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Zupgunppmud N 1:  Zwpgbh gopdpultp Bhy 82 swhwpwdimd bpyws wupwiph
pinipugpipnid welw sk obnuwb nplk poyjunpbh dhgwluwypkp:  OQpwbu  Ywbnb,
wpnugponbkpt hpkig gnpswpubgghtt dkptwpljubpnud tonid & gnpéwpubiught poyjunpth
obnuwl Uhowluyptph dwuhl, ophtwl wnbkuwnuowmh +10 wuwnhdwh, hnuub whlpnit 10
wunhfwl b gl Pugh wyn, ophtwul Hugemed wpunwnpnnh Yuypnud &4nit dhwbquidju
niptintpnulnyh oinuwt wiyniip gpus k 285 wunh&wl, uwljwyt pwhwgnpsdwh dkntwpynud
gpyws £ 270 wunmhdwl: Zwpyh webbnd  Jbpngpjuip, wewgwplmd  Elp  juwnwply
thnthnpunipynibitp hpwybpnud,  uwhdwbl]  poypunpkh - gnuubt dhowljuypp  fud
wupqupwit], np hpuybpnud odwé wwpudbnpbph hwdwp twhwnbujws B, plgnitbh o
qnpéwpwiughll obnnudubn:

Nupqupwimd N 1: Zwupgbih qupdpultp hpudbpnud todws nktthjuljwb pinipwgptpp
uwhdwbjws i npwhu uvwpph wwhwioyny wijubwlwlh wnklthjulwt gniguitholikp’
wwywhnyknt hwdwp nfuy pdoluiljub uwpph $nilighnbiwy b Yhthjulwb byuwinwlught
Yhpwenipnibp:Uhwdwdwbwl wwpqupwimd Gup, np wyb nhypkpnid, tpp wpuwnponh
wuonnbwlwh wnkuthjujul hwunwpnpipn] ndju) yupudtinptph hudwp twpwnbufws
Ll gnpswpwbught poygunptih stnnudubp, tdwb gknnudubpp jupnn Eu hwdwpdty pigoneath,
tpk npuip hutnwy todws ki wpnunpnnh wuwonntwuh hwunwpnehpnwd, skt hwbghginud
uwpph $niiiyghntiwy Jud Yhuhjulwlt wpynibwdbnmpiub tjuqkgdwb b gt hwljuunad
hpwytpny vwhdwbgws tjuqugnyl b/jud weudkugnyt uvwhdwbwghtt wwhwbytbpht:

Zupgunpmd N 20 Zwpghih qopéplytp @hd 82 swihwpwdind tpyws wupubph
pimpwugptpnid welw sk phquwt nplk prygpuunpbih dhowlugpp: Opwbu  Jubnb,
wpiunpnnikpt hpktg gnpswpubuyht dptwplubpnid tpnid Bu gnpswpwbwghtt poygjunpth
obnuwt Uhgwluyptph Uwuhb, ophtwl whuwnupunh £10 wunhdwb, phnuub whlntt +10
wunh&ut U wyjl: Pwgh wyn, ophtwl Hugemed wpuunpnnh Yuypnid &4nib dhwbquidjw
miplnbpnuynugh obnuwi whlnitip gpiws k285 wunh&wl, uwljuyt puhwgnpéuwb dntwplnid
qniws E 270 wuwnhgwil: Zwpdh  wnbbjny  Jipngpuip,  wpwgwplnud Eup QJuunwpbyp
thnthnjunipynititp hpwybpnud,  uwhdwil]  poyjunph - obnuwb  dhgwluypp Jud
wupquipwiliky, np hpudkpnud bogws wupwdlnpbph hwdwp twhwnkudws B, pigoiibh &
qnpswpuiiughl obnnidubp:



Nupqupwind N 2: Zwipglih gopsdplltp hpudbpnud todws nkuthjufu phnqamqphpg
uwhiwijws ki npwbu uwpph wwhweynny wijwbwlub  nkuthjulul gniguliholikp
wywhndbpnt hwdwp nfjuy pdoyuljut uwpph $mblghntiwy b Yhthjulmb bujwinwljuiht
Yhpuwenpyntip:Uhwdwdwbwl wwpqupwinud Gup, np wjt ghypbpoud, Epp wpuwnponh
wuonniwluwi nkuthjulwi huuwnwpnebpng nfju] yupudbnpbph hudwp wpunbu]us
ki qnpdwpwitughll poyjunpbih otnnudubp, tlwb gknnultpp Jupnn Bb hwdwpyty pinniubh,
kph npuip hunwy todws th wpnunpnnh yupunbwljwl huuwnwpneipnid, sk hwbghghnud
uwpph $niiyghntiny Jud Yrhuhjuiwh wpygnibugbnmput Wuqkgdut b skt hufwunud
hputpny vwhdwigws tjuqugnyb Wud wewykjugny uvuhdwbuyght yuhwbebbtphi:

Zupgunpnid N 3: - Zwpghih gnpéplytipttp, pinpoud b npudwnpt) wupqupubnud 28
29 swthwpwdhuubph dwuny: bugn ] b wuylwiwynpjws Yipnbppuy suhwpwdhttbph GMP
unwbnqupnibpht  hwdwywnwuiwbneul  wwhwbgp,  wb  wwpwquynud,  &pp b
nwppkpnipynit pbntph wpuwnpmppub, ubinh wpnugpoipmiip sh wwhwignul  GDP
hwjuwunwgpnnud: Yuwitihuuy oinphwljwinipeinil:

Mupqupwinmd N 3: Zwpgbh qopdplytp tpgws suhwpwdhtbph oppwbwlnmd GMP
utnwimupnitphtt hwdwywnwupumbinput ywhwbyp yujdwiwnpyws £ ipubny, np mq]ulL
wpnunpuipp twpwntuqus b pdouljut tyjuinwlyny Yhpundwb hwdwp (Uurubunnpuugbu
ihuhyuut wuydwbikpnd Ernbpu uinigdwh byuwinuyny) b ogunugnpsynud £ pnidunniibph
ujuwndudp, wyn pUnid’ pupdp nhuljuyht adpkpnud:

Stntjugtnid tup, np wnfjuy wuwhwbgp sh Jkpwpkpnid glnkph wpununpmpubp
Ykpwpbpnn Jupquynpoidiiiph jud GDP hudwuwnwgpiwip: GMP hwdwyjwinuufuwbntpjul
wwhwiop Jkpwpkpnid  E wpuwunpulubt  gnpéplpwgikph  npwlh  wywhnduwip
wpuwnpuiph winuignipjuip wifuwj  wb  hwbquiwbphg, np  wpnugpubpp
nuuwlupgynd £ npybu pdoljuljut bpwwlnipjub utitiquht dhyong:

Uhwdwiwbwy wwpqupubnud Gup, np pugnith B dhpwqquyhtt fwbwsqws npuljh
wywhnuwt  hudwljupgkpp (ophty’ GMP Ywu npuk wy dhpwqquyht plnnidws
wpnunpuiu npulh wnwbnupn), npobp huduunnd i wpnwgpuiub gnpdplipughbph
ykpwhuybjhnipinitit nt wpinwnpubiph wijinwbgnieniip:

Zupgunpmid N 4 Zwpgbih qonpépultp pwtth np wwppip wpunwnponbbp gnpshpl
wpinunpnid ki nwpplp wnwbinupnikpng,10 b 11 jninkph hwudwp plgnibth fihukb juphsh
qfuhyh wpwnwphl anuu[ulqhb]}‘ hwlwywnwuiwbwpwn 32 1 34 YU, 31 b 33 h thnjuwpkl

Mupqupuwind N 4 Zwpglih gqnpépltp, 10 U 11 swhwpwdhutbph Yuphsh gfublh
wpuwpht npudwgstpp hunwl vwhdwbws Ll 31 U 33 U swihukph, npnlp wihpwdbow &

Yuphph pujupupdui hudwp:

Zupguypmy N 5: Pwpl Qkq, hwbdbwdnnnih hwpghih whplwitp, Mugpoud up
ulmpqulpulhh]_‘ plgniubih E wpynp 10-pg U 11-py swhwpwdhbiibpny uwhiwifws gindwl
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thnjuwpkt 32 dd-n:
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OBBABJIEHUE
0 Pa3bsICHEHUY IIPUTIalIEHUT

Hacrosmuit TekcT o6baBieHus yrBepxer pemennem OuneHouHoM komuccued Ne 2 or 01.04.2026 -
rofia ¥ OIyOJIMKOBBIBAETCS B COOCTBETCTBUU
co crarbeit 29 3akona Pecry6uky ApMeHHH «O 3aKyTiax».

