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Cwjwunwup <wupwwbwnejwu qunuubph hbn Yuwwyws pnnnpubp puunn wudp' h
ntdu Gphgnp LEpuhujwuh

Uwutwygnipjudp' «ruwswywp» UNC-h wnuoptt’ U. Pwjwuwtywup (hpwjwpwuwlwu
wudwug whnwywu dhwutwywu gpwugwdwunjwuhg pwnywdp, gpwugdwl  hwdwp'
264.110.05665)

puubiny «Uwpwinunt A4» PLL-h Ywphpubph hwdwp pnidywpwqwubph dbnppbipdwu
uywwwyny hwjunwpwpwsd «UPY-GFLUMAR 2020.4» dwolwgpny quwupdwu hwpgdwu
pupwgwlwpgh 2npowuwlubpnud «luwswywp» UNMC-h Ynndhg 21.01.2020p. ubpyuwjwugywsd
(21.01.2020p. Jwpnyp punniudwsd) pnnnpp (hGunwjunt twl' 3PRU-LF-2020/10 pnnnp),
wwnqbtigh hGunlywp.

1. «luwswywp» UNC-h ubipyujwgpwéd thwuwnbpp, hhduwynpnudubtipp b ywhwuop.

«ruwswwp» UMNMC-u 21.01.2020p. utipywjwgpwd pnnnpny hwjwnuby £, np «Jwpwunniunt
PY» PPL-U (hbnwyunt twl' Mwwndhpwnny) pnidwwpwquwubph denppbipdwt twywwnwyny
hwjinmwpwpnieniu £ hpwwywpuwytp «UPY-GLUMAP 2020.4» dwdlwagpny quwuzdwt



hwpgdwu Jdwuhtu (hGuwjunt twl' Cupwgwlwpg), npp hwunwwndb) £ quwhwwnn
hwuduwdnnngyh 2019 p. <nwdwph 9-h  phy 1 npnadwdp, nph <pwybph peUny 11
swhwpwdhuubphg  «lvwswwp»  UNMC-u  pnnnpwpynd £ 1-hu, 2-pn b 3-pn
swihwpwdhuubipp:

<pwybiph «Sbuuhywywu Punypwaghp - Sudwt dwdwuwywgnyg» <wybiywsd phy 1-h
«wuwunwip» untbwyubpnud 1-pu, 2-pn b 3-pn swhwpwdhuutph dwubpny wywhwugynn
wwnpwuputiph hwdwp gpdwsd £ dhuunyt’ « Hhwhquinnpy» wudwunidp, huy «inbfuthfulwu
puniewghpp» untuwubpnud ubpwndwsd wwhwugubpnu® wyn 2 wwpwupubph hwdwnp,
wnyw L dpluunyl’ «.... dwupwgbpddwu dbpnnp ... gwddw dwnwqwjpdwdp ....»
wwhwugn:

Loqwd  dwupbwgbpddwu  dGennp  hwunhuwunwd £ Jdhwiudwg ogunwgnpddw
pnidywpwqwubph Jdwupbwgbpédwu hwdwp Yhpwnynn nwnhwghnt  dwupbwgbipdnid
dtennh dh nwpwwunbuwyp:

Lwdwdwju ££-h Ynnuhg ywybpwgpwsd Uhowbunwlywu Unwunwpwn «FOCT ISO 8.651-
2016»-h  «Ubpwodnyeynu»  pwduh  Gpypnpn  wwppbpnigjwu  «....  twnhwghnu
dwupbtwgbpdnuip nw  $hghywlywu wpngbu L, npp Yuwwywd L phnuhqugunn
dwnwqwjpdwdp  pdojwlwu  wwpwqwubph  Swnwqwjpdwu  hGwn:  Mwpwaqwubpp
Gupwpyynw Gu Swnwgqwjpdwu Jwutwghunwgywsd nwnhwghnu-nbfuuninghwywu
Yuwjwupubpnud'  ogquwgnpdtiny 60Co Ywd 137Cs nwnhnunyhnutph qwddw
dwnwagwjpdwu wnpniputp Ywd EGyunpnuubph wpwqugnighsutip, npnup unbinénid Gu
(gbubpwgunud tu) ElGYwnpnuwihu Ywd wpgbjulydwt dwnwgwjpdwl thugtin: Mwnhwghnu
dwupbwgbpdnuwip 6hoin uwwnwpbnt nbwpnud wju hwunhuwunw £ wudunwug b hnwwih
wpryniuwpbpwywu  wpngbu: ... Nwnhwghnt  Jwupbwgbpddwu  gnpdpupwgp
hwunhuwunu k£ delwuquwddw ogquwagnpddwt pdolwlwu tpwlwynypjwt wwpwupubiph
wpnwnpnjwlt  Ggpuithwlhs  dinypi»  uwhdwunwubph'  pdoyuwt wwpwgqwubph
nwnhwghnu  dwupbwgbpénut  ppwywuwgynud £ hnuhqugunn  Swnwquwjrutpny
pdoluwlwu wwpwqwubphu 2 dbpnnubpny dwnwqujebin’  oguwgnpdtind’ 1. quddw
dwnwquwjpdwu wnpniputp, b 2. EGlunpnuubph wpwqugnighsubin, npnup unbindnwd Gu
ElGYwnpnuwhtu Yuwd wpgbjwydwu dwnwqu)pdwl thugkin:

