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<< qunudubph hbn juwywé pnnnpubip puunn wudéh
rhy 4~PLU-LG-2019/91

Cwjwunwup <wupwwbnnypywu qunwubph hbn uwywsd pnnnpubp puunn wudp'
h ntdu Sphgnp LEpuhujwuh
Uwutwygnipjudp' «dwuwdnph PY» PPL-h ubipywjwgnighs’
U. Mnnnujwup ((hwgnpwaghp wpdwd' 26.12.2019p.)
<. Cwfuhuywup (hwgnpwghp npdws' 26.12.2019p.)
«fuwswywp» UNC-h wnuopbt’ U. Pwjwuwujwuh (hpwjwpwiwlwt wudwug wbunwywu
dhwutwywu gpuwugwdwunjwuhg pwnjwdp, gpnwugdwu hwdwp' 264.110.05665)

puubiny «dwuwdnph PY» PPL-h Ywpppubph hwdwp pdoljuwywt wwpwgwubph
Gbnpptipdwtu tywwwyny hwjunwpwpjwsd «LPY-FLUMAR-20/5» dwdwagpny quwurdwu
hwpgdwu pupwgwlwpgh 2npowtwlubpnd  «luwswywp» UMC-h Ynndhg 19.12.2019p.
ubpyuwywgywd (19.12.2019p. Jupnyp punniudwsd) pnnnpp (hGuwune twl' FRLU-LI-
2019/91 pnnnp), wwpqbigh hbunlywip.



1. «luwswywp» UMNMC-h ubipyuwjwgpwé thwuwmnbipp, hhduwynpnudubipp b ywhwugp.

«Fuwswywp» UNC-u 19.12.2019p. ubipywjwgpwsé pnnnpny hwjwnub £, np «dwuwdnph
PU» PPL-U «Pdjwlywu wwpwqwubph» dGnpptipdwu uwywwwyny hwjwnwpwnpnipniu k
hpwwwpwyb] «4LPY-GLUMAR-20/5» odwdly qpny qUwupdwt hwpgdwu dwupu, npp
hwuwmwwnyb| £ quwhwwnn hwuduwdnnnyh 2019 p. nblywnbdptph 17-h phy 2 npnadwdp,
nph <pwybiph pYny 5 swthwpwdhuubiphg «luwgswwn» UNC-U pnnnpwipynud £ phy 1-ht, 2-
nn U 3-pn swihwpwdhuubipp:

<pwybiph «SGRULPYUYUL PLNRBUSHM - FLUUL SUUULUYUSNR3S» Cwybwd
rhy 1-h «wudwuntdp» unwwyubpnud phy 1-hu, 2-pn b 3-pn swhwpwdhuubiph dwubpny
wwhwuoynn wwpwupubph hwdwp gpdwd £ dhlunyt’ « Yhwihgh qunhs hbdnnhwihquinnp»
wudwunuwp, huly «nbfuuhlulwu punyewghpp» unwlubpnd utbpwndwé wwhwugubpnut'
win 3 wwpwupubph hwdwp, wnlw £ dhlunyt’ «Jwupwgbpddwu dbpnnp ongny Huwd
gwddw dwnwgwjpdwu dennny» wwhwuon:

Cwdwdwju £<-h Ynndhg ywybipwgpwsd Uhowbiinnwywu Unwunwnpw «FOCT ISO 8.651-
2016»-h «Lbpwénipniu» pwduh Gpypnpn wywppbipniejwu «Ntwnhwghnu dwupbwgbpdnidp
nw phahlwlwl wpngbu £, npp Yuwywsd £ hnuhqugunn dwnwgwjpdwdp pd2lwlwu
wwpwqwubph dwnwqwjpdwu htiwn: Mwpwqwubpp Gupwplyynd Gu  Swnwgqw)pVwWU
dwutwghwnwgywsd nwnhwghnu-nbluuninghwywu Yuywupubpnud® ogunwgnpdting 60Co
Ywd 137Cs nwnhnunWyhnubph quwddw dwnwqwjedwt wnpniputp Ywd EGYunpnuutph
wpwgwgnighsubin, npnup  uwnbnénd  Gu  (qbubpwgund  Gu)  EGYwnpnuwiht Yuwd
wngbjuydwt dwnwgwjpdwu thugtin: Mwnhwghnu Jwupbwgbtipdnudp 6hon Yuwmwpbijnt
nbwpnud  wju  hwunhuwund £ wuyunwug L hnwwh wprynwpbpuwywt  wpngbu:
Nwnhwghnt  Jdwupbwqgbpddwu  gnpépupwgp  hwunhuwund £ djwuquddw
oglnwgnpddwl pdolwlwt Lywlwyniejutu wwpwupubiph wpwuwnpnyejwu  tgputhwyhs
thnyp: Pdolwlwt wwpwqwubph nwnhwghnu  dJwupbwqbpénup  hpwlwuwgynd k
hnuhqugunn Swnwquwjputpny pdolwlwu wwpwqwubphu 2 dGpnnubpnyg wnwqw)pbiny’
ognwgnpdtind’ 1. qwddw  dwnwqujpdwlu  wnpnipubp, W 2. EEYupnuubpp
wpwquwgnighsubip, npnup unbindnd tu EGYunpnuwht uwd wpgbuydwt dwnwgujpdwu
thugbip:

Mwuwunyhpwwnth Ynndhg <pwybiph phy 1-hu, 2-pn b 3-pn swhwpwdhuubph dwubipny
uywd Gu pdolwlwu  wwpwgwubph nwnhwghnt  Jwupbwgbpdndp  hnuhqugunn



dwnwquwjpubpny hpwlwuwgunn Gpynt deennubphg dhwju Jbyp' «quddw dwnwqu)pdwu
dGpnn»-p, pwg £ ennuwd 2-pn dbpnnp, husp wdpnnowwu sk, hwywunwd £ <L
Ywnwywpnypjwu  Ynndhg unnpugpywd  «FOCT  ISO  8.651-2016»  Uhowtivnwlwu
Uwnwunwpwunhtu, nwwnp sh hwdwwywwwufuwund «Gunwdubph dwuhu» << opkiuph 13-pn
hnnwdh 3-pn dwuny «3. Gubind qudwt wnwplwih wnwuduwhwwnynyeiniuhg' npwug
hwunlwuhoubpp huwpwynphtu UGpwnnd Gu dGnp ptipdnn wwpwuph, w2fuwwmwuph Yud
dwnwijniejwl npwyht, unmwunwpunhu, wudnwugnyejuup, wywjdwuwlwu upwuubphu,
wnbpdhuwpwunyjwup, thwpebpwynpdwup, pbnuwpwhdwip, swihht, Uwluwgdtph,
huswbu twl qudwt wnwplwih wy hwwnlwuhoubphu YGpwpbpnn wwjdwuubph hunwly
ujwpwgpnygniup’  hpdujwé  Jdhowqquiht unwunwpwubph b <wjwuwnwup
Cwupwwbwnniejniuntd gnpdnn unpdwuinhywwnbijuthywywu thwuwnwpnetph,
unwunwpwubph, huy npwug pwgwlwnyejwu nbwpnu' dwdwuwlwynp nbfuuhlulwu
wwydwuubph 4pw», vwhdwuwd wwhwugubphu b wpqbip  hwunhuwund pdojulywu
wwpwagwubph nwnhwghnu dwupbwqgbpdnwip hnuhqugunn  Gwnwquwjputipny
hpwYywuwgunn Gpypnpn deennny’ «.... EiGlunpnuubph wpwgquwgnighsubp, npnup unbndnwd
Gu (qtubipwgunw Gu) EGYwnpnuwiht Ywd wpgbjwydwu dwnwqujpedwu thugtp....»-ny,
nwnhwghnt  Jwupbwqbpddwu  Gupwpywd «Yhwihgh quhs  hGdnnhwihquunp»
wujwunuing wwpwupubpp wnwowpynn huwpwynp dwuuwyhgubpp' win pynd twl
«huwswywp» UNMC-h hwdwp' ppwywuwgubnt «Funwiubiph dwupu» << opbuph 7-pn hnnwé
wwhwuony vwhdwudwd guwulugwsd wudsh' ndjw) nbwypnud® «ruwswwp» UMC-h, qudwu
gnpdplpwght dwutwygbint hwjwuwp hpwyniup nwbuwint uygpniupp <pwybtiph rhy
1-hu, 2-pn L 3-pn swhwpwdhuubiph dwubipny:

«fuwswywp» UNMC-U' nbhwdwpdtind «Funwdubph dwupu» << opbuph phy 46-pn
hnnJwsdh 1-pu dwund UL 3-pn dwuph 1-hu Ytwnd, prnnpupynd £ Mwundppwnnip’
«dwuwdnph  PY»  PRL-h  YPY-GCUMAL-20/5 Swodlywagpny quwupdwlt  hwpgdwu
quwhwwnn hwuduwdnnnyp 2019p. nblywbdptph 17-h phy 2 npnodwdp hwunwnyws'
«Pdojulwu wywpwqwubph»  dtinppbpdwt tywwnwyny hwjrmwpwpjws LPY-FLUMAP-
20/5 dwdywagpny quwugdwu hwpgdwu <pwybph pupwgwlwpgp' <pwytiph phy 1-hu, 2-nn
L 3-pn swihwpwdhuubph dwubpny, b nhdbind << qunudubiph hbin Yuwwywd pnnnpubp
puunn wudhu, fuunpnu £ nGlwdwpybing «dunwubiph dwupu» <& optiuph rhy 50-pn
hnndwsdh 7-pn Jwuny' punniubine npnonud, npp - Yuwpuwynpbgup' «dwuwdnph PY»
PPL-h  UPY-GLUMAR-20/5 dwoélwgpny  quwupdwtu  hwpgdwu  quwhwwnnn