Kog nponezypsr «EUKUMNRA-2026/16-15-CNR2»

OrneHovHas KOMMCCHA MO mpouezype 3akynku mog kogoM «EUKUMRQR-2026/ 16-15-BNRZ»
OpTraHM30BAHHOM C IIEIbIO IPHOOGPETEHNs «MEAUIMHCKIX M3Ieui 1 060pyIOBaHuA» AL HYX[, (OHAA
«EpeBaHCKHMI TOCYZAapCTBEHHBIA MeJUIMHCKMI yHuBepcuteT umeHu Mxwurapa [epaum», Huxe
npezocrasiser sanpoc noxyderHsii ot 30.03.2026 u 31.03.2026 rona OTHOCHTEIBHO IPUTJIAIIEHHUA IO
TeM ke KOJIOM ¥ pasbsiCHEHUeE 1o HeMy, pegocTasiernoe 01.04.2026 roza.

3ampoc 1. YBakaeMbI#f apTHep. B xapakTepuCTHKax TOBapa, yKasaHHEIX B jore Ne 82,
OTCYTCTBYIOT KaKue-In00 JOIyCTHMBIE JUAIIa30Hb! OTKIOHeHU . Kak rmpaBuio, IpousBOAUTENH B CBOMX
3aBOJICKUX PYKOBOJCTBAaX yKa3bIBAIOT JOIyCTHMbIE JHUAIa30HbI 3aBOACKUX OTKJIOHEHUH, HAlIpUMeD: TToJIe
spenus +10 rpazycos, yrou usruba (orkroxenus) 10 rpamycos u . #. Kpome Toro, k npumepy, Ha caiite
mpomsBoauTess Hugemed yrox usru6a ru6Koro 0fHOpasoBOro ypeTepoCcKoIa yKasaH Kak 285 rpazycos,
OZHAKO B DPYKOBOZACTBE IO OKCILTyaTaluu ykasaHo 270 rpagycoB. Y4uTbIBas BbIIIEU3IOXKEHHOE,
IpezjiaraeM BHECTH HM3MEHEeHWsA B IIPHUIJAlleHue (llun[‘ TEHZEPHYIO JOKyMEHTAllHIO), yCTaHOBUTb
IOIMyCTUMble IMAIA30HBI OTKJOHEHMH WIM PpasbACHUTh, 9YTO JJA I1apaMeTpOB, YKasaHHBIX B
IIpUTJAIIEHNH, TIPelyCMOTPEHEI U ABJIAIOTCA TPUEMIEMbIMY 3aBOAICKHE OTKIOHEHHA.

Paspacuenue 1. YBaxkaeMbIi KoJjlera, TeXHHYeCKHE XapDaKTEDUCTUKM, YKasaHHBIE B
IpUT/IAIIEHNUH, YCTAHOBJIEHBI KaK TpeGyeMble HOMUHAMbHbIE TEXHUYECKHE [T0Ka3aTeH yCTPOHCTRa [I
obecredeHusl QyHKIMOHATIPHOTO M KJIMHMYECKOTO IIeJIeBOr0 NMPUMEHEHWs INaHHOTO MeNUI[MHCKOTO
o6opyzosanus. OZHOBPEMEHHO IOSCHSEM, YTO B TeX CIydasX, KOrja OpUIMaibHOM TeXHHYEeCKOH
IOKyMEHTAllMel IIPOM3BOJUTE/A IJIA JAHHBIX ITapaMeTPOB IIPEJyCMOTPEHbI 3aBOJCKHE JOITyCTHMBbIE
OTKJIOHEHMs, TaKHEe OTKJIOHEHWs MOIYT CYMTAaThCSA IIPUEMJIEMBIMH, €CJIU: OHU YETKO yKasaHbl B
obUIHAIBHBIX IOKyMEHTAaX IIPOMBBOJMTENS, He NPHBOAAT K CHIDKEHWIO (QYHKIMOHAIBHON M
KIMHUYeCKol 5()dEeKTUBHOCTH yCTPOHCTBA M He IPOTHBOPEYAT YCTAHOBJIEHHBIM IIPHTJIAlIeHHEM
MUHUMAaJbHBIM WU/WAIA MaKCUMAaJIbHbIM [IpeZie/IbHbIM TPeOOBaHUAM.