Cuybpnieyniup Jyuwywynsk) £ «Sunwdubph dwuhtu» << optiuph 13-pn hnnwdh 2-pn
dwuh 4-pn YGwnp, unyu hnngwsdh 3-pn dwup:



Muwuwyhpwwnnth Ynndhg <pwybph 1-hu, 2-pn b 3-pn swhwpwdhuubph dwubpny uodwd
GU nbuuhywywu punipwgph untwyubpnd huwpwynphtuu swihny ubipwnywsd sku qudwu
wnwplwubph wdpnnowlwu W hwdwpdtip uywpwgnpnieinwitbpp, npnup wnlw Gu <L -ph
Ynndhg ywybipwgywd «MOCT ISO 8.651-2016» unwunwpunid, hwdwdwju nph pdo2ywlwt
wwpwagwubph nwnhwghnu dwupwgbipdnidu hnuhqugunn  Gwnwquyrutpny
hpwlwuwgynud k 2 dGpnnny:

<&-nd gnpénn  unwunwpunnd - wnyw'  denppbipdnn wwpwuph  unwunwpunhu
yGpwptpnn wwyjdwuubph hunwy bywpwgpniejwt ng wdpnnowlwu ubipwnnudp hwywuntd
E «Sunudubiph dwuhu» <& optiuph 13-pn hnnwdh 2-pn dwuh 4-pn Yhinnd W 3-pn dwuny
uwhdwuywd wwhwugutpht bW wpgbip t hwunhuwund pnid wwpwqwubph nwnhwghnu
dwupbwgbpdnwit  hnuhqugunn  dwnwquwjputpny hpwlwuwgynn Gpypnpn  dbennny
nwnhwghnu Jdwupbwgbpddwtu  tupwpyywséd «Hwhquunpy L «Upntuwwnwp  ghd»
wujwunwn wwpwupubpu  wnwownpynn huwpwynp dwutwyhgubph' win pyYnd twl
«fbwswywp» UNMC-h  hwdwp' ppwywuwgubine «Yunwubph dwuhu» << opbuph 7-pn
hnnjwdh wwhwuony uwhdwudwsd gwulwgwd wush' nyjw| nbwpnd’ «ruwswwp» UMC-h,
qudwu gnpdpupwght dwutwygbint hwjwuwp hpwyniup nwbuwine uygpniupp <pwiybiph
1-hu, 2-pn b 3-pn swihwpwdhuubph dwuny:

«ruwswywp» UNC-u, ntYwdwpybin «Funwiutiph dwuhu» << optiuph 46-pn. hnnywoh
1-htu Jwuny U 3-pn dwuh 1-hu Yawnd, pnnnpwpynd £ Nwndhpwnnih' «Jwpunniune P4y
PPL-h  «URPY-GCUMAR 2020.4» oSwolwagpny qUwupdwu hwpgdwtu quwhwwnnn
hwuduwdnnnyh 2019p. hniudwph 09-h phy 1 npnodwdp hwunwnydwd' pnidywpwquubph
dbtnpptipdwu  tywwwyny hwjnwpwpdwsd  «UPY-FCUMQF  2020.4»  dwdlwagpny
quwuiwt  hwpgdwtu <pwdbph pupwgwlywpgp' <pwybph phy 1-hu, 2-pn L 3-pn
swihwpwdhuubiph dwubpnd, bW nhdbiny << qunuubph htun Yuwwywd pnnnpubip puunn
wudhu, fuunpby k£, nGlwlwnpybin «Funwiubiph dwuphtu» << opbuph 50-pn hnnwdh 7-pn
dwuny' punniub npnonud, npp Yuwpuwynpbguh «Uwpuniune PY» PL-h «UPY-FLUMAR
2020.4» Sdwdywagpny pupwgwlwpgh gquwhwwnn hwuduwdnnnyht' punniubint npnonwd
ugjwsd dwodlwagpny quwupdwu hwpgdwu pupwgwluwpgnud thnthnfunyentt Yuwnwpbint
hwdwp' hpwybph 1-hu, 2-pn U 3-pn swihwpwdhuubph dwuny:

b |pnudu pnnnpp' Cuybipnieywu Ynndhg ubpyuywgdb) £ gpniegyniu, npnd Culybpnyeiniup
hwjwnub  hGunlywp.