hwuduwdnnnypt' punniubint  npnonud® JPY-ALUMAR-20/5 dwdywagpny  quwtpdwu
hwpgdwu pupwgwlwpgnd hnhnfunyeiniu uwnwpbine hwdwp' <pwdbph phy 1-hu, 2-pn U
3-pn swihwpwdhuubph dwubpny:

Cuybpnypjwt Ynndhg ugdb £ pnnnph hGnlyw| thwuwnmwgh b hpwdwywt hhdpbpp,
wuwwgnygubipp’

Muwwdhpwwnih - Ynndhg - <pwytiph phy  1-ht,  2-pn U 3-pn swihwpwdhuutiph
«nbfuuhywlwu punyewghpp» unwlubpnd Ubpwndwsd wwhwugubpnud wnlw' Jhwju
«.... Jwupwgbpddwu dbennp .... qwddw twnwqwjpdwlu dbennny ....» wwhwuop sh
hwdwwwwnwufuwunud ££-h Ynndhg yuybpwgpwsd Uhowtiinnwlywu Unwunwpunn «FOCT ISO
8.651-2016»-h uwhdwunwiubphu, ptph £, npp ywwbwnny £ hwlywund £ «Sunwdubph
dwuhu» <L opkuph 13-pn hnnwédh 3-pn dwuny uwhdwuywd wywhwugubphu W wpgbp k
hwunhuwunW «lbvwswywp» UMC-h  hwdwp' ppwlwuwgubint «Yunwubpp  dwupu» <L
optuph 7-pn hnnwdé wwhwuony uwhdwudwd gwulwgwd wush’ nduw] nbwypnud
«ruwswwp» UNC-h, qudwt gnpdpupwght dwutwygtiint hwwuwp hpwyntup niubuwnt
ulygpniupp <pwybipph _hy 1-hu, 2-pn b 3-pn swhwpwdhutbh dwubpny:

Cuytpnieyniup h |pnwdu pnnnph fuunpb) £ ybpwihnfubip pnnnph wywhwtep hbunlyw
wwhwuony' wwpwwynpbigub] «dwuwdnph PU» PPL-h UPY-GFLUMAR-20/5 dwdlywgnpny
quwhwwnn  hwudwudnnndht' punnbine npnpnd® UPY-GCUMAR-20/5  dwdljwagpny
pupwgwlwpgnd  Ywuwwpbine  thnhnfungeini’ <pwdbph phd 1-hu, 2-pn b 3-pn
swihwpwdhuubph dwubpnd’ hwdwwwwwufuwubguting Opbuph 7-pn hnnwsdh 1-hu L
13-pn hnnwdh 3-pn dwubipnd uwhdwuywd wywhwugubiphu:

«ruwswywp»  UMNC-h  wnuoptiup, wwuwpwéd oSwunigwd |phubind pnnnph  puuniejw
uywuwnwyny 27.12.2019p. dwdp 10:40-hu hpwyhpywd uhuinp ybipwpbpjw|, wwywhnyb £ hp
dwutwygnipyniup, ny wunb) £ pnnnpp:

2. «dwuwénph PU» PPL-h Unndhg pnnnph JGpwpbpjw;  ubpluwwgdwé
nhppnpnnudp b hhduwynpniudubpp.

«dwuwdnph PY» PPL-u Gunuwiubiph htn Yuwwywsd pnnnpubp puunn wuhdhtu ninnywd
26.12.2019p. ehy 2971 gpnypjwdp hwjwnub £ hGunlywp.