Sampoc 2. YBaxaeMslii ImaprHep, B xapakrepucTmKax TOBapa, ykasaHHoro B jore Ne 82,
OTCYTCTBYIOT KaKie-I160 JOIyCTHMBIE IUATIA30HbI OTKJIOHEHNUH. Kak 1paBuIo, MPOU3BOAUTENN B CBOKX
3aBOJICKMX PYKOBOZ,CTBAX YKa3bIBAIOT JOITyCTUMBIE IUANa3OHbl 38BOSCKUX OTKIOHEHUH, HAaITPHMep: I0JIe
spenus +10 rpagycos, yrox usru6a =10 rpamycos u 1.4 Kpome Toro, K npuMepy, Ha caiiTe IpOU3BOAUTELS
Hugemed yronm usruba rMGKOro OZHOPA3OBOTO YpeTepocKoma ykasaH Kak 285 rpamycos, OfHAKO B
DYKOBOZCTBE IIO BKCILTyaTanuu ykasaHo 270 rpafycoB. YduThIBaf BBINIEUSIOXKEHHOE, IIPe/IaraeM
BHECTY U3MEHEHUs B IPUTJIAlleHUe, yCTaHOBUTD JOITYCTHMBbIE [UANa3OHbl OTKIOHEHUH UK PasbACHUTD,
YTO /I TApaMeTpOB, YKAasaHHBIX B IIPUTJIAIIEHWH, [PELyCMOTPEHBI M JIOIyCTHMbI 3aBOACKHE
OTKJIOHEHHMS.



PaspsicHeHue 2. YBaKaeMbId KOJUIETa, TEeXHUYECKHME XapaKTEPUCTUKY, YKasaHHBIE B
IIPHUT/IAlIEHUHY, YCTAHOBJIEHBI KaK TpeGyeMble HOMUHAMbHbIE TEXHUYECKVE TIOKasaTeIM yCTPOHCTBA AT
obecrevenust GyHKIUOHATBHOTO M KIMHHYECKOTO ILIENEBOr0 IPUMEHEHMs NAHHOTO MEeJUIMHCKOIO
o6opymoBanus. OfHOBPEMEHHO IMOSCHSEM, YTO B TeX CIydasX, KOrZa O(HIIMAaIbHOM TeXHHYECKOH
IOKyMEHTalldel [IPOMSBOJAUTENA /I JAHHBIX ITapaMeTPOB IIPeJyCMOTPEHBI 3aBOJCKHE JOTYCTUMBIE
OTKJIOHEHHs, TaKHWe OTKJIOHEHMs MOIYT CYMTAaThCS IIPHEMJIEMBIMH, €CJAH: OHH YEeTKO YKa3aHBl B
OpUIMANbHBIX [OKYMEHTax IIPOMBBOJUTENS, He INPHUBOJAT K CHIDKEHUIO (QYHKIHOHATBHOH MM
KJIMHUYeCKOH 5((EKTHBHOCTH yCTPONCTBA W He IPOTHBOpEYAT YCTAHOBJEHHBIM IIPHUTJIAlIEHHEM
MMHHMAaJbHBIM U/WJIA MAKCUMAaJIbHBIM [IpeZieIbHBIM TPeOOBaHUAM.

Bampoc 3 : YBaxkaeMble KOJUIETH, IIPOLLY IIPEOCTABUTE PasdbACHeHUs 1o oram 28 u 29. Yem
06ycoBeHo TpeGoBaHHE O COOTBETCTBUM BHINIEYKA3aHHBIX JOTOB cranzapram GMP B Tom ciyvae,
KOrZid, B OTJIMYME OT TPOU3BOZCTBA JIEKAPCTB, IIPOM3BOCTBO IMIIEBBIX IIPOJYKTOB He Tpebyer
cepruduxanuu GDP? 3apanee cracu6o.