Muwuwyhpwwnnw Sunwdubiph hbin Yuwywd pnnnpubip puunn wudhu 032 gpniejwdp
ubpywjwgnb| £ hp nhppnpnonudubpp dEdwpwuwly «<hpduwynpnuwdubpny», npwntin pipwé
wyjwubpnd wnw Gu pwqdwphy ns Ghow, ufuw] b Ynnduwlw| nyjwiubip, npnup sku
hwdwwwwwufuwund  gnpdnn hpwywlwu, gbpwwbuswywu L Jwutwghunwlwu
unpdwwnhy wywntpny b gpnipyniutbpny uwhdwudwd unpdtiphu:

1) HYhwihgh ywpwqwubtipp hwunhuwund Gu Pdojwlwu Lawuwyniejwu Uwpwupubiph
(wjunthtitn' ALU) dh Jwup, npnug pninph wipnwnpnpjwu dwdwuwl npwbu Bgpuitwlhs
thny Lt hwunhuwund dwupbwgbpdnwdp, npph tywwwlu £ Jdhypnphninghwywt
Ynuwmwdhuwuwnubph huwywnhdwgnwip, npwtiugh ns untiph; FLU-U ybpwdyh unbiph FLU-
h, husp Lpwuwynid £, np inyu FLU-U sh wpnibwynw YGuuntwly dhypnopquuhquubp:
Uinbiph|hqugdwt tnwtwlyp nhwihgh npwlh dnw sh upnn wanbi:

2) Swppbip PLU-Gpp* win pYnd twl nhwihgh wwpwquwubph, hwdwp' jufujws hpbug
Yhpwndwtu ninpuinutiphg, Jwqdh dbg dununn pwnwnpwdwubph wnwudbwhwwunynieiniu-
ubiphg, penywwpynud £ Yhpwnb| dwupbwqbipdnudp wwwhnynn dp pwup dbennutiphg Ywd
dhwju dbyp, Ywd upwughg dh pwupup, Ywd k| pninp dGpnnubpp’

1 - Ephtuopuphnny dwupbwqbipddwu dbenn

2 - Gngny Jwupbwgbpddwu dbpnn

3 - Nwnpwghnu dwupbwgbpddwu deenn, npp' hwdwéwju <<-h Ynndhg Juybpwgpwd
W unnpugpywé Uhowbunwlwu Unmwunwpun «FOCT ISO 8.651-2016»-h uwhdwunwiubiph,
hpwywuwgynid £ ogunwagnpdbiny’

w. Gwddw dwnwgwjedwl wnpjnputp.

p. EGYupnuubph  wpwqugnighsubp, npnup  uwnbndnwd  Gu  ElGYunpnuwihu Yud
wngbjwlydwt dwnwquwjrdwu thugtin:

3)  Muwwudhpwwinth  gpwd  «Pbnw  unbphhqugdwdp  hGdnnhwihquunpubpp
hwdwpynw GU ... wdbbwybwuwlwp unbiphihqughnt dbpnnp:» wuhbpbtipnie)ntt £ U unwn
nbintywunynieiniu, npp hwlwunid £ wuqud Mwunyhpwnnth yepwnwup hwunhuwgnn <<
UL gjjuwynp pwpuininuph Ynndhg 06.05.2019p. «FHnwipnt RY»-hu wnwpywd rhy
U.U./06-2/7117-19 qgpniypjut  2-pn wwppbpnigniund - Upywd  «.... wdwdwju  gnpdnn
dhowqqwiphu huN 11737, I1ISO 11134, ISO 11137 uwnwunwpuubtph b Gypnwyyuwlwu EN 554,
1994 EN 554, 1994 nhptywnphdubph, pdolwlywu wpunwnpwuph hwdwp Yhpwnbh
dwupbwgbpddwu dbennubpu GU' Jwupbwqgbipdnd ongny (wywnnlwy), dwupbwgbpdnwd



nwnhwghntu  Gnwuwyny g SGwnwqwjedwdp U b SGwnwquwjedwdp (E beam):...»
uwhdwunwiutphu, huy hus ypwpbpynwd £ «....wdGbwkdwu....» wpnwhwjnnigjuunp, www
npw hhduwynpdwt hwdwp Mwwdhpwnns ng dh - wwownnuwlwu  gbpindnyeniu sh
utiplwjwgnk.

4) L 5) dwubiphtu Culybipniginiup sh wunpwnwnund, pwuh np npwup pnnnphu sGu
ybpwpbpgnud:

6) «Uwpunnwunt P4» PPL-U «URY-FLUMNAR-2020.4» dwdlwagnpny dpgnyphg wnwg wjn
unyl  wwpwupubph &bnppGpdwt  hwdwp  hwyjnwpwpt; Ep «URY-GLUMAR-2020.2»
dwdlwanny dpgnyep, npuntin L<pwybiph phy 1-ht, 2-pn, 3-pn U 6-pn swihwpwdhuutiph
dwubipny wwhwugynn wwpwupubiph  «nbjubhlwlwu puniewghpp»  unwyubipnd
ubpwnywé ywhwuoubtipnid hy 1-hu, 2-pn U 3-pn swihwpwdhuubph dwubipny wywhwueoynn
wwpwupubph hwdwp wnlw £ dhlunyl’ «.... dwupwgbpddwu dbpnnp .... quddw
dwnwqwjpdwu dbennny ....» wywhwuop, rhy 6-pn swihwpwduh dwuny wwhwuoynn
wwpwuph hwdwp wnlw £ «... dwupwgbpddwu dbennp’ Gamma Gwnwquwjpdwdp
dwupbwqgbpdénw ....» wwhwyp:

Wn dpgnypep sbyw) £ wpdbp Mwundhpwnnth Ynndhg, nphg hGunn  wudhowwbiu
hwjwnwpwnyt £ «UPY-9CUMAR-2020.4» dpgnypp, nph <pwybph  «wnbfuuhlulwu
punipwahpp»  ynwwyutipnd  ubpwnwd  wwhwuoubpnd  ehy 1-hu, 2-pn L 3-pn
swihwpwdhuubph dwubpny wwhwugynn wwpwupubph hwdwp wnlw L senupywd
dpgnyend wnlw Jhlunyl' «.... dwupwgbpddwu dbennp ... quddw Swnwquwjpdwl
dbpennny ....» wwhwuyop, uwlwju phy 6-pn swihwpwduh dwuny wywhwuoynn wwpwuph
hwdwp Mwwnyppwunniu hnthnjub | wywhwugp' wjunbnhg hwubng stnupyjwsd dpgnypenud
wnlw «... Gamma ....» pwnp, husp Vpwlwynwd £, np Mwwdhpwuinniu pnyjwwnpnd L,
npwbtiugh rhy 6-pn swihwpwduph dwuny wnwowpyytt twl pbunnw dwnwquyrutpny
dwupbwgbpdJwsd wwypwupubp, npwuny huYy' hwlwubiny hupu hpbu:

<pwybph phy 6-pn swihwpwdup dwuny  bwjuypunw gpwsd «... Gamma ....» pwnp
hwubny, Mwuwunyhpwwnntu wjn swihwpwdup dwuny hp wwhwueubpp
hwdwwwwwufjuwuwgnb| £, huy <pwdtph phy 1-hu, 2-pn L 3-pn swhwpwdhuubipp
dwubipny shwubny «.... qwddw ....» pwnp, wn swhwpwdhuutiph dwubpny hp Yuqdwsd
puniewagpbpp sh hwdwwywwmwufuwuwgptp << UL dwutwgbnubph Ynndhg dowydwsd

nhwihgh wwpwquwutiph niihytpuw) punyewgpbphu:



7) Mwwyhpwunnth wunnudubipp, pb NF-nwd «...«Pinw dwnwgwjeny» unbphhqugywd
nhwihquuwnpubpp 60 pnywwnpynd...», W np  «..(Fnwwunwund  punnwajwsd |
dwnwquwjpwiht  Jwuptwgbpddwu  JdGpnnubphg dhwjuy FUUUU  Gnwuwyp....»
Mwwyppwuninth  wughwnnyuwtu  hbGwnbwupny  wpjwd  pwgwpdwly  unun L
wwwwnbnbywwndwlwu Gu, pwuh np'

1 - *h twouwiht <wlywdnunwn] Swnwjnyjwt (Y H<O) 07.07.2014p. phy AL/2-
7205/14 gpnipudp  thwundwd £, np  puswbu  «FUUUU», wjuwbu L «PGSSU»
dwnwquw)pdwu dbennutipn dwupbwqbipdywé nhwihqwuunpubpp Yhpwnbih Gu dhlunyu
fudph hhquunubph hwdwp' hwdwpdbp pGpwwuwnhy E$EYn Bu wwywhndnwd, W np upwup
dhdjwug thnfuwphubih Gu hwdwpynd, huly Nuwwndhpwwnniubph  Ynndhg «PGSSU»
Swnwquw)pdwu dbennutpny  Jwupbwgbpdywd nhwihquunputiph  Jwutwlygnientup
dpgnyputipphu wpgbitip Ywpnn Gu hwugbgub) dpgnypubipht huwpwynp dwutwyhgubph
pwuwyh vwhdwuwthwydwup W Ypnd Gu hwwdnunwnjwihu opGuunpnigjwu fuwfundw
Upwiuubip:

2 - Upowbunwlwtu «FOCT ISO 8.651-2016» Uwnwunwpunp pytiwnpynieiniuny punniudby b
2016p. hnwdwph 26-hu huswbtiu <<-h, wjuwbu £ N+-h bW GUSU wunwd djnw Gpypubiph
Ynndhg, npn hwunwwywsd k£, np «FUUUU» L «PGESSU» Gwnwqujedwu dbpnnubtipp
hwunhuwunw tu Nwnhwghnt dwupbwgbipddwu wnwppbp nmwpwwnbuwyubpp:

8) Muwudphpwwinth Ynndhg hnnud £ Ywuwnpdb] hwdwwpgswihu Ywiph, nph dbo
gbwnbnywé wnbtipunp ybipgwsd £ N <O -h Ynndhg 2011p. wwphih 21-hu uwwnwpywsd
Jbpinwdnieniuubphg,  wjuptupt’ Mwwdhpwiinth  hnnud - £ Juwwpnud - dwdybnwtg
thwuwnwpeneh, pwuh np wyn unyu Yunnygp' Y <O -u, npwuhg 3 wnwph htnn' 2014p.
thnthnfunygyniutp W jpwgnudutip £ Ywwwpbp pp bwhunpn, npnug Jdwuht wju pnnnph
putwnpydwu 2unphhy Mwunyghpwunniu Yhpwagblyh:

«ruwswwp» UNMC-U, wwuwnpwd Sdwunigwd [hubind pnnnph puunigjuu twywwnwyny
27.01.2020p. dwdp 10:15-hu  hpwyphpywsd upunmh Jbpwpbpjw), wwwhndb £ hp
ubipywywgnigsh dwutwygnieyniup, ny wunb) £ pnnnpny ubipluwjwgywsd nhppnpnonwip:

2. «Uwpwniunt PU» PPL-h  Ynndhg pnnnph  JGpwpbpjw; ubpyujwugqus
nhppnpnonudp b hhduwynpnudubipp.