«dwuwdnph PY» PRPL-U nbYwbdptph 17-h quwhwwdwu hwuduwdnnnyh phy 1
npndwdp  hwjnwpwptp £ 4PY-S<UMAR-20/5  Sdwdlwgpny quwupdwtu  hwpgdwu
pupwgwywngny dpgnye:

2019p. hnywnbdptiph 22-hu << wnnnowwwhnyejwu  UwfuwpwpnyEjwu  gfuwynn
pwpwuninuphg  unwgyl] £ twfuwpwpnyewt  dwutwgbnubph Ynndhg  dowyqwd
htdnnhwhgh wwpwqwubiph wnbjuthywywu punypwghn:

«dwuwénph  PY»  PPC-u  4PY-GLUMAR-20/5 Swdlwgpny hpwybiph  pninp
swihwpwdhuubph nbGluuhywywu puniewgpbpp Ywqub| £ bwuwpwpnyeniuhg unwgywsd
punipwgpbpht hwdwwywwwupuwu,  huly  gwuynd  ubpwndwdubpp'  uwpphu
hwdwwwwnwufuwu:

Cunn  wnwowpyynn wbhuuhyuwlwu punyewagph nhwihquwnph  hwdwp  updbp L.
«Fapqudwu  gnpdwyhgp  Jdhusk  24d/dwd  Jd Hg, pwnwuph Unwep'  uhupbwnpl,
wpryniuwybiinn - dwybptiup 1.4 (+-0.1)42, pwnwuph hwuwnnyeniup 30-40dyd, ubpphu
wnpwdwswithp 185d4yd+-10%, |gdwu dwywip dhusk 100d|, dwupwqgbtipddwu dtpnnp 2ngny
Ywd qwddw Sdwnwqwjedwlt dbpennny (hwdwdwju hGdnnhwihgh uwppwynpnwdubiph
wbfuupywlwu wuduwgph wwhwugutiph*): 1ISO 13485 Ywd hwdwpdtip utipinh$hywunp
wnYwjnieintup ywnpwwnhp k:

4PY-GLUMNAR-20/5 Sdwolwagpny dpgnypenwd nhwihquwnph hwdwp updbp £ unyu
punipwahpp: <wdwdédwju  YGuwmpnunwd  pwhwagnpdynn  hndnhwihgh uwppwynpnwiutipp
wnbuuhywlwu wuduwgph ywhwugubiph, dwupwqgbtipddwu dbennp ongny k: Pwjg pwuh np
ophuwybh &duny upywsd b dwupwgbipddwu dbennp 2ngny Ywd quddw Swnwqujpdwu
dbpennny, YGuwmpnup uwhdwub £ htdnnhwihgh uwppwynpnwiutiph dwyuhop, npwuny huy
huwpwynpnieiniu nmwiny punjwjubnt dwutuwyhgubph phyp:

Udthnihting dtipngpyuip, Mwndhpwnniu fuunpby £ spwdwpunt Cuyipnygjut Ynndhg
ubiplwjwgyws pnnnpp:

«dwuwdnph PY» PPL-U, wwunpwb dwunigywd |hubiny pnnnph puuniejut twwwwyny
27.12.2019p. dwdp 10:40-pu  hpwyhpyws upunh Ybpwpbpwi, wwwhndty £ hp
ubpywjwgnigsh dwutwlygnieiniup, ny hwjnub) £ ybpnhhoyw gpngjudp ubipyuwjwgywé
nhppnpngnudp:



3. 9PLU-L9I-2019/91 pnnnph puunipjut hwiwp twlwu tywtwynipiniu niutignn

thwuwbpp

GPLU-ULS-2019/91 pnnnph puuniejwt hwdwp fwlwu bpwuwynieinu nwubu hbnbyw|

thwuwnbipp.

1. «dwbwdnph  RY»  PPL-h  Ywpppubph hwdwp pdjuywt  wwpwquwubiph
dtinpptipdwu bwywuwnwyny hwjnmwpwnyt| £ «4PY-FCUMNAR-20/5» dwdywagnpny quwupdwl

hwpgdwu pupwgwlwpg (hGnwjunt twl' Cupwgwywng):
2. Cupwgwlwpgh 1-pu, 2-pn L 3-pn swihwpwdhuubph dwuny twfuwwnbuydt) Gu

htwnlyw| wnGluuhywlwu punipwapbipp.

1 | Hhwihquuwinp

Ybpquidwu gnpdwlhgp dhusl 24d)/dwd Jd Hg, pwnwuph Uniep' uhupbwhl, wpryniuwybn
dwytiptup 1.4 (+-0.1)u2, pwnwuph hwuwnnyeniup 30-40dyd, ubipphtu wpwdwswihp 185dyd+-10%,
[guwu Sdwywip dhusk 100d|, dwupwqbpddwt dbpnnpp rngny Jwd quddw Gwnwquiypduwl
dbpnpny  (hwdwdwiuy  hbGdnnhwihhgh  uwppwynpnwiubph wbfuthlwlwt  wuduwgph
wwhwugubiph*): 1ISO 13485 Ywd hwdwnpdtip utipmhdhlwwh wnlwjniyeniup wwpuwnhp L
*Jwuwénph  pdolwywu  YEunmpnu  PPC-nud  gnpdnid £ Fresenius medical care 4008S

uwppwynpnud:

2 | Yhwihquwnnp

Ybpquidwu gnpdwyhgp dhusl 24d)/dwd Jd Hg, pwnwuph Ynyep' uhupbuhl, wpryniuwybn
dwytiptiup 1.6 (+-0.1)42, pwnwuph hwuwnnyeniup 30-40dyd, ubpphtu wpwdwswihp 200d4yd+-
10%, |gdwu dwywp dhusk 1004d|, dwbpwqbpddwl dGpnnp yngny juwd quddw Swnwqupdw
dbpnpnd  (hwdwdwjiu  htdnnhwihgh  uwppwynpnwiubph wbfuthlwywtu  wuduwgph
wwhwugubiph): ISO 13485 Ywd hwdwpdtip ubpnhdhlwwh wnyuwjnyeniup wwpunwnhp
*Jwuwdnph  pdoywlwu  YEunmpnu  PPC-nid  gnpdnid Lt Fresenius medical care 4008S

uwppwynpnu:

3 | Yhwihquuwinp

Qbpqudwu gnpdwlhgp dhusl 24d)/dwd dd Hg, pwnwuph Unyep' uhupbnhy, wpyniuwybin
dwytipbup 1.8 (+-0.1)42, pwnwuph hwuwnniyeniup 30-40dyd, ubippht wpwdwswihp 200dyd+-
10%, |gdwu dwywp dhush 1204}, dwbpwqbpddwl dbennp sngny jud quddw dwnwqujpduw
dbpnpny  (hwdwdwiuy  hbGdnnhwihgh  uwppwynpnwiubph  wbfuthlwlwu  wuduwgph
wwhwugubiph): ISO 13485 Jwd hwdwpdtip ubpnhbhlwnh wnyuwjnyeniup wwpunwnhp
*Jwuwénph  pdowywu  YEunmpnu  PPC-nud  gnpdnid L Fresenius medical care 4008S

uwppwynpnu:




4. £L qunuiubph htwn Yuwwywd pnnnpubp puunn wudh hhduwynpnudubpp b

tgpwhwugnidp.

<L qunudubph  hbn uwwywd pnnnpubp  puunn wud  Sphgnp Lbpuhujwu,
nwunwuwuhpbiny «luwswwp» UMC-h Ynndhg 19.12.2019p. ubipuwjwgywsd pnnnpp, «4RY-
GLUMAR-20/5» dwdywanpny pupwgwlywpght ytpwpbipnn thwuwmwpenebipp, ginunw Gd, np
pnnnpu wuhpdu £ U Gupwyw £ depddwu hbnlyw| wwunbwnwpwuniyejwdp.

«Funuiubph Jwupu» << opbuph (hGwwyunt twl' Opbtup) 3-pn hnnwdh 2-pn dwup
hwdwdwyu' qunidubph gnpdpupwgp hhduynud £ hbwnlyw) uygpniupubph pw.

1) qudwu gnpépupwgh Jhwutwlywu Ywunuubpny dpgwlygwihu, pwihwughy,
hwdwswth, hpwwwpwlwjhu b ng funpwywu hhdniupubipny Yugdwybpwnid.

2) wwjdwuwagnph Yupdwt twywwnwyny dwutuwyhgubiph opowuwyh punjuyund b upwug
dhol dpguygnipjwt fupwfuntuntd.

3) gwulwgwd wudh hwdwp, wulwju upw owmwpbpypw  dIhghlwlwu wuas,
Ywqdwybipwnientt Yuwd pwnwpwghnientu sniutignn wud |hubint hwuqwdwuphg, qudwu
gnpdplpwghu dwutwygbnt hpwywhwywuwpnyeniu:

Optuph 13-pn hnndwdh hwdwdw)u'

1. Qudwt wnwplywih puniewgptipp wbwp £ wdpnnoniejwdp W hunwly ulwpwagpbu
dtnp pbpynn wwpwuph, wpfuwwnwuph Ywd Swnwjniejwu  hwwnlwuhoubipp, npwug
dbnpptpdwu U Jéwpdwu wwjdwuubpp' pwgwnbind wwpwybpy dEluwpwunygniup:
Qudwt  wnwpywih  punipwgptipp, npnup UGpwnnd G bwb  wwypdwuwgph ghup,
pungpyynd Gu ywjdwuwagpnid:

2. Qudwt wnwpywyh punipwgpbpp’

1) wbwp £ dpgwygnpwt  hwjwuwp  wwjdwuubp  wwwhndbu  huwpwynp
dwutwyhgutiph hwdwnp.

2) swbwnp L hwugbgubu qunudubph  gnpdpupwgnd  dpguygniejwu  hwdwnp
shhduwynpjwd fungpunnunuiph wnwyowgdwun.