Pasbsacuenue 3 : TpeGosaHue o coorBercTBuM cragzapraM GMP B pamkax yKasaHHBIX JIOTOB
06YCIOBNIEHO TeM, YTO AaHHAs IPOAYKIKS IIPeHASHAYEHA /1T MEIUIIMHCKUX eel (B YaCTHOCTH, /I
SHTEpaJbHOTO NUTAHUs B KIMHWYECKUX YCJIOBHAX) M MCIIOJNB3YeTCs AJs IAlMEHTOB, B TOM YHCIe
BXO[AMMUX B TPymmsl BICOKOro pucka. CoobljaeM, 4TO maHHOe TpeGOBaHME HE OTHOCUTCS K
PeryJHpOBKaM MPOM3BOACTBA JIEKAPCTBEHHBIX cpefctB umu  ceprudukanuu GDP. TpeGosanue
coorsercrBusi GMP kacaercs ofecreyeHus: KadecTBa IIPOM3BOICTBEHHBIX IIPOIIECCOB U 6€30MacHOCTH
MpOJyKUWK, HE3aBHCHMO OT TOTO, UTO HPOAYKIHSA KIaCCHPUIMPYeTCs Kak IHIeBOe CPeJCTBO
MeIUIIMHCKOro HasHaueHus. OZHOBpeMEHHO HOSICHAEM, YTO MPUEMJIEMbIMU SIBJISIOTCS MEXAYHAaPOLHO
TIPU3HAHHBIE CHCTeMbI obecrieveHus Kadecrsa (Hampumep, GMP wmm mo6oi Apyro# MexZyHapogHO
TpU3HAHHBIA CTAaHZAPT IPOM3BOJCTBEHHOTO KAYeCTBa), KOTOPbIE IMOATBEPXKAAIOT KOHTPOJIHMPYEMOCTH
IPOM3BOZICTBEHHBIX ITPOIECCOB ¥ 6e30IIaCHOCTh IPOZYKIHMH.

3ampoc 4. YBaxaeMpIif KoJIera, IIOCKOJBKY pasjW4Hble IIPOM3BOAMTENH BBIITYCKAIOT
MHCTPYMEHT II0 PasHbIM CTaHZapTaMm, Ayt 1otoB 10 1 11 6ymyT mpremieMbl BHEIIHHE JHaMeTPhI TOJIOBKH
cremiepa — 32 1 34 MM COOTBETCTBEHHO, BMecTo 31 u 33 MM

PasbsicHenue 4. YBakaeMblif KoJIIera, BHEIIHHe AUaMeTpPhI TOJIOBKHU CTeruiepa it gotos 10 u
11 uerko ycramoBmeHsl — 31 u 33 MM COOTBETCTBEHHO, 4TO HEOOXOAWMO IJIs YZAOBJIETBOPEHUSA
IIOTPeOHOCTH.

3anpoc 5. 3zpaBcTByiiTe, yBaXkaeMble wieHb! Komuccuu! [IpocuM paswsCHUTE, JOIYCTUMO JIM
VICIIOJIB30BaHYE TTapaMeTpa 32 MM BMECTO YKa3aHHBIX B TEXHHJIECKUX Xapakrepucrukax 31 mm u 33 MM
IU1S IpeAMeTOB 3aKkynku 1o yotam Ne10 i Nel1?

PasbsicHeHUe 5. YBakaeMBIM KoJiaera, BHeLIHHEe AUaMeTPhI I'OJIOBOK CTeIliepa JIOTOB 10 11
4eTKO ycraHoBsleHsl — 31 u 33 MM, KOTOpbIE HeOOXOIMMBI AJI YAOBJIETBOPEHHS IIOTPEOHOCTH.

,Z[JIH IIOJIy9E€HHUA ﬂOHOHHHTeHBHOﬁ KH@OPM&HI/IH B CBSI3H C OOBABIEHUEM MOXXHO O6paTI/ITCSI K
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