«Uwpunwune RY» PPL-U Gunwiubiph hbin Juwywd pnnnpubip puunn wudhtu ninnywd
24.01.2020p. rhy 032 gpniejwdp hwyinub £ hGwnlywp.

“huwihgh npwyh dpw wannn hhduwlwt  wwpwdtinptiphg dbyp  unbiphihqugdwu
Gnwuwyu k:

Unlw £ nhwihquunputiph unbiphjhqugdwu tiptip wjwunwywu dbpnn.:

1. Qwq, ETO (Eeh(tu opupn).

2. Snnp2h (2nq).

3. Bwnwquw)pntd (quddw):

Ptunw  uwnbipphjhqugdwdp  hGdnnhwihquunpubpp  hwdwpynwd  Gu - wofuwphnd
wdblwbdwtu b wdtuwyuwuwywn unbphhqugdwu dbpnnp:

Nwnwuwupptind  wpluwphnud  wpunwnpynn  nhwihquwnpubph  2nipg - 40
wpwwnpnnutiph, npwughg dJdhwu  2-u LU, np  wWwwpwunynd  Gu phiunnw
uinbiphlhqugdwdp:

Uwnnpl ubpYujwgynd Gu wyn wpunwnpnnutiph gwuyp. 1. «Gambo» 2. «Fresenius», 3.
«Hospal», 4. «Nipro», 5. «B Braun», 6. «Cobe», 7. «Belico», 8. «Baxter», 9. «Etropal», 10.
«Toray», 11. «Terumo», 12. «Schiva», 13. «Saxonia», 14. «Riggers», 15. «RenalSystems», 16.
«Nikkiso», 17. «NephroSystem», 18. «NatMedCare», 19. «Meditech», 20. «Kuraray», 21.
«Kawasumi», 22. «JMS», 23. «ldemsa», 24. «Helbio», 25. «Haidilena», 26. «Gross-O-Pharmy,
27. «BraunCarex», 28. «Even», 29. «Braun», 30. «Asahi», 31. «Althin», 32. «Serumwerk», 33.
«MedicaS.p.A», 34. «Nephros», 35. «Haidylena», 36. «BainMedical», 37. «NxStage», 38.
«Membrana», 39. «Kimal.plc», 40. «AllmedMedical»:

Wu gwuyhg dhwju 4 puybpnyeiniu £, npnup wpwnwnpnd tu pGnnw unbphihqugdwdp
nhwhquuwunpubp, npwup &U'

«Helbio», «Nephros», «Serumwerk», «Medica S.p.A»:

h nbw wju 4-hg 2-p ubpyujwgywsd tu <L ontljuynid, uwlwju oquuwgnpdynid £ dhwyu
dtYy hhqwunwungnd (Updtupw <wupwwbunwlywu hhwunwungnw) Mwunyghpwunniu bk
E, np ybpohuu dwutwynp Yihuplw E: Utwgwdu wpunwnpnud Gu wimpwnhghnu, ytpp upwd
3 dbGennubipny:

Nunuduwuhpnyeniuubipp gnyg Gu wwihu, np pwnwpwyhpe Gpypubpnud ng dh Yihupyw
sh Bl hwgdh wnup pnunw thwihquwnpttipp’ juwyws Spwgpwynpyws  (unwnhy)
htdnnhwihgh htwn:



Y Mnugnpwyuwngnph Ynndhg hwunwwnywd pbnw dwnwqujeny unbiphihqugywsd
nhwihquuwnpubipp sGu pnyjwwnpynd npwbu twppbpwy, hushu Cuybpnieniup wunnud L,
pt MNnuwuwnwund pinw dwupbwgbpddwu nwuwyp hwdwpynud £ enyjwwmnth:

Uphwtowuwly Mnwwunwund  punniujwd £ dwnwqwjpwht  dwupbwgbipddwu
dhongubiphg dhwju quddw Gnwuwyp:

Muwuwuyhpwwnnwu, wwuwpwé Swungywd [pubind pnnnph  pulniegjuu  twywwnwyny
27.01.2020p. dwdp 10:15-hu hpwdphpywé uhunph  JGpwpbpw, sh wwwhndbp  hp
ubipyuwywgnigsh dwutwygnipeyniup:

3. 9LPLU-ULDF-2020/10 pnnnph puunipjutu hwdwp Fwwtu tywtwlnipiniu ntutignn
thwuwbpp

GPLU-ULS-2020/10 pnnnph puuniejwl hwdwp bwlwu tpwlwynientt niubu hGwnbyw|

thwuwnbpp'
1. «Uwpwinwunt RY»  ®PL-h Ynndhg hp Ywpppubph hwdwp hwjunwpwpdb) £ «URY-

G<UMAR 2020.4» dwdlwagpny quwuodwu hwpgdwt pupwgwywpg:
2. Cupwgwlwpgh hpwdbpnd hwunwnndt £ qudwtu  wnwplwih  nbjuuhlulywu
punipwghpp:

4. <L qunuiubph hbn Ywwywé pnnnpubip putnn wuéh hphduwynpnudubpp L

qpwhwugnidp.