3) wtiwp k hubu opjiyuinpynpbu hpduwynpywd b hwdwpdtip |hubu wyu Ywphphu, nph
pwywpwpdwu tywunwyny Yuwunwpynd £ indjw) gunedp.

4) Ubpwnnud Gu qudwu wnwpywh Jdwutwgph, wnbuthywlwu nduiubph, huy
wofuwwnwupubph nbwpnd’ twb wptuwnwupubph Swywwpebprh, dwdwuwlwgnygh W wy
ns quwjhtu wwjdwuubiph wdpnnowlwu b hwdwpdtip Uwpwagpnyeniup:



3. bubnd quiwu wnwpluwih  wnwuduwhwwnynyeniuhg' npwug  hwwlwuhoubpp
huwpwynpptu ubpwnnd Gu &tinp pbipynn wwpwuph, wofuwwmwuph Jud dwnwjniejuu
npwyhu, uinnwunwpnpunhu, wuywnwugnypjuun, wuwjdwlwlwu upwuubphu,
wnbpdhuwpwunyejwup, thwpebpwynpdwup, pbnuwpwihdwup, swihhu, uwliwgdtphu,
huswbu twlb qudwt wnwplywih wy hwwnlwuhoubiphu YGpwpbipnn wwjdwuubph hunwy
uywpwgpnygniup' hpduqwé  dhowqqwiht unwunwpunubph L <wjwunwup
Lwupwybunnieiniuntd gnpdnn unpdwwnhywwnbfuuhlulwu thwuwnwenptph,
umwunwnpwubph, huy npwug pwgwlwinyejwu nbwpnu' dwdwuwlwynp nbfuuhyulwu
wwydwuubph Yypw:

4. Sudwu wnwplwih  hwwwuppubpp  Ywpnn G uwhdwudbp twb  npwbu
Ywwwpnnwywup Ywd gnpdwnnipwihtu  (niuyghnuwyl) ulwpwagpbp, npnup wbup L
ubpyuwjwgybu  pwdwpwp  Gonneudp’  huwpwynpnigintu wwiny  Jwutwyhgubphu b
wwwnyhpwwnntht 62gphin puywib] ywjdwuwgph wnwpyw:

5. Qudwt wnwpluyh hunpywuprtipp swybppp b wwhwty Yud hnmid wquwpniiwlbb
npluk  wnluppuyhti tpwbp, pppdughti wbjwtdwtp, wmpnbwagppti, kuphghti Jud
dnnbiht,  Swqdwb  Gpyphtr  Ywd  Ynuhptyp  wnpmiphte Guwd  wppunpnnht,
pwgwnmpyudp uyt npbypbph, Gpp wbhtwp £ qudwt wnwpluyh punipuwqpnidu

wnwtg npwtig: <nmdubp oqypugnpdbnt nbupmd hunpyuupriliph ptinipwqppp wbpp

E wwpmtwlyp «Jud hwdwpdtp» punbpp:
<L Ywnwywpnypjuu 04.05.2017p. N 526-U npn2dwdp hwunwwnywd «Funwubiph

gnpdpupwgh  Ywqdwybpwdwu» Ywpgh 22-pp Yenp hwdwdwiy' qudwtu  wnwplyuh
punipwaptpp b dwutwyhgubph  npwlwynpdwu  hwwlwuhoubph  quwhwwndwup
ubipywjwgynn swihwuhoubpp uwhdwubijhu wbwnp £ hwodh wnub, np npwug wbiwp L
pwywpwpbu dtyhg wybh huwpwydnp dwutwlhhgubp bW wpnwnpnnubp' pwgwnnijwdp
opbuph 23-pn hnnywsdh 1-hu dwup 1-hu YbGwnny twjuwwnbuwsd wwjdwuubpny qunwd
Ywuwnwnbint nGwpbinph:

Wuwhuny' «dwuwdnph PY» RL-h Ywphpubph hwdwp pdolwywu uwppwynpnidubph
W gnpdhpubiph &bnppbpdwu  uwwwwyn hwywnwpwpdt] £ «dPY-FLUMNAR-20/5»
dwoélwagpny quwudwu hwpgdwtu pupwgwywnpg:

Cupwgwlwpgh 1-hu, 2-pn b 3-pn swhwpwdhuubph Jwuny twhuwwnbuyb) Gu hbGnlyw|
wbfuuhywlwu punipwagptipp.



