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Cwjwunwuh Cwupwwbwnnypjwl qunwiubph hbn Yuwlwsd pnnnpubip putnn wuat'
h ndu Uhtp Uuwujwuh
Uwutwlygnipjwdp'
«Lwhpp-Uwuhyw»  UNC-h  jhwgnpwsd  ubpyujwgnighsubp® <. Bugnwup, U
Muwpwiywup b W. <wpniggniyywuh ((hwgnpwghp tnipdws’ 11.01.2019p.)
<L ywpnuwwunyejwl bwfuwpwpnipjwt hwgnpud ubpjujwgnighy' 4. dwhwbywuh
(thwgnpwghp wnipdws’ 11.01.2019p.)

Luutiny << wwounwwunyejwt  Uwhuwpwpnyeywt  Ywphpubph hwdwp  pdoulywt
wwpwquwubph W dwhuuynn Unebph dnppbpdwt twywwwyny hwymwpwpdwsd « <& ML
LSUM-EUBUMAR-9/30» dwdlwapny bEYwpnuwiht wénipnh opowtwlubpnd «Lwhph-
Ujwuplw» UMEC-h Ynndhg 11.01.2019pe. ubpluywgywsd L 11.01.2019p. Jwpnype punniudwsd
pnnnpp (wjunthbin bwl’ GPLU-UU-2019/03 pnnnp) L Yhg thwuwmwpenpbpp, wwpgbgh
hGwnlywip.



1. «Lwhph-Uwuhlw» UNC-h ubpluywgpwé thwuwmbpp, hhdtwdnpnudubpp U
wwhwop.

«Lwppp-Uwtplw»  UNC-U (wunthbin bwl'  Culybpnyeyniu)  11.01.2019p.
ubpyuwywgpwd pnnnpny hwynuby £ hnlyuwgp. '

« wwounuwwtunpjwl  bwhuwpwpnipqwl - Ywphpubph  hwdwp ElEYunpnuwght
wénipnh - Jdhongny  pdolwlwt wwpwqwubph L dwhuuynn Unueliph  dbnppbpdw
Uywiinwyny hwjnwpwpyt £ «<< MU LSUMHEUSUNAR-9/30» dwdlywagpny Eklnpnuwht
wénipn (wjunthtnn - bwl’  Uénipn): Unyu  pupwgwlwpgh  hwyinbph  ubiplujwgiwt
Ytipguwdwdlybn | uwhdwudws 2019p. hniudwph 11, dwdp 10:30-u:

Cwdwdwju Cupwgwlwpgh hpwdbph <wdbws 1-h' «Skuthyulywl puntpwaghn-
quiwt dwdwuwlwgnygh», uwhdwuyby bu pdolwlwl wwpwquubph wjuwhuh funpuwljut
wwpwdtwnptip, npnup hwdwwwwnwufuwund Bu pugwnwuwbu <<Smiths Medical Poortex>>
pultpnygjwl - wpuwnpnyejwup, nd dhwly  wwonnuwywt - ubplugwgnighst £
hwdwwwnwufuwbwpwp ubpypnnp' <<Yninwghn>> UNC-u:

Cwpyp wnubnd  Jbpnupjwsé  hwuquidwupp' «Lwppph-Upwupluw»  UNC-U u.p.
hniujwph 4-ht hwpgnud £ ubipluywgpl) << wwonwwunyejwt Uwhuwpwpnyejwlp, npny
dwubiwynpwwbu gk’

1.<wpgbih hwbduwdnnny' swihwpwdhuutin 1, 2, 3, 4, 5, 6, 7, 8 L 9-h wbkjuthywljw
punipwgpbipnud updwé £ gbpunipp nbuwlh nwbdwsl Ywnnigdwdph dwudbn, dbp
Ynndhg wnwewnlynn wpwnwnpuwpp nish gudp dugdwt ghipunpp guuwal Jwudtn, npp
wwwhnynud £ dugdwt hwjwuwpwswih pwfund 06§ dwywih dwybiptuh ypw hotigubing
Guonuip wpwfubiwh unipp hinwywéptbph Ypw, wwwhndting hwpdbip hepdnhyniyeniu:
fuunpnud Bup ww| Wwpqupwun dbp wnwownyp Ywpnn £ hwdwpyt hwdwpdbp:

Nuwnwutuwl' nbnbwgunud bup, np Atp Ynndhg wnwownplws quuiiwal Jwudbkinp
sh upnn hwdwpdt) hwdwpdtip, pwuh np quitwal Yunnigwdpp wwwhnynud £ gudp
Gupnui dt& dwybptiuh Jpw, huly nwbdwsbp' wwwhnynd £ gwsdp Gugnd hjnwwdpubiph
htinn 2thdwt wybih thnpp dwlybpbup Ypw:

2. Cwpqglijh hwuduwdnnny' swihwpwdht 10-htu dbp Ynndhg wnwewplynn qunhsh pwop
23 gpwdhg ng wyb k, hnuph nhdwnpnigyniup 2,0ud H20 (60)/pnwth nbiwpnu), ubndyws



dwydwip 414}, $hinpwghwih wunhwup 99,999%, bypnuwlywl wpnwnpnyejwl: utnpnd
Gup wnw| Wwpqupwunw dbp wnwownyp Ywpnn £ hwdwpdb hwdwpdtp:

Muwwnwufuwt' nbntlwgunud Gup, np Abp Ynndhg wnwowpyywsd quhsp sh Yupnn
hwdwpyb| hwdwpdbp, pwuh nh wju ny Jhwyu wybh dwup k (hwmlqwmbg wugwulwh E,
Gpp $hpnpp wbnwnpynud bhtu winipwghnt funnndwyptt dnin Ynunnph Swypnad, L
untindnud hwybyw| dwupnyeiniu thnnh Ypw, hugt b hp htippht Ywpnn £ dbdwgub) thnnh
Swidwl hwywbwlwunyejniup), wy bwb niwh qquihnpbt wybh 068 dbnyw) wwpwdnipjw
dwiwl (41 J] wwhwugywd ny wyby 32 di-h thnjuwpbl), npp qquih pwguuwlwl b
wbgwulwih hwnwuh £ hwinlwwbu guwdp Sww|wiht suswnniyejwl wwpwgquynu:

3. Qwpgbh  hwuduwdnnny’  swihwpwdht  12-ht dbp  Ynndhg  wnwewplynn
hwjwpwsdnii niuph’  wpwiubw) Jwbdbinh  wpwdwghdp' 2304, Ppnufubw)  dwldtnh
wpwdwghép’  18dd: Ywqdp' Mnpbpn onnunh - whkunnpppntfupwy  funnnuwl-1  hwn,
Uwhitiin 1 hwwn, ubpyunnigwsd T Ynutbluinp 2 hwn, Ynuublnnp 15mm 2 hwn, Y wél
Ynuttihiinp 1 hwwn, wpnwésddwt dwipwnhpubn 4 hwwn: lvunpnu Bup w| Wwpqupwn
Jtipp bpdwsd hwywpwdnit Yuwpnn b hwdwpyb hwdwpdtp:

NMuwuwwufuwt'  wbnblwgund Gup, np Abp wnwowpyp sh Yupnn  hwdwpyb
hwdwpdtip, pwuh np  wnwowpyynn wwpwipwwnbuwlh ppabfubw; L npwhubog
dwudtinubiph swihubpp bwlwunpbt wwppbpdnd BU wwhwugwsdhg' husp sh Yuwpnn
wwwhnyb Gpwfuwynpdwd wprnyniup:

4. Qwpgbh  hwuduwdnnny'  swihwpwdhtu  13-ht dbp  Ynndhg  wnwewplynn
hwwpwsénit nuh’  wpwhubw] Jwudtn  npwdwghdp' 23dd, Ppnufubw]  Jwudbnh
wpwdwghdp' 18dd:  Ywqdp' Mnpbipn onnunh - whkunnpppnufupwy funnnyul-1 hwn,
Uwnhitiin 1 hwwn, ubplunmgdwsd T Ynutblwnp 2 hwwn, Ynuubunp 15mm 2 hwwn, Y waél
Ynutlywnnp 1 hwwn, wpunwéddwt dwipwnhpubp 4 hwwn: Wugpn Bup nw| Wwpqwpwunud
ytipp tupqwsd hwywpwéniu Yuwpnn £ hwdwpyb) hwdwpdtp:

Mwwnwufuwt'  wbnbywgund  Bup, np Atp wnwowplyp sh Yupnn  hwdwpyby
hwdwnpdtip, pwuh np wnwowplynn wupwupwinbuwyh wnpwfubw) Jwudbnh swihubipp
Fwywunpbt nwpptipdnd £ wwhwugdwsdhg' husp sh fupnn wwwhndb) Gpwfuwynpywsd
wpnyniup:

5. Qwpgbijh hwuduwdnnny' swihwpwdhu 13-hu dbp  Ynndhg  wnwownlynn
hwywpwdnit nih' wpwfubw] Jdwudtin ‘mnwdwqhén‘ 25 Jd, Ppnufubw] Jwudbwnh



wpwdwghdp'  18dd: Ywqdp' Mnpbpn onnunh whkunnpppnufuhw) funnnuiy-1 hwn,
Unhiiin 1 hww, ubpyunngqwéd T Ynuubywnp 2 hwn, Ynuubywnp 15mm 2 hwn, Y
walynubblywnp 1 hww, wpunwdddwt  Swjpwnhpubp 4 hwwn: huunppnud Bup  wwg
wwpquwpwunw ybpp tpdwd hwjwpwdnit Ywnpnn £ hwdwpybp hwdwndbp:

Muwuwnwufuwt' wnbnblwgumd Gup, np Qbp  wnwowplyp sh ulﬁpnq hwdwpyby
hwdwpdtip, pwuh np  wnwowpyynn wwypwupwwnbuwlh pprufubw] b npwiubug
dwudtinubiph swihubpp fwywunpbu  wwppbpdnd Bu wwhwugywsdhg' husp sh Ywpnn
wwwhnyb Gpwgiuwynpywé wpnyniup:

6. <wpgbh hwtduwdnnny' swihwpwdht 13-hu dbp  Ynndhg  wnweowplynn
hwlwpwdniu  nwp’  wpwfubw] dwudbn  wpwdwghdp' 25040, Ppnufubw)  Jwudtinh
npwdwghdp' 18dd: Ywqdp' Mnpbipun gnnunh whkunnpppnutupw) funnnywl-Thwn, Unhjtin
1 hwuwn, ubplwnnigwsd T Ynuublwinp 2 hwn, Ynuublnnp 15mm 2 hwwn, Y waél Ynuublunnp
1 hwuwn, wpnwéddwu dwjpwnhpubp 4 hwwn: fuungpnd Bup nw| Wwpqupwund Yepp tpgwd
hwjwpwdniu Ywpnn £ hwdwpyb hwdwpdbp:

Muwuwufuwt'  nbnblwgund bup, np Abp wnwowplyp sh  Yuwpnn  hwdwpybg
hwdwpdtp, pwuh np wnwowplynn wwpwupwnbuwlyh npwiubw| dwudbnh swihubpp
Fwywunpbt wwppbpynd | wywhwugdwsdhg' husp sh Yupnn wwwhndby Gpuwptuwynpywsd
wnryntup:

7. <Lwpgbh  hwbduwdnnny' swihwpwdhuubp 25 L 26-h  wbluthlulwu
punipwgnpbipnud updwd £ gbpunypp nbuwlp nwbdwsl Yunnigwéph dwudbn, dbp
Ynndhg wnwowplyynn wpuwnpwupp ntwh gwsdp Gugdwu gbpunypp guuwdl Jwudtw, npp
wwwhnynd £ Qupdwt hwdwuwpwswth pwzfunu.i' dbé dwywih dwybpbuh Jpw heobigubng
Gugnudp npwfubwih unipp hjnwywsépubph Jpw, wwwhndbiny jhwpdtp htpdbinhynieniu:
I'u'(irmmd Gup wnw| wwpqupwunw dbp wnwowpyp Ywpnn £ hwdwpyb hwdwpdtp:

Muwunwufuwl' wnbnblwgund Bup, np Atp Ynndhg wnwownplywsd qutwadl dwudbnp
sh wpnn hwdwpyb] hwdwpdbp, pwuh np qutwédl Yunnigwdpp wwwhnynud £ gwédp
6upnud Ubé Jwybpbuh Jpw, huly nwtdwslp' wwywhnynd £ gudp dugnd hynwdwdpubiph
htiwn othdwt wybih thnpp dwybptup Jpw:

8. <wpghbih hwuduwdnnny' swihwpwdhuubp 27, 28, 29, 30, 31, 32, 33, 34, 35, 36,
42, 43, 44 L 45-hnbuuhlwlwu punyewgpbpnd updwsd £ gbpunipp nbuwlh nwtdwal
Ywnnigywdph dwudbtin, dbp Ynndhg wnLugwlenq wpunwnpwupp nuh gwép tupdwu



gbpunipp quitwal dwudtn, npp wwwhnynwd £ 6updwt hwwuwpwswih pwotund Jbs
dwywih dwlybpbuh Jpw hekgubin Gugnuip wpwfubwih unipp  hjnwydwdptbph  Ypuw,
wwwhnytiny  |hwpdtip  htpdanhynignit:  luunpnud Bup - ww]  wwpqupwund  dbp
wnwownlyp Ywpnn £ hwdwpdb hwdwpdbp:

Muwunwufuwt' inbnthwgund Gup, np Qtp Ynndhg wnwowplyywd qlwﬁwéu dwudbwnp
sh Ywpnn hwdwpyty hwdwpdbp, pwuh np quuwdl junnigwépp wwwhnynw £ gwdp
Gupnud Jbd dwybipbuh pw, huly nwidwalp' wwwhndnd £ guénp Gugnud hjnwlwéplbiph
htwn 2thdwt wybh thnpp dwybpbup Ypw:

9. <Zwpqgbijh hwuduwdnnnd’ swihwpwdhuubp 46 L 47-h  wnbuthywlwt
punipwgptipnud updwsd £ gbpunipp nbuwyh nwbdwdl Yuwnnigwdph dwudbwn, dbp
Ynndhg wnwowplynn wpwwnpwpp niwh guép Gugdwt gbpunipp guitwdl Jwudbw, npp
wwwhnynud £ Gugdwt hwywuwpwswih pwotund d6s dwjwih Jwybpbuph Jpw hetigutiiny
6ugnuip npwfubwgh unipp hynwdwéptitph dpw, wwwhnybiny hwpdbp hbpdbnhyniye)niu:
fuunpnud Gup nw| Wwpqupwunwd dbp wnwowpyp Ywpnn § hwdwpyb) hwdwpdtp:

Muwunwufuwt' inknkywgunw Bup, np Atp Ynndhg wnwowplyyws guutiwdl Jwudtnp
sh Yupnn hwdwpyt) hwdwpdtp, pwuh np quuwasl Yuwnngwdpp wwwhndnud £ guép
6ugnud J&d dwybpbuh Jpw, huly nwbdwsbp’ wwywhndnd £ gusdp Gugnud hynwdwépliiph
htiwn 2thdwt wybh thnpp dwybpbuh Ypw:

10. wpqbith hwuduwdnnny’ swihwpwdhu 50-hu dbp Ynndhg wnwewplynn unhjtitnh
swithup 2,0 (230x2.0mm, 2.5-3.0 thnnbiph hwdwp), Edpnywlwt wpunwnpnuyejw: luunpnud
Bup v ywpqupwunw dep wnwowpyp Ywpnn £ hwdwpybp hwdwpdbp:

Muwwwufuwt'  nbnblwgund Gup, np Abp wnwowplyp sh  Ywpnn  hwdwpyb
punnuubih, pwuh np sh wwwhnynu hpwybiph wnbfuuhlwlwu punypwgpnud updwsd thnntiph
htwn wpluwwnbnt huwpwynpnueyniup (2.5-4.5 thnntph hwdwp):

04.01.2019p.-hu ubipywjwgyws hwpgdwut h Wwwnwufuwt' wywpqupwunwhg wwpq
nwnpawy, np «Lwhph-Uwuhlw» UNC-h dnin wnw guulwugwd wwpwup punniubh sk <&
wwonwwunyejwl bwhuwpwpnjwt Ynndhg' stwywé wju hwugwdwupht, np «Lwhph-
Uwupyw» UNC-h Ynndhg  wnwgwplynn  wwpwuptbipp  wydbh  npwlwy Ehu, hugp
hwunhuwgwy wwwbwn Udwd dpgnypht sdwutiwygbnt hwdwp: Cun npnwd, unyu
hpwdhtwyu £ wnhpnd bwle wy) ubpypnn puybpnygyniuttiph dnwn, npnup skt hwnhuwtnud
«Smiths Medical Poortex» puytipnipjwu wpm@qnmmw'u ubipypnnubpp:



EBnnnph ppwywlwt hpdpkpp b hhduwynpnidubpp.

«Funwiubiph  dwupt» << opbiuph (wjunthbin bwl' Opkup) 3-pr hnndwsdh 2-pn dwuh
I-ht b 2-pn YGwbph  hwdwdwi' qumdubph  gnpdpupwgp hhdht{nu] £ hGunlyw|
uygpniuptbiph Ypuw.

1) quiwu gnpépupwgh Jhwultwlwlt Ywunuubpnd dpgwlgwiht, pwthwughy,
hwdwswih, hpwwwpwlwiht b ng funpwlwt hhdntptbipny Yuqiwybpwnud.

2) wuwydwuwgph Yupdwt tywwnwyny dwutiwlhgubph opgwtuwlyh punwiund b upwtg
dhole dpgwlygnipjwit fupwifuntuncd.

Optuph 13-pn. hnnqwsh 2-pn dwup hwdwdwjt' qudwl wnwplywh punyewgpbpp’

1) wbwp £ dpguwygnpjut hwjwuwp  wwjdwitbp  wwwhndbu  huwpwynp
dwutwyhgubph hwdwp.

2) swbwp L hwugbgubt qunuiubph  gnpépupwgnd  dpgwlgnuejut  hwdwp
shhduwynpywé fungpunnuntibiph wnwewgdwp.

3) wtwp £ [hubt opjlinhynpbt hhduwynpwsd b hwdwpdbp |hubt wju Ywphpht, nph
pwywpwpdwl bywwnwyny Yuwmwpdnd £ ndjug gundp.

Guund Gup, np <<<< ML LSU-EUBUMAR-9/30>> dwdlwagpny k. wénipnh
quwhwwnn  hwuduwdnnndh  Ynndhg hpwybpp  Jwqdbhu' pny; £ wpdtp Opkuph
yEpnawpwnpywé wywhwugubph fuwfuwnnud:

Uwutwynpwwbu, gpbpl  pninp hwpgunpnuiubphy << wwpunwwtingejuw
Uwfuwpwpnipjwu Ynndhg wpdb) £ Ypyunn wywuwufuwt, wiu £ wbnblwgundd Bup, np
Ak wnwownlp sh Ywpnn hwdwpyb) hwdwnpdtp, pwbh ] Fwlwunpbu tnwppbpynud £
wwhwugwsdhg' husp  sh Ywpnn  wwwhndty  bpwgfuwdnpwd  wpryniup: Lowt
hhduwynpnuip, dbp Yuwpsdhpny sh Yuwpnn wwwgnyg hwunhuwtwi, np wwhwtows
wnbfuthywlwu punyewaghpp opjlnhynpbt hhduwynpyws £ b hwdwpdbp § wju Yuphpht,
nph pwjwpwpdwt  bwywwnwynd  Ywuwpdnd £ oodup gunwdp: - Uprgniupnd udwit
nbfuthywlwt punypwagph wwydwutubpnu USnpnp sh Yupnn ppwlwiwgyt) Jhwutwwu
Ywunuubpny, dpgwyguwiht, pwihwughly, hwdwswih, Yuwundh wwpdwuwgph Yupdwl
Uywwnwlyny  dwutwyhgubiph opowtiwyh puryuyudwt b upwug Jdholt dpgwligniejwt
fupwfunwdwt ulygpniupp, husp Yhwugbguh qunwdubph gnpdpupwgnd  dpgulgniejwt
hwdwp shhduwynpywéd fungpunninubph wn;ugwgdwhn:



Wunthwunbps, uwbndynd £ wwwydnpnyginiu, np 4K wuwunwtingejwt
uwhiwpwpnigniup ubpyuywgpt) £ wjuyhuh nbuthwlwlwu punyewghp, npp Ywpnn £
ubpyuwjwguty Jhwju Smiths Medical Poortex wpuwnpnn pulybpnygniup’ hp pwgwnhy
utipyuwjwgnigsh dhgngny:

Ldwt thwunwlwt hwuqudwuptubph  wwjdwutubpnd  gunund bbé, np <pwybph
«Shfuthjwywu punipwghp-qudwt  dwdwbwywgnyg»-p  yhéwpyynn swihwpwdhuubph
dwuny wbwp £ Jbpwiwbt b hwdwwywwnwuluwiubgdbt  qunuiubph dwupt <K
optuunpnipjwl wwhwugubpht:

Optuph 50-pn hnnwséh 2-pn dwup 2-p Ybwh  hwdwdw' et pnnnpp
ubpyuwywgpwé  wudp  pnonpwpynud £ qudwt wnwpluwih  punyewgpbipp,
twhuwnpwlwynpdwt  hwjunwpwpnpjuwt jwd hpwdbph wwhwugubpp, www pnnnpp
ubpyuwjwgynud £ dhusle hwyinbiph ubpywjwgdwu ybpouwdwdybunp:

Lnyu hnnwsdh 7-pn dwuh 1-hu Yanh «pr wwppbpnigut hwdwdwt' <& qunudutiph
htwnn Ywwdwd pnnnpubip puunn wudt phpwyniup niuh wwwdhpwwinth b quwhwnnn
hwuduwdnnnyh gnpdnnnyeyniuubph Ywd wugnpdniejwt Ybpwpbpjuw) punnibine hbunlyw)
npn2nwdubipp.

p.  Mwpunwynpbigubine  punniul]  hwdwwwnwufuwt  npngnudubp,  ubpwnyw)’
sujwgws  hwynwpwpbnet qudwt  pupwgwlwpgp, pwgwnnipjwdp  wWwydwlwaghpp
wudwybp dwuwskint dwupt npnadw:

Udthnthind  Jepngpywip, Culbpnuyeyniup  futnpbp £ qunwiubph  hbn uwdws
pnnnpubip  putnn  wudht  wwpuwynpbgubp << wwounwwunyejwl  Uwjuwpwpnyejwl
Ywphputiph  hwdwp  EGYwnpnuwiht - wénipnh dhgngm{ pdolwlwt  wwpwqwubph L
Sdwiuuynn unyebiph dGnpptpdwt twywwnwyny hwynwpwpjws «<L ML LSUH-EUSUMAPR-
9/30» oSwdlwagpny EEYywnpnuwpt wénipnh  quwhwnnn  hwtduwdnnnyht  $Yuwjwgud
hwjmwpwnhlm qudwu pupwgwlywpgp:

Culytpnieyniup h (pnwit pnnnph 21.01.2019p. gpnipjwdp hwjnub) £ hwwnlywp.

«Ubnipnh - hpwybph  <wdbdwd  1-h' «Sbjuthlulwu  punypwghp-qudwl
dwdwuwlwgnygh», uvwhdwudl Bu pdlulwt  wwpwqwubph  wjuwhuh  funpulwu
wwpwdbwpbp, npnup hwdwwwwnwufuwunw U pwgwnwwbiu <<Smiths Medical Poortex>>
puybpnygjut  wpwwnpnuygjwup, nd dhwl  wwannuwlwt - ubpluywgnghst oL
hwiwwwunwufuwlwpwnp ubpypnnp <<-md‘-«‘-mmwghn» UmnC-u:



Upryniupnud bdwt inbluthjulwt punipwgph  wwydwutbpnd USnipnp sh Yupnn
hpwlywuwgyty Jhwutwlywt  Ywunuubpnyd, dpgulgwiht, pwthwughly, hwdwswih,
ypnhhgjwih wpryniupnd Yuwpuindh wywydwtwgph Yupdwt tywwnwyny dwutiwlhgubiph
2nowtwyh punuyudwtu b upwug Jdhol dpgwlgnipjwt fupwiunwdwu ulgpnipp, hugp
Yhwugbguh  qunuiubph  gnpdpupwgnud  dpgulgnipywt hwdwp  shhduwynpywd
fungpunnunubiph wnwewgdwup hbinlyw| hhduwynpdwdp.

Swbbdwél Jwudbiph dwuny Munpdhpunpnip Ynndhg wwhwhy bwpiwgpbubp

<pwytiph  1-9, 25-36, 42-47 swihwpwdhuubpny wwhwugwd wwpwuputiph hwdwn
uwhdwuyl) k hbnlyw) wwhwugp' dwudbinp hwwnly gbpunipp wnbuwlyh, nwbdwsl
Ywnnigwéph:

Ponnph  plutnejwt  pupwgpnd  Mwwdhpwwnnt wunbg, np  ubippuswihu
funnnuwlutiph (thnnh) hwdwp jwjwgnyt dwudbnp hwunhuwund £ hbug nwbdwasl
Ywnnigywép niubgnnp, nwwnh tpdws swihwpwdhtubpny wwhwugyby £, np Jwudtinp
niubtw  pwgwnwwbu nwbdwsl Ywnngwdp: Uu Yuwwlygnypjudp hwjnund  Gup
hGwnlywp.