{L qunudubiph hbin wwywd pnnnpubip  puunn  wud Sphgnp  Lbpuhujwlu,
nwnwiuwuhpbiny «ruwswwp» UNMC-h Ynndhg 21.01.2020p. ubipywjwgywsd pnnnpp, h (pntdu
pnnnph  ubpluwjwgywd gpnieyniup, «Uwpwiniunt PY4» PPL-h 24.01.2020p. phy 032
gpnipyniup, «URY-GCUMAR 2020.4» dwdwagpny pupwgwywngh hpwdbpp, hwjnund Gl
hGunlyw|p.

«Funuiubph Jwupu» << opbuph (hGuwjunt bwl' Opbup) 3-pn hnndwdh 1-hu L 2-pn
dwubph hwdwdéwju' unyu optuph uwwuwwlu t wwwhnyb] qunuubph gnpdpupwgnid
hwwnnigdwu nhdwg wndbp, wju £



1) wwwdphpwwntht  Jbpwwywhywd  jhwgnpniejniuubph Yuwwpdwu  hwdwp
wuhpwdbon'  Ywphpht  hwdwwywwnwujuwt  wwpwuptbph,  woluwwnwupubph L
Swnwynipniuubph dbnpptipnud’ hwdwpdbp hwwnnigdwdp.

2) qunuiubph L qunuiubph gnpdpupwgh wuwnbunn, wpryniuwybn U ogunwybin
hpwlwuwgn:

2. Sunwiubiph gnpdpupwgp hhduynwd £ hbnlyw| uyqpniupubiph ypw.

1) qudwu gnpépupwgh dhwutwlwtu Ywuntubpn dJdpgwlygwihu, pwthwughy,
hwdwswth, hpwwwpwlwjht b ng funpwywu hhdniupubipny Yugdwybpwnid.

2) wwjdwuwgph Yupdwtu tywwnwyny dwutwyhgubph opowtwyh punujund b upwug
dholt dpguygnipjwt fupwfuntuntd.

3) gwulwgwd wudh hwdwp, wulwlu Upw owwpbpypw  Ihghyuwlywu  wus,
Ywqdwybipwnientt Yuwd pwnwpwghnientu sniutignn wud |hubint hwuqwdwuphg, qudwu
gnpdpupwght Jwutwygtint hpwywhwywuwpnipntu:

Optuph 13-pn hnndwdh 1-hu, 2-pn, 3-pn U 5-pn dwubph hwdwdwyu'

1. Gudwt wnwplywih punipwagptipp wbwp £ wdpnnonigjuwdp b hunwy tywpwagnpbu
dtnp pbpynn wwpwuph, wotuwwnwuph Ywd Swnwinipjwtu  hwwnwuhpubipp, npwug
dbnpptpdwu U Jéwpdwu wwjdwuubpp' pwgwnbind wwpwybpy dEluwpwunygniup:
Qudwt  wnwpywih punipwgptipp, npnup UGpwnnd G bwb  wwypdwuwgph ghup,
pungpyynid Gu wwjdwuwagpnid:

2. Gudwu wnwplwh punyewagpbpp’

1) wbwp £ dpguwygnput  hwjwuwp  wywpdwuubp  wwwhndbt  huwpwynp
dwutwyhgutiph hwdwnp.

2) swybtwp £ hwugbgubu qunuiubph  gnpédpupwgnd  Jdpgwlygnigjwt  hwdwp
shhduwynpjwd fungpunnunuiph wnwyowgdwun.

3) wtiwp £ |hubu opjiyunpynptu hhduwynpywsd b hwdwndtip hubu wju Ywphpht, nph
pwywpwpdwu tywunwyny Yuwunwpynd £ indjw) gunwdp.

4) ubpwnnud LU quiwl wnwpywh dwutwgph, wnbluuthyuwywu wnydjuubph, huy
wofuwwnwupubph nbwpnd’ twb wptuwnwupubph dwywwpebprh, dwdwuwlwgnygh W wy
ns quwjhtu wwjdwuubiph wdpnnowlwu b hwdwpdtip Uwpwagpnyeniup:

3. bubnd qudwt wnwplwh wnwudtwhwunynyeniuhg' npwug  hwnlwuhoubpp
huwpwynpptu ubpwnnd Gu &tinp pbipynn wwpwuph, wofuwwmwuph Jud dwnwjniejuu



npwyhu, utnwunwpuht, wuywnwugnypjuun, wwjdwlwlwu Upwuubippu,
wnbpdhuwpwunyjwup, thwpebpwynpdwup, pbnuwpwhdwip, swihht, uwluwagdtphu,
huswbu twlb qudwt wnwplywih wy hwwnlwuhoubiphu YGpwpbipnn wwjdwuubph hunwy
uywpwgpneniup' hpdudwsé  dhowqqwiht unwunwpunubph b <wjwunwup
Lwupwwbwnniejniuntd gnpdnn unpdwuinhywwnbijuthjwywu thwuwnwpnptinh,
unwunwnpwubph, huy npwug pwgwlwnyejwu nbwpnud' dwdwuwlwynp nbfuupyulwu
wwydwuubiph Yypw:

5. Gudwu wnwpYwjh hwwnwuhoubpp swbwnp £ ywhwug Ywd hnnwd wwpnwwybu nplk
wnUwnpwihu  upwuh, $ppdwjht wujwudwip, wpunnuwgphu, tuphght Ywd dnnbiht,
dwagdwu bGpyphu Ywd Ynuyptn wnpniphtt wd wpuwnpnnht, pwgwnniygjwdp  wju
nbGwpbph, Gpp wuhuwp £ qudwt wnwplwih punipwagpndu wnwug npwug: <nnudubp
ogwnwgnnpdtiint nbwpnud  hwwwuhoubph  punipwghpp wbwp L wwpnwwyh  «Ywd
hwdwndtip» pwnbpp:

<L Ywnwywpnigjwu 04.05.2017p. N 526-U npn2dwdp hwuwnmwwndwsd «Sunwiubiph
gnpdpupwgh  Ywqdwybpwdwu» Ywpgh 22-pp Yenp  hwdwdwiy' qudwt  wnwplyuh
punipwaptpp b Jdwuuwyhgubph  npwlywynpdwtu  hwwlwuhoubph  qUuwhwwndwup
ubpywywgynn swihwuhoubpp uwhdwubijhu wbwnp £ hwodh wnub, np npwug wbwp E
pwywpwpbu dtyhg wybh huwpwydnp dwutwyhgubp bW wpnwnpnnubp' pwgwnniejwdp
opbuph 23-pn hnnywsdh 1-hu dwup 1-hu Ybwnny twjuwwnbuwséd wwjdwuubpn qunwd
Ywuwnwnbint nGwpbiph:

«Uwpuniunt RY»  PPL-h Ynndhg hp Ywpppubph hwdwp hwjunwpwpdb] £ «URY-
G<UMAR 2020.4» dwdlwgpny quwuodwu hwpgdwt pupwgwywpg:

Cupwgwlwpgh hpwytpny 1-hu, 2-pn b 3-pn swihwpwdhuubph dJwuny hwuwnwwnyb) Gu
qudwu wnwpywjh hbnlyw| wmbfuuhluwlwu punyewagptpp.

Qtipqundwu gnpdwlhgp dhusl 24d)/dwd dd Hg, pwnwuph
Unipp' upupbnpy, wpryniuwdbn Jwybpbup 1.4(+-0.1)42,
pwnwurh hwuwnieniup 30-40dyd, ubpphu npwdwswihp
185ulyd+-10%, |gdwu dwywp dhusk 100d,dwupwqbtpsddw
dbkpnnp 2ngny Yuwd quidw Swnwqwjpdwt dGpnnny
(hwdwdwju htdnnhwihgh uwppwynpnudubiph nbjuuhywywu
wuduwagph wywhwueubtipnh*): 1ISO 13485 Ywd hwdwndtp
ubipinhdhlwunh wnywynientup ywpunwnhp E:Fresenius Medical
Care 4008S uwpphtu hwdwwwwnwufuwu

1 “thwihqwwnnp




Qtipgundwu gnpdwyhgp dhusl 244)/dwd dd Hg, pwnwueh
npp' upupbwnpy, wpyniuwybn dwytpbup 1.6 (+-0.1)42,
rwnwuph hwuwmnientup 30-40dyd, ubppht wpwdwswihp
200dyd+-10%, |gdwu dwyw|p dhusk 1004d|, dwupwqbtpddwu
Ubpnnp 2ngny jud quidw Gwnwqujpdiwt dkpnnny
(hwdwdwju htdnnhwihgh uwppwynpnudubiph nbfjuuhywywu
wuduwagnph wwhwugutinh): 1ISO 13485 Ywd hwdwpdtip
ubipmhdhlwinh wnfuwynieniup ywpwnwnhp B: Fresenius
Medical Care 4008S uwppht hwdwwwipwupuwt

2 “thwihqwunnp

Qtipqundwu gnpdwlhgp dhusl 24d)/dwd dd Hg, pwnwuph
ynpp' upupbnpy, wpyniuwybn Jwybpbup 1.8 (+-0.1)42,
pwnwuph hwuwmnyeniup 30-40dyd, ubppht npwdwswihp
200dyd+-10%, |gdwu dwyw|p dhusk 1204, dwupwqbpddw
Ubpnnp 2ngny jud quidw Gwnwqujpdwtu dkpnnny
(hwdwdwju htdnnhwihgh uwppwynpnudubiph nbfuuhywywu
wuduwagph wywhwueubinh): 1ISO 13485 Ywd hwdwpdtip

ubpunhphlwunh wnlwynipnup wywnpwwnhn E: Fresenius Medical
Care 4008S uwpphti hwdwwwywupawb

3 “thwihqwunnp

Wuwhuny' «ruwswyywp» UNMC-U pnnnpny wunb &, np qudwt wnwpyuwih wbfuuhyuywu
punipwaghpt wdpnnonijwdp sh uywpwagpnud dbnpptipdnn wwpwupp bW wju hwywunid k
«Funwdubiph dwupt» << optiuph 13-pn hnnwdh wwhwugubphu, pwuh np updb) &
dwupkgbpddwu nwnhwghnu dbennh dhwju dbYy wbuwlp' quddw Gwnwqujpdwdp,
uwlwyu sh upydb| Gpypnpn dbpnnp’ EGYwnpnuubph wpwqugnighsubp, npnup unbndnid Gu
EiGYunpnuwht uwd wpgbjuwldwt dwnwquypdwu thugbp:

Wu  wbuwuynithg wpdwuwgpnud  Gd hGnww)p. Cupwgwywnpgh  hpwybph
wbfuuhywlwu punypwagnpny 1-hu, 2-pn b 3-pn swihwpwdhuubph hwdwp twfuwnbuyb) £
dwupbwgbpddwu Jdbpnnh Gpynt wnbuwly' Jwupbwqbpédwu dGpnnp ngnd Yud quddw
Swnwquwjpdwdp huwpwynpnienit puatnubing Jwutiwyght wnwowpyt updwé Lpyne
dkennutphg npuk dkyp:

bp  hbGppht  qwddw  dwnwqwjpdwdp  JwupbwqgbpdnuWp  hwunhuwund L
dwupbwgbpddwtu nwnhwghnu dbpnnh  wnwpwwnbuwy: Culbpnyeniup wyunnwd L, np
nwnhwghnu Jdwupbwqgbpddwt  Jdjnw  dbpnnp  sdwwntwugbp  hwugbigunwd £ qudwt
wnwpluwjh wdpnnowywu ywpwgpywsd |hubnt wwhwuoh fuwfundwu: Uju wnbuwuyniuhg,
nwunwuwuhpbind Cuybpnigjwu Ynndhg ubpyujwgywsd thwuwmwpyubipp, gununwd Gd, np
npwup wuhpdu bu, pwuph np twf' hpwybpny uvwhdwudb] £ Jdwupbwgbpddwu Gpyne
Ywdpuwmpwjht dbenn, npu purywyunud £ wnwowplyynn wwypwupubiph 2powuwyp, djniu



Ynndhg nwnhwghnu dbpnnubtiphg npub dbyp dwwntwbzbn sh Ywpnn nhuwplyt) npytu
funpwywu, pwuh np Updwd bpyne dbenpubiph  dhwdwdwlwlw  wnlwjniejniup
wwpnwnhp wwhwty sk Stuuplwywu punipwgpnud dwupbwqbtpddwu Jdaennp ubip sh
Ywpnn nhwwpyybp rpwbu  funpwlwt wwhwte, pwuh  np qudwl  wnwplwh
hwwlwuhgubpp  wbtwp £ htwpwynphtu  Ubpwnbu  &binp  plipdnn  wwpwph
hwwnywuhoubipht  Yipwpbipnn  wwydwuubph  hunwy  uywpwgpnieyniup, npp pfund |
wwwyhpwwinth  quiwt  wwhwighg: Lojwd wwhwugh uwhdwunwp sh fuwfunnud
«Funwiubiph dwuptu» << opbuph 13-pn hnnwidh, hwinlwwbu 5-pn dwuh wwhwugubipp:

Tw  htin  Jdeywbn  qunwiubph U qunuwiubph  gnpépupwgh  hpwlwluwgdwl
Ywplnpwgnyu ulgpniupubiphg b hwunhuwund  qudwu  wprynitwybin b oguwybinn
hpwywuwgnwp, hbtwnbwpwp wwwdhpwwnth Ynndhg hpwywuwgynn qunuwip wbwnp £
(hwpdtp hwdwwwwnwufuwuh Ybpghuhu qudwt wwhwught b wwwhnyyh wwwnyhpwwnth
wju Yupphph pwywpwpnip, nph twwwwyny Yuquiwybpwyby £ updwsd qunwp b dhluunyl
dwdwuwy shwlywuh «Sunwiubph dwupu» <K optiuph 3-pp L 13-pn hnndwdtbiph
wwhwugubiphu:

SYyjw| nbwpnud wpdwuwgpnud Gd, np qudwt wnwplwih Jwupbwqtipddwt dbennh
dwuntwugnwdp sh hwlwunw Opkuph 13-pn hnnpwéh wwhwugubiphu:

Quund bd, np «fluwswywp» UNC-h Ynndhg ubpyujwgywd pnnnpt wuhhdu £ b Gupwlw
 dEpddw:

Glubny ytpngpwihg b nEywywpybiny «Funwiutiph dwupu» ££ optiuph 50-pn. hnnywédh
7-pn dwuny'

Nrnceshp

- «hbuwgwwn» UMC-h Ynndhg 21.01.2020p. ubipywyjwglwd pnnnpp dtindby:
| <L qumudubiph htin Yuwywé pnnnpubip puunn wudh npnanudu hpwywwwpuwnhp £ L
nwdh dbig k dinunwd inbintwgpnd hpwwwpwyybint hwenpn opp:
£L qunudubtiph hun juwywd pnnnpubp puinn wudh npn2nwdp Ywpnn £ hinhnjuyb) Yud
ybpwgybi, win pynui” dwutiwlyh, dhuyl nunwpwh Ynndhg:

Qunuiubph htwn juwyyjwd —
pnnnpubip plunn wud® Mﬂh‘}m‘ L6rUbUSUL