Qbpgqudwu  gnpdwlyhgp  dhusk  24d)/dwd  Jd Hg, pwnwupgh Unuep'  uhupbwply,
wpryniwwybitn - dwytipbup 1.4 (+-0.1)d2, pwnwuph hwuwnnye)niup  30-40dyd, ubpphu
wpwdwswthp 185dyd+-10%, |guwu dwywip Jdhusk 1004|, dwupwqbpddwt d&pnnp yngny

1 Yhwhquwnp wd quddw twnwquypdwl dbpnnpny (hwdwdwju hbdnnhwihgh uwppwynpnuiubiph
wnbfuthjwywu wuduwgph wwhwuoubph*): ISO 13485 Ywd hwdwpdtp ubpnhdhywunp
wnluwjnigyniup wwpwnwnhp b *Ydwuwdnph pdoyuywu Yeunpnu PRC-nd gnpdnid k Fresenius
medical care 4008S uwppwynpnud:

Qbpqudwu  gnpdwlhgp  dhusk  24d/dwd  Jd Hg, pwnwuph Unyep'  uhupbwnhpy,
wpyniuwybinn  dwybipbup 1.6 (+-0.1)d2, pwnwuph hwuwniyeniup  30-40dyd, ubkipphu
wnpwdwswthp 200dyd+-10%, |guwt dwywip dhusk 100d), dwbpwqbpddwli dbennpp ngny

2 Yhwihquwnp uwd quddw Swnwquypdwl JbGennpny (hwdwdwju hGdnnhwihgh uwppwynpnuiubiph
wbuuhywywu  wuduwgph wwhwugubiph): 1ISO 13485 Lwd hwdwpdbip ubpnhdhlwnh
wnlwynipniup wwpwwnhp k: *Jwuwaénph pdojulwu Yeunpnu PPL-nd gnpdnud &
Fresenius medical care 4008S uwppwynpnid:

Qbpqudwu gnpdwlhgp dhusk 24d)/dwd dd Hg, pwnwupeh unyep' uhupbwnhl, wpryniuwybun
dwytiptup 1.8 (+-0.1)42, pwnwuph hwuwnnipniup 30-40dyd, ubppht wpwdwswihp 200dyd+-
10%, |gdwu Swywip dhusk 1204, duwbupwqbnddwt dbGpnnp ongnd Juwd quddw

3 | Yhwihqunnp Swnwquypdwt dbpnnny (hwdwdwju hbdnnhwihgh uwppwynpndubiph  nbfuthlwywu
wuduwgph wwhwuoutiph): ISO 13485 Ywd hwdwpdbp ubpnhbhlwnp  wnluwjnyeniup

wwpwwnhp b *Jwuwdnph pdoyuwywu YEunpnu PRL-nwd gnpdnud | Fresenius medical care
4008S uwppwynpnud:

Wuwpuny' nwnwuwuppbing  «4LPY-ALUMAR-20/5»  dwdywagpny pupwgwlwnpgh
hpwytiph wbfuuhywlwu punyewaghpp 1-pu, 2-pn b 3-pn swihwpwdhuubph dwuny, gwunwd
Gd, np npwup hwdwwywunwufuwund Gu qunudubph  dwupt << opGUunpniejwl
wwhwugubphu htinbyw| hhduwynpdwdp.

Opbuph 13-pn hnnwdh 1-hu dwup uwhdwunw £, np qudwu wnwpyuwih punypwagnbpp
wbwp £ wdpnnonigjwdp W hunwly ujwpwgpbu &dbnp pbpynn wwpwuph, wfuwwnwuph
Ywd Swnwyniejwu hwwlwupgubpp, npwug &bnppbpdwu U Jéwpdwt  wwydwuubpp'
pwgwnbiny nwpwybpw dGluwpwunyeniup:

Lnyu  hnndwdh  3-pn dwup  hwdwdwt'  Gubnd  qudwt  wnwpluwh
wnwuduwhwuwynyeniuhg' npwug  hwwnwuhoubpp  huwpwynphuu ubpwnnd Gu dbnp
ptipynn  wwpwuph, woluwwnwuph  YJwd  Swnwjniejwl  npwyht, unwlnwpunpt,
wuywnwugnypjuup, ywjdwlwlwu bpwulbphu, wbpdhtwpwunyejwup, hwebpwynpdwun,
pGnuwpw)hdwup, swihht, Uwjuwgdtpht, huswbu Lwb  qudwu  wnwpluwih  wy
hwwnlwuhoubpht yGpwpbipnn wwjdwuubph hunwy ufwpwagpnieiniup:



Unyu hnndwdh 5-pn dwup hwdwdwju' qudwt wnwplwih hwnwupoubpp swbnp
wwhwtg Ywd hnnud wywpnibwybu npluk wnbunpwht tpwuh, $hpdwiht wujwudwup,
wpwnnuwgpht, tuphght Ywd dnnbihu, dwqdwu Gpyphu Ywd Ynuyptn wnpjnippu Yud
wnpuwnpnnht, pwgwnniejwdp wju nbwpbph, Gpp wlhuwp £ qudwt  wnwpluwih
puniewgpnuit - wnwug npwug: <nnuiubp  oguwgnpdtiint nbwpnwd  hwwnlwuhoubipp
puniyerwaghpp wtwp £ ywpniuwyh «ywd hwdwndbp» pwnbpp:

Jdbpnhhgjw) unpdtiph gbipindnieiniup gnyg £ wnwihu, np wnbluuhywlwu punyewaghpp
wbiwp £ (hup huwpwynphtu hunwy' ubpwnbing qudwu wnwpluwh pninp hwwnlwupaubpp
L dhwly wwypdwuu wju £, np wnbjuuhyuwlwu punipwaghpp swbwnp £ wywhwuy Ywd hnnud
wwpnwwyh npuk wnbwnpwihu bpwuh, Shpdwht wujwudwup, wpnnuwgphu, Luphghtu
Ywd dnnbpu, Swgdwu bLpyppu Ywd Ynuypbw  wnpnippt Ywd - wpunwnpnnhu,
pwgwnnipjwdp wju nbwpbph, Gpp wuhuwp £ qudwu wnwpluwih punipwgpndu wnwug
npwug, huy hnnudutip oguwagnpdtint nbwpnd hwwnwuppubph punyewghpp wbwnp k
wwpniuwyh «yuwd hwdwpdbp» pwnbpp:

“thw hGin dGlywnbn  qunwdubph W qunudubph  gnpédpupwgh  hpwlwlwgdwu
Ywplnpwgnyu ulygpniupubiphg £ hwunhuwund qudwtu  wpryniuwydbn b ogunwybitn
hpwlwuwgnwp, hGwnbwpwp wwwndhpwunnth Ynndhg hpwlywuwgynn qunwip wbwp k
(hwndtp hwdwwwuwnwufuwuh Ybpohupu qudwt ywhwught bW wwywhndyph ywwndhpwinnth
wju Ywphph pwwpwpnudp, nph bwywwwynyd Yuqdwytipwyt) £ upqwd qunwip b dhliunyu
dwdwuwly shwywuh «Sunwubph dwuhu» << optiuph 3-pn U 13-pn hnnywdubiph
wwhwugubphu:

Nwnuwuwuhpbiny Cupwgwlwnpgh wnbluuhyulwu punyewghpp' gunund B4, np wju
Ywqiws £ qunuiubph dwupu << optitunpnigjuup hwdwwwwnwufuwu b sh hwlwunwd
«Funwiubiph Jwupu» << opkuph 13-pn. hnnjwidny uwhdwudwd' nbfuuhywlwu puniypwgnph
Ywqddwup ubipywjwgynn wwhwugubphu:

Uwutwynpwwbu' hpwybph 1-hu, 2-pn b 3-pp swihwpwdhuubpnd vwhdwudb) Gu
dwupwgbipédwu dbpnnp ongny Ywd quddw dwnwqwjpdwu dbpnnn wwhwugubpn,
npnup funmpwwtu sGu L hnnud G Yuuwwpnd nplut wnbnpwihu bpwuh, $hpdwjhu
wujwudwup, wpwnuwgphu, tuphght Ywd dnnbhu, dwqdwu bpypptu Ywd Ynuypbin
wnpjniphtu Jwd wpunwnpnnht, nwwnp tdwt wywjdwuubpnd sh fuwfungnd «Gunwdubipp
dwuhu» <L optiuph 3-pn hnnwdh 1-hu W 13-pn hnnwédh 5-pn dwubipnd uwhdwudwé
wwhwugubpp:



Cwiyh wnubiny ybpngpwip® guunwd G4, np «luwswwp» UMC-h pnnnpt hhduwynp sk b
Gupwlyw t dbpddwu:

Glubinyd ytpngpwihg b nGlwywpybiny «unwiubph dwupu» ££ opkiuph 50-pn hnnjwsh
7-pn dwuny’

nrncesh

«fuwswywp» UNMC-h Ynndhg 19.12.2019p. ubpywjwgywd pnnnpp dbpdt:

<L qunudubiph hbiin Yuwwywd pnnnpubip puunn wudh npnanwdt hpwywwwpuwnpp £
nidh dbg £ dintinud inbinkywgpnid hpwwwpwlybne hwenpn opp:

<< qunuiubiph hbwn Yuwwywé pnnnpubip puunn wudh npnanwip Ywpnn k thnthntuydty Yud
Jbpwgyby, win pynul’ dwutiwyh, dhwju nwunwpwuh Ynndhg:

Gunuiubiph htwn quupdws —Z—7
pnnnpubp ptiing wua*  “
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