Lwp, wbwp £ thwuwnb, np <pwdbpnd wwhwiugwsd Jwudbnh  nwtdwdsl
Ywnnigywép niubignn pdoljwlwt uwppp hwdwwwwnwufuwund | pugwnwwbu <<Smiths
Medical Poortex>> puljipniejwt  wpuwnpnyuup, nd dhwly  wwounnuwlwl
ubpyuywgnighst | <<-nd b hwdwwwwnwufuwtuwpwp ubpypnnp’ <<4ninwghn>> UNMC-u:
Gununud Gup, np Udwt wwydwt wwpniwwynn nbfuthwlwu punypwghpp nipnwyhnptu
hwlwund £ qunuubph dwupt << opbuunpnypjwt wwhwugubpht, fuwfuwnnd Optuph 3-
pp W 13-pn hnnwsdh  Ywpgqwynpnuiubpp, hhgﬁ hp hbpphu hwugbgunwd £ qudwu
qnndpuewgh funpulwu Yuquwlbpwdwup, dwutwyhgubph  2pgwitilyh
uwhdwuwthwydwup, dpgulygnyeywu uygpniuph fuwpundwup b wyu:

Stnlwgunud Gup, np dwudbinh owwhdw| Ywnngwdph hwpgp (nwudwal,
quuwdl, Ynunwwadl) Ypnd £ nbuwlwu Je6h punyp, pwqiwphy ghuntwlwuubph
Yuipdhpp wju hwpgh ning dhwtpwuwy st Uh funwp  ghinbwlwutbph  Yupdhpnd,
gipwnwubh £ dwudbnh nwbdwal Yunnigwdpp, dinwubph Yupdhpnd' qutwaélp, huly
tppnpn fudph Yuipdhpny' npwp hwdwndtip Gu L htwpwdnp sk wwnpqby, pE npt £ wybih
wyp: Opptuwl, Ubnipnnd  wwhwtgynn  wwpwup wpuwnpnn wdblwhwupwiwws
KIMBERLY-CLARK pulytpniejniup wnquﬁmd E hbug quuwdél Ywnmgywdp niubignn



dwudtnubipny funnnjwlubp, pun npnuw, gbpwnwunieiniup Jwudtnh  wnbuwyht npdb £
hwidwwwwnwuuwt nwnuduwuhpneini hpwywuwgubine hhdwu Jpw (hwdwwwinwufuwt
nwnwuwuhpnieniup Ygynud £): Sununud bup, np Udwt wnbuwlwu Je6h wwjdwuubpnud
huwpwynp sk opjywhynpbt  hhduwynpl, np Udwt qUiwl  wnwplwt' nwbdwal
Ywnnigwdp niubignn dwudtinp, optiwnpynpbt hhduwydnpdwsd £ L hwdwndbg E wu
Yuwphpht, nph pwdwpwpdwt bywunwyny Yunwpynd £ ngjw) gunwdp:

Eprt wwwdhpwwinu, hpnp, quun k, np jwdwgnyup dwudbiinp hbug nwtdwsl
Yunnigwép niubignnu £, www hugnt dh pwpp swihwpwdhtubpny, npubn funnnduyp
unyuwbiu nih dwudtin, sh wwhwtgyl) pwgwnwybu nwbdwésl Yunnigwsdph dwudbn
(ophtwy, 12,13,14,16-19 swihwpwdhtubipny wfuwwnbudwd wwpwupttiph hwdwp): Uuwnbn
pnnnpp putinn wudh nwnpnyenut Gup nupdund wyt hwugwdwuph Ypw, np Yapnhhgjuy
swihwpwdhutbpny bwhuwnbujwé wwpwupp <<Smiths Medical Poortex>> pulbipniejuwt
Ynndhg wpuwnpynud £ qutiwal dwudtinh Yunnigywsdpny, b bpb wju swhwpwdhuutipny
unyuytiv  wwhwugybip  wwbdwdl Ywnnigwdph dwudbn, www <<Smiths Medical
Poortex>> pulbipnyejwup  ubpluwjwgunn  <<Yninwghn>> UMNC-u  skp Yupnnutw
dwinwlwpwnb) tdwu wypwtp: Pwunnpbt unwgynwd £, np Mwwndhpwinnth wunnwp wn
wyu, np hwdwp punniitih £ U ywhwugdwd pwgwnwybu tnwtdwal Yunnigwdp niubignn
dwudtnp, hhduwynp sk, pwugh dh nbwpnd wwhwugyb £ wnwtdwsl Ywnnigwsép
niutignn Jwudbtwn, huly dnw nbwpnd' ng, husp bu dh wuqud wwwgngnd E, np
wwunyppwwnn punwdbup guwtwlwgws tnwuwlny guwulwund | unww| pugwnwybu
«Smiths Medical Poortex» pultpnyejwup ubpyuywgunn «4ninwghn» UMC-h  Ynnihg
ubpYnunn wpunwnpuwlipp: |

Funwutiph htinn Yuwywsd pnnnpp ptiinn wudht futinpnud Gup uwwnh niubtwg, np wyg
wwwnyhpwwnniubiph (Jwutwynpwwbu, pd2lwlw hwuwnwuwnnyeniubph’
YU dwuwpguuh  wujwl  ninnigpwpwinigjut - wqquiht - Yeuwpnu - PPL,  Unipp
Uundwdwdwp  AY, dbwujwépwpwunpjwt L oppnwbnhwih  wqguihti  Yuwnpnt,
<pwqnwup PY L wyu) Ynndhg bdwt dpgnypubp Ywqdwybpwbihu' Gpplhgt sh upynid
dwudbinh Junnigwdp' wju wwpgq wwwbwnny, np Jbpnhhgwip sh Ywpnn bwlw,
pwgwnhy Upwlwynipjnit niublw] wwpwuph npwih Ywd wpryniawybnngeyut Ypuw:
Ldwt dpgnypubiph ophtuwy £ UURY-PUUMAR 19/2, <PY-GLUMAR-18/0202, NhUY-



RUUMAR-18/48, 10F4-EUSUMOR-28/12/2018 L wyu (hpwybpubpp Ubplujugynd bu
ElG4upnuwiht Enwuwyny):

<pwybph  wbuthywlwt  punpwgpny  wwhwueyby £, np dwutiwygh Ynndhg
ubipluwywgyh hp wpnwnpwuph wpnwnpanht wpws wpunwnpniejwl wuynwugnyejwt b
npwlh Ybpwhuldwt dhowqquiht hwywuwnwghp (1SO, GMP, CE Mark Yuwd wyy), huswbu
Uwl wpnwnpnn juqdwlbpyngwt  (Yud wpnwnpnnh wwuinuwlw ubplwjwgnigsh)
Ynndhg wjw wwpwiuph hwdwp  npdws hwdwwwnwuuwtnpjwt  WYwd  npwyh
hwywuwnwghp: <wjinunwd Bup, np «Lwhph-Wwthlyw» UMC-u nuh hpwybpny wwhwugynn
wpuwnpwiph  wpunwnpnnht npdws  wpnwnpnejwt - wudnwtgnpput b npwyhy
Gpwhuydwt dhowqquiht hwywuwnwgpbp (ISO, GMP, CE Mark Yuwdwy), puswbu bwl
wpunwnpnn juqdwybpyngjwt (wd  wpnwnpnnh wwounnuwlwu  ubplwywgnigsh)
l.mridhg njw] wwpwiph hwdwp npdws  hwdwywnwefuwungewt L/ Ywd npwyh
hwjwuwnwghp,  hugp  wwwgmgnud £, np Culbpnipjut Ynndhg  wnwowplynn
wpuwnpwipp - pwpdpwlupg £, wit Bdpnyulwt wpownpoipu E: Uwluwyu
Muwwdhpwnnth - Ynndhg  Yudwywlwl,  unipylybinhy Ywpsdhph  Ypw  hhduwdnpwsd
<<tnwtdwal Yunmgwép niubignn dwudbn>> wwhwugknt wpryniupnd nwuhg nngu
Gu  dnybp  wwhwugynn  wpnwnpwup  ubipypnn pninp pulybpnieniubipp,  npnug
dwudbtnubipp sniubl nwtidwal Ywnnigwsdp, husp ubpypnid k pwgwnwubiu «4ninwghn»
Umne-u:

Gutind Jbpngpywihg' quund Gup, np ghnwlwl ytéh wnwplyw hwunhuwgnn
wwhwugp swhwp £ ubpwndbp wwpwuph  wnbuhfulyw punpwagpnud, beb udwu
wwhwtyg ubipywjwgubine wpryniupnud tdwl mwhwbgnq wwpwup Yuwpnn £ dwnwlwpwpb)
pwgwnwuwbu Jdb puybipnigniu: Ldw dninbgnuip wufunwwthbhnpbu Yhwuqbkguh qubph
Pwllwgdwl (syw dpgwlgnuejnit, syw tywquignyli ght), hug k| hp htippht Ywnwowgth
<L yhnwlwt pnigkh dhgngubiph ng wpnyniuwytinn oqunwgnpdnud:

<pwliph npng suhwpwdhtiibpny Yntlypby swihtp wwhwiobyp

huswbu wpnbt updtp £, USnipnh  npng swihwpwdhuubpny  sh  wwhwgyby
pwgwnwuybu  wwudwal Ywnmgywdph Jwudtin  (ophtwl, 10-22 swihwpwdhuubpny
Uwhuwnbuywd wwpwupttph hwdwn): Uu juwywygnyejwdp k) bup, np Jtpnhhgjuwy
swihwpwdhuubipny twuwwnbudwd wumwh_pn <<Smiths Medical Poortex>> pultipnyejwt
Ynndhg wpunwnpynu £ quitwsl dwudbnh unnigywédpny, U bpb wju swihwpwdhuubpny



unyuybu  wwhwugdbp  wnwbdwsl  Yuwnmgywdph Jwldbin, www <<Smiths Medical
Poortex>> pultpnuejwlp  Ubplwjwgunn  <<Yninwghn>>  UMNC-U  skp Jupnnutw
dwwnwlwpwpb] tdwt wwypwup:

Uwluwju npybugh twb wju swihwpwdhuubpnd wnwydbnegniu npdh  <<Smiths
Medical Poortex>> pultipnipjwup ubpyuwjwgunn <<4ninwghn>> UMC-hu, 'ﬁwmthunnmh
uwhdwub) £ wjiuwhuh swihwuhgubp (Ynuhpbn swihubp), npnup hwdwwwnwufuwund Bu
pwgwnwuwtiu <<Smiths Medical Poortex>> pulbipnuygjw wpwnwnpwupht: Cun npnu,
Ynulypbin swithbp Ugbp Jdbp updhpnd, sh Ywpnn |hubu opjtluwnhynptu hhduwynpyws, wyu
Ypnw £ unipyiinhy punye, nph wpryntupnd <<4ninwghn>> UMNC-U uinwunud £ pwgwnhpl
huwpwynpnyeynit dwnwlwpwpbine  dhugt hp wypwupht hwdwwwnwfuwunn
nbfuuhyulwu punypwagpny wpunwnpwp:

funupp, dwutwynpwwbu, qund £ USnipnh 10-22, 41, 49, 50, 51, 52, 55, 56, 56
swihwpwdhuubph dwuht:

Llwt funpwlwt ywhwugubp Gu hwunhuwund, dwutwynpuwbu.

10-pn swihwpwduh dwuny' pwgp 20g-hg ng wyb], hnuph nhdwnpnyejniup 3.0ud H20
(60/pnwbh nbwpnw), dbnuy nwpwdnyegniup g wybp 32 Jp (Updwsé wwhwugp hp
hwiwlugnyejwt  Jby  hwiwwwwnwuuwund £ pwgwnwwbu  <<4ninwghn>> UNEC-h
ubipynynn wpnwnpuuphl):

11-pn swihwpwduh  dwuny'  Gplwpnyegniup 152 ud, (updwé  wwhwugp hp
hwdwlwgnpjwt  dby  hwiwwwwnwuiwund £ pwgwnwwbu  <<Yninwghn>> UNEC-h
ubipypynn wpnwnpuupht):

12-pn swihwpwduh dwuny' wnpwiubiug Jwldbnh wnpwdwghdp' 2744, ppnufubiug
dwudtinh  wnpwdwghdp' 2144,  (updwé  wwhwugp  hp  hwdwhwgnejwt  dbig
hwiwwwnwufuwunw £ pugwnwytiu <<4ninughn>> UMC-h ubipypynn wpnwnpwpht):

13-pn swihwpwduh Jwuny' npwfubw] dwudbnh wpwdwghdp’ 2744, ppnufubiug
Jwudtinh  wpwdwghdp' 1800 (upqwd  wwhwugp  hp  hwdwlwgnipjwu  dbg
hwdwwwinwufuwun £ pugwnwytu <<4ninughn>> UMC-h ubipypynn wpnwnpwpht):

14-pn swihwpwdt hdwuny' wpwiubw] dwudtnhnpwdwghdp’ 28Ud, ppnufubiwg
Jwudtinh  wpwdwghdp' 2100 (updwd  wwhwugp  hp hwdwlwgnyeyut  dbg
hwdwwwinwufuwunw £ pugwnwybu <<Yninwghn>> UMC-h ubipypynn wpunwnpwuphb):



15-pn swihwpwduh dwuny' wpwjubw) dwudbnh npwdwghdp' 2844, ppnufubiug
Jwudbinh  wpwdwghdp' 180 (bpywd  wwhwugp  hp  hwdwlwgnpjwt  dbg
hwdwwwinwuiwunw £ pugwnwybu <<4ninwghn>> UMC-h ubipypynn wpnwnpwtpht):

16-pn swihwpwduh Jwuny wpwfubw] dwudinh npwdwghdp’ 29dd, ppnufubiwg
Jwudbnh  wpwdwghdp'  21dd (Updwd  wwhwlgp  hp hwdwuLuganjwh dbg
hwiwwwnwufuwun £ pugwnwybu <<4ninwghn>> UMC-h ubipypynn wpnwnpwupht):

17-pn swihwpwduh Jwuny' wpwiubw) dwudbnh npwdwghdp’ 2944, ppnufubiwg
Jwudtnh  wpwdwghdp' 2300 (Updwd  wwhwugp  hp  hwdwhwgnipjut  dby
hwdwwwwnwufuwund £ pugwnwubiu <<4ninwghn>> UNC-h ubpypynn wpunwnpwupht):

18-pn swihwpwduh Jwuny' wpwfubw| dwudtnh npwdwghdp’ 31 dd, ppnufubiwg
Jwudbinh  wpwdwghdp' 21 dd  (Updwd  wwhwugp  hp  hwdwlwgnipjwu  dbg
hwiwwwinwuliwuny § pugwnwwbu <<bninwghn>> UMC-h ubpypynn wpunwnpuwpht):

19-pn swihwpwduh Jwuny wpwiubw] dwudbnh wnpwdwghép' 31 dd, ppnufubiug
Jwudbinh  wpwdwghdp'  23dd  (updwd  wwhwugp  hp  hwdwlwgnpjut  dkg
hwiwwwwnwuuwun £ pugwnwwbu <<4ninwghn>> UNC-h ubipypynn wpunwnpwpht):

20-pn swihwpwduh dwuny' wninfuhdbwywinywuwnhly wubn’ 18 G80mm  (Updwsd
wwhwlgp hp hwiwlwgnipjwu dby hwdwwwinwufuwunw £ pugwnwwbu <<Uninwghn>>
UMC-h ubipypynn wpnwnpwuph):

21-pn swihwpwduh dwuny' wninfupdbwwinuywunply wubn’ 16 G 80mm, ...cwdn
nhdwnpniejwdp Ubipwplhs' 104) htnpupwgh uwhdwuwhwyhsny (UpYwsd wwhwtgp hp
hwiwlwgnyequwt  dhe  hwiwwwnwufuwuny £ pwgwnwwbiu  <<4ninwghn>> UMC-h
ubpynunn wpuwnpuitpht): '

22-pn swihwpwduh  dwuny' Gplwpngegniop 183ud (Upfwd  wwhwugp  hp o
hwdwlywgnyejwt by  hwiwwwwnwufuwtn £ puguwnwubu  <<4ninwghn>> UNC-h
ubipypynn wpunwnpupht):

#1-pny swithwpwduh dwuny' gndpbwal 90* (upwd wwhwugp hp hwdwlwgnyzjwl
dbp  hwiwywwnwufuwun £ pwgwnwubu  <<4ninwghn>>  UMC-h - ubiplpynn
wpunwnpwupht):



49-pn  swihwpwduh  dwund’  Bplupnyeyniup 60./152ud (updwé  wwhwlgp  hp
hwdwlwgnpjwt  dby  hwdwwywwnwuuwund £ pwgwnwwbu  <<4ninwghn>> UMNC-h
ukpypynn wpnwnpuwuph):

50-pn  swihwpwduh Jdwuny' swihup 100 (225x2.0mm) (updwd wwhwlop hp
hwdwywgnipjwt  dby  hwdwwywunwufuwund £ pugwnwwbu <<Hnmtﬁghn>> Ume-h
utipypynn wpnwnputipht):

51-pn swihwpwduh dwund’ swihup' 200 (335x4.0mm) (updwd wwhwugp hp
hwdwlywgnipjwt dby hwdwwwwnwuuwund £ pwgwnwwbu  <<Yninwghn>> UMC-h
ubpyndnn wpuwnpwupht):

52-pn swihwpwduh dwuny swihup' 300 (365x5.0mm) (Upwd wwhwlgp hp
hwdwlywgnipjwt  dbg hwdwwwwnwuuwund § pwgwnwwbu  <<4ninwghn>> UMC-h
utipypynn wpwnwnpwpht):

55-pn swihwpwduh dwuny' 1D-10.2,0D-12.1, max.cuff-25mm (Upywd wwhwugp hp
hwdwlwgnipjwt  dby hwdwwwwnwuuwund £ pwgwnwwbu <<4ninwghn>> UMC-h
utipypynn wpunwnputipht):

56-pn swihwpwduh dwuny' ID-10.2, OD-12.1, max.cuff-35mm (Uugqwé wwhwlgp hp
hwdwlwgnipjwu  dbg hwdwwywunwufuwund £ pwgwnwuwbu <<4ninwghn>> UMC-h
utipypynn wpunwnpuwupht):

57-pn swihwpwduh dwuny' ID-11.5,0D-15.0,max.cuff-40 mm (upqwd wwhwlop hp
hwdwlywgnepjwtu  Jdby hwdwwwwnwufuwund £ pwgwnwwbu <<4ninwghn>> UMC-h
ubplypynn wpunwnpwuphl):

Qunulubph hbin Juwwywsd pnnnpp puunn wlia U.Ubwtjwtuh nwnpnipniu Gup
nwpdund wjt hwuqudwuph Ypw, np USnipnnd wwhwugynn pdojwlwt wwpwquwubph
swihubpp  vwhdwuynd Bu ng pb  hwdwwwwnwufuwt  hdybpwnpy  dg  Juwd Jdd
wwpwdbwnpbpny, w) wyp punniuwd swihubpnyg' pasmep: Nwwnh  Mwwnyhpwwnniubpp,
huwnnipwghnt funnnjulyutiph Ywd Yuwnbnpubph qudwt pupwgwlwngbp hwjnwpwpihu'
punwdbup upnu GU Wwhwugwé wwpwuph pdolwlw swihubpp (ophuwly, N 8 , 9 L wyju,
hwlwwwwnwufuwt wwwgnygubpp Ygynud Gu):

Udihnthtind dbpngpjwp’ Cubbpniginiup << qunuiubiph hbn uwywd pnnnputip
putnn  wudhu fuunpbp £ wwpunwynpbgulp << wwonwwinyegjwt  Uwiuwpwpnuyewl
Ywphpubph  hwdwp  EEYunpnuwhu wﬁmﬁr}h dhongny pdolwlwt wwpwqwubph L



dwfuuynn Unebiph dknppbpdwt bwwwwyny hwnwpwpdwsd <<<<MLLSUN-EUBSUMAP-
9/30>> dwdlwgpny ElEhupnuwiht wénipnh quwhwwnn  hwbduwdnnndht sywjugwsd
hwjinwpwpb Updwé wénipnp’ 1-9, 10-22, 25-36,41, 42-47,49, 50, 51, 52, 55, 56-pn
swihwpwdhuubiph dwuny:

2. &L wupunwwinipjwt  twhiwpwpnipjwt  Ynndhg  pnnnph  Jbpwpbppu)

ubpyujwgywsé thwuwnbpp, hhduwynpnudubipp W nhppnpnonudp.

<< ywaunwywunejwl  bwfuwpwpnyeniup 23.01.2019p.  gpnuyejwdp  hwjntby
hGwunlyw)p.

«11.12.2018p-htu hpwwwpwlydly £ << MU Ywphpubph  hwdwp  pdoluiljwt
wwpwqwubph b dwfuudnn Ynptiph <& ML LSUN-EUBUMAR-9/30  Swdljwgpny
ElEyupnuwiht - wénipnh - dhongny  dbnppbpdwt  pupwguwlwpgh  hpwybp:  Lodwd
pupwgwlwngh 2powtiwlutpnud ElEywpnuwiht wénipnh hwdwwpgh dhongny «Lwhph -
Wwupyw» UM pulybpnipjut Ynndhg  wwpqupwunwubp  unwtwine  uywnwlyny
quwhwwnn hwuduwdnnnyht wnpyb Ep pyny 17 hwpgnd, npnughg 6-hu (hwpgwnpnuubph
35%) wpdb) £ npwywt wwwwufuwt, nwunh dbq hwdwp wuhwuwbwh £ pannpnud
ubpwnywd «.qplipti pninp hwpgwnpnuubphtt << wwnwwunyewt twhiwpwpniejwl
Ynndhg wpdty £ Ypluynn wwnwuatuwl, wit £ nbnblugund Gup, np Qbp wnwwnlp sh
Yuwpnn punniugty...»: Mwnwufuwtubpp unyuwnhy U bnbj, pwuh np hwpgwnpnuiubpp
unyuwbiu bnbk| Gu unywwnhy, Jwutwynpuytu' Hwngwrmmdhhnhg 4-p JbGpwpbpyb) Gu
wphbunwywt  Juswnnipjwt  hwdwp  twhwwnbujwsd  nwtdwsl Jdwudbnny  thnnbph
thnfuwpbt qubwdl  dwudtnng  thonbiph wnwwplyh  hwdwpdbp  |hubn,
hwpgwnpnuiutphg 8-p Jbpwpbipdh Gu  pnpbiph  ubibywhy  punnpwghwh  hwdwp
Uwfuwwnbujws  ubippuswihnnuihtt Bplnwwugpwuh  wwppbp  swihubph  funnnwlubph
wpwfubw] L ppnufjupwy  dwudbnubph  wnwowplynn  swihubiph  hwdwpdtipniejwtp,
hwpgwnpnwutiphg 3-p Ybpwpbpdb) Gu wnwppbp swithubiph punnipwghnt uinhjbnubph
hwdwpdtipnygjwtp W 1 hwpg uswlwt Ynunniph hwdwp bwhiwwnbudws quhs pwlnbphn-
Jhpnwwiht $hpinph hwdwpdbpnipjw YGpwptinjwy:



Wuwhuny Yupbih £ «Lwhph - Wwuhlw» UM puybpniejwu Ynndhg << ML LSUN-
EUBSUMAR-9/30 dwdlwagpny bltyunpnuwht wénipnh dhongny << MU Yuiphpubph hwdwp
pdywlywt  wwpwqwubph L dwhuuynn  Unebph  dbnppbpdwt  pupwgwlwngh
2nowiwyutipnud wnwownnywéd hwnpgbipp pwdwub hbnlyw 4 fudpkph.

Swudwal dwudtinh ybpwpbpjw) - 4 hwpg

Spwiubw) b ppnufupw) dwudtintbiph swihubph Ybpwpbipjwg - 8 hwpg

huwnnipwghnt unhjinnubiph swihubiph Yepwpbpwy - 3 hwpg

Ruhg pwlntphn-yhpnwwhts $hiiph Ybpwptipjuy - 1 hwpg:

Cwpgunpnuiubiphtt uwhdwuyws dwdlyntubpnd quwhwwnnn hwuduwdnnndh Ynnihg
nnyb) G uwywnhs Wwnwufuwuubp' Jwubtwynpuwbu.

Swbdwdl dwudtwnh  thnfuwpbt quitwdl dwudbnng  thnnbipp  sbu hwdwpyby
hwdwnpdtip L «ubippugwthnnuiht bwgnunpwiubw) thnnbph» wnbluthlwlywt punyewgpbpnu
wwnpuwnhp wwjdwu £ hwdwpdb) dwudbnubph nwbdwal junniggwdpp, pwuh np

- dplunyu gbpunipp Unyehg’ pwithwughy, pEpdnwwuwnpl, hdywunwghnt ns-
winpuhly wnihyhuppinphnhg Yuqdywsd dwudbinh quitwal Yunnigwépt wwywhnygnud £
gwsdp Gupnd UGS dwlbpbuh Jpw, hulp nmwbdwsbp (Ynunwwalp)' wwywhndnd £ gudp
tugnud hjnwuwdpubiph htin pthdwt wybh tnpp Jwybpbuh Ypw,

- Unynpnhg  nbwh  Juswihnnh  (wpwfubwh)  wugdwtu  wuwnndhwluw
wnwuduwhwwnynpniup hwpyh wnubiny ((nwwugph wunhwuwlwy, Ynuwdsl ubinugnd),
thsynn dwtdtinh tnwtdwal Ywnnigwsdpp Yplubinyg inuwugph dup’ hynwwdptiiph Ypw
tpwpwwnle  punnipughwih  dwdwtwly  huwpwynphtiv buqugnyt ubipgnpdnieyniu &
ennund U qtipd £ wwhnuw npwtp Juwunuwhg,

- Cugwnnipjwt wnwlwnh hbn deynbn dwudbnnd  thndinfudnud £ upndp, husp
Uywuwnnud £ inpdwpwnwph nbnwiht wpniuwdwnwuwpwpdwt jwywgdwlp,

- Wu whwh dwudtinubp thgybing gnpduwlwunpbt skt wnwewgunud dwipkn, hush
2unphhy Ywufuynud Gu dhypnwuwhpwghubipp (pbpwth funnngsh wwpniuwlniejwt wugnwip
2uswnwlw ninhubip) b npwbiu pwpnnyenu wuwhpwghnt pnpwpnpph wnwowgnudp:

Cwyyh wnubiny Jbpngpw) wnwydbinyegniutubpp b wyt thwuwnp, np dwudbnh udwt
Yunnigywdp niutignn thnnbipp hbnnwquw pwpnngniutubpp Ywfubne bywwnwynyg wnwyb
Uywunwlwhwpdwp £ oguwgnpdt bplwpwnle punnpwghwubph dwdwbwl, huswtu
twl  nwqiwpdfwlwt  dwnwjnyejwl dnpbnlhhnl[ajwu wnwuduwhwwnynyeniutbpp,



Jwutwynpwwbu' wjt hwugwdwupp, np unynpwpwn bwuopnp hwjnuh sk, e ndjw) thnnp
np hnuwhunwinut Yunbnwnpyh, hhjuunp/dhpwdnpp (wwbwwwpiniiwht, hpwgbuwht b
wyt) huspwt Swbwwwph (dwdwbwl/op) Ywuguh dhugh Jtpouwlwu hpwhwinwlwu
dhowdwnyejwt  wuglwgnwp,  huspwt  dwdwtwy  Yuwywuh  hhquunp,  Jdhugk
Jhpwhwinnyeyjwt hp hbpeh hwutbp’ nwquiwlwt  gnpdnnnigyniutiiph .dwdwhwu, Gpp
huwpwynp £ Jhpwynpubph  dGdwpwtwly hnup, huy  wlnnnyginiu Yniubuw
Jhpwhwwnnieiniup b hendhpwhwunwlwy gpowtnud hugpwtn dwdwtiwy (dwd/op) nbtinlu
wuhpwdbipnnyeniu Yihup pnpbph wphbunwlwt  2uswnnyejut wugywgdwu  hwdwp,
Ywpbih £ wpdwhiwgnpby, np pruwbidwél (Ynumuwdl) Jwidbph wwhwigp opjblyppynpb
hhdtwynpdwé k b hwdwpdbp E nuqiwpdjulwt dwnwinipjut Yuphpubpht:
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1. Spwiubwy U ppnufupw] dwudbnubph swipubiph Jbpwpbpjw] wnwownpywsd
pUny 8 hwpgliphg 4-htu wipdty £ npuiwt wwwnwufuwt (wnwowplyywsd wnwppbpwyubph
swihubpp  hpwybpny  uwhdwbdwd  wbfuuhyulwt  punpwgpbiph swithubiphg
wnwppbipnieyniup Yuqdt) £ dhusle 5%), huly duwgwsd 4-p sh hwdwpyb) hwdwpdtip, pwuh np
swithubph wuhwiwwwnwufuwunygyniup bty £ fwlwu (13-15%), Yup dunwdwfunieind, np



wnwownyynn  nwppbpwlubpp skht Ywpnn wwywhndby Gpwzfuwdnpdwd wpryniip L
hwidwnpdtip skhu wju Ywpppht, nph pwdwpwpdwt tywunwynd Yuwwpdnd £ ndjuy
qunuip:

2. Lpqwd  «Lbipgugwthnnuihtt  funnnjwlh  hwyjwpwéne  penpliph  ubjlinhy
huwnnipwghwyih hwdwnp, gwdn Guodwu dwudtiunny, GpYynuwugpwthy»
wupwupwwnbuwlyutph hwdwp nwtdwal dwudbnh wnwjnyeniup ywpuwnhp wwydwu
sh hwunhuwgti|, pwuh np pnptph ubtlywhy hunnpwghwh hwdwp bwhiwnbudws
tpYyéynin  funnnjulyubiph  dwudbnubpp wpnbt bwhiwwnbudnd Bu enpbiph  ppnufutibph
wnwudhtu 6nintiph dbg thskint b funnndwlubpp $hpubint hwdwp, huy Gniqudnpdwsd
ppnufutbip niubt quitwédl Ywnnigwdp, h nwppbpnyggniu Ynynpn-npwiubw Ynunwwasle
wugdwt hwwndwdh: Pwgh wn wnduw) thnnbpt oguwgnpdynud Gu dhwyu  Ypdpwjht
yhpwhwiwlwtu  dhowdwnngywu  hwdwp, bpp  wthpwdbon  Eenpbph  ubblynhy
(puwnpnnuwt)  huwnnipwghw  dhenpwth  uswnnejwt  wwwhndwt  hwdwp, udwl
dhpwhwuwywt dhowdwnueniup unynpwpwp nbnd £ dhghund 3-5 dwd, pun npnud
ouswithnnh W ppnufup dwudbnubpp wwppbpwpwp thsynd b pnywgynd BU* Yuiuws
yhpwhwwnnipjwt thnybtiphg, hul hGinnwgquwnud, Grb htnyhpwhwunwlwu gpowunid pnpbiph
wphGunwlwt  Juswnniejut wuglwgdwt  wuhpwdbonneniu £ wnwowund,  www
Yuwwpynd £ wbpbhunnipwghw wyp thnnny, wyuptpt’ hnwgynd £ Eunnppnufupuw
ublEywnhy punnipwghwih hwdwp twhiwnbudwd thnnp b mbnunpdnd £ undnpuljwt
dhinwwugpwuh huwnnipwghnt thnn, nwnh wwnpq b nwnund, np funnppnufupw)’ ubGlnhy
hunnipwghwih hwdwp twhiwwnbudws thnnbph wwpwquind  nwtdwdl/npuwtigusl
dwudbinh wnywyniejniut wpnhwwu W mwhwhgi{wé sk, wyn puly wwwbwnny L Jdbq
hwjwnuh wpunwnpnnutph Ynndhg npwup sku pnnuplynd, htuswbu twb dbq hwdwp npwup
snitukl qquih Yihuhjulwu bpwtwynyeniu:

24 ML LSU-EUBUMAR-9/30  dwoélwapny  ElGywpnuwhtu - wénipnh 3
swihwpwdhuubpny twfuwwnbuyb) Ep <& MU Juphpubph hwdwp dGnp pbpb thnpp, dheht
L d&& swihubph huwnnipwghnt unptnubp hwdwwwwnwufuwuwpwn' 2.5-hg 4.5 hwdwph,
5.0-hg 8.0 hwdwph L 8.5-hg 9.0 hwdwph hunnipwghntu thnnbiph hwdwp: «Lwhph -
Ujwuhbw» UM puybpnejwt Ynnidhg tpwéd swihwpwdhuubph Jbpwpbpw bElunpnuwht
wénipnh - hwdwlwngh dhongny ubipluywgdty tp peyny 3 hwpgwnpnd hptiug Ynndhg
wnwownlynn wwpwupwwnbuwlubph hwdwpdbpnyesjwt Ybpwpbpjwy, npnughg 2-htu wnpydb



E npwlwt wwnwufuwt: <wpgwnpnuiubiphg delht npyb Ep pwgwuwlwt wwwnwufuwl,
pwuh np hpwdbpny  wwhwtgws 2.5-4.5 hwdwph thnntph hwdwp  twjuwwnbudwsd
huwnnipwghnt unhiinnh  thnfuwpbt wnwewplyyt; tp 2.5-3.0 hwdwph thnnbiph hwdwnp
unhiwn, U wnwowplyws thnpp swihup hunnpwghnt unhitnp sniubip 3.5, 4.0 L 4.5
hwdwph hunnipwghnt thnnbph htivn wotuwnbnt huwpwynpnipjniu, huy puybpniejw
Ynndhg wnwewnlynn dhoht swihup unhibnp bwhuwnbudws kp wpntu 5.0-8.0 hwdwph
huwnnipwghnt thnnbph hwdwp:

3.2whg  pwlwntiphn-yhpnwuyht $hpnph  Jepwpbpug  hwpgunpdwup  npds, £
Pugwuwlwl wwwnwufuwl, pwth np wnwgwnlynn nwppbpwlp ng dhwju wybh dwup k
(hwuinjuwbu wugwulbwih &, Gpp $hinpp nbnuinpynud £ huwnnipwghnt funnnwyht dnwn
Yntuwniph dwypnud, b unbindnud hwybyw) Swupnieniu thnnh Jpw, hust k) hp hbppht
Ywpnn £ dedwguby thnnh dwidwt hwjwbwluwunysjniup), wj| bwl nwh qquihnpbt wybh
des  domjw nwpwdnipiwt dwwy (4] wwhwugyws ny wyty 32 d-h thnjuwpbu
/nwppbipnyeniup - Ywqund £ ognipg 28%), npp qquih  pwgwuwlwt L wugwuywih
hwinfwhy £ hwinjuwybu gwsdn Swlwwht uswnniejwt wwpwguwjnud, huswbu twle wju
thwuwnp, np hpwybipny wwhwugws nbfuthywlwt punyewgpbpht hwdwwwuinwufuwunn
$hiptip wprwnpynud B ng dhuwy «Smiths Medical Poortex» pulytipnijuwt Ynndhg wy bwl
wjl.wnmwr}nnqhbnh' dwutwynpwwbu «Teleflex» puybpnipjwl Ynndhg:

Glutind Jbpngpwihg dbq hwdwp wuhwuwbwh U «Lwhph-Uwhlws UM
pulpnigjwt Ynndhg pnnnpnud ubpluwjwgywd Ybnd thwuwnwplubpp, dwutiwynpwwybu’
«..uwhdwlbly Bt pdphwlwl wwpwqubbph wytiypup ppuwlwt wwpwdtgptn, npnbp
hwdwwupwufuwnd G pwguwnwwbu — «Smits  Medical — Poortex» pbybpnypywl
wppuinpipjuip...» W ... bbphuywgiué hwupgdwbt b wwpwopwt wwpqupwbnudhg |
wuwipq nwpdwy, np « bwpph-Upubihyw» UNC-p dnyp wnljw gubugus wwpwip ptnnibbgh
sb <& wwippuuwlbingeywt - bwpiwpwpnpqut Ynndhg' stupws  wyt hwbquwdwbpp, np
«Lwhpph-Uputiplyu» UNMC-p Ynndhg wnwgwplynn wwpwbipbinp wytgh npulyjuy tht, ...»,
puwth np

- Swldwdl (Ynunwwasl) dwudtnny punnipwighnt funqndwlubp wpunwnpynud
Gu ng dhwjt «Smits Medical Poortex» pultpnuyejwl Ynndhg, wy uwl Covidien/Medtronic
puytipniejwu Ynndhg, npp <&-nud UbnhijgL{wb £ «Utnhwntip» b «Ubkght» UMC-utipny,



- L& wwaunwwunypjwl  bwfuwpwpneniup nwqiwpduwwt - Swnwjnyejwt
Ywphpubph hwdwp qunwd £ ng dhuwyt tnwbidwdl (Ynunwwdl) Yuwnnigwdph dwudtnny
Gpywpwwnle huwnnipwghwih hwdwp twhiwnbujwsé hunnipughnt funnnjwyubp, wy) bwl
qutwadl dwudtnnd' hush dwuht «Lwhph-Wwuhlw» pulybpnyeyniup pwowwnbinul ,
pwugh <& ML LSUTHEUSUMAR-9/23  dwdlwagpny t[humnnhﬁjjhh wénwpnh
hwdwwwunwufuwt  swhwpwdhuubpnd ubpyuwjwgpl § dwutwlygnpjwt hwpn b ndb
quwjhtu wnwewnl,

- Quwhwwnnn  hwuduwdnnndp  ElEYwnpnuwht wénipnh  hwdwlwpgh  dhgngny
wnpjwd  hwpgwnpnudubpnd dhwjt quiwdl  Jwudbnh - wnuynueyjuu  Jbepwpbipjug
nbnGywwynipjwtu  hhdwtu Jpw sh Jupnn npngbp wnweowplynn  wwpwupwinbuwyh
wwpwupwuhu  nt npwyp, L pwgh wn, wwpwupwwnbuwlubph quwhwwnup
hwuduwdnnnyh Ynndhg hpwlwuwgynd £ dpgnyeh npwlwynpdwt  thnynd,  bpp
dwutiwygh Ynndhg Ubpluwjwgdnd £ wnwowplyynn wwpwupwwnbuwlyh hwpdbp
Ujwpwgpnieiniup, huswbiu bwlb nbnblwwynyenit wpwnwnpnn puytpnyeywu b Swqdw
Gpyph dwuht,

- Unwowplynn wwypwupwinbuwlubph huwpwynp hwdwpdbpniejwt Jepwpbpju
ubpyuwywgywsd hwpgwnpnudubph 2nipe 35%-hu quwhwwnnn hwuduwdnnnyh Ynndhg wnpyby
E npuljwt wwunwujuw:

Fnnnph hpwywywu hhdpbph L hhduwynpnuwiubph Jepwpbpjw) nbnblwgund Gup,
nn ww2unwwunyzjwt twfuwpwpnygjwt nwqdwpd2uliwit Jupsnygniup gudwt Gupwlw
wwpwupwwnbuwlubph  wbjuupywywu  punypwagptpp Ywqdbihu  wnwounpndbp |
«Funwutiph dwuhti» £ optiuph 13-pn, hnnywény, wy £

1.9Uudwt wnwpluwih punewgpbpp wbwp £ wdpnnonipjuwdp b hunwl thwpwqgpbu

dbnppbpynn wwpwuph, wluwwnwiuph jwd dwnwinipjut hwwnlwuhyubpp, npuig

dbinppbpdwt b Jéwpdwt wwydwutbpp' pwgunbind nwpwlbpy JEYuwpwunipniup:

Qudwt  wnwpluwjh punyewgptpp, npnup ubpwnnd B twb wwjdwuwagph ghup,
pungpyynud Gu ywydwuwgpnud:
2. Sudwu wnwpluwyh punpwgnptpp’

1) whtwp £ dpguygniejwt hwjwuwp wwydwutbp wwywhndbt huwpwynp dwutiwlhgubiph
hwdwp.



fuwljuyl ng gquiblyniggmits mbbignn, puyg Munpdppunprh Guppph pudwpwpwdwl hwdwp s whywb
wuynuwbp wnwowplnn prinp Jwubiwlhgulbiph hwdwp: << Gunwdwpnypput 2017 pywlwbpdwhupd N 526-1
npngdwt 22 Ybiph hwdwéwy  «Yudwlb wnwplugh pimpwepbpp b Jwubwlhgtbph npwlwynpdwb
hugplyubippliph gwhwipdwip bbpyuywgynn supwbifpbbpp uwhdwbbihu wbgpp b hwydp wnbby, np npwbg
ylpp © pwdupwpbl d6ihg wybih hbwpwynp dwubwlhgbbp:» Uuhtipt beb wnlw bt wnbijwqb Lplyme
hbwpwnp Jwubiwlihgbibp b ns pl wpypwnpnnbbn/

2) swbwp L hwugbgubu qunuwiubiph  gnpdpupwgnid dpgwlgnygjwt  hwdwp
shhduwynpdwé fungpinninubiph wnwewgdwp.
3) wtnp £ |hublt opyiwnhynpbu hhduwynpwsé b hwiwpdbp |hubt wyu Ywphpht,

nph pwjwpwpdwt tywunwlyng Yunwpynud B ndjw; gunudp.

/uw hhduwdnpynid b ipbfubipwlwl pbmipuwgnpbpp bbpluwpwgbinn wwipwupuwtiugng uppnpwpwdwbidwh, huly
wlhpwdbypnpqut nbypmd bwl qfuwdnp dwubwqbipbiph Ynndhg' hhdp plnniibng Untlypbyp Guphpp
pwwpwpbynds ninndwé sy wypwbiph npwll wywhndnn opylpppynpbt wbhpwdtyy pimpwapbph
wnluwynypgnibip’ putp howaqquyht tnpdunphy thwuywpenpbnh/

4) ubpwnnud Gt qudwl wnwpluwih dwutwgph, nbuthfulwt ndjwubph, huly

wpfuwwnwupubiph nbwpnd’ bwb wpluwwnwupubiph dwywiwpebipph, dwdwuwlwgnygh L wy
ny qUwht wwjdwutbph wdpnnowlwt b hwiwpdbp twpwqpnieniup:

3. Glubind quiwt wnwpluwih wnwidtwhwwnlnipiniuhg' npwig hwwnlwth)tbpp

htwpwynphtiu tbpwnnud by dknp pbpynn wwpwiiph, woluwwnwuph Ywd Swnwjniejwl

npwlht, unwunwnwh, wuywnwugnipjwlp, wwjdwuwywu Upwuubphu,
wnbpdhtuwpwunyejwtp,  thwebpwynpdwtp, pbntwpwhdwup, swihht, Uwhwgdtpht,
huswbu twb qudwt wnwplwih wy hwnwih)ubpht Jepwpbpnn wwdwitibph hunwl

Uywpwgpnipymbp’  hhdujwsé  dhowqquyht - unwunwpwtubph U <wjwunwh

Lwupwwbitnnyeniuntd gnpdnn unpdwinhyjwinbuuhlwlywu thwuwnwpenebiph,
unwunwnpwnubph, huy npwtg pugulwnipjui nbwpnt' dwdwtwlwynp wnbluthywlwt
wwydwubph Ypw:

/wyuptipl dwbpwdwub bywpwapdmd £ ynyap, pwnlwgmghs dwubipp, npuwbg pinhnup, pwiwlp b wyb/
4. Qudwu  wnwpluwh hwnfwuhpubpp Ywpnn BU uwhdwtdl bwl npybu

fuwwwpnnulwuh Ywd gnpéwnnipwihtt ($niyghntiw)) uhwpwgpbp, npnup wbnp

Ubpyuywgybu pwjwpwp Gounnpjudp’ htwpwydnpnipinit nwny  Jwutiwlhqubpht L

wwwyhpwwnthtt 62gphin puluwib) ywipdwbwgph wnwplw:




5. Gudwl wnwpluwih hwwnlwuhpubpp swbwp £ wywhwug Yuwd hnnu! wwpniuwybu
nplk wnlunpuiht pwuh, $hpdwiht wujwudwup, wpunuwagpht, tuphght Yud dnntihu,
dwquwl bpypht Ywd Ynulypbn wnpyniphtt Ywd  wpnwnpnnht, pwgwnnyzjwdp  wj
ntwptph, tpp wuhtwp & quiwt wnwpluwih punypwgpnuit wnwg npwug: Lnnuiubp

oquuwgnpdbint nbwpnud hwwnlwuhsubph punipwghpp whbwp £ wwpniiwyh «Jud

hwdwpdbp» pwnbpp»:

Udihnthgny dbpngpywip Mwndhpwnni Uk £, np hwadh wnuting ytpngpjwip
Yupbih £ wpdwuwgpt)y, np <& MU LSUMHEUSUMAR-9/30 dwdlwgnpny ElE4unpnuwht
wénipnh hpwybpp Yuqubjhu «Gunwubph dwuhus << opbiuph nplk fuwfunnud intinh sh

niubigh, nwwnh << wwonwywunpjwt twfuwpwpnyejniup dhounpnud £ << ML LSUT-
EUBUMAR-9/30 dwdlwgpny Ekywnpnuwiht - wénipnh  pupwgwlwpgh  Ybpwptipjug
«Lwhph-Wwuhyw» UM pultpnueiwt Ynndhg ubplujwgywsd pnnnpp dbpdty:

Mwwndhpwnniy, wwnpwé dwunigywsd (hubiny pnnnph  pltnejut bywwnwyny
11.01.2019p. dwdp 10:30-ht  hpwdhpywé  Upuwnh  Jbpwpbpuw), wwwhnyty £ hp
ubplyuywgnigsh  Jwutiwlgnueggniup, ny wunby £ Jbpnhhgug gpniejwdp  ubipluwjwgywsd
nhppnpnznudp:

3. QPLU-UU-2019/03 pnnnph putniypjwt hwiwp bwlwl tywbwlnipinit niukgnn
thwuwnbpp.

GPLU-UU-2019/03 pnnnph putinipjwt hwdwp bwlywl Upwlwlynyeyniu niubl hGuinlyw
thwuwnbipp’

1. & wwonwwtneywt  Uwfuwpwpnyejwt  Juphpubiph  hwdwp pdolwlwt
wwpwqwtph U dwiuudnn unyebiph dknppipdwt bwwwnwlny hwjnwpuwpyby £« <& MU
LSUN-EUBSUMAR-9/30» dwdlwagnny bEywnpnuwiht wénipn (wjunthbn bwl' USnipn):

2. Cupwgwlwpgh hpwdbpny Uwhuwwnbub] £ qudwt  Gupwlw wwpwupubph
htwinlyw| whuuhlulw punyewghpp.
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Lbipguswihnnuiht thnn onn-
bwagnunpwfubwi, gwdn
tugdw Jwudtiinny N 6,5

Nuippuugpwsé b puhubighly,pbpdnuyuwuphl, hduwtypwgfnt ng-ypnpupl
wynihdftppinphnhg, bwhiwgpbudws onn b bwqnippuwubwy pupnipwghugh hwdwp,
dwbidbiypp hwpnily qbpimipp pbuwlp, pwbdwsl Yunmgwéph, Pnnh Yypdwépp
Ynpwgyws, Ubpphh whgph wnljuymipyudp, @anp bpluytiwljwl nblygbl wynghyfy
q6f wnluympwdp: Quiup 6.5: 1. Uypwbpbbpp wbpp k mbbtwt' 1.1
Gypwipnipyub Eplpbbphg nplk dGlnd b/ Gud WU G-md U/ Qud Buwuynbhuwynud
wuypwbpbbiph gpuigdwl hwdwupwghp (pugwnnyaynit by Juqing <&-nuf
wpypwnpwé wypwipbbpp): 1.2 Upgpunpnnhb pipdwé wppwnpnipywt
whifipwbignipyuwl b npwlh Jepwhuljdul dhowqquihts hwdwuyiugpp (1SO, GMP, CE
Mark Ywd uyy): 1.3 Upqpunpnn ququwhbpympyut (Gud wppwnpnnp
wuwizipnbiwljut Ubpluyugnigsh) Ynndhg pdjuy wypwbph hwdwp ppws
hwdwwyunpwufuwbmpuwt b/jud npwlp hwjwupwgpp: 2. Nhypwbbihnypyul
dwidljbiyp mubgnn wypwlpbbph nbwpnid wypwbpupbuwlbbpp hwbdtifwt wwhpb
whipp | mbbbwl watuwql whpwbbihrpyut dwdltph 1/72-p: - 3. Unwopt ippbnp
qpunbgpwé dwubwlhhgp bepyuywgynn pbfubhljuljwl pinypwanph htp whpp £
bbplwyugbh wypwipuyht bpwbp, wpgpwnpnnh b Swedwl Eplph dwupts (wuypwph
blywpwghp) pbnbljunpydnygnitp: 4. «unwubph dwupis << opbliph 13-pn
hnnywéh 5-pn Yiph ywhwigbbpny gubljuwgwé hndwl nbwpnd Gpipwnby «lund
hwidwpdbp» punbpp:  *pfy 1.1, 1.2, 1.3 Ypbpny wwhwbgydnn hwuwupuwqgpbph
wunp8EUbpp bEphuywgnud by wypwbpbbph Juwiplwpwpdwl dwdwbul:

Lbnguswihnnwiht thnn onn-
Lwagnunpwfubiwy, gqudp
tugdwl dwudbinny N 7,0

Nuippuwuplué b puwbghly, pbpdnypuuphly, hiwywtpughnl ng-yinpupl
wnihdhbfypinpfinhg, bwhiwpbugwé onn b bwqmippwfubwy hupnipwghugh hwdwp,
dwbidbpp hunpniy gbpinipp pbuwlp, puwbéwsl junnguwéph, nnp yppdwépp
Ynpwgywé, Ubpdhh wigph wnljwnipyudp, @nnh bplwbwlwh nbipgbl wyngfuphy
qoh wnluynipyudp: Quifup 7.0: 1. Uypwipbbpp whipp k ikl 1.1
Gdpwdhmpgut bphyptbpfg nplk deynd W/ jwd UUG-md I/ lwd Swaynbhugnud
wuypwbpbbph gpubgdwl hwjwupwghp (pwguwnnipymb b Juwqund <<-nuf
wpipunpyuwé wypwbpbbpp): 1.2 Upippunpnnht pipdwé wpgqunpnipyul
whfipwgnippul b npulh Jpwhuljdwt dhowqquiht huwupwaghpp (1SO, GMP, CE
Mark jwd wyy): 1.3 Upipunpnn Guqdwlbpynipyut (Quwd wpgpwapnnh
wwzpntiwlul ubpluywgnigsh) ynndhg ipujuy wuypwbiph hwdwp ppdus
hwdwyunpwofuwbnyaywl b/ wd npulh hwwupwgpp: 2. Dpupwbbhngqut
dudlybp niibgnn wwypwlpbbph nbypnus wuypwbpuwipbuwlubpp hwbdbdwl wwhfb
whipp b mbbbwy wnbuql whypwbbihpyut dwdlbph 1/2-p: 3. Unwehl nbnp
qpunbgpwé dwubwlhgp bbpluywgynn pblubhlwlwy punyaweph hby whipp &
bbpluywgbh wypwbpuyhl tpwbh, wppwnpnnh b Swedwh bplph dwufit (wypwbph
bljwpwahp) pbnEhupdniggmbip: 4. «Yunwbbph dwuptin << opblph 13-pn
hnnywéh 5-pn htph wwhwbgbbpny gubljugué hndwb nbypnuf Yhpwnby «ljund
hwiwpdbp» punbpp:  *pfy 1.1, 1.2, 1.3 Yapbpny wywhwbgynn hujwugpuwenpbph
wunpGbubibpp bepluywgynud b wwypwbpbbph duplwpwpdwl dwdwbwl:

Llpguswihnnwiht thnn onn-
uwqgnupwfubiwg, gwdn
tugdwt Jwudtinny N 7,5

Nuippuupusé b puhutghly, pbpdnwypuwuphly, hlyutnpwghnt ng-ypnpuhly
wnihdfupipinphnhg, bwhiunptuwé onn b bwqnippuwfubuwy fupnipwghuwf hwdwp,
dwbdbpp hunpniy gbptnipp pbuwlp, puwbdwsl unmgwéph, Panh lppwdpp
Ynpwgdws, Ubpphh wigph wnljuympyudp, @nnp bpluytwlwt nbupgbl wyngfuphy

qdh wnluwympuwdp: 2wipup 7.5: 1. Uypwbpbbpp wbyp £ mbbbwt' 1.1
Gdpwipnipyul Ephypubphg nplk deynd b/ jwd WU b-nud I/ i Swwynbfuugnod
wypwbpbbph gpubgwt hwjwupwghp (pugwnnpinit b Quqinud <<-nud
wpipunpwé wypwlpbbpp): 1.2 Upgpwnpnnht qipdwé wpipunpnipyub
wifipwgmipyul b npwlh Ybpwhuljwl dhowqquipts huwupwghp (ISO, GMP, CE
Mark Ywd wyy): 1.3 Upypwnpnn Guqdwlbpynipyut (Gunf wpipunpnnh
wwizgpntwluwt bEpluwyugmgsh) Ynndhg pjwy wypwiph hudwp yppdws
hwdwyupwofuwbnyeyuwl b/wd npulp hwduwupwgpp: - 2. Dfupwbbihingewl
dullybap niilignn wypwbptibph nbypnud wuypwbpuipbuwlubpp hwbdbdwl wwhfib
ylapp £ nibbbwl wnbuwqb whipwbbipmpgut dwdybph 1/2-p: - 3. Unwehl pnbnp
qpunbgpwé dwuliwlhgp bbpluwyugynn pbhbplulwl pimpugph hby wbpp £
bbpluywgbh wypwbpwyht bpwbh, wppwnpnnf b Swedwt Eplph Swuht (wypwbph
bljwpwghp) pbnblugpydnipymitip: 4. « Yumubph dwupns << opbitiph 13-pn
hnnywéh 5-pn Ylph wwhwtighbpny guiljwguwé hndwb nbwpnd Yhpwnby «ljwd
hwdwpdtip» punbpp:  *ppy 1.1, 1.2, 1.3 Yipbpny wwhwigynn hwywuypwepbph
wunpsEubipp bepluywgynid bb wypwbpbbph dunplwpwpdwl dwiwbwl:

Lbpauswihnnwyht thnn onn-
bwagnupwfubwy, guédnp
tupdwl dwudtinny N8,0

Nuippwupuwé E puwbghl, pbpdnyuuphl, hiyutpwghnt ny-qnpupl
wynifpuppinphnhg, bwhiwpbuwé onn b bugnippuwfubwg htupnipwghuwgh hwdwp,
dwhdbipp hunpndy gbptinipp pbuwlf, pwbdwél Yunmguwéph, Panp Gypwdpp




Ynpwgyws, Ubpphh whgph wnljuynipyudp, @nnh Epluytwlwl nblupgbl wngfiphy
qdh wnljuympyuidp: Quithup 8.0: 1. Uypwlpbbpp wbpp b mubbwt’ 1.1
Gypwdpnyaul Epypubphg nplk JEGmd L/ jwd UUL-mud I/ fuwd Swuynbpwynd
wwypwlpbbph gpubgdwl hwwupwghp (pwguwnnypymb b juqind <<-md
wppwnpwd wypwbplbpp): 1.2 Upgprwnpanht pipywé wpgpunpnipyul
whipubignipyul b npwlfp JEpwhuldwl dhowqquyht hwyjwupwghp (1ISO, GMP, CE
Mark fwd wyy): 1.3 Upipunpnn uquwlbpynpywt (Guwd wpigpwnpnnh
wwzpntuwluwl bbpluyugnigsh) Yynndhg yfjuy wypwiiph hwdwp ppduws
hwdwwunpwupiwbnpyuwl W/ wd npwhp hwjwugpugpp: - 2. Dpipwbbihnipyutb
dwdlbyp mubignn wypwpbbph nbypmd wypwbpunpbuwlbbpp hwhébbwl ywhhb
wbpp b mbbbwl wabiuqb whipwbbihnyaput dwdybgph 1/2-p: - 3. Unwght nbnp
qpunbgpwé dwubwlhgp Ybpyuywgynn pbfutihljuljuwl phnypweph hby wbpp &
bbpluwywgbf wwypwbpuwhl bpwbh, wppwnpnnh b dweuwb bplph Swupb (wypwtiph
bywpwahp) pEnbhunpmipyniip: 4. «Fumdubph Jwupliy << opbtiph 13-pn
hnnywéh 5-pn YEph wwhwbobbpny gubljwguéd hndwh nbwpnud Yhpwnby «jud
hwdwpdbp» punbpp:  *phy 1.1, 1.2, 1.3 Ypbpny wwhwbgynng hwdwupugpbph
wunptEublbpp bEpluywgymd by wypwbpbbph dunpyuwpwpdwl dwdwbwly:

Lbpgugwihnnuihtu thnn onn-
Uwqgnupwfubiwg, guén
tugdwu Jwudbunny N8,5

Nunppuupdwé b puhwghl, pbpdnuyjuuphly, pduuwinpughnt ng-ppnpuply
wnihghupipinphnhg, bwhuwpbudwé onn b buqmippwfubwy htupmpwgpuwgh hwdwp,
dJwbdlapp hunpniy gbpimpp ppbuwlp, (pwbdwsl junmgywéph, Pnnp ipppdwépp

Ynpugyws, Ubphh wugph wnljuynippudp, ®nnh bplwibwljwh nbipgbl ynghppy
qdh wnljuynipyudp: Quithup 8.5: 1. Uypwlipbbpp wkpp E mbbbwt' 1.1
GYpwdpnypyuwl bplypubphg nplk JEymd W/ jwd UUL-md W/ jud Swuynbhugnud
wypwpbbph gpubigdwt hwjwupuwghp (pwgwnnyzinit b Quqdnd <<-nuf
wpipuwnpwd wypwlpbbpp): 1.2 Upgpwnpnnht pipdwé wppunpnipuwl
whfippuwtignipyuwt b npuwlh JEpwhuljdwl dhgwqquiht hwjwupughp (1ISO, GMP, CE

Mark ywd wyy): 1.3 Upipwnpnn juquwlhbpynyapwt (Quwd wpgpunpanh

wyuwpnbwlwl bbpyuwyugnigsh) Ynndhg pijwy wypwtiph hwdwp ppjws
hwdwyunpwufuwbnipput b/wd npwlfi hwjwuyguughp: 2. Dhypwbbihnyppub
dwdlybp mbbgnn wypwbpbbph nbypnd wypwbpupbuwlbbpp hwbdbdwh wwhhb
wbypp b mbubbwl wabiwqb yhpwbbihnipub dwdybph 1/2-p: - 3. Unwehl nbnp
qpuwnbgpwé dwubwlhgp Ybpyuwyugynn pbfubhlulwl phmpweph hby wepp &
ubplwywgbh wuypwbpught tpwbh, wpgwnpnnh b Swedwh Gplph Jwupl (wypwbph
bhywpwapp) pbnbhunpynipgmiip: 4. «Yunwibph Jwupbiy << opkliph 13-pn
hnnywéh 5-pn Ybiph wwhwbgbbpny gubljwguwéd hndwh nbupmd Ghpwnby «jud
hwdwpdbp» punbpp:  *phy 1.1, 1.2, 1.3 YEpbpny wwhwbigynn hwuwuypwgpbph
wunpbbubbpp bephuwpwgynid By wwypwlpllbiph dunpuwpwpdwl dwdwbwly:

Lbppuswihnnuwyhtu thnn onn-
uwgnupwfubiwy, gquép
tugdw dwudbunny N9,0

Nunppuuypwsé | puiwbighl, pbpdnuypuuphly, hdyputipughnt ng-qpinpuhly
wnihhbppinppnhg, bwiuunpbudwé onn b lwgnippwiubwy hlupnipwghugh hwdwnp,
dwudbpp huwpnily gbptnipp pbuwlf, yubidwél Gunnigwéph, Pnnh ippdwépp
Ynpwgywé, Ubpphh wgph waljwmppudp, @nnf bpluwitwlwl nbipgbb unghypy
qéh wnljuympyudp: Quithup 9.0: 1. Uypwbplbpp wbipp F mbbtwl' 1.1
Gypwidpnpyul Epypubphg nplk JEGmd W/ jwd UUU-md I/ Qwd Swwynbipwgnd
wuypwbpbbph gpubgdwl hwuwupwgpp (pwguwnnypymb &b juqinwd <<-nud
wppwnpiwd wypwbpbbpp): 1.2 Upgpwnpanht npywé wpypwnpniub
whnfypwbgniput b npulh JEpwhuldwl dhowqquht hwjwuyughp (ISO, GMP, CE
Mark Yuwd wyy): 1.3 Upppunpnn Yuquwlbpynipyuwt (Guwd wpipwnpanh
wwipnbwlwl bepluywgnigsh) Ynndhg ydjuy wuypwbph huwdwp ppwé
hwdwwupwufuwbnput bW/jwd npulh hwuduwugpughp: 2. Mppwbbhnpgut
dwdljbyp mbubgnn wypwlpbbph nbwypnd wypwipunpbuwlubpp hwbhdbdwl wwhfl
wbypp F niibbwl wabtiwqb whipwbbhnyesywl dwdlbph 1/2-p: - 3. Unwght qnbnp
qpunbgpwé dwubwlhgp ubpluywgynn pbfubhlwlwl punpweph hbp whypp ¢
vbpluywgbh wypwbpuwyht bpwbh, wpipwgpnnp b dwqdwb Ephph dwupl (wypwlph
blpwpwaghp) pbnbyupdmipimbip: 4. «Yumdubph Jwuply << opblph 13-pn
hnnwéh 5-pn YEph wwhwbgbbpny gubljwgwd hndwh nbypmd §hpwnaby «jwd
hwidwpdbp» punbpp:  *phy 1.1, 1.2, 1.3 Ypbpny ywhwbgynn hwjwupwgpbph
wunpdbutbpp bbphwwgymd b wypwbpbbph dunplwpwpdul dwdwbwl:

Lbpouswihnnw)hu
bwanunpwfubiwg
wpdhpwgywd  thnn - gudp
tupdwu Jwudtinnny N:6.0

onn-

Lwfuunpbuwé k nhdwébnpught, LOR b bbpndppwpnidwlwl yhpwhunpnipgniiibph
wlbupbqhuyf opn-btwqn-ppwfubwy fpnipwghugh hwdwp: Munppuugpdws k
pwiwlghly, pEpdnujwuphly, pdwypwinpughnt ny-pnpuply wniffbfpinphnhg,
wpdhpwgwé sdwligmpnn wnnuuipny: Uwidbpp hwgpndy gbpunipp pbuwlh,
yruwbdwal yunmgdwéph, Pnnh ipppdwépp Ynpugyws: Ubpdhph ippuy: Pnnp
Gpluytnuljwts ud-wghty vwbnnuly: Upbppy thwpbpunnpmid: Quishup 6.004: 1.
Uwypwbpbpp whyp b mbbbwl’ 1.1 6Ypwdpnyayut Gplypubphg nplk d6hymd W/hwd
UUL-md U/ Ywd Bwwynbhuymd wypwbpbbph gpubgdwl hwjwupwghp
(pwgwnnipynil BU Juqdmd <<-md wppwngpydwé wypwlptibpp): 1.2 Upgppunpnnpl
yipduwé wppunpnipyul whipubgnippul b npwlh Jipwhuljdwl dhowqquyhb
hwywugpwghp (K50, GMP, CE Mark wd wyy): 1.3 Upyprwnpnn Guqiwlbpynipjub
(Yud wpipunpnnh wuwzgpnbwluwl Ybplupugnigsh) ynndhg pjw) wwypubiph hudwp
ppywd hwdwyupwupiwbmpub W/wd npulh hwjwugpuwgpp: 2.




Nhpwbbihmpul dwdlbp nbubgnn wypwbpbbph nbypn wuypwbpupbuwlbbpp
hwbdbwl ywhpb whpp b nubbwl watnjwqb whpwbbihnpul dwdybph 172-p: - 3.
Unwghts ypbnp qpuinbgpué dwutiwlhgp Ubpyuyuwgynn pbhbhyulul punyewgph hbp

whipp F ubplupwgbf wwypwbpuyht bpwb, wppunpnnh b dwqdwb Eplph dwupb

(wwypwbiph bwpwghp) pbnbhugpdmpyniip: 4. «Sunubph dwupty << opbiph
13-pnp hnnwéh 5-pn Ybpp wwhwbgbbpny gublwguwé hndwl nbwypnd Yppwnby «lud

hwdwpdbp» punbpp: *phy 1.1, 1.2, 1.3 Ypbpny ywhwbgynn hwwupwgpbph
wupkubbpp bplwpugymd b wypwbpbbph dwpupwpdwl dwdwbwl:

Lbpguswihnnw)hu onn-
Uwgnunpwjubiug
wpdhpwgywd  thnn - gwadp
6updwl Jwudtiinny N:6.5

Luwfuuwnpbuwé b nhuwdtnpuyhl, LOR b bbjpndppwpnidwlwl dhpwhwipnypniiubph
whbupbqhwh opn-twqn-ppwfubwy hlupnipwghuwyh hwdwp: Muppuugpywé £
puithutighl, ppdnuywuphl, hiuwipwghnt ng-ypinpuply wnihdhbhpinphnhg,
wpdppwgywé sdwlgnipnn wnnuupny: Uwbdbpp hunpndy gbptingpp ppGuwl,
pwbdwsl Yunngwéph, Pnnf lippwépp Ynpugdwé: Ubppph phy: @nnh
bpluytwlywt ud-ught vwhnnuly: Upbphy rupbpundnpnid: 2uihup 6.500: 1.
Uupwbpbbpp whipp F mbbbwt' 1.1 6dpuwdpmpyul bpyptbphg nplik dbynud b/ Yund
UUL-nuf I/ i Bunynbipuymd wypwbipbbph gputgdul hwwuypwghp
(pwgwnniypymits kb Guqund <&-nud wpypwnpdwé wypwbipbbpp): 1.2 Upgpunpnnht
yipywé wppunpmipyul whfipubgnipqut b npulh Jepwhuljdwt dhowqquit
hwiwupwghp (IS0, GMP, CE Mark Ywd wyp): 1.3 Upipunpnn ququwlbpuynipyut
(lywdd wpyrwnpnnp wwzpnbwlwl bbplwywgnigsh) Ynndhg pyjw) wypwbph hudwp
yinjwé hwdwyunpwufuwbniput b/ jwd npwlf hwjwupwgpp: 2.
Nupwbbhnypul dudybyp nbbgnn wypwbpbbph nbypnd wuypwbpunpbuwlbbpp
hwbsbdwt wwhpb wbpp F mbbiwl wnbuqb whpwbbihmpub dwdlytph 1/2-p: - 3.
Unwghts ypbinp qpuinbgpwé dwutuljhgp tbpluyugynn pbfuthwlul punipwgph htp
whipp k ubpluwywglh wuypwbpwipt bpwbh, wpipwnpnnh b dwedwl bplph dwuhb
(wwypwbph Yywpwepp) penblunpdniggmbip: 4. «Yunwibbph dwuply << opblph
13-pny hnnwéf 5-py Ybiph wwhwghbpny gubljugwé hndwb nbypmd Yhhpwnby «jud
hwdwpdbp» punbpp:  *phy 1.1, 1.2, 1.3 Ytpbpny wwhwbgynn hwywuypwgpbph
wunpsblbpp bbpluywgynud b wuypwipbbph dwphupwpdwl dwdwbwl:

Lbpouswithnnwhu onn-
bwqgn-inpwfubiug
wpdhpwgywd o gudp
6updwl dwudtinng N:7.0

Lwfuwpbuwé b phdwétnpuyghl, LOR b bbjpndppwpnidwlwl yppwhunpnipynisiph
whbupbqhuwfh opn-bwqn-ppwubwy pupnipwgfugh hwdwp: Muippuupwé £
ruthutighy, ppdnuuuphl, hiuwiipwghnt ny-typnpuply wnihdhbppinphnhg,
wpdhpwgywé sdwbgmpnn wnnuunpny: Uwbdtypp hunpndy gbptinipp ipbuwlyh,
yuwbidwsl funmguwéph, Panh lyppywépp Ynpwgyws: Ubpdph ipfuy: @nnh
bplywytwlwt ud-ught vwbnnul: Upbphy grupbpudnpnul:2uiiup 7.004: 1.
Uwpwhpbbpp whipp E mbbbwy' 1.1 Gypwdpnyaqub Eplpbiphg nplk JEymd b/ fud
UUL-mudf I/ lyundd Bwynbifwymd wypwbipbbph gpuibigdwt hwwuipughp
(pwgunniypymb b Guqunuf <<-nuf wpypwnpwé wypwbpbbpp): 1.2 Upgpunpnnpl
yipdwé wppunpnipywl whpwbgnipquwi b npwlh Jepwhuljdwl Uhgwqquyhlts
hwwuypwghp (I1SO, GMP, CE Mark wd wyy): 1.3 Upypwnpnn Yyuwquuwlbpuyniypjut
(Ywdf wppunpanh wwgnbwlwl bbpluyugnigsh) ynndhg yjuw wypwbiph hwdup
yipywé hwdwyuwipwufuwbnyput W/hwd npulh hwuapwghp: 2.
Nhpwbihnpuut dudlbp nbbgnn wypwbpbbph nbypmy wwypwbpunpbuwlubpp
hwhétwt wwhht whpp F nbbbwl wnbiwql whipwbbihnpul dwdlbph 1/2-p: - 3.
Unwght ypibnp qpunbgpuwé dwutwlhgp bbpluwyugynn pbfubhlwlwy pinipwgph hbp
wlipp £ ubpluywglifp wypubipuyht bpwbh, wmnwnnnrzh Ut Swquwh Eplph dwupl
(wwypwiph bljwpwgpp) pbnbyunpynyaynip: 4. «Yunuibpp Jwupty << opblph
13-pn hanwéh 5-pn Ybph wwhwlgbbpny guilugué hndwl nbwpmd Ghpwnby «yud
hwdwpdbp» punbpp:  *ppy 1.1, 1.2, 1.3 Ypbpny wwhwlgdnn hwwuipwgpbph
wunpbubibpp bbpluywgynud by wypwbplbph dunplupwpdwl dwdwbul:
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2unhg pwlywnbphn-
Uhpnwwjht Quswljwu
Ynuwniph hwdwp

1,

Puilppbphndhpmuughb qupps ptswnwlywt Yntapniph hudwp: Munppuupdué b putubighly
wwupdwuuwihg, dhugdwb suhup 15/15-22,qiphsp pwlmbnhn-tllmmuwmb Phuppwghwyh
wuphwbp 99.999% 24w RUT-h hwdwp, puizp 20g-hg ns wby, hnuph nhdwnpnipgniip 3.0ud
H20 (60)/pnwybf nbwpnud), JEnjwy ppuwpwdnipynitip ng wyty 32 dj: Uhwhjug oquugnpdédl,
upbphy b, wuhpngbb, ng qunpuply: 1. Uypwlpbbpp wbpp £ mbbwt' 11 Gpwdhnipyub
bplpubphg nplik dElmd W/ wd UUL-md I/ Guad Bwynbhuwynd wuyy tptbiph gpubigdwl
hwwugpughp (pwg it bl Yuwqunud <<-nuf wppunpwé wypwbplbpp): 1.2 Upmmrmnq]m
ippyws wppunpnipyul whfpubgnipyut k npwlh Jepwhuldwl Jhwqquihl hudwupughp
(ISO, GMP, CE Mark i uyy): 1.3 Upipunpnn yuquuwlbpuyniypyul (Gud wppwnpnnh
wwzmnbwhwb ubpluyugnigsh) Ynndhg ypfjwy wypubiph hunfwp ppduwé
hudi byt W/wd npuwlh hwwupwghp: 2. Mhypwbbijhnppub dwdybp niblignn
wu(pmhgbbph nbuypnuf wypwbpup buwlbbpp hwbdtdwb ywhhl whpp € mbbtwl wabjuqb
whpwlbihnpyul dudbph 1/2-p: 3. Unwght nbnp qpunbgpwé duutiulhgp bbpljwywgynn
inbfubihljuljul r-'*lmewrh htip u/bwz b ubpluyugbifs wwnwbewm" bpwbp, wpypunpnnh b

swquwl Ephyph dwupb (wwypwbph bl #lp) mbqbl;w:pa[mp;nmg 4. «Yumdbibiph Jwupbin <<
opltitiph 13-pn hnmlwél' 5-pny Ybph wwhwhighl & hnuut nbwpnul Yhpwnby «yud
hwdwpdbp» punbpp:  *phy 1.1, 1.2, 1.3 llbtpbpml ulwhwllgl[nq hwuupwgpbiph wunp6Eblibpp
tplyuugynuf b wiypuitiplbph duplyupuipuut uidwbuly

Cuswlwl ynuwnntp
dedwhwuwlh,
wlbupbqhwih hwdwp 60,

Nunppuugpdws b puhwbghly wiwugpdwuuwhg, bpljupmpynitp 152ud, Jhwgdub suup 15/22,
Glynit b, uwluyl gdwpfnn, mbfi phpniplughnt Ynbublppnpny Jhwguwé Gplynt funn Jusly,
whilyniuyhte Ynttsblppnp, pulppbphn Jhpnwwhl quphy, 3 ywhbupuyhl wply: 1. Uypwbpbbipp
whapp Embbbwt' 1.1 Gpwdhnipyub Eplpbbphg nplé JEynd W/jwd UUL-nud W/ ywy
Bwwynbpuwynd wypuwbpbbph qpubgdwt hwwupwghp (pwg il b luuquned <&-nud




p/d qunhgny

wpipunpywé wypwbipbibpp): 1.2 Uppunpanht ppdwé wppunpnippul wiipuiignipub b
npwlh Ybpwhulpfwl dhguqquihts hwduupwghp (1ISO, GMP, CE Mark lwd wyy): 1.3 Upypunpnn
Ywadwlbpuyrpyut (yud wpypunpnnh wuwpipnbwlywl Ybplwywgnigsh) Ynndhg ypjuwy wypwbiph
hwidwp ppfwéd hwdwuwpwuf yaywts W/ wd npwlh hwjwugpwghp: 2. Mhipabbhnpyut
dunllybip mbbgnn wypwbpbbph pbypnd wwypwbpwipbuwlbbpp hwbdbdwh wwhht wbpp £
mbbbwl wabuwqbl whpwbbihngeyuwt dwdytph 1/2-p: 3. Unwohb ppbinp qpunbgpwé
dwubulihgp YbpYwywgynn pbhubhlyulub punipugph htp wapp b bbpluwyugh wypubpuyht
upuwitsh, wpipwnpnnf b Swedwh plph dwupb (wypwiph Yywpwghp) mbnbllwwlmmmhn 4.
«Qunuubipp Jwuptn << opbliph 13-pn hnguwéh 5-pn Ybiph wywhwlight, & hndwb
nbwpnd Yhpwnby «wd hwdwpdbpr punbpp:  “phy 1.1, 1.2, 1. 3 l;blpbpml quhmhgllnq

Tered

hwuwupwgpbph wuiptbbbbpp bbpluwywgynid BY wuy Mﬂl‘ Junpljuwpwpdwl di iy

Lbpouswihnnwyhu

funnnywlyp hwywpwdnt

enptiph
huwnnipwghwih

ubiiElyuinhy
hwdwnp,

gudp fupdwlt Jwudbunny,
Epynuwugpwuh we 35FR

Lbipzbigunpnnuyhts funqniulh hwdwpwént pnpbph ubiblphy hupnipwghwyh hwdwp, guép
Gupdwl Jwbdtpny, plymuwbgpubf we 35FR: Spwubwy Jwhdbiph ppwdwehpp27d0d, Ppnbjubw)
dwbdtiph ppwdughdp’ 2100: bwqdp' Mnpbpypznne phwh bunnpppnbfupwy ingnyuwly-Thunp,
Uiphibap 1 hunp, Ubpluwnmgywd T Ynbbblpnp 2 hunp, Ynbbblpnp 15mm 2 hunp, Ywal
Ynttibilyppnp 1 hunp, Mypupynn Ynbbblppnp 1 hup, Upgpwdddwt dwypwnhptbp 4 hup: 1.
Uwypwbpbbipp whipp E mbbbwl' 1.1 Gpudhnippul bpyptbiphg nplk d&ynud W/wd UUL-md W/
Ywd Bwwynbhuymd wwypuwlpbbph gputigdul hunluluqlwth (pwgwnnipynit bY ([luqdnuf <<l ]
wpipwnpdué wypwbpbbpp): 1.2 Uppunpnnpb gpduwé pjwl whypubignipyul U
npwlh JEpwhuldwl Jhowqguyhte hwwugpwghp (1SO, GMP CE Mark Ywd ulj[) 1.3 Upypuunpnn
Yuquulbpympput (Yud wppwnpnnh wwappnbwlwt Upluwgnigsh) Ynndhg pifjw) wypwtph
hwidwp ppfwéd hwudwwupwufuwbngagub Whwd npulh hwduwagpughp: 2. Dhipwbbhnipub
dundljbp mibignn wypwtipbbiph nbwpmd wypwbpuwipbuwlbbpp hwbdbdwl wwhht whipp £
nbbbhwh wabuwqbl whipwbbhniyppwy dwdlbiph 1/2-p: - 3. Unwhb ipnbnp qpunbgpwé
dwutiwlihgp bpyuywgynn pbfubhyulul pinpwgph htp whipp £ bbpluwywgbh wypwbpuyht
tpwbp, wpypwnpnnf b dwqdwb bplph Jwuehb (wypubiph bywpwgfp) pbnbhupydnipniip: 4.
«Qumuubiph Jwufiin &< opbtiph 13-py hnnywéh 5-pn Ybiph wwhwbpbbpny gubiljugws hndwl
qbu[pmd’ Yhpwnby «pud hwdwpdbp» punbpp:  *phy 1.1, 1.2, 1.3 Ypbpny wuwhwbgynn

Juupwgpbph wunp6bubbpp M:r1 yuwgynid bY wwnuwlipbbiph duplwpwpdwl dwdwbwly:
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Ltipguswihnnwihu

funnnywyh hwywpwdnt

@enptinh
huwnnipughwh

ublywnhy
hwdwp,

gwdp tupdwt Jwudbnny,

Gpynwwugpwh
35FR

Gwlfu

Lbppbgwihnnuht junnnywlh hwdwpwént pnpliph ubiblphy pupnipwghuyh hudup, guép
Slpdwh Jwhdbypny, bplynuwbgputth dwju 35FR : Spuwfubwy dwhdbiph ppwdwghpp 2704,
Ppnufubwy dwbdbiph pppwidwqhép' 18Jdbwqudp’ Mnpbppznnt nhwh bunnpppnbfupuwy fenniwl-
Thunp, Uppibp 1 hunp, bbplhuwnnigwé T Ynbbblpnp 2 hup, Ynbbblpnp 15mm 2 hup, Ywsl
Ynulllppnp 1 hup, Dpegpdnn Ynbbblppnp 1 hunp, Upgpwdddwl duwypuwnpplbp 4 hunp: 1.
Uwypwhipbbpp whipp b mbbbwt' 1.1 Gdpwdhnypyul Gphpubphg npld dbinad b/ud LUL-md &/

Yuwd Bunynbfwyned wwypuwbpbbph gpubigduwl hun ;hp (pwg il bl uqunid <-nuf

wmnwrwllwd wypwbipbbpp): 1.2 Upqpunpnnhl qopywé wpipwnpnipyul we 1'1 bgnipyul b
npwlp JEpwhuljdwl Jhpwqguyhl hwduwuy q[rp (ISO, GMP, CE Mark Yuwd wyy): 1.3 Upgpunpnn
llwqdwllhnwnwwb (Ywd wpipwnpnnh wwppnbwljwl Ypluywgnigsh) Ynnihg pidjwy wypubph

n ippwé hwlwyupwupnwbnpyuwh b/jwd npulh huduwuopwghp: 2. Mhipwbbhnyppub
dundlybp mubignn wypwbpbbph nbupnid wypwpuwipbuwlbbpp hwbdbdwl wwhhb wbpp &
it wnbiwqb whypwbbpnyajul dunlllbmh 1/2-p: 3. Unwghli ynbinp qrunbgpwé
duutnuljfigp Ubplwywgynn pbubihluljul pumipweph hbvr whpp k ubpluyugbf wumwbpwmb

Ypuitsh, wpipwnpnnp b dwgdwl bplph dwuhl (wypwbph bywpwghp) pbnblhwgpdnienip:
«Qunulubipf Jwuplin << opbliph 13-pn hnnwéh 5-pn Ybaph wwhwbgbbpny qubluwgwé hqd’wb

nbwpnud Ghpwnby «qud hwdwpdbp» punbpp:  *phy 1.1, 1.2, 1.3 Yapbpny wwhwbgynn
hunuwupwgpbiph wunpsbibbpp bbplwywgydnid b wypwbpbiph dunplyupwpdwl dwdwbwl:

Lbpgugwihnnuyht

funnnywyh hwywpwdnt

enptiph
huwnnipwghuwjh

ubijiynhy
hwdwnp,

gwdp 6Gupdwu Jwudbnny,
Gpynuwugpwuh we 37FR

Ubpabigunfinquyht funqndulh hwdwpwén pnpbiph ubilEyphy htapnipwghuyh hudwp, gudp
Blpdwl Jwbdtipny, bplymuwbgpubh wy 37FR: Spuwfubwy dwbdbph ppwdwghpp 2844,
Ppnbfubw) Jubdtiph ppwdwghép’ 2100 bwqdp' Mnpbpipznne pphuwh kunnpppnbfufiwg funqnduwl-
Thunp, Upfybp 1 hup, bbpl gtwd T Ynbbiblpypnp 2 hunp, Ynbbblppnp 15mm 2 hwp, Ywdl
Ynbliblyspnp 1 hwp, Mypupedng l{nbhblmpnp 1 hunp, Upppwéddwl duypwnppbp 4 hup: 1.
Uypuwlplbipp whypp b mbubbwt' 1.1 Gypwdhnipyut bpyptbphg nplk dblnd W/wd WU L-nuf W/
Y Bunynbfpugnd wypwbpbbiph gpubgduwb hwyfwupwghp (pwg pynil bb Guqdmd <C-nud
wr"nwnr"lwd wwypuwbplibpp): 1.2 Umﬂwunnrxﬁb ypwd wipipuny b wifipubignipyuts b

4h JEpwhulydwt Jhowqquighle huyi hp (ISO, GMP, CE Mark llwd’ uuu 1.3 Upypwnpnn

b a Swlbipynipyut (Yud wppwnpnnh wyuzpntwlwy bephuwywgnigsh) Ynndhg pdjw) wypwbiph
h n ppywd huwdi fuwbinipyut Wipwd npulh hwjwupwgpp: 2. Mhpwbbihnigpywb
dwdlybiyy niblignn wwpwbgubph nbwypmd wypwbpunpbuwlbbpp hwbdudwl wyuwhhb wbpp £
mbbbwl wnbfuql u/[upulbbl[mlp]wb dwdlybph 1/2-p: 3. Unwght ppbinp qpuunbgpwé
dwubtiulhgp bbplwywgynn plfubhl b punipuwgph "’"ﬂ wtapp £ bbipluyugbh wypwbpuyhb
Upwbh, wppwnpnnh b dwqdwl bnlmh ht (wuypwbiph blypwpuwghp) phnblunpdnipyniip: 4.
«Qumuibph dwufity << opliiph 13-pn hm;tlwé[v 5-pn Ybph wuwhwbpbbpny qubljuguwé hndwh

nbwpnul Ghpwnby «ljwd hwdwpdbp» punbpp:  *phy 1.1, 1.2, 1. 3 l[lnpbpm[ wwhwlgynn
huuwuipwgpbph wunpébubbpp bbpl ynud b wypwbpblbiph dupupwpdwt dudwbwl:

d e b hed- 4

Lbipguswihnnuyht

funnnquwlh hwywpwdnt

enplinh
htunnipwghuwyh

ubiiyinhy
hwdwp,

gwdp 6updwl Jwudbnny,

Gpynwwigpwuh
37FR

Gwfu

Lbpauswipnquypt funqnyuwlh hudwpwéne pnpbiph ubiiblyphy hypripwghwih hudwp, guén
Glpwl Jwhdbipny, bplymuwbigpubh Swhs 37FR:Spwibwy dwbidbiph ppudwghpp 2844,
Ppnbifubw dwhdbph ppuwdwehép' 1800 Ywqup' Mnpbipypznne phugh Eannpppnbfubwy ennndul
Thuwp, Uppibp 1 hunp, bbplwnmgwé T Ynbblpnp 2 hunp, Ynbbblppop 15mm 2 hwp, Ywdl
Ynttublppnp 1 hwgp, Mpepdnn Ynbbblppnp 1 hup, Upypwéddwl duypwnpplbp 4 hup: 1.
Uwypwlpbbpp whpp b mbbtowt' 1.1 Gypuwdhnypyuts bphptbphg nplk deynd W/jud WU L-nuf W/
Yywd Buwwynbpwynid wypwbpbbiph qputigdsl h 1' ughp (pwgummp/mb lxb l;wqd’md <&emud
wpipunpywé wypwbpbbpp): 1.2 Upgpunpnn) wnlwé pypwnnig Yupuwbignipyuls b
npwih Yepwhulpdwl dhowqquypt hudwupwaghp (1SO, GMP, CE Mark fwd wyy): 1.3 Upipwnpnn
Yuwquwlhbpynipyuwt (Gud wnmwnnnrzlv u:wzmnhwhwb ubpljuywgnigsh) Ynnidhg ypedjwy wuypwbiph
hwdwp ppdwé hwd bnyayuts W/hund npulh hwwupwghp: 2. Dhipwbbihmpub
dwdlylip mbilignn um”mmpubn[r nbwypnd wumwbpwlpbuwl'hbpg hwbdbdwl wuwhhb wyhpp b
mbbbwl wnlu{wal whipwbbhnipyub dwdlbph 1/2-p: - 3. Unwght qpnbinp qpuwnbgpwé
fwubwlihgp Ybpluywgnn pblubhulul punipwenh htp wkipp & ubpluwwugbh wuypubpuhb
bpwitih, wpyrwnpnnh b Swquwt bl"lnl' uul (wnypusiph g ghp) pbnbywpynipymbp: 4.




«Qunufubph dwuptin << opblph 13-pn hnnwéh 5-py Ybph wwhwhghbpny gubiljugué hnduwb
nbupnd Yppwnby «yud hwdwpdbpy punbpp:  *phy 1.1, 1.2, 1.3 Ylapbpny wuwhwbgynn
hu bplibph duplupupduts dwiwbiuly:

Yuuypugnbiph wunpbblbbpp Wbpluywgynud bU wuyy

Lbippuswithnnuwht
funnnquwlh hwywpwdnt
pnptiph ubiiynhy
huwnnipwghwih hwduwp,
gwdp 6updwt dwudbtunny,
tpynwugpwuh we 39FR

Ubpabugwipinquyfte funnniulh hunjwpwént pnpbiph ubiblphy huypnipwghugh hwdwp, gwép
GUupdwl dwhdbypny, bplnuwbgpuwih we 39FR: Spwhubw) dwbdbph ppudwghpp 2944,
Ppnbifubwy Jwbdtaph ppwdwghdp’ 2100 Ywqdp' Mnpbpgpznne phuh Eunnpppnbfufiuy fenqndwl-
Thunp, Upfybap 1 hunp, bbplunnigdwé T Yntbblppnp 2 hup, Ynbbblpnp 15mm 2 hup, Ywdl
Ynbbillypnp 1 huwg, Mpgpynn Ynbublpnp 1 hunp, Upipuwdddwl dwypwnhpbp 4 hunp: 1.
Uypwbipbibpp whipp E mbbbwt' 1.1 Gpudhnipywl Epypbbphg nplk dblnd W/wd UUL-nuf I/
Ywd Bwwnbfwnd wypwbpbbph qpuwbgdul hwfwupughp (pug il bt Juqunud <<-mud
wppuwnpywéd wypwbptbpp): 1.2 Uppanpnnhl pnpdwé wpypwnpmpyul wbipulignip)ul U
npuwlh epwhuldwt dhowqquyhtt hujuupwghp (ISO, GMP, CE Mark Ywd wyy): 1.3 Uptpuwnpnn
Yuwquuwlbpymipput (fud wmnwnnnnh wwpipnbulyuwl Ubpluwywgnigsh) Ynndhg ypdjuy wypwbph
hwdwp ppdwd h wuwipwufuwbnipyul W/ ljwd npml/h hwunpwghp: 2. Nppwbbhnipjut
dwdlybiyp mbbgnq wumwllphbph l;buuzmd' wpwhpuwpbuwlbbpp hwbhdbdwb wwhhl wybpp £

uby Juwql whipwbbihmpyuwt dwdytaph 172-p: - 3. Unwg[lb ybnp qpunbgpwé
lhgp ubpluyugynn mblvl'hllwllwll punipwgph Mﬂn whupp £ bbnkuuwgbh wwnwhnwmb
bpwlih, wpipwnpnnf b dwedwh bpliph duwufpb (wypwbph Wywpwghp) plnblugdnigs 4.
«Qunulubph d’muhtm <L opbbp]l 13-pn hnnywéh 5-pn Ybph ywhwbpbbpny gubiljwgwé hqdum
nlwpnul Yhpwnby «ljwd hwdwpdbp» pwnbpp:  *phy 1.1, 1.2, 1.3 lﬂnphpm{ wwhwbgynn
hwiwuipwgpbph ulwqrﬂbbbhpp bbpllqugl[md' bb wypwlpbbph dupluwpupdwl dwdwbul:

1, 1,

Lbipguswithnnuihtu
funnnqwyh hwywpwdnt
pnptinh ubiinhy
hunnipwghuw)h hwduwp,
gquén Gugdwl  dwudbinnd,
tpYynuwugpwh Gwfu
39FR

Lbppbigunpnnuypts funqndulih hujwpwént pnptiph ubiblppfy hupnipughuih hwdwp, guwép
Glpdwl Jwdbipny, bplnuwtigpuwbh dwhs 39FR: Spwfubwy dwbdbyph ppwdwghpp2944,
Ppnufubuwy dubidtiph ppudwghdp’ 230dbwqdp’ Mtnpbpipznne pnhuh Ripnpppnbfupw) funnnduwl-
Thunp, Uppybip 1 hunp, bbplpunmgywé T Ynubblppnp 2 hunp, Ynbblppnp 15mm 2 hup, Ywal
yntublppnp 1 hup, Mppynn Ynbbblppnp 1 hanp, Uppwéddwl dwpwnhptibp 4 hunp: 1.
Uwypuwtipibipp whpp F mbbtwt’ 1.1 bypudhnyput bphyptbphg npld dblnud W/jwd WU b-nud b/
Yunf Buwynbpwynud wypuwbipbbph qputgdwt hwjwupwghp (pwg il Bb lpuqunid <&-nuf
wppwnpiwé wypwbpbbpp): 1.2 Upgpwnpanpt apwé wppunpnyppul winfpwbqnipyul b
npuwlh JEpwhulpdwl Jhgwqquypt hujwupwghp (ISO, GMP, CE Mark jwd wyy): 1.3 Upipunpnn
Ywqdwlbpynipyut (Yud wppwgpanh yuzpnbwlwt bepluywgngsh) Ynndhg pjwy wupwbiph
hwdwp ppdwsd hwdwgupwufowtngegul Wwd npulp hwjwapughp: 2. Dfupwbbihnipub
dundlptp mubgnn wypuwlipbbiph nbwpmd wypubpupbuwlbtpp hwbdidwl ywhhl whpp k
mbbbwl wabuql whpwbbhnppuwy dwdlbph 1/2-p: 3. Unwghl plnp qpunbgpwé
dwubiwlhgp tbpluywgynn pbhtiplwlul punpwgph htip whpp & ubplwywgbh wypubpwht
Upwbfy, wppwnpnnh b bwqwb bphyph Jwupl (wypwbph bywpwghp) pbnbiunpdmpynitp: 4.
«Qunuubiph Jwufitts << opbtiph 13-pn hnndwéh 5-pn Yeph wuwhwbgbbpny gubljugué hndub
nbwpnud Yppwnby «jud hwdwpdbp» punbpp:  *ppy 1.1, 1.2, 1.3 Yapbpny wuwhuwbgydny
hunwupwgpbph wupSbbbibpp Wphuywgynid Y wuypwiptitiph dunpuwpwpdwl dwdwbwl:

Lbipguswithnnwjht
funnnquwyp hwywpwdnt
enplinh ubijtlyinhy
huwnnipwghwyh hwdwn,
gwdn 6updwl  Jwudtnny,
bipynuwugpwuh we 41FR

Lbppligunpnnuypt ungnduilih hudwpwéne pnpbiph ubblpfy htupnipwghuyh hudwp, gudp
Slpdwh Jwhdtpny, bplymuwbgpubf we 41FR: Spwiubwy dwhdbph ppuwdwghpp 3104, Ppnbfubw)
dwbidbiph ppwdughdp’ 2100: Ywqdp' Mnpbpypznne phuh tunnpppntifufiw funnndul-Thunp,
Uppybip 1 hunp, bbpljunmgywé T Ynbtblpnp 2 hunp, Yntublypnp 15mm 2 hunp, Ywél
Ynttsbilppnp 1 hunp, Mpepynn Ynbited ;, 1 hunp, Upipwdddwt dwypunppbp 4 hunp: 1.
Uypwhpbbpp wbypp b nibbwt” 116 Ihnipyubs bpyptbphg nplé Jbynd W/iwd UUL-md W/
Ywd Bunynbpuyn wypwbpbbph gpubigdwl hwjwupwghp (pug il B Yuqinid <-md
wppunpwé wypwbipbbpp): 1.2 Upypunpanht pipdwé wpgpunpnippul widpulignpyul b
npwl'[l ybpwhuldwl dhgwqquypt huwupwghp (ISO, GMP, CE Mark fuwd wyy): 1.3 Upipunpnn

quwlbpympyut (Gud wppwnpnnh wuzpnbulwl Ybphuywgnigsh) Ynndhg pdjuy wuypwbiph
huufmp yipyuwéd hudwyuwipwupswbingpyut W/ jwd npulh huduupwghp: 2. Thipwbbhnysjub
dudljby miibgnn wwypuwbpbbph nbwypmd wypwbpupbuwhbbpp hubdbdwl wwhht ybpp §
bbbwb wnbwqb whpwbbihnypguwh dudybph 1/2-p: - 3. Unwghl prbnp qpunbgpué
Uhgp Ybpluwywgdnn pbfubihljulul punipwgph hbyp wpp b ubpluyugbh waypwbpuwhb
bpwbh, wppunpnnf b Swadwl tplph dwupl (wwypwbph Yywpwghp) pbnblugpdniypnip: 4.
«Qunulibiph Swufitin << opbitiph 13-pn hnnwéh 5-pn Ybph wwhwbgbbpny guijwgwé hndwh
nbwpmd Yhpwnby «jwd hwdwpdbp» punbpp:  *phy 1.1, 1.2, 1.3 Ypbpny wuwhwbigdnn
hunjuupwgpbph wunpsbubibpp bbpluwywgnd &b wuypwbpbbph dunpljwpwpdwl dwdwbwl:

forerst

19

Lbipguswihnnuihu

funnnwlh hwywpwdnt
pnptiph ubijtyinpy
huwnnipwghwih hwdwp,
gwén Gugdwl dwldbnny,
tpynwwugpwuh dwfu 41FR

Lbpzbigunhnnuyhts jungndwlh hudwpwént pnpbiph ubiblppfid hupmpwghuyh hudup, guép
Sbpdwl Jwhdtapny, Eplymuwbgpubh Swhs 41FR: Spwiubw) dwbdtph ippuwdwghpp 3144,
Ppnbfubiw) Juwbdbiph ppwdwghép’ 231)'1! Lwqup' Mnpbpygznne phwh Eunnpppnbfufiwy funqnduwl-
Thunp, Upfybip 1 hup, bbpl, & T Yntbitilppnp 2 hunp, Ynbublppnp 15mm 2 hunp, Ywal
Ynblublppnp 1 hunp, 'mpqulnq l’nbbblmmp 1 hunp, Upipwdédwt Suypuwnhpbbp 4 hunp: 1.
Uypwpbbpp whipp b niibbwt' 1.1 6dpwdhnypyub bphyptbphg npld JEynd lt/l[un! UUL-nud b/
Yunf Buynbpwymd wypuwbipbbiph qpubgdwl hwjwugpwghp (pwgummpjmh bb llwqdnuf <&-nud
wpipunpwd wypuwbpbbpp): 1.2 Upypunpnnhl ppywé wpguny Yipwlignipjuts b
npwlih YEpwhulpwt dhowqquypl hwwupwaghp (ISO, GMP, CE Mark lluld wyy): 1.3 Upipunpnn
Yuwquwlbpympput (qud wppunpanh wwzgpnbulwl Ybpluwugnigsh) ynndhg pjw wuypwbph
hwdwp ppwé hwdwy fuwtinypyut W iwd npulh hwdwupuweghp: 2. Dhipwbbhnipub
dwdltyp mubgnn mu[pwbpbbph nbwpnud wypwipunpbuwlbbpp hwbdbdwl wwhht whpp £
mbbtwt wnbiuqb whpwbbihnppub dudbph 1/72-p: 3. Unwghl ipbinp qpunbgpuwé
funutiulihgp Ubpluyugynn pbluthlulub punpweph by whpp & bbplwjwgbh wypuwbipuhl
pwbth, wpyunpnnh b dwquwy bplph dwupb (wypwbph Wywpugfp) pbnblwpdnipndip: 4.
«Qunuiubph dwupltn << opbitiph 13-pry hnnyuwéh 5-pn Ybph wwhwlgblipny gubljwguws hndwb
qb:qgmd ll[rpwnbl «lpunf hwdwpdbpy» punbpp:  “phy 1.1, 1.2, 1.3 Ypbpny wwhwbgynn
gpbiph wunplulibpp bbpluywgynid bb wypwlpbbph dwiplupupdwl dwdwbiuly:

20

Ewpnnipw|  wuqqujwgdwu
hw]wpwdnt- dhtuhuwjwl
$hpuwnpny 18G

”)lnpg b wwpninulh Sminfup JEywinupuuphly wubin'18 G 80mm, Upwqddwé, dfuginn
plpyubpny: Mnghwdhnuyhl Yuptpbp’ bzwqétlwé Yinp suypny b 3 whgpny: Ywpbipbph
bbpwphdmh Uhwgnighs wd’mp $Phpudiuts ht nmipqudp, bepuwpldwt dwdwbuly whbupbiphlf

hnuph Jwdp, gnibwypte b f)bgtnul]u“mb “EMPINACUL” qpuppbpuwldwdp: Swép

(b ) Lot

nhdwnpnipyudp bpwplhs' 10d] htipppwgh vwhdwbunhwhpsny: Pulppbppndppnwwhl Bhgpp |




0.2dyd, tplyynnd phpppwghwyny : Ynbliblppnp “Lodkp”, Ywpbpbph ninnnpnpys:Ywpbipbph
$hpuunpnp wynilyghuyh dwunid phpudwt hwdwp, swlniplybt thwihnly hhdpny, df Ynndhg Yuysnits
Jwlbpbuny, dnwpt'’ hnaip wpuuphlyl thwlpwl vbniwly Qwpbipbpp mohn wblwl puwl hpubin
hwdwp, npp Gubpund b jupbpbph gupwhwluwl pEnuwpdndp b dwpmdp: 1. Uypwbpbbpp
whipp b nbbtwt’ 1.1 GYpuwdhnypyut Epypttphg nplk dynd W/ jud UUL-nud W/ ud
Bunynbfuymd wypwbpbbph gpubgdwl hwjwupwghp (pwguwnnipyni b Yuqunud <<-nuf
wppunpwd wypwbpbbpp): 1.2 Upgpunpnnht qipdwé wpgpwnpmpyut wiipuwbgnipiul b
npwlh Jepwhuldwt dhgwqquyhts hwdwuypughp (1ISO, GMP, CE Mark Ywd wyy): 1.3 Upyppwnpnn
Yuquwlbpynipyut (pwd wppunpnnh wuwapnbwlwl bbpluwywgmgsh) Ynndhg pijwy wypuwbph
hwdwp ppfwé hwdwyugpwufuwbngeput W/jwd npulh hudwupwgpp: 2. Mppwbibihnygppub
dudlybip mbbgnq wwypwbipbbiph nbwypnd wypwbpupbuwlbbpn hwbdbdwl wwhhb wbpp b
mbbbwb umtu[mqb whipwbbihmpyut dwdybph 172-p: 3. Unwghb qpbnp qpunbgpwd
fwululhgp Ubpyuwyugynn mblvblrllwllwb pbmpwonh hbyp whipp £ ubpyuywgbp wypwbpuhl
Upwbh, wppuwnpnnh b dwqdwl bplyph Jwupb (wypwbph Yywpwehp) phnbiupyniypynip: 4.
«Qunuiubph Jwuptiy << opbllph 13-pn hnm[wd[r 5-pn Ybph wuhwlglbipny qubljwgwé hndw
nbwypmd Yhpwnby «ud hwdwpdtpr punbpp:  *phy 1.1, 1.2, 1.3 Yapbpny wwhwlgynn

hujwupwgpbph wunpdbbbpp bbpwywgynid BU wypwlpbbph dunplwpupdwl dwdwbwl:

21

Ewhnnipw)  wuqqujwgdwu
hwywpwdnt- dhuphwwy
$phpuwinpny 16G

Mbpp b ywpmbwlp Smnfup JEwunuuwuphly wubn'16 G 80mm, bpwqdws, dhwgynn
plplubpny: Mnjhwdhnuyhl Yuptpbp’ hzwthlwé lunn duypny b 3 whgpny: Ywplipbph
bbpupldwl dhwgnighs wdny $I'E T htwpwnpnipyudp, bepwplydwl dudwbwl wbbupbiphlh

inppuwhnuph pwguadwdp, gniiugh b ppbuljusmb “t"ﬂh'lnhl’UL" pwppbpwldwdp: Swép
nhdwnpnipjudp bbpuplps' 10d] hbyppbpweh vwhdwbuwuwlhsny: Pwlpbphndhpnwwht $hipp
0.2dyd, tiplylnnd Dhpppwghwyny : Unbblppnp “Lbip”, Yupbipbph ninnnpnpy:Ywpbipbph
Phpuunpnp wniblghuyh dwund hpudwt hwdwp, dwhniplybl huphndy hhdpny, dh Ynndhg Yuysnb
dwlyipbuny, dimwht’ Ynagp wpuuphlyl guulpub ulzq:!wll ywpbipbpp ninhn whiywl puwly phpubing
hwdwp, npp Yubihnud £ yupbipbph wwpwhwlwt penwzwpdnwp b dunup: 1. Uypwbpbbpp
whipp Embbiwt’ 1.1 ypundpnyapul bpl[pllbp/lg nplxt d’hl[nu! h/l/uuf UUL-nud W/ Yund
Bwuynbhuynuf wypwlipbbiph qpubigdwl huduwupuwghp (pugwnnipyni bu llwafnuf <&-nud
wpypunpwé wypwbpbbpp): 1.2 Upypuunponhb ppywé wppunpnipywl whypwbgnipub b
npwlh Epwhuljduwt Jhpwqquyphte hwdwugpwghp (1SO, GMP, CE Mark ywd wyy): 1.3 Upypunpnn
Yuquwlbpynipput (Yuwd wppwnpnnp wwapnbwlwh bepluwwgnigsh) Ynndhg pujwy wwypwbph
hwdwp ppdwéd hwdwyugpuufuwbnppub W/wd npulh hwduupwghp: 2. Mhpwbbihngsgwl
dwdljbap niiignn wypuwbiplitiph nbwypnid wypwbpwipbuwlbbpp hwbdbdwl ywhht whpp £
bl wnbuwqb whypwbbhnyppul dwdbiph 1/2-p: 3. Unwght ppbnp qpunbgpwéd
duwutnwlhgp Wbpluywgynn pbfubhlulwt pinypwgph htipp whpp & bbipluwgbh wuypwbpwhb
bpwbih, wppwnpnnh b dwqedwb Eplph dwupb (wypwbph blpwpwgpp) pbnbhunpynigymiip: 4.
«Qunuubph dwufiin << opliiph 13-pn hnpwéh 5-pn Yaph wwhwhobbpny qubljwgwd hndwb
nbu(pmd’ Yppwnby «yuwd hwdwpdbp» punbpp:  *phy 1.1, 1.2, 1.3 Ylapbpny wuwhwbgydnn

h

Jwupwgpbph wunpdbbbibpn bbpluwjwgynd kb wpwhpblbiph dunpluwpwpduwl dwdwbwl:

Cuswlwl Ynuwnnip
dbdwhwuwlyh,
wubuptqhw)h hwdwp 72"

Nunppuwuywé § puhwlighly wpuupdwuuughg, tplwpnipyniip 183ud, dhwgdwl swihup 15/22,
whipp b huh 6ymb, vwljuyl sduwygnng, mbbiw phj:mpl[ulglmb Ynbublppnpny Jhwgwé Eplne
Junnnyuwly, whlynitaught Ynbbblppnp, quqbph dnbpgpnphtiqh wnpy, 31 wwhbugpughl wwpl: 1.
Uwypwptbtipp whypp E mubbwt' 1.1 Gfpuwdhnypjul bplypubphg nplk dblynd W/ wd UV L-nud b/
Yuwndd Swwynbpugnud wwypwbipbbiph qpubigdwl huduugpwghp (pwgummpjm!l bb Yuqunid <<-mud
wppunpué wypwbipbibpp): 1.2 Upypanpnnhb (npywé ugnipjuwlr b
npwlh YEpwhulpdwl dhowqquiht huulwmpu:q[vp (1SO, GMP CE Mark l[un! uq[) 1.3 Upypunpnn
Ywquwhbpynipyubt (Yud wppwnpnnh wwzpnbwlwl bephuywgnigsh) ynndhg iy wwypwbiph
hwdwp ppwé hwdwyupuwufuwbmppub Wwd npulh huquupwghp: 2. Dhipwbbhnpgul
dundlybiyp niblignn wwypwlipbbiph nbwypnd wypwhpupbuwlbbpp hwbdbdwl wywhhl wbpp £
mbbbwl wnbuql whypwbbhnpuut dwdtiph 1/2-p: 3. Unwohb ipbinp qpunbgpwé
Jwubwlhgp bplyuywginn pbfubhluwlwt pinypwgph htip whipp & bbpluugbh wypwbpwht
bpwbh, wppwnpnnh b dwqdwb Ephyph dwupb (wypwbph bywpwepp) pbnblupynipymbp: 4.
«Qumuubph Jwuptn << opliiph 13-pn hnnywéh 5-pn Ybph wuwhwlgbbpny qubljwgwé hndwh
nbwpnud Ghpwnby «ljwd hwdwpdbp» pwnbpp:  *phy 1.1, 1.2, 1.3 Yapbpny ywhwbgynn

hwwupugpbph wunpsbbbbpp Ybphuywgynud Y wwypwbpbbiph dwpluwpwpdul dwdwbwl:
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Luwh bujwé b nhdwdtngpuyght, LOR U bbjpndppwpnidwlywl Jhpwhuwgpnipyniiibph
wbbupbqj:wm opn-uwqn-ippwfubiwy pipmipwghugh hwdwp: Muppwupdws | pugiubighly,
yphly, pduyputiy yh"t' ng-ynpuply wnifidhbifpinphnhg, wﬂl’hﬂﬂly-lwézdwbqnmnrz
“l'"l“l"-"l""l Uwbdbpp hunpniy glipinipp qpbuwlh, qpubdwal | Yuwédph, Pnnh lippywdpp
ynpwgywé: Ubpphh phuy: Pnnp bpluytiuluts ud-ughl UW?"mwll Ulpbph[ thwpbpuwynpnd;
Quithup 7.5 UU: 1. Uypwbpbbpp whipp b mubbwd” 1.1 bypwdhnypjub bpypbbphg nplé dEynut
W/ yund WU L-mud I/ lpd Sunynbihwynid wnypuipbibiph qputigdwt hwdwapwghp (pwgwnnipinl
bt Juqdnud <<-mud wpypunppwé wypwliptbpp): 1.2 Upgpunpnnht ppwé wppunpnipyub
mm[qrwqupjum 7 npwl[[) Ybpwhulydwl dhpwqquyhts hwuwupwghp (ISO, GMP, CE Mark Yuwd
wyy): 1.3 Upipuwnpnn Guqdwhbpunipywb (lluuf pyrwnpnnh wwaipnbwlwl bbpluywgnigsh)
Ynndhg ipdjwy wuypubiph hudwp ppywé h fuwsiniayuts b/Yywd npwlh hwduwugpughp:
2. Dhpwbbihnipyul dwdlby niblgnn wu”rwllphbp[r nbwpnul wuypwhpunpbuwlbbpp hwbdbdul
wwhhtr whipp b mbbbwh wnbiuqb yhpwbbihnyayuwl dwdlbph 1/2-p: 3. Unwghl (pnbinp
qpunbignuwé dwutnwlihgp Ubpluywgynn pbfubthlulwl ptinypwaeph hbyp whipp & bbpluywgbf
wypuwbpuyhl bpwbh, wpgpwnpnnh b dwedwh phph dwupl (wypwbph bywpughp)
ipbnblunpdnipymibip: 4. « Yumdbiph Jwupln << opbtiph 13-pn hnnydwéh 5-py Ybph
wuwhwlgbbpny gubljwgwd hndwb nbwpmd Yhpwnby «yud hwdwpdbp» punbpp:  *phy 1.1, 1.2,
1.3 Ybplbipny wwhwhgdnn hun[wutpwqpbp[r u[uupﬂbbbbpg vbplyuwywgymd b wypwlpbbph

~ U bl L
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Luwfuunpbuwé b npdwdinpuyht, LOR L bbjpnz[ﬁpmpmdwl/wb n[[lpwhwq-lmp;mbbbph

wbhupbqlvwm opn-tugn-ippuwfubwy hupnipwghwh hwduw Wy & b pwthwbighl,
prEpdnuyuuphly, pdujubipwghnl ng-tppnpuply wnihypupipnphnhg, wndhnwytlwétdwhonmnn
ynnuupny: Uwtdipp hupndy giptinipp pbuwlh, qruubidwal | [wéph, @nnf Yippduwépp

Ynpwgdwé: Ubpdph pphuy: @nnh bplwybwluwl ud-wiht uwlumull;: Uipbppy
thwpbpwynpnd:2uihup 8.004: 1. Uypwbipbbpp whipp & mbbluut’ 1.1 bypuwdhmipyul’




Eplpubiphg nplik dEynud W/ WU -nud I/ Qud Bwwynthwgnd wuyy bpbbiph qpubigdwl
hwuugpwghp (pugwnnipymb &y juqdned <<-nud wpipunpws wypwbpbbpp): 1.2 Upiqpunpnnht
ppyué wpypwnpnpul wifpwbgnypyuwt b npulh JEpwhulpdul dhgwqquyhl huduupughp
(ISO, GMP, CE Mark [unf uyp): 1.3 Uptpwnpnn Yuquwlbpynipyute (Yud wpipwnpnnh
wuzipntwlwy bbpluyugnigsh) Ynnihg pdywy wwypwbiph hudup ppyué
huwdwyupwufuwbnpyut b/Guwd npulf hwduugpwghp: 2. Mhipwbbihnypjub dwdlybiyp niilignn
wypwbptbph nbypnud wypwbpunpbuwlbbpp hwbdbdwl wwhht whpp Enlibwl wnbwql
whipwbbhnpyut dwdlybph 172-p: 3. Unwghb ppbnp qpunbignwé duwubiwlhgp ubplpwpwgynn
ipbifubhljuljwl pinipuwgph hbp whpp b bbpluywgh wypuwbpwyhb bawbh, wppunpnnh b
Swquwh bplph dwupl (wypwbph bwpwghp) pbnbiupdnipgniip: 4. «Yunwubph dwuplin <<
oplitiph 13-pn hnnywdh 5-pn Ytph wwhwbgbbpny gubiljwgws hndwb pbwypnud Yhpwnby «fund
hwdwpdbp» puwnbpp:  *phy 1.1, 1.2, 1.3 Ypbpny wwhwlgynn huduupugnbph wuy 6LULEpp
bbplyuywgynud bl bplbiph duplupwpdwl dwdwbwl:
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phpnipjwdp,

Luwfuwpbudwé b phdwétnpuyht, LOR b bbjpndhpwpnidwlut dhpwhwipnipniibbph
whbupbqhuyh opnyppwiubiwy hupnipwghwyh hwdwp: Munppuupyws § puwihuwbghl,
phpdnyuuphl, hluutnpughnt ny-qnpuply wnihdhbfypinphnhg, dwudbipp hunpndy qbptnipp
pbuwlh, pubdwdl yunnigwsdph, ®nnh yppdwépp Ynpuwgywé, Ubpphh whgph waljuwynipyudp:
®nnf bplwywljwl nblupgbl wyngpiphy géh walwnypjudp: @nnh Eplywybnwlpwb ud-wihb
uwbnnuly: Upbippy thwpbpundnpnid: uihup 6.00d: 1. Uwypwlptbpp whypp £ mbbbwt' 1.1
bypwipnipayut bplpbiphg nplk dEYnu l/jud UU L-nud b/ und Bwynbpugnud wwypwbpbibph
gpuiigdwl hwwupwghp (puwg gl bl Yuwqunud <&-nud wpipunpywé wypwbipbbpp): 1.2
Upyrumpnnht ppwé wppunpnypyul whypubenypyul b npwlh Jepwhuldut dhowqguyht
huuwuypwghp (1SO, GMP, CE Mark ywd wyy): 1.3 Upipunpnn Yuquwlbpunipjub (Y
wpyunpnnh wuzpnbwlut bbplwywgnigsh) Yynndhg iy wupwbph hudwp ppdué
wupwufuwbinipput b/gwd npulh hwjwapwehp: 2. Mhypwbbhnipyut dudlby ntibgnn
wypwpbbph nbwypnd wypwbpupbuwlbbpp hwbdbdwl ywhhb whpp £ nbibiwl wnbiuql
whypwbbihnyput dwdlbph 1/2-p: 3. Unwght qpbinp qpunbgpwé dwubwlhgp vbplyuwywgynn
wpbfutihlpwlut pinipwgph hty whipp & ubpluywgh wypwbpuyhl baubh, wppwnpnnh b
Swadwh bplph dwupl (wuypwbph Yywpwghp) pnbiunpdnyniip: 4. «Qumuubph Jwufiin <<
optitiph 13-pn. hnndudh 5-pn Ylaph wuhubgbbpng guibljugus hndwt nbwpnul Yhpwnby «jund
hudwpdbp» punbpp:  *pfy 1.1, 1.2, 1.3 Ypbpny wwhwbgdnn hwdwuipugnpbiph wupsbulbpp
ubipl, Jnud B wypuwbipbibph dunplwpwpdul dwdwbwl:
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6.5 “Cwpwy” pbpnipjwdp

Lwhuunpbuwd b nhdwdbnipuyht, LOR b bbpnyppwpniduljul Yhpwhuwpnipymbbbph
ubupbqhuyh opnippwfubuy hpnipwghuyh hudwp: Muppuupwé b puihutghl,
phpunwyuuphly, hlugutapughnt ny-pnpufly wnihdpbfypinpfinhg, dwudbipp huwipniy gbplinipp
buwlp, pubdwal | [wdph, Pnnh lpppdwépp Ynpwgduws, Ubp$hh wlgph wnluynipjudp:

@nnf bpluytiwlwl nbinpgbt wnghyphy géh wnljuynipyundp: Pnnh bpluybiwljwl ud-wypbs
uwtipnuily: Uipbphy thwpbpwynpnud: 2uihup 6.504: 1. Uypwlplbpp whpp £ mtbiwt' 1.1
Bypuwdpnipyuwl bplptitphg npld dEYnul W/ wd UUL-md W/ Yund Buwwynbhuymd wypwlpbbph
gpubigdwlt hwiwupwghp (pugunnipynit by uqunu <<-nuf wppunpwé wypwbpbbpp): 1.2
Uppunpnnht ipdwé wppunpmipyut wifpuwbgnipyub b npulf Jepwhuldub Jhgpwqquihl
hwiwuypwghp (ISO, GMP, CE Mark Y wyy): 1.3 Uppunpnn Yuwquuwhbpuynipjul (Yuwd
wpipwnpnnh ywpniwlwb dbplugugnigsh) ynndhg pyjwy wypwbiph hudup ppyws
huwdwwupwufuwtinepul b/Guwd npulh hwduwapwghp: 2. Mhypwbbihnypjub dwdlybyp niubgnn
wypwbiptlbiph pbwpnd wypwbpuwpbuwlubpp hwbdbdul ywhhb ybpp £ nibbbwl wabuwql
whipwbbihnipput dwdlybph 172-p: 3. Unwghb ynbnp qpunbgpwé dJwutiuljhgp bbplpwywgynn
pbfutthljwlywt pinypwgph hbp whipp b bbpluyugh wupuwbpwyht bubh, wppwnpnnh
Swquwl Eplyph dwupl (wypwbph bjwpwghp) pbnblugpdnipnip: 4. «Qumdubph Jwuptin <<
opbtiph 13-py hnndwéh 5-pn Yph wwhwligbbpny guitljugwé hndwb nbwypmd Yhpwnby «ud
hunfwpdtpy» punbpp:  *phy 1.1, 1.2, 1.3 Yapbpny wwhwbgdnn hufuwupwgnbph wunpEubbpp

q

Ubplwpugynid b wuypuwbpbbiph dwpupupdwl dwdwbul:
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phpniejwdp

Vwhiunpbugué £ npdwdtnpuyht, LOR b bypndhpwpnidwlub dhpwhupnipniibbph
whbupbqhuwh opnippuubw ftupnipwghugh hwdwp: Munppuuypdws t putwbighl,
plpdnuyuuphl, hlypwtpwghnt ng-pnpuhl wnihdhthpinphnhg, dubdbipp hunpni qipunipp
pbuwlh, putdwdl junniguwéph, ©nnp Yyppdwspp Ynpugyws, Ubphh wlgph wnljuynipywdp:
®nnp bpljwtuljwt nbtupgbl wnqhiphy géh wnljuynippudp: Pnnh bpljuytiulpwt ud-wpht
uwhinnuly: Upbiphy thwpbpuynpnul:2uifup 7.004: 1. Uypuwlpblbpp whpp Embbbwt' 11
Gypwidpmpyuw bpypbphg nplk JEynd b/Gund UUL-nud U/ lunf Buwwnbpuynid wypuwbpbbph
qpuwligdwl hwywupwghp (pugunnipind &u uqunud <<-nuf wppunpywé wypwplbpp): 1.2
Upipuwnpnnhts ppdué wpipunpnipyut whputignyapul b npulh Jepwhuldwt dhowaquiht
hwyuwuypwghp (ISO, GMP, CE Mark Ywd wyy): 1.3 Uppwnpnn Yuwquuwlbpuynipul (Yud

wpipwnpnnh yuzppnbwlwl Yepluwywgnigsh) Ynndhg yfuwy wypwbph hundup ppdws

wunpwupuwbnipgut &/ jwd npulh hwdwugpughp: 2. Dfypwbibihnipyuy dudyby nibbgnn
wypwbpbbph nhypmd wypuwbpup buwlbbpp hwbdbdwl wyuhpb yhpp £ mbbbwl wnbwqb
whypwtibihnypgut dudybph 1/2-p: 3. Unwght nbnp qpunbgpwé dwubulhgp ubiplyuywgynn

pblutplywlut phnypwgph hbp whpp b bbpluyuwgbh wypwbpughb bzwbh, wppwnpnnh b
dwquwl Eplph Jwupl (wypwbph blwpaghp) plinklupdnysgniip 4. «Yumbph Jwuplin <<

opbitiph 13-pny hnnywéh 5-pny Ybph wwhwbgbipny guibiljwgwé hnduwl nbwpnud Yhpwnby «ljud
hwfwpdbpy» punbpp:  *phy 1.1, 1.2, 1.3 Ytapbpny ywhwbgynn hwjwuy gnliph wunpébibpp

PP

Ubplywyugynul b wwypwlipbbph duplupwpdul d I

T

/ bl b/ bl |
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7.5 “Cwpwy” plipnipjwdp

Lwfuunpbuwé F nhlwdbtingpuypb, LOR b ubipndhpupnidwlut yhpwhupnipyniiibph
ubupbqhuyh opnyppwhutiwg htupmipwghuyh hwdwp: Muppuupyus b pugutigh,
pbpdnuyuuphly, hlyutpwghnt ng-pinpuhly wnihdhbppinphnhg, dwidbipp hupniy gbplinipp
buwlyh, puwbdwal yunngdwéph, Pnnh Yppdwdpp Ynpwgdws, Ubpphh wigph waljuwniyzjwdp:
®nnp bpluybwlul nblpgbt wnghyphy qéh walwnipudp: Pnnh bpluwtwlul ud-wht
wwhnnuily: Upbipfy thwpbpudnpnud: Quihup 7.504: 1. Uypuwipbbpp whipp £ mbbbwt' 1.1
bypudhnipywl bplptbphg nplt dblmd W/ ud UUG-nud 1/ Guid Buynbpugnad wuypwlpbbph
gpuwbguwt hujuupwghp (pugunnipinit b Yuqdnud <<-nud wppwnpywé wwpwhpbbpp): 1.2
Upipunpnnpts prpdwé wppumpnipywt whypwbgnipgul & npulh Jepwhuldub dhewqquyft

y

hunjuupugpp (ISO, GMP, CE Mark ljund u;u): 1.3 Upipunpnn yuquwhbpymput (Gud




wpipwnpnnf uwzpntiwlul beplwywgnigsh) Ynndhg pjwy wypwbiph hudwp qpdws
hwdwyunpwufuwbnipyul b/Ywd npwlp hwduupughp: 2. Dhpwbbhnppub dudbp mbbgng
wypwbpbbph nbwypnid wypwbpwipbuwlbbpp hwbdbdwt wwhpb whipp F mbbbwb wabifuqb
whipwubhnypyuwl dwdybph 1/2-p: 3. Unwght (pbinp quqbgpwo Jwuliulhgp bbpluwywgynn
ybfubhlyuwlyuwt pinipwgph hbyy whpp F bbpluwyugh wypwbpughl Ypwbh, wppwnpnnh b
Swquwl bpyph Jwuhl (wypwbiph blwpwghp) ppbnbyunpdnipymbp: 4. «Yunwibibph dwuptn <<

opklph 13-pn hnnjwéh 5-pn Ybiph wwhwbgbbpny guibiljugwé hndwl nbwypnuf Ghpwnby «jund

hwdwpdbpn punbpp:  *phy 1.1, 1.2, 1.3 Ytapbpny wwhwbgynn hwuuipugpbiph wupébitibpp
bbplwywgynud bb wypwbiptbph Junpluwpwpdwl dwdwbwly:

Lwfuunpbudwé E nhdwétingugpt, LOR U tlb]pm{ﬁpwpmdwllmh yhpwhuwipnipymbibph
whibuptiauuh opmippufubuy hlupnip ghwyh hudy ipquwé k punhuwlighl,
Pl hly, ploutipughnt ng-ipnpufily wnzh'llwlrmlnnﬁnhy. thdfrmn hupniy gbptinipp
ipbuwlip, pubidwél Yunnigudph, @nnh Yippdwépp Ynpuwgdws, Ubpphh whgph waljuynipjudp:
@Pnnh Epluyuljwl nbupgbl wnghiphy géh waluwnippudp: Panf Eplwbiwlul ud-wihl
uwbnnuly: Upliphy thwpbpwnpnul:2uup 8.004: 1. Uwypwlplbpp whbpp b mbbbwb'

L1
Gypwdpniypywl bplypbbphg nplk dbinu b/ uwd UUL-nid I/ lud Swuynbfuund wypwbpbbph
gnuwlgdwl hunlwuquuq/rp (pwgwnmp;mb bb Ywqdnud L<-mud wpipwnpywé weypwbipbbpp): 1.2
Lbinguswithnnuijh thnn Upipwnpnnpl pppywé wppwnpniey ugnipjul b npuwlh Jbpwhulpdul dhowqquihl
31 | qwédp Gupdwlu U wudbtwnny,N hunluuupwq[m (IS0, GMP, CE Mark ljud uy[) 1.3 Upipunpnn uquuwlbpynipyul (Gud
“ ” wpipwnpnnf wwapnbwlwl beplwywgnigsh) Ynndhg pdjusy wypuwbiph hunfwp ppus
8.0 (wnwl{ rabgn lrajwdp hwdwwyunpwufuwbinigyul b/Ywd npulf hwdwugpawghp:

2. Dhpwbtibhnipput dudljby mbbgnn
wwypuwlpbbph nbwpnu wypwbpupbuwlbubpp hwbdtdwl wwhht wlpp b nbbwl wnifuqb
whipwbbihmpub dwdlbph 1/2-p: 3. Unwght ppbinp qpunbgpwé dwubwlhgp bbplujwgynn
pbfubiplpulyut pinipuwgph htnp wbwz b ubpluywgbf wypwbpuyhl bpubsh, wppwnpnnh b
qwquwl bplyph Jwupb (wypwbph bYywpwehp) pbnblunpdnipymitp: 4. «Sunuibph dwupln <<

opbitiph 13-pn hnnpwéh 5-py Yaph wuwhwbpbbpny gubljuguwé hndwt nbwypnud Yhpwnby «lud
hwdwpdbp» punbpp:  *phy 1.1, 1.2, 1.3 Yeipbpny wwhwbigynn hun

Yuupwgnbph wupbEbubpp
ubplyuyuignud bY wypubipbbph dunpyupwpdut duwdubul
Lwpuunpbudwé & npdwdbnpuypl, LOR Jppwhupnipmbtbph wibupbqhuyh opnyppuwfubuyg
fipipusghugh husdup: s

punhwbghly, pEpdnwypuuphly, hduyuwtipughnt ng-
ynpuhly wnllullrhhmnnhnhg. Jwbdﬁtna hunpndy gbiptinipp pbuwlh, pubdwadl junmgywoph,
Prnh Yippduwdpp Ynpuwgyws, Ubpdhh whgph wnljuynipyundp: Panh bpluptwlub abtupgbl
wnqpiphy g waljuynppudp: Panh Epljuybwlput ud-ught vwbnnul: Upbppp hwpbpwdnpnu:
Ruutpup 6.0dd: 1. Uypuwliptlbipp whipp E mbbbw' 1.1 bdpudpnygaguwb bpyptbphg nplt dEynid
W/ lpud UUU-nud U/ s Bunynbfuugnud wypubipbbph gputigduwt hwduwupwgpp (pugwnnysin
&b Yuqunud <<-md wpipunpwé wuypwbpbbipp): 1.2 Upgpunpnnht ppplwé wpypwgpnipyuwl
Lbipguswihnnuwiht thnn wifipubignipyut b npulf YEpwhulyduwl dhowqquipl hunuupugfp (1SO, GM,;’ CE Mark lyunf
32 | gwép Gupdwl dwudbiind,N | wp: 1.3 Uppwnpnn Yuqdulbpynpyul (Yud wppunpnnf h wwzpnbuljub bbpluywgnigsh)
“ " Ynniihg yrejusg wyputiph husdwp ppduws hud fuwstinypyusts /yuss npulyh husjuupuighp:
6.0 <Jm'uhu rabpnqajwdp 2. Mfupwbbhnypyut dwdljbiy mbbgnn wummbgllbp[r nbwpmd wypwbpugpbuwlibpp hwbdbdwl
wwhhbl whipp £ niibbwl wnbiuql yhipwbbihngpyul dudibph 1/72-p: 3. Unwghl (nbnp

qpunbignwé duubwhhgp bepluwywgynn pbluhlwlul pinipwgph htip whpp £ bbplupugth
wuypuwlipwyht bpwbf, wpy h b dwquuwl bnlmh dwuhb (wuypwbph bywpwafip)
mbnbllwwlmmmba:

4. «QIdebbph qu[rb» &< opliiph 13-pn hnnywéh 5-pn Ybph
wuwhuwbighbpny guibljwguwé hndul nbypnid Yppunby «lud hwdwpdbpy punbpp: — *phy 1.1, 1.2,
1.3 Ybypbpny wwhwbpynn hwulwummqpbnﬁ wunpbbubbpp hb-nl/uuwgtlmd bb wypwlplbph
fe0sds A e 1,
Luwh

L‘

by e e | e |

Yy quyhts, LOR 'll‘ hunpnipyniitlbiph wobupbqhuyh opniypushubuy
ipnipuwghuyh huduwy "lwwkuwlwé tpwwmbghll andnmwumlvlh hJullwbmwghnb ng-
'I"'B"I'll wnihdhtfypinphnhg, dubdbypp h by qbptnipp pbuwlp, pubdwal )
@nnh lpppdwdpp Ynpuwglwé, Ubpphh whgph wnljwnipyudp: anjv bpllu.uhwl/ulh nbmnqbll
wnqhiphy gp wnlwpnypyundp: Pnnh bplwibwlwl ud-ught vwinnuly: Upbphy fupbpudnpnud:
Quuthup 7.004: 1. Uypwlpbbpp whpp F mbbbwt' 1.1 Gfpwdpmipgub Gpipbbphg nplit J&ynus
W pwd UWUL-mid W/ Ywd Bwynbhugnd wypwtipbbph qputigdwt hwwupuwghp (pugwnnipynit

LlLtLrLl

hb Yuqund K&-md wpypunpwé mu”uulrpbbpa) 1.2 Upipuunpnnpls ipplwd wpipunpniaquls
Lbipguswihnnuwyhu thnn dipwtignipput e npulih Yepwhuldul Shewqquipt hwdwupwghp (ISO, GMP, CE Mark ljunf
gquép Gupdwl dwudtinnd,N | wp: 1.3 Upypunpnn Yuqdulbpynipyul (Guid wy punpnnh wuzipnbulub bipyuwugnigsh)
7.0 “(jmuhu" pbpmrajwdp Ynndhg iy wypuwbiph hwdi [twé hwdi fuwbmipput &/lywd npwlf hudwuguwghp:

2. Mhpwbbihnipyul dwdlby mtlbgm) wwpmbpbbpﬁ nbwypnd wummbgmnpbuwl'bbm_l hwbdbdwb
wwhhb whipp £ nbblwl wnbuql yhpwbbihnpywl dwdlbph 172-p: 3. Unweht ipknp
qpunbtgpwé dwubwlhgp bplwywgynn phfubhlwlul pumpwqph htp wlpp kubpluywgbh
wypwbpwyhl bawbh, wpgpwnpnnh b Swqdwl Epyph Jwufl (wwypwbph bywpwghp)
pbnblunpdmipymbip: 4. «Funwbibiph Jwuplin << opbltiph 13-png hnndwéh 5-pn Yaph
ywhwlighbipny guitljugué hndwb nbypnud Yhpwnby «lud hwdwpdbpy punbpp:  *phy 1.1, 1.2,
1.3 Ybpbipny wpwhwbgynn hun,

ignn hurjuuy wvbnlﬁ ndEubbpp bbpluwywgynid b wypwbipbbph
1, r $, J T, ¥, 1,

Lwfuunpbudwé £ nhdwstnypuyfit, LOR dppuhwy uuk; ‘wbbuphqhwm opnippufubiug

htupnipuwghugh hwdwp: Munppuupdwé b punf sal'll.r /

phly, hdywtnpughnt ng-
ynpuply wnihdhtpipinphnhg, dubdbpp hupndy glipinipp y b

b pustidudle unnigduéph,
@nnh ippfwdpp Ynpugywé, Ubpphh wlgph wnl;w;mp;wd’p: @nnh bpluybwlwl nbpgbl

wnqpiphy géh wnljuwynyayudp: Panh Epljwbwlwl ud-wiht vwbnnuly: Upbph) thwpbpuwdnpnud:
przbimlhnqw | hu Lhnrl Ruithup 7.504: 1. Uypwbptbpp whipp b mbbbwt' 1.1 ypwdhnippuwl bplyptbphg nplt dlnud
&n Suodwl Jwudh W/ wd UUL-md I/ ud Buwnynbfuynd wypwbpbbph qpubgdut hmx{wmpwqﬁp (pwgummp;mll
gwon Budull JWUdtnny, | ™ by yuguinus €C-nuf wpipusmpiusd wigmuatipbbpp): 1.2 Ungunpnnhts gdust wpyes
N 7.5“¢nwhu” phpniejwdp wwmmuqmp,mu e npulh Jbpuhulpfut dhowqquyht huuupwahp (ISO, GMP, CE Mark Yud

wyy): 1.3 Upy l nnnnh wwzypnbwlwb bephuwywgnigsh)

nnn Guquulbipynipput (Gud wpy
Ynndhg iy wypu ’BI' hwdwp ppdué hwdwy fuwbniypyut b/ywd npubh hwduugpughp:
2. Dhypwhbihnipyuwl dwdlby niblignn wumwbgbbp[r nbypmd wypwbpupbuwlbbpp hubdbdwl
wwhhtr whipp b mbbbwl wnbiuqb whpwbbihmppul dwdytph 1/2-p: 3. Unwghl tpbinp
qw!spwd fwutiulihgp Ubpluywgynn plpapljulul pinipuwgnph hbyp whpp b bbpluyuglf




wypuipuyht bpwbh, wpipwnpnnh b Swqdwl Eplpp Jwupb (wypwbph blwpwehp)
tpbqbl;uupzlmp;mbg 4. «Qunwbbph dwupty << opbliph 13-pny hnnyuwéh 5-pn Ybph

hinhah A hrilinh
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8.0 “Qnwhu” pbpnipjwdp

Lbipgugwihnnujhu thnn

Yy n nbwpnud Yhpwnby «lpud hunprdlzgu pwnbpp:  “phy 1.1, 1.2,
1.3 lllnpbpml tqwhwhg([nq hwywupwgpbph wunpstbbpp bbpl gymd bU wypwbplbph
Junplywpwpdwl dwdwlnuly:

Lwfuunpbudué b nhdwdbngpuyhl, LOR hpwhwipnipiniiibph whbb: rbghwh of fubwy
hpnipwghwif hudwp: Nunppuupdws b puhwbghly, anﬂmmwuml'll hlﬁwwbmwyhnfl ng-
tpnpuhly ynihdptpipinphnhg, dwudbyp hunpndy gbptinipp puwlp,y al | {wéph,

@nnh Yippduidpp Ynpuigdus, Ubpphh wbigph wnljwnipyuip: Snnh bpluwtulust nbhwﬁh
unghiphy qéh wnluynipyundp: @nnp bpljwtulut ud-wyht uwbnqul: Upbphy dupbpudnpu:
Ruuthup 8.00: 1. Uypwhpbbpp whipp b mbbbwl' 1.1 bypuwdhnippul Gpyplbiphg nplik JEYnus

Wyt UUL-nud I/ Ywd Bwynbpuynd wyputiptibph g bgdwl hwwupuwghp (pwguwnnipnis
Gb Ququmud <&<-md nywé

ny ynuwbipbibipp): 1.2 Upprunpnnht ppdwé wpgpunpnipgut
mquwhqmpjum U npwlyf Jbpwhulpdut Showqquyhts hwwupwepp (1ISO, GMP, CE Mark Ywd
wyy: 1.3 Uppwnpnn uqiwlbpynipput (qud wpgpwnpnnh yuzppntwlub bbplhuuwgnigsh)
bynndhg pdyusy wuypwiph hudwp yppgué hud huwtinipyuwl k/und npulih huuupughp:
2. Nhipwbbihnypyut dundlybp mbbgnq wu”rmhpbbph r;buuznu! wypwlpunpbuwlbbpp hwbdbdwh
wuhht whipp b nibilbbuwl wnbyuql whpwbbihnywl dudybpf 1/2-p: 3. Unwght pbnp
qpunbgpué dwubiulihgp Ybpluywgynn pbhbhljwlwl pinipwaph htp wlapp b bpluywelh
wuypwbpuyhl bpubh, wppunpnnh b dwqdwb bplph Jwuhl (wyputiph Yywpuwgfp)
pbnbhunpdnipynitip: 4. «Runidubiph dwuptiny << opkliph 13-pn hnnwéh 5-pn Ybgph
wwhwbgbipny gubljwgué hndwl nbwpnul Ghpwnby «jud hwudwpdbpy pwnbpp:  *phy 1.1, 1.2,
1.3 Yiplipny wyuhwtigynn hwdwupuqpbph wunpsbbtbpp Yeplugugdnud By wypuwtplibph

f, 1, it
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guén tugdwl dwudbinny,N
9.0 “nwhu” phpnipjwdp

Lwfuunpbuwé £ qﬁdwbbmpuuﬁll LOR yppwh bubph wb

qnigay tiqhuyh opnippufubuy
hiry hwyh hwdwp: "'wmnwuwlwétmmﬁwbyhll Pbmfn"uwumhl/ hdwyutnpughnt ns-
wuzullll ynihypUfipinphnfig, dutidbypp hunpniy gbptinipp phuwlyp, pubdwdl hunnigywsph,

@nnh lpppduwdpp llnnnglwd Ubnppph wlrgph wnljwynippudp: ¢nqﬁ Gplywybwlpl nbtupgbl
wnqfiphy géf wnljwynipyudp: @nnh bplwptwlwt ud-uyht vwbgnuly: Upbphy gupbpudnpnid:
2unfrup 9.004: 1. Llu”rwllpbbpg wlpp E mbbbwl’ 1.1 bpwdhniypyut bplyptbphg npld dblnid
W/ yund UUb-nudf W/ Yuwd Swynbpuynud wypwbipbbph qputiglut hwyjwupwaghp (pwgwnniypnit

bY yuqdmd <<-nuf wpipunpwé wypubiptibpp): 1.2 U[upumpnqﬁll ppuwd wpgpwnpoippwl
whypnwbignipyut b npwlh Jbpwhulpdwl d])guquuqhb hwywupwghpp (ISO, GMP, CE Mark Ywd
wyy): 1.3 Upspunpnn Yuquulbpyniyppub (quwd wpgpwnpnnh wywapntuwlub Yepluyugnigsh)

bnnihg pdyuy wyputiph hudwp ppdué hudwywpwapuutingsgut b/ spulh hudwapwgpp:

2. Dfupwbbihnyppwt dwdlbip mbbgnn wypwipbbph nbwypnuf wypwlpunpbuwlbbpp hwbdtdwh
wwhhb wlipp b niibluwl wabifuql whypwbbihnipywt dwdlbph 1/2-p: 3. Unwght pknp

qpunbgnwsé dwubiwlhgp bbnlluuwgllnn pbifubihlyuljuts Pbmpwcnlv htap wbpp b ubpluwyuglp
wypubipwht Upwbsh, wpypwnpnnf b dwquwl bphyph dwupb (wypwbph Yywpwefip)
mlqu([wmllmp]mbg: 4. «Qumduliph quﬁu.. <4 ophhpfr 13-pn hnnywéh 5-pn Ylaph

wwhutiglbpny guitiljugwsé hndwl nbypnid Yhpunby «unf hudwpdbpy punbpp: — *phy 1.1, 1.2,

1.3 Ybipbipny wuwhwbgydnn hwuugpwgpbph uluupﬂbbhbm_r hbpllulng:lmd &b wypwlpbbph

1 1, fwl d:

he e e |
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Unuublywnp 2uswlw,
gnbpbiwht  wulyniuwht,
ppnufunulnuih wnpuiny

Sunpnily pupdpnpuly uyuupdwupg, wﬂmbw&h 90, Wnuuuhb Ynublppnpp upppdnn, bpwuphl-
hEpdGipply hwlpfnn dedppwting, pbptlblmg sowypnn, (muwbigpp sthuwlpnn: : <hwpwdnpnipynits ¢
yuwhu g PUT punhunpduwl ppwluwtiughly ppnbfunulnupw 50¢ ppnbfunulnynd: 1.
Uwypwbpbbipp whapp & nblwt' 1.1 b'l[pwalhmp;wll Epypubiphg nplk dbhmd W/ljwd UUL-mdd 1/
Yuwd Bunynbfuwynd wiypwbipbbph gpubigdul hujwupwepp (pugwnniypnit kb Ywqdmd <&-nud
wpipunpdwé wypwlpbtipp): 1.2 Upypwnpnnht ppwé wppunpnipyub whfinwbignipyul b
pulph JEpwhulydwl dhowqquypts hudwugpwepp (1SO, GMP, CE Mark ljwd wyy): 1.3 Upipunpnn
#wq"wlﬂ-‘numwwb (fyud wppwnpnnh wwppnbwlul Ybplwyugnigsh) Ynndhg qpyjwy wyputiph
hwdwp pipfwé hwduny hawtimipyuts W/iwd npulih hwjwupwgpp: 2. Dhypwbbhngepub
dwdlybyp mbbgnn Luumlul:gbbp[r nbypmd wypwlipunpbuwlubpp huwbdbdwl wwhht whyp E
mbbbwl wnbwqb whipwbbihnppub dudtaph 1/2-p: 3. Unwght pknp qpunbgpwé
dwubtiwlhgp hhnl/uuwgclnn ipbubiplyulwl punipwqph hbiy whipp b bbpluugth wypuwbpwhl
bpwbip, wpipwnpnnf b dwquwl bplph dwuhl (wypwbiph Yywpwehp) yhnbhupydnpnip: 4.
«Qunuubph dwuhtn << opbliph 13-pn hnnywédh 5-pn Ylph wwhwbgbbpny gubiljugus hndwh
nbwpnud Yhpwnby «ljud hudwpdbps punbpp:  *phy 1.1, 1.2, 1.3 Ytapbpng wwhwbgydng

hwjwupuwgpbiph wupdbblibpp bbplwwgnad kb wuyy upubiph dunplwpwpdwh dwdwbwl:
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N:7.5 Ybpdwudtinnwhu
nwpwdnipjwl uwlwghwih

funnnduiyny

e b b 4

Nunppupdusé b pushutighly, pbpdnuypuuphl, hduwtapwghnt ng-pnpuply
wnihdhuppinphnhg, mbp wnwbdhl wuwhpwghnt fungniuwl yYbpdwbdbipughl qupwénipul
uwhbwghuwyh hwdwp, dubdtpp hunpndy qbptinipp pbuwlp, pubdwdl unmgduwéph, @nnh
bpndwépp Ynpuwgyws, Ubpnpph wlgph wnlmummwdp. Pnnh bpluybwlpwt nbinpgbl ynghypy
qoh wnljuympyuwdp: uhp 7.5: 1. Uypwbpbpp whpp b mbbbwt' 1.1 Gypwdhnippub

plyptbiphg nplk Jthnud W/ wd UUL-nud / Yund Bwwynbhugnid wypwbptibph gpustigiiud
hujwupwghp (pugunnysgnit b Yuqinid <<-nud wppunpyuwé wwypwbpbbpp): 1.2 Upynunpnnht
ppfwé wppunpripyub whdpwbgniput & npulh Jepwhuldul dhgwqquihli hudwupwaghp
(15O, GMP, CE Mark ywd wyy): 1.3 Upipunpnn Guquuwlbpuynipul (Gud wppnpnnh
wwzmnhwllwb ubipluywgnigsh) Ynnihg pdjwy wypwbiph hwdwp ppus
pywl W/ wd npuwlfp hwjwupwghp: 2. Dhpwbbihnipyul dwdlbp mllbgnq
mumwbghbpﬁ nbypmd wypwbpunpbuwlibipp hwbdbdwl hht whpp b nibbtul walny
whipwbhnysywl dwdybph 172-p: 3. Unwght qpbinp quqbgpmd Jwubiwlhgp hbpl[mjmgllnq
ybfubhlwlwt pinypwaenh htp wbwp b ubpluwyuglif wwnwbeuuhb bpwbsh, wpypwnpnnh
duiqduils bpliph dwuhb (wwypwbiph bywpwehp) pbnblugpdnipmbip: 4. «Yunulubiph duupbn <<
opbiiph 13-py hnndwéh 5-pn Ybph wwhwbgbbpny guibiljugwsé hndwb nbwpmd Yhpwnby «ljud
hwdwpdbp» punbpp:  *phyd 1.1, 1.2, 1.3 l/bqlbpml tqwhumgzlnq hwywuy yvbp]: yunp&bELbbpp
bbplywywgymd &Y wwypwbipubph dunplupwpdwl dwdwl

hhessaf;
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Lipgtswihnnujht thnn

Nuippuwupws b puiubighly, pbpdnyuuphly, hlywipughnt n:-mnmdvll
wnifptippinphnhg,nibih wnwbdhl wuwhpwghnt fangnduwly YEpdwbdbpught puipuwénipyul

N:8.0; Ypdwudtinwhu

b &

vwtiwghuyh hwdwp, Jwbdbipp hugpndy gbipinipp pbuwlh, pubdwsl uw [wéph, Pnnh




nwnwdnejwl uwbwghwih
funnnduiyny

yppuwdpp Ynpugdwé, Ubpphh whgph wnluynipyudp, Pnnh bpljuybulul nblpgbl wnehyhy
qéh wnluymppudp: 2uihp 8.0: 1. Uwypwhpbbpp whpp b nbbbwl' 1.1 Gypwdhnipul
bplypubiphg nplk dEnu W/und UUG-nd L/ Qud Swwynbpwind wypwbpbbph qpuiigdwl
hwuugpughp (pugunnipnit b Guqdnid <<-nuf wpipunpywé wypwbpbbpp): 1.2 Uppumpnnft
ypywé wppwnpnipyul whfpubgnipyul & npulf Jepwhuljdwl dhowqquyht hudwuypughp
(I1SO, GMP, CE Mark lunf uq[) 1.3 Upypunpnn l[wqdwl[bpu;mpjwh (Ywd wppwnpnnh
wupipnbuwlul Ybpluywgnigsh) nndhg pijwy wypuwbiph hwdwp ppdwé

huwdi wufuwbnipput W/ wd npwlh hwwupwghp: 2. Mhypwbbhnipyul dwudybp mubgnn
wumwbgbhp[l nbwpnid wumwhpunpbuwllllbm_r hwbdtdwl wwhhb whpp b nibbbwl wnbuqb
wfupwbibfinypyul dudlybiph 1/2-p: - 3. Unwght ppbinp qpunbgpuwé dwubwlgp vbpluwjugynn
pbfubhlulwl punypwaph htap whipp b bbplupugbh wypwbpuhb bpwbh, wpgpwgpnnh b
dwquwl bpyph dwuhb (wypwbph blywpughp) mbqbl/mwlmp;mhg 4. «Qunuibph Jwupltn <<

opbiph 13-pn hnnywéh 5-pn Yiph wuwhwbgbly yioguod hadids pbupoal Ghpsnby <t
hwdwpdbip» punbipp:  *phy 1.1, 1.2, 1.3 l,bqlbpml u bgynn huwupwgpbph wunpébbbbpp
ubpljwypwgynid bl wuyy gbbp[) Junplpwpwpdwl dwdwbwly:
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N:8.5; YEpdwudtinwhu
tnwpwdnejwl uwbwghwih

funnnduwlyny

N yfwé b puhwlighly, pby phly quuu tpwighnls ng-tpnpuply
n{n‘[rdﬁbh‘plnphr;hg.mb[r wnwldhl umumpwg’mh [unqnz[wll Ybpuwbdbypuyht prupwéniypyuls
vwtnughuwyh hudwp, dwhdbpp hupndy gipunipp pbuwlp, pwbdwdl funmgywédph, @Pnnh
Yppduwdpp Ynpugyws, Ubpbhh wgph wnluynipyudp, @nnh bplujbwlwl nbtipgbl wynghipfy
qdh waljuynyayuwdp: uthp 8.5: 1. Uypwbpbbpp whipp b mbbtwl' 1.1 bypwdhniypiub
tpyptbiphg nplk JEYnud W lwd LU L-mud I/ wd Swynbpuynid wypwbpbbph gpubigdul
hwwupwghp (puwg aynil BU lpuquinud <&-md wpypuwnpwé wypwbpbbpp): 1.2 Upypwnpnanht
ppwé wppuppnipyuwl whfpwbgnippuwl b npwlh Jepwhuldwl dhgwqguyhl hujwuipwghp
(ISO, GMP, CE Mark wd wyy): 1.3 Upgppunpnn uqdwlbpympyul (uwd wppwnpnnh

wwzmnbwqwb ubipljuywgnigsh) Ynndhg wl!uu wwnwbph hwdwp qppws |
hun unipywlt b/ Yund npuyh hwdwugpughp: 2. Mhpwbilbihnipyut dwdlbp ndibgnn
wumwbgbbph nbwpnud w;qubgwnphuwl[bbpg hwbdbdwl wwhhb whpp F mbbbwl wabifuqb
whipwbbhmpub dwudybph 1/2-p: 3. Unwght qpbinp qpunbgpwé dwubiwlhgp bbplwwgynn
pbfubiplyulut pnypugph htip wlipp £ bbnl/uuwybh wuypwbpuypl bpwbh, wppunpnnh b
Swquwl bphph Jwupl (wypwbph bwpwghp) pbnbiunpdnipniip: 4. «$unulibiph dwuplin <<
opbliph 13-pn hnndwéh 5-pn Yiph wwhwbpbbpny qublwgwé hndwl nbypmd Yhpwnby «lud
hufwpdbpy» punbipp:  *phy 1.1, 1.2, 1.3 Ypbpny wpuwhwbgynn hwdwupwgpbph wyupblbbpp
bbpljuywgynud b wuypwlipbbph dupljupwpdwl dundwbwl:
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N:9.0; Jtpdwudbinnwjhu
nwpwdnypjwl uwlwghwih

funnndulny

Nunppuwupdwé k puthubighly, pépdnyuuphly, I'Juuwbmwgﬁnb ng-tpnpuply
wnyfuptipipinphnhg,nith wnwbdhl wuyhpwghnt funnnduwl Ybpdwbdtpuhl pupuwéniewl
uwlighwyh hwdwp, dubdbpp hupndy qliptnipp i b llh. yubidwadl unnigduéph, Pnnp
Yyppywépp Ynpugdws, Upphh whgph wnluynippudp, @nnp bpluybiwlut nbipgbt yngliphy
qofh wnljuynipyudp: 2uihp 9.0: 1. Uypwbpbbpp u[blpp E bbbt 11 Bypwdfpnyepub
Eplpubphg nplk dEhnd W und UUL-nid I/ ud Swynbfuymd wypuwbpbbph gputgdwl
hwuwupughp (pugwnnipynit B uqund <<-nud wppunpywd wypwbpibpp): 1.2 Uppwnpnnht
ippywé wppwnpnipywl wifpubignipyul bk npwbh Jepwhuldul dhgwqquiht huduupughp
(ISO, GMP, CE Mark i wyy): 1.3 Upynunpnn uqiwlbpympyul (Ywd wppwgpnnh
su2ipnbiulub bbpljuywgnigsh) Ynnuhg pifyuy wuputiph hwdwp gppdws
hudi J pywl Wwd npwlhh hwdwupwghp: 2. Mppwbbihnippul dudlibp mubgnn
uquwbgbbp[x nlwpmd wypwbpwp buwlbbpp hwbdbdwl wwhhl wybpp £ mbblwl wnbduqb
whipwbhnippwl dudlbph 1/2-p: 3. Unwght qplinp qpunbgpwé dwubwlfigp Ubpluwpugyny
pbfubhlulpwt pinpuwgph hbp wbypp £ hbnlluuwgbh wypwbpuht Upwbih, wpypwnpnop b
dwquwl plhpp Jwupb (wypwbph Ylpwpwghp) pbnbhupdnipgniip: 4. « Sunwlubph Jwuplin <<
opbliph 13-pn hnnpywéh 5-pn Ylph wwhwbgbbpny gubijuwguwé hndwb nbypnd Yhpwnby «lud
hwdwpdbpn punbpp:  *phy 1.1, 1.2, 1.3 Yhpbpny wwhwbgynn hwuwupwgpbph wupsbbbbpp

bl [nuf Y wuypwbipbitph dwiplupuwpdwt dudutul

{ ke haed b= A &
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Spwjubinuinndhly thnnh
h/ént

wnudhpwgyws, Gplwpniejwu
thnthnfudwu
huwpwynpnipjwdp N:7.0

Spwubnupndhly wpdhpwgwé thnn Eplwpniyppul tinhinfudwl hbwpwdnpnipyudp,
Nuppuupwé b puhubghly, pbpdnypuuphly, hluywtpughnt ng-yinpupl wnihdhbpipnphnhg
dwhdtpp hunpniy gliptinipp pbuwlp, pubdwdl junnigduwéph, uup 7.0: 1. Uypwbpbbpp
whipp F mubbwl' 1.1 6dpudhnypywt Eplpbbiphg npld JEynd k/Gud UUL-mdd W/ uwd
Bunynbhuynul wypwbpbbph gpuwbgdwl hwwupwaghp (pwg il kb lpuqunud <C-nud
wppunpywé wypwbipbibpp): 1.2 Upypwnpnnht qipduwsé wpipwnpipiul widpubgnipyul b
pwlh Jbpwhulydwh Jhowqquihte hwuwuypwghp (ISO, GMP, CE Mark fwd wyy): 1.3 Upipwnpnn
Ywquwlbpynipyut (Yuwd wpypunpnnh wwppnbwlwb bpluywgnigsh) Ynndhg pdiw wupwiph
hundwp ppwéd hwdwyunpwufuwbngequb Wwd npulp hwdwuqughp: 2. Dhipwbbihnipul
dwdlybip mbbgnn wwypwbptbiph nbwpnd wypwbpunpbuwlbbpp hwbdbdwl wwhft wbgp €
mbbiwb wnbuqb whipwhbihnipyuwl dwdlybph 1/2-p: 3. Unwghl qnbinp qpunbgnwé
dwubulhgp bbpluwywgynn pblubihlulwl pinipwgph hlnn wlpp b ubpluyugth wypubipuh
bpwh, wpypunpnnp b dwqdwy bplph dwuhl (wwyputiph Yywpuwghp) pbnbhunpdnipgniip: 4.
«Qunwubpp Jwupltin &< opbitiph 13-pn hnnywdh 5-pn Ybiph wuwhwbghbpny gubljwgwé hndwh
nbwpnul Yhpwnby «ud hwdwpdbpy punbipp:  *phy 1.1, 1.2, 1.3 Ypbpny wuwhwbgdnn
hwwupugpbph wupébulbpp l:hpl,w;ng{md bb wuypwlipbbph dwpljuwy _u[uhull dwdwbiwly:
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Spwiubnuwinndhly thnnh
h/dnt

wpdhpwgywsd, Gplwpnipjwu
thnthnfudwt
huwpwynpnipwdp, N:8.0

c' .LL njl"l‘”l"" % ‘/""’ Lise ) leuL LL' b ht ! R b ) JF'
Nuippuugy ‘t. thwghly, pbpdnuyuwuphl, Infuuwmnwghnb nz-mnEUIﬂl wnifpuhpinphnhg
dwbdtpp hunpmly gpunipp pbuwlh, pwbdwdl | [wéph, Quupup 8.0: 1. Uypwlpbbpp
whipp E mbbbwt' 1.1 Gfpuwdpnippul bpl[nhbpﬁg npltt UGl h/l[wd' UUL-mud b/ Yuudd
Bunynthuyn wypwlptbph gputigdwl hwwupwghp (puguwanypnit &b huqunud <<-nuf
wpypunpyuwé wupwbpbbpp): 1.2 Upypuwnpanht pppdwé wppunpnipjul widipwbgnieywl b
npuwlh YEpwhuljdwt dhowqquupt hwuwuipwghp (ISO, GMP, CE Mark ud wyy): 1.3 Uptppuwnpnn
llwqdwllbrﬁ pjwl (wd wppunpnnh wuzpnbwljul bepluywgnigsh) Ynndhg pijwy wypwbiph

n yppywé hund fuwtinpput W/yund npwlp hwwuipwgpp: 2. Mphypwbbihnppub
dundlybip niilignn wu”rwbptrbp[t nbypnuf wypwhpunpbuwlbbpp hwbdbdwl wwhhb wbpp k
mibbbwt wabwql yhpwbbhnpput dwudybgph 1/2-p: 3. Unwghl pnbnp qpunbgpwé
dubuwljhgp bbplwywgynn pbhubiplulul punipwgph hbp ybpp & bblvlluuwybh wwnwlleuulvh

4.

bpwtih, wppwnpnnp b Swqdwl bplph dwupl (wypwbph Yywpwepp) plnblunpynipnitp




«Qunulubph Jwupltin << opbiph 13-pn hnnwéh 5-pn Yeiph wwhwbgbbipny gubljuwgwsd hndwh
nbypnud Yhpwnby «uwd hwdwpdbp» punbpp:  *phy 1.1, 1.2, 1.3 Ylapbpnyg wwhwbgynn

Bl

Juupwgpbph wunp6bbbbpp bbplujwgdnd bb wuypwlpbbph dwpupwpdwl dwdwbwl:

o Cuswljw Ynuwnnip

dedwhwuwlyph 60"

Nunppuwupdws b puihwbghly wiwupdwuuwyhg, Eplwpngegniip 60" /152ud/, dhwgdwb swiup

15/22, 6Yynuts |, mbf bplynt fungnyuwly dhwgwé phpnipljughnt hnbbblppnpny, wilyniiuypt
Ynbbblppnp, ququbiwhgh wnpp, 3p wupl: 1. Uypwbpbbpp wbgpp b nibbwl’ 1.1
Gypwdpmpyul bphypubphg nplk JEynud b/ jwd UUL-nud U/ Gud Sunynbfuunid wypwbipbibph
gpuwligdwl hwjwupwghp (pug pyml b Yuqidmd <<-md wppwnpwd wypwbpbbpp): 1.2
Upipwnpnnht ppdwé wpqpunpnipyul wbpubgnipyut b npwlh Jbpwhuldwt dhowqquihl
hwywupuwghp (ISO, GMP, CE Mark ljunf w”) 1.3 Upipunpnn uqiwlbpynipput (Gud
wpipuinpnnh wwzmnbwllwh Ubplywyugnigsh) Ynndhg pdjwy wypwbiph hwdwp ppduwé
hudi pjwl W/ ywd npulh hwjuupwghp: 2. Mppwbbihnypyut dwdlbp nibbgnn

wu”uuhphbph nbwpnd wypwbpunpbuwlbpp hwbdbdwl wuwhhb whgpp b nbbbwl wnbiuwql
whipwbbhmpyub dwdlytiph 1/2-p: 3. Unwghb nbnp qpunbgpwé dwutiuljhgp Ybpluywgynn
pbfubhywlwl pinypwgph htp wbmp b ubipyuyugf wuypwipught dpwbh, wpgpwnpnnf b

Swquwb bplph Jwupb (wwypwbph blwpwghp) plinbluwy l[mpjmbg 4. «Qumdibpph Jwuplin <<

opbtiph 13-pny hnnywéh 5-pny Ybph wuwhwbgbbpny & hndwb nlwpnud Yhpwnby «lud
hwdwpdbpy punbpp:  *phy 1.1, 1.2, 1.3 llhmbpm[ u;whwbgt{nq hwywupwgpbph wunpbbbbpp
bbpluwywgynid b wypwlpbbph duwplwpwpdwl dwdwbwl:
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huwnnipwghntu unhjiin
thnpn swihuh

Munppwupuwéd k ﬂl/nm wynihbuyhle hwdwdnyuwdphg' wunpwsé wnhbphibtng,wbpp thth

bnipp wippudunphly npupuwy duypny: Lwhawpbudws b bbpabigwhnnuyht thanht wbhpwdtap
Ynziqpnipynils e Al ypugne hwdwp L2uithup 100 (225x2.0mm, 2.5-4.5 thnnbph hwdwp: 1.
Uypwlpbbpp whipp b mbubbwt' 1.1 Gpuwdhnypyut Eplptbphg nplt dbynud b/ ljwd UUL-nud I/
Ywd Bunynbpuynmd wypwbpbbph qpubglwh hun Y qhp (pl.ugummpjmb 7] l;ulqd’nu! L&-md
wmpwnpud wypuwbpbbpp): 1.2 Upyrunpnnhl pppdwé wpy by bl

kol b ol )

m
nnwl;[v Ybpwhuldwl Jhgwqquyhts hwuwupughp (1ISO, GMP, CE Mark l/uu! wy): 1.3 Upypunpnn
huwquulbpynyaywte (Yud wpipwnpnnf wuzpnbwlwl bbphupugnigsh) Ynndhg qefjug wypwbph
hundwp ppyuwé hwduyupuufuwbnypyut W/ud npulh hwdwagpughp: 2. Mhypwbibhnput
dundlytp mbbignn wypwbpbbph nbypnul wypwbpunpbuwlbbpp hwbdbdwl wwhhb whpp ¢
mbbwl wntiuql yfpwbbihnipput dwdlbph 1/2-p: 3. Unwght qpbinp qpunbgpwd
fwubwlhgp bepluwyuwgynn pbhubhljwlul phmpugph M"l' ulb'ﬂetbbnlluuwybh wwnwheuulvb
bpwbih, wpypwnpnnh b dwqdwh bplph dwuhl (wypubph Yywpwghp) pbnblunpynip 4.
«Qunubph Jwuplin << opbhp[l 13-pn hnrulwd[r 5-pn Ybph wwhwbohbpny guibiljuwguwd hqd’ulll

nbuypnud Yhpwnby «fund hwdwpdbp» punbpp: — *phd 1.1, 1.2, 1.3 Ytpbpny wwhwbgynn

Jusuy bph wunpbutbpp bbpl{ung nud Gl bplbph dunplywpuwpdwl dwdwbwl:
qnsn upwip
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huwnnipwghnu uwnhbwn
dhght swithuh

MNunppuwuwpwé  ymbl wynihbught hwdwénydwdphg' wunpwés wnihbphibung,wtpp £ htp
bnipp wippudunphly nhupwy duypny: Lwfuunpbudwé b bbpabguinnuyght thanht wbhpuwdtzp

Unzqpmipynits e 8l ypuspne hundwp: uihup 200 (335x4.0mm, 5.0-8.0 thnnbph hwdwp): 1.
Uwypwbptbipp whpp b mbubbwl' 1.1 Gdpwdhnipywl bplyptbphg nplk dGlnd W/ jwd UUb-nudf 1/

Ywd Bwynbhwynd wypwbpbbph qpuitigdwh hujwupwghp (puwg gl BU Quqdnud <<-nud
wmpunpwd wypwbpbbpp): 1.2 Upippwnpnnhl pppdwé wpipuwnpnipput whfipwbignipyuw
npuwlh Jepwhulpdwt dhpwqquypts hwjuwpuwaghpp (ISO, GMP, CE Mark Gwd wyy): 1.3 Upypunpnn
llwqﬂwllbnwnwwb (Ywd wpypwnpnnh wwzwnbwllwb ubiplyuywgmgsh) Ynndhg pdpwy wuypuwbiph

n yppywé hwdwwyunpwufuwbmpyul W/wd npwlhh hwdwupwghp: 2. Dpupwbbihnyppub
dwdlybyp mubignn wwypwipbbph nbwpmd wypwbpunpbuwlbbpp hwbdbdwb wwhhpb whpp E
bbtwl wabuql whipwbbihnipyul dwdlbph 1/2-p: 3. Unwght pibnp qpunbgpwé
Jwutiulyhgp bbpluyugynn pbfubhljwluts pinypweph hlﬂﬂ whyp £ bbphuyugbp wypwpuyht
bpuwbip, wpypwnpnnf b dwqdwb Epliph dwuhl (wypuwliph Ywpwghp) plnbupdnipgnibp: 4.
«Qnudubiph dwupltin < opbliph 13-pny hnnywéh 5-pn Y wwhwbgbbpny gubljwgwé hndwl

nbwypnd Yhpwnby «uwd hwdwpdbp» punbpp:  *phy 1.1, 1.2, 1.3 Ypbpny wwhwbgyng

3R )

Juupwgpbph wunptbubibpp Wplwpwgynd b wypwlpbbph duplwpwpdwl dudwbwl:
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huwnipwghnt unhtiin JGd
swihuh

Nunppwuipuwsé E 6ymb wynuhbwht hudwdnyudphg' wunpduwé wnihtphibtng,ybpp & hup
unipp wippudduphly nhugpuyg dwipny: Lwhiwpbudwé Eubpztgwhnnuyhl tinnht whhpudbag
Unzipnipynits b 8l tpugne hwdwp: uifrup 300 (365x5.0mm, 8.5-9.0 thnnbph hwdwp): 1.
Uwypwlipbbipp whipp £ mbbbwt' 1.1 Gypwdhnypyut bplptbphg npld JEynd W/ jwd UUb-nuf bW/
lpwd Bwwynbhuwynd wypwlpbbph gpubigdwl hwwupwghp (puguwanyynit by juqdnid <&-nuf
wppunpywd wypwlpbbpp): 1.2 Upgpanponht qppdwé wpipunpopput whfpubqnipyut b
putlih JEpwhuljdut dhowqquypl hujwuypwafp (IS0, GMP, CE Mark Ywd wyy): 1.3 Upqprunpnn
Yuwquuwlhbpympyut (Yuwd wppanponh wwzmnhwl:wh ubplyuwygnigsh) Ynndhg yrefpwy unyputiph
hwdwp qppfwd huduny fuwbnipyub W/wd npulh hwjuwwpugpp: 2. Mppubibihnyayub
dwdlybiyp niibgnn wu;pwbgbhph qbu,u_;md’ wypwbpunpbuwlbbpp hwbdbdwl wwhpl wbpp ¢
bbbl wntnf whigpwbbhnipput dwdybph 1/2-p: 3. Unwghb ppbnp qpumbigpwé
duwutiwlihgp bbnlluuwg'lnq pbfubpluluwl pumipwgph hbp wlipp £ ubpluyuglh wypubpuyhb
bawbh, wpipunpnnf b dwquwt bplph dwupb (wypwbph Yywpwehp) ghnblugpdmpnibp: 4.
«Qunulubiph Jwupltr << opbtiph 13-pn hnnywéh 5-pn Ybiph wwhwbebbipny qubiljwgwé hndwl
nbwpnud Yhpwnby «yud hwdwpdbp» punbpp: — *phy 1.1, 1.2, 1.3 fpbpny wwhatigdng

hwwupwapbiph wunpdbubbpp bbplwpwgymd by wypwbpbbph dunplwpwpdwl dwdubwl:
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TFhuwy (wphughuwy
/ynynpnwiht/ N:3

bnndhg pdyusy wuypubiph hwdwp ppyws hud
2. Mfupwbbihnipyul dwdljbap mbbgnq wummbghbp[n nbwpnud wypwbpunpbuwlibpp hwbdbdwl

Munppuwupwsé b ufhlynbfig, nup dhwdnyg Yunmgwdp, Jwidbpp gbphunfindy junniguwéph,
pwihutghl/Ypuwpwihwbghl: lunnnduwlp pwirutighly, nbpgbl wnghphy bpluwybwlwb gény,
swithuf bk wpughbtuph puph wpwpypughp bgmd’ml nhdwlf tﬁgdmb SwiJunh bpnudny 1500

Ynbublppnph walpuympudp: Quihubph hwdwpwupnutingegmbtp 3.0 (30-50kg,1D-10.2,0D-12.1,

mox.cuff-25mm: 1. Uypwlpubpp wbpp b mbbbwl’ 1.1 Gypwdhnyppul tplpbbphg nplk Jhl;md’
Whypund UUL-nud b/ huad Bwynbhuynud wypwbpbbph gpuitigdul hudwupwgfp (pugunnigay
b Yuwqund <<-ud wpipuwnpwé wypwbipbibpp): 1.2 Upgpwnpnnhts ppwé wppwnpnipyul
whfipwlignipyut i npwlh JEpwhulpdwl dhowqquyht hunjwupwegpp (ISO, GMP, CE Mark ljund
wy): 1.3 Uppunpnn yuquwhbpymput (qud wnmwonnrzﬁ wwzmnbwflwb ubpluywgnigsh)

y / iyl b/ Yywd npulih hujuugpwghp:

wyushpl u:hwztmlf“ b wnbiuq ubihmipywt dudyliph 1/2-p: - 3. Umuzhfl ipkbnp

qpunbigpwé duwubwlhgp l'bnlluuwyllnq mblubhllwllwll punipwqnh hbp whipp b ubpljuyuglp




wypubipuyhl tpwbh, wppunpanh b swedwb bplph dwupl (wypwbph byupwghp)
pbnblwpdnipniip: 4. «unwlubiph Jwuplis << opliliph 13-pry hnnwéh 5-pn Ybph
wwhwhgbbpny qublwgws hndwl nbypnd Ghpwnby «jwd hwdwpdbp» punbpp: ‘phy 1.1, 1.2,
1.3 Ytapbipny wwhwbgdnn hwuupugpbph wupGbbubpp Ybpluywgynud by wypwbpbbph

e i e e | . e |

4. Qunuiubph hbwn  Jwwldwd pnnnpubp plunn  wudh hhduwydnpnuiubpp b

gpwhwugnudp.

Qunuiubph hbn Yuwyws pannpubip putunn wud Uhbp Ubwijwbu, nwnwbwuppbing
«Luwhph-Uwuplw» UMC-h 11.01.2019p. pannpp U 21.01.2019p. ubpluwjwgwd h pnuwiu
pnnnph  gpneiniup’ Yhg  thwuwnwpenpetipny, << wwpunwwuniajwl Uwuwpwpnyzjwl
23.01.2019p. gpnieyniup, << ML LSUNEUSUMAR-9/30 Sdwdlwgpny  Eilipnuwght
wénpnh hpwydbpp, hwynund B hGnlywp.

«Qunwiuiph Jwuptu» << opkuph 3-pnp hnnwsdh 2-pn dwuh hwdwdwu' qunuubiph
gnpépupwgp hhduynud | htwnlyw) uygpniupttiph ypw.

1) quiwu gnpdpupwgh Jhwutwlwl Ywuntubpny dpgulguwiht, pwihwughl,
hwdwswh, hpwwwpwwht W ng funpulwt hhdnipttipng Yuquwlbpuynud.

2) wwydwuwgph Yupdwt twwinwyny dwutwyhgubiph 2pgwtiwyh purwunwd b upwg
dholt Upguwlygnipjw fupwfunwuntd.

3) guwulwgwd wush hwdwp, wilwfu Upw  owwnbipypjw $hghywlywt  wua,
Ywquiwytpwnipiniu Ywd pwnwpuwghnyejnit sniutignn wd |hubnt hwugqwdwuphg, qudwl
gnpdpupwght dwutwygbnt hpwywhwywuwpnygniu:

Opttiph 13-y hnnywdh huwdwawy’ |

1. Qudwt wnwpluwih punyewgpbpp whnp £ wdpnnoniyejudp L huwnwy ulwpuwqpbl
Gbnp pbpynn wwpwuph, wpfuwwnwiph Ywd  Swnwjnipjw hwwnlwuhgubpp, npwlg
abnpptipdiwt U Jéwpdwt  wwjdwutbpp' pwgwnting  nwpuwlbpu dEluwpwunypjniup:
Quiwt  wnwpluwih punyewgpbipp, npnup  ubpwnnd Bu bwl wwjdwuwagph ghup,
pungpyynwt BU wwydwbiwgpnud:

2. Qudwt wnwplywh punypwgnbpp'

1) whwp £ dpgulgnpyut  hwjwuwp  wwydwitbp wwwhnybu huwpwynp
dwultwyhgubph hwdwnp.



2) swytwp E hwugbgubt qunwiubph  gnpdpupwgnud  dpgulgnuyejwt  hwdwp
shhduwynpyws fungpunnintinh wnwowgdwup.

3) whwp £ |hubl opjywnpynpbt hhduwynpywd b hwdwpdbp |hubu wju Ywphpht, nph
pwywpwpdwt tywunwyny Yuwnwnpynwd £ wndju) qunwdp. ;

4) ubpwnnd GU quiwu wnwpluwh dwutwgph, wnbuthlwywu anjw[ubnh huy
wfuwwnwupttiph nbwpnd’ twb wluwwnwupubph dwywwetpeh, dwdwuwywgnygh b w)
ns quwht wwjdwuubph wdpnnowlwt U hwdwpdtp Ujwpwagpnipjniup:

3. bubny quiwt wnwplwih wnwuduwhwwnlnyeiniuthg' npwtg  hwnlwuhgubipp
huwpwynphtu Ubpwnnud Bu Gbnp pbpdnn wwpwuph, wouwwnwiph Yud dwnwjnyzjw
nplht, unwunwpunpt, wuyunwignieywp, wwjdwtwlwy bpwutbphu, