha
MEJIUIIMHCKUE U3/IENHS, 3asBJICHUSI O KOTOPBIX MpeaAcTaBieHbl B DeepalibHyIO CIyXO0y
0 Haja30py B cdepe 3ApaBOOXPAHEHUS] A0 JHS BCTYIUIEHUS B CHJIY HACTOSLIErO
MOCTAaHOBJICHUS, OCYIIECTBISIOTCSA B COOTBETCTBHUM C TpeOOBaHUSIMU TpPaBUI
rOCyIapCTBEHHOM PETUCTPAUUM MEAULIUHCKUX W3IACJIUN, JIEUCTBOBAaBIIMX N0 JHSA
BcTymiieHus B cuiy lloctanoBnenus Nel684.

Peructpanvonnbie ygOCTOBEpPEHUS, BbIIAHHBIE Ha MEIUIUHCKUE U3AENus,
NpOUIENIINE  TOCYAapCTBEHHYIO  PErucTpalMi0 Ha  OCHOBAaHUM  3asiBJICHUS,
npeacTaBieHHoro B denepanbHylo ciyx0y mo Haa30py B chepe 3ApaBOOXpaHEHUS 10
nHS BeTymeHus B cuny IlpaBmi, yrBepxkuaeHHbIX IloctanoBienumem Nel684,
JIEUCTBYIOT /10 BHECEHUS U3MEHEHHUH B CBEACHMUS, COJIEpKAIIMECS B PEECTPOBOM 3aMUCH
roCyJapCTBEHHOI0 peecTpa MEAUIUHCKUX U3JAEIUNA U OpraHu3aiuuil (MHIUBUAYaTbHBIX
npeanpuHuUMaTeieil), oOCyeCTBISIIONMUX MPOU3BOACTBO U U3TOTOBJICHUE MEIUIIMHCKUX
U3JICIIUMN.

[TocranoBnenuem llpaBurenscrBa Poccuiickoin ®depepanunm ot 27.12.2012 Ne
1416 «O6 ytBepxaeHun IIpaBuia ToCynapCTBEHHOM pErucTpanuud METUIMHCKUX
W3AEIUil» YTBEPKIECHbI MpaBujia TOCYJapCTBEHHOW PEruCTpPallMd MEIUIIMHCKUX
m3aenut (manee — IlpaBuna ot 27.12.2012), neicTByrouyde 10 THS BCTYIUICHUS B
cuity [ToctanoBnenust Nel684.

I1.6 ITpaBun ot 27.12.2012 ycTaHOBIEHO, UTO JTIOKYMEHTOM, MOATBEPKAAIOIINM
bakT  roCymapCTBEHHOM  perucTpaldud  MEIUIIMHCKOTO  W3JAENus,  SBISETCS
PErUCTPALMOHHOE YAOCTOBEPEHUE HA MEULIMHCKOE U3/EIHE.

C y4eToM BBIIICU3JI0KEHHOTO, JEUCTBYIOIIUM 3aKOHO/IaTE€JIbCTBOM
MPelyCMOTPEHO, 4TO 00s13aTeIbHBIM JOKYMEHTOM 178105 CBEJICHUSIMH,
MOATBEPKIAIOIIMMH BO3MOXKHOCTh 000poTa Ha Tepputopuu Poccuiickoit denepaunu
MEIUIUHCKOTO M3JIeNHsA, 33 MCKIIUYEHUEM CJIy4aeB MpAMO MPEAyCMOTPEHHBIX
3aKOHOM, SIBIISIFOTCS CBEJICHUSI O PEECTPOBOM 3alMMCH MEIUIIMHCKOTO U3JEIus, a TaKkKe
PETUCTPAIMOHHOE yIOCTOBEPEHUE, BBIJAHHOE JO JHSA BCTYIUIEHUS B CHUJY
[ToctanoBnenus Nel684, B coorBercTBuu ¢ [IpaBuiamu ot 27.12.2012.

[1.4 IIpaBui B TOM YKCJI€ YCTAHOBJICHBI CIECAYIOLIUE ONIPEACTICHUA:

- «PErUCTPAllMOHHOE JOChE» - KOMIUIEKT JOKYMEHTOB, MpPEACTaBIsIEMbIN
3asBUTEJIEM JIJIsI TOCYJApPCTBEHHOW PETUCTPAIMU MEIUIIMHCKOTO W3JI€JINsI, BHECECHUS
U3MEHEHUH B TakKu€ JIOKYMEHTBI, OTMEHbl TOCYAApPCTBEHHOMW pETUCTpalUU
MEIUIUHCKOTO H3JIeJINsl, a TaKKe€ KOMUU PEUICHUN, MPUHSATHIX PETrUCTPUPYIONIUM
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opranoM W  (eaepadbHBIM  TOCYIAPCTBEHHBIM  OIOJKETHBIM  YUPEKJICHUEM,
HaXOASIIUMCS B BEACHHM PETUCTPUPYIOLIETO oOpraHa (Jajee - SKCIEepPTHOE
YUYpEKJICHUE), B OTHOIIEHUH KOHKPETHOTO MEIUITMHCKOTO U3/IEeIIHs;

- «HOpPMAaTHUBHAS JOKYMEHTAIUSD) - IOKYyMEHT, perilaMeHTHPYIOIINI TpeOoBaHUS
0€30MMacCHOCTH, KaYeCTBa, a TaKXe MpeArnonaraeMyro 3pQPeKTuBHOCTb NPEayCMOTPEHHOIO
OPUMEHEHUS] W METONbl KOHTPOJII COOTBETCTBUSI MEIUIIMHCKOTO M3/ENUS 3TUM
TpeboBanusM. CoOCTaB CBENCHUN, YKA3bIBAEMBIX B HOPMATHUBHOM JIOKyMCHTAIIHH,
YTBEP>KIAETCS PETUCTPUPYIOIIUM OPTaHOM;

- «TEXHUYECKasA JOKYMEHTAUS MPOU3BOAUTENS (M3TOTOBUTENS) MEAUIIMHCKOTO
U3JIETUS» - JIOKYMEHT (JIOKYMEHTHI), PETIAMEHTUPYIOIUA KOHCTPYKIIMIO MEAUIIUTHCKOTO
U3JICNNSI, YCTAHABIIUBAIOIINIM TEXHUYECKHE TPEOOBAHUS W COACPMAIIMK JaHHBIC IS €ro
pa3paboOTKH, MPOU3BOJCTBA, MPUMEHEHMS, IKCIUTyaTallMk, TEXHUYECKOrO OOCITYy>KHBaHMS,
PEMOHTA, YTHIIU3AIMN WUJIM YHUUTOXKCHUS;

- «OKCIUTyaTallUOHHAsE ~ JOKYMEHTalus  NPOU3BOAUTENS  (M3rOTOBUTEINS)
MEAUIIMHCKOTO U3 - TOKYMEHT (JIOKYMEHTHI), TPeIHA3HAYCHHBIN JIJIs1 03HAKOMJICHUS
NOTPEOUTEN ¢ KOHCTPYKIIMEH METUITMHCKOTO W3MIETHs, PEeTIaMEHTUPYIOIIUN yCIIOBUS U
IpaBWiIa HKCIUTyaTalMu (MCHOJIb30BaHUE MO HA3HAUYEHHUIO, TEXHUYECKOE OOCIYKHUBAHUE,
TEKyIIM pPEMOHT, XpaHEHHE M TPAHCIOPTUPOBKA), FApPaHTUPOBAHHBIE MPOU3BOIUTEIIEM
(M3rOTOBUTENEM) 3HAYEHUS OCHOBHBIX  IapaMETPOB, XapaKTEPUCTHK  (CBOKCTB)
MEAMIIMHCKOTO M3/eNus, TapaHTHilHble 00s3aTeNbCTBA, a TaKXKE CBEJIEHUS O €ro
YTUIN3ALUY WA YHUYTOXKEHUU.

CornacHo 4.1l c1.48 3akoHa 00 OCHOBax OXpaHbl 370pOBbS TpaxiaH B
rOCYJIapCTBEHHBI PEECTP MEIUIIMHCKUX HW3JENUNA W OpraHu3anuil (MHIUBUAYaTbHBIX
NpeANPUHUMATEINCH ), OCYIIECTBISIOMMNX MPOU3BOJACTBO U WM3TOTOBICHHE MEAUIMHCKUX
U3JIeTTUi, BHOCSITCS CIEAYIOIINE CBECHNUS:

1) HaMMEHOBAHUE MEIUIIUHCKOTO U3/EIus;

2) JaTa TOCYIApCTBEHHOM perucTpanud MEAMIMHCKOTO H3JCNUs U €ro
PETUCTPAIIMOHHBIA HOMEDP, CPOK JICHCTBUSL PETUCTPALIMOHHOTO YI0CTOBEPEHUS,

3) Ha3HAuY€HHE MEIMIIMHCKOTO U3/EIMsl, YCTAHOBIECHHOE TPOU3BOAUTENIEM;

4) BUJT METUIIUHCKOTO U3/1EIINS;

5) KJIACC MOTEHIIMATBHOIO PUCKA MPUMEHEHUS] MEUIIMHCKOTO U3/CIUS;

6) kon  OOmepoccuiickoro — kiaccudukaropa MNPOAYKIIMM IO  BHUIAM
AKOHOMMUYECKOM JIEITEIbHOCTH,;

7) HAaUMEHOBAaHUME W  MECTO  HAaXOXJEHUS  IOPUAMYECKOTo  Juna -
YIOJIHOMOUEHHOTO TPEACTABUTENS MPOU3BOAUTENST (M3TOTOBUTENS) MEIUIIMHCKOTO
m3nenuss win  ¢pamuwins, UM U (€CIM HUMEEeTCs) OTYECTBO, MECTO JKUTEIbCTBA

WHIUBUIYAJBbHOTO  TpEANpPUHHMATENISE -  YIOJIHOMOUYEHHOTO  MPEJCTaBUTEIs
MPOU3BOAUTEINS (M3TOTOBUTENIS) MEAUIIUHCKOTO U3IEIIHUS;

8) HAaUMEHOBAaHME M MECTO HaXOXJCHHS OpraHu3alud - MPOU3BOAUTENS
(M3roTOBUTENS) MEAUIIMHCKOTO M3JIeNus WK (haMiuiusl, uMs U (€CIId UMEETCS) OTYECTBO,
MECTO  KHUTEJIbCTBA  WHIUBUAYAIBHOTO  MOpPEANPUHUMATENST -  MPOU3BOAUTENS

(M3roTOBUTENISI) METULIMHCKOTO U3/CIIHS;
9) aJpec MeCTa NPOU3BOACTBA I U3TOTOBJICHUS MEAULIMHCKOTO U3/IEINS;
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10) cBeaeHUs O B3aMMO3aMEHSIEMbIX MEIUIIMHCKUX U3/ICIUSX;

11) wunble cBenenus, onpenensieMbie [IpaBurenscTBoM Pocculickoii deneparumu.

B cuny 1.7 IIpaBun BeneHus: TOCYIapCTBEHHOIO PEECTPAa MEAULMHCKUX U3JIEIUN U
opranu3anuil (MHAMBUAYAJbHBIX MPEANPUHUMATENEH), OCYIIECTBISIOMUX TPOU3BOJCTBO
Y U3rOTOBJIEHUE MEAMIMHCKUX u3aenui (nanee - [IpaBuia BeaeHUs rocyJapCTBEHHOIO
peecTpa MEIMIMHCKUX W3Aenui), yTBepkIeHHbIX M.l IloctanoBnenusa lIpaBurenncTBa
P® or 30.09.2021 Nel650 «OO0 ytBepxknaeHun IlpaBui BeneHHs TOCYIapCTBEHHOTO
peectpa MEIULIMHCKUX 176631 (S10517 U OpraHHu3anui (MHIUBUAYTHHBIX
pEeANPUHUMATEIIEH), OCYIIECTBISIOMMNX MPOU3BOJACTBO U HM3TOTOBICHUE MEAULMHCKHUX
W3JIENINM, O BHECEHUM W3MEHEHUS B NIEPEYEHb HOPMATUBHBIX IIPABOBBIX AKTOB W TPYIII
HOpPMAaTHBHBIX NPaBoBbIX akTOB [IpaBurtenscTBa Poccuiickonn denepannu, HOPMaTUBHBIX
IIPABOBBIX AKTOB, OTIEIBHBIX IIOJOKEHUHM HOPMATHBHBIX IPABOBBIX AKTOB W TPYIII
HOPMATHUBHBIX MPABOBBIX aKTOB (e[epalbHbIX OPraHOB MCIOJHUTEIIBHOW BIIACTH,
MPABOBBIX AKTOB, OTAEIbHBIX MOJIO)KEHUU MPABOBBIX AKTOB, TPYMHIl MPaBOBBIX aKTOB
VCIIOJIHUTENIBHBIX M PacHOPSAUTENBHBIX OpraHoB rocynapcrBeHHo Biaactu PCOCP u
Coroza CCP, pemrenuii ['ocynapcTBEHHOH KOMHUCCHUU IO paguovyacTOTaM, COJEpKallux
oOsi3aresibHbIe TPeOOBaHMSI, B OTHOILIEHUH KOTOPBIX HE MPUMEHSIOTCS MOJIOKEHUS YacTen
1, 2 u 3 crarbu 15 ®enepanbHoro 3akoHa «OO0 00s3aTeNbHBIX TPEOOBAHUSAX B
Poccuiickoit ®denepanum» BHECEHHE B PEECTpP CBEACHUU OCYILECTBISAECTCA B TCUECHUE
OJHOTO pabovero AHS CO JHS NPHUHSATUS PEUIEHUS O TOCYIAapCTBEHHOW perucTpanuu
MEAUIIMHCKOTO U3JENHsI, UM 00 OTMEHE rOCyJapCTBEHHOW PErucTpaluu MEAUIIMHCKOTO
W3NS, WIM O BHECEHUMM HW3MEHEHUW B  JOKYMEHTHI, COAEp)Kalluecs B
PETUCTPALMOHHOM J10ChE€ HA MEIUIIMHCKOE U3EIHE.

ComnmacHo nm.«H» 1.6 [IpaBuin BeneHus rocylapCTBEHHOTO PEECTpa MEAULIMHCKUX
u3nenuit  PeecTp  MEAMIIMHCKUX — U3JEIUN  COAEPXKHUT  DJIEKTPOHHBIM  00Opa3
HKCILTyaTallMOHHOM JIOKYMEHTALMU MPOU3BOAMUTENS (M3TOTOBUTENS) HA MEIMIIMHCKOE
u3nenue, npu 3toM 0.6 IlpaBun BeAeHHs TOCYHapCTBEHHOIO pPEECTpa MEAMIMHCKUX
U3JIeTTUi HEe MPeyCMOTpeHo myOnukanus B Peectpe MEAUITMHCKUX W3IETUNA CBEJICHUN O
TEXHUYECKON JOKYMEHTALUU MPOU3BOAUTENS (M3rOTOBUTEIIS) MEAULIMHCKOTO U3EIHS.

Hcxona u3 Belen3noxxeHHoro Komuccust YnpapieHHsl TPUXOAUT K BBIBONY, UYTO B
Peectpe MEIMIMHCKUX H3IEIHN MOIJIEKUT PA3MELICHHUIO JMIIb HKCIUTyaTallMOHHAs
JIOKyMEHTAlLUsI TTPOU3BOAUTEINS (M3rOTOBUTENSA) HA MEAMIIMHCKOE HU3JIeNiue, MPU STOM
TEXHUYECKasl JOKYMEHTALMs MMPOU3BOAUTENS (M3rOTOBUTENS) HA MEAULMHCKOE H3EIHE
HE TMOMJIKUT MyOIMKAlWU, B CBA3M C YE€M JIOKYMEHTBHI, pa3MelleHHble B PeecTpe
MEIULMHCKUX  M3JEJIMM, MOIyT HE€ COAEpXkarb HCUYEPIBIBAIOIIUNA  IE€pEedYeHb
XapaKTEPUCTUK 3aPETUCTPUPOBAHHOTO MEAULIMHCKOTO U3/IEIIHS.

Takum o6pazom, Komuccust YnpapieHusi IpuxoJIudT K BBIBOJY, YTO OTCYTCTBUE B
DKCIUTYaTallMOHHOM JOKYMEHTAlMH HAa MEAULMHCKOE M3JEJINE YKa3aHUs HAa OTHEJIbHBIC
XApAaKTEPUCTUKH M3AENHS HE MOXKET OJHO3HAuYHbIM O00pa3oM CBUIETEILCTBOBATH 00
OTCYTCTBHUH Y U3EIIHS TAKUX XapAKTEPUCTHUK.

Komuccuss VYmpaBieHnuss oTmMedaeT, 4YTO U3 IOJOKEHUM JKCINTyaTallMOHHOMN
JOKYMEHTAllUM, YKa3aHUE Ha KOTOpbIE COAEpXkKarca B JOBOAAX  3asBUTEI,
npejacraButeneld 3asBUTENs], OJHO3HAYHBIM OOpa3oM HE MPEACTABISAETCS BO3MOXXHBIM
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MIPUNTHU K BBIBOY, UTO u3aenne « CekBeHaTop HyKJIenHOBbIX KUCIO0T NextSeqTM 550Dx,
METOJOM CEKBEHUpPOBaHUs HOBoro rnokosneHus (NGS)», npou3BojcTBa KOMIIAHUU
«Mnmomuna, HK.», He COOTBETCTBYET TPEOOBAHUSAM HU3BELICHUS.

Takum 00pa3oMm, HA OCHOBaHUHU MPEACTABICHHBIX TOKYMEHTOB W CBEJCHUM, HE
YCMAaTpPHUBAETCS JOCTATOYHBIX OCHOBAHWMU IS OAHO3HAYHOIO BBIBOJIA O HECOOTBETCTBUU
paccMaTpruBaeMbIX MEIUIIMHCKUX U3ACIHN TPeOOBAaHUSM U3BEIICHHUS 00 OCYIIECTBICHUN
3aKynKd. B perucTpanmvoHHBIX MaTepuansax OTCYTCTBYIOT MH(OpMaIus, MO3BOJISIIONIAS
OJTHO3HAYHO W HMMIIEPATUBHO HWHTEPIIPETUPOBATH JIaHHOE TpeOOBaHWE B TOJIKOBAHUHU,
npeyiokeHHoM  3asiButeneM. JloBoabl 3adBUTENE B YKAa3aHHOM YacTU  HOCST
MPEANONIOKUTEIIBHBIN XapakTep U HE MOAKPEIJIEHbl COBOKYMHOCTHIO OOBEKTHUBHBIX U
JIOITYCTUMBIX JI0Ka3aTE€IbCTB.

Ha ocHOBaHMM BBIIEU3IOKEHHOIO, B COCTaBE HKAIOObl 3asBUTEIEM HE
MPEACTABICHO JOKYMEHTOB M  CBEACHUM, OJHO3HAYHO CBHUJAETEIIbCTBYIOIIHX O
HECOOTBETCTBHH BBIIICYKA3aHHBIX M3/ICITUH COBOKYITHOCTH TPEOOBAHMI U3BEIICHMS.

Beuay BeimensnoxkeHHoro y Komuccunm VYnpaBieHus OTCYTCTBYIOT IPaBOBBIC
OCHOBAHMSI CUMTATh 3aKa3yuMKa HAPYIIMBIIUM IIOJOXKEHUS 3aKOHA O KOHTPAKTHOMU
CUCTEME.

Nuoro Ha 3acenannu Komuccun YnpapiieHHUsS! HE BBISIBICHO.

Ha ocnoBanuu BeimensnoxkeHHoro Komuccus YnpasieHuss NPUXOAUT K BBIBOAY,
YTO JOBOJBI XKajoObl 3asBUTENS HE HAIUIM CBOETO MOATBEPXKICHUS U SBISIOTCS
HE0OOCHOBAaHHBIMU.

HccnenoBaB  mpeACcTaBIEHHBIE  MaTepualibl, PYKOBOACTBYSICH ~ 3aKOHOM O
KOHTpakTHOM cucreme, Komuccust Ynpasnenus
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PEIINJIA:

l. [Ipusnare xanody OOO «Komnanus xenukoH» Ha neiictBusi DI'BY
«HMHULIK um. ak. E.. YazoBa» Munsnpasa Poccun Heo60CHOBaHHOA.
2. CHATh OrpaHMYEHHUS Ha OIpelelIeHWe TocCTaBIIuMKa  (MOAPSAIUMKA,

UCIIONHUTENS ), HajokeHHble MockoBckuM YOAC Poccun.

Pemienue MoxxeT ObITh 00XKAJIOBAaHO B Cy[ACOHOM MOpPsAKE B ApOUTPAKHOM Cye T.

MockBbl B TedeHre 3 (Tpex) MECSIEeB C JaThl €ro MPHUHATHS B TOPSIAKE, YCTAaHOBICHHBIM
1. 24 AIIK P®.

Hp e'zlc eII aTeHBCTBYIOH_[HI/I : IToANTHHEHE 3/IEKTPOHHOTO JIOKYMEHTa, NOATHCAaHHOTO A 'A * KyTeI/IHHKOB

9TI, XxpaHHTCA B CHCTEME 3TIEKTPOHHOTO
nokymenrtooGopora ®AC PoccHu

CBEJEHHA O CEPTUPHUKATE 311
Kowmy eoigad: KyTerHukoe AHTOH AHOpeeBWY
CepTuchukaTt Ne 67950889C45403ESEDYEBCE8ASDBOCOD
HewcteuTened ¢ 19.05.2025 no 12.08 2026

Yneunt Komuccuu:

A.A. MarmoiieHko
HOM HHHHK 3/IEKTPOHHOT'0 JOKYMEHTA, NOATHCAHHOTO

911, XpaHHTCA B CHCTEME 3/IEKTPOHHOTO
noxymentooGopora PAC Poccuu

CBEJEHHA O CEPTH®HKATE 311
Komy Boifad: MaTioweHko AnekcaHap AnekcaHaposuy
CepTtudinkat Ne 4F595A5C3ESABBZDD77161F08559FC0O7
DevctenTened ¢ 22.07.2025 no 15.10.2026

IToANTMHEHEHK 3/IeKTPOHHOTO JIOKYMEeHTa, NOATHCAaHHOTO A * C * Feﬂ MyTI[ H H 0 B a

9TI, XxpaHHTCA B CHCTEMe 3/IeKTPOHHOTO
noxymenTooGopora PAC Pocenn

CBEJNEHHA O CEPTUHO®HKATE 311
Kowmy soigad: FEMMYTOUMHOBA AHACTACKUA CEPFEEBHA
CepTucrrkat No 723501CC217035999763714F5C652689
JencteuTtened ¢ 09.02.2026 no 05.05.2027

Ucn. Marromenko A.A., 8(495) 784-75-05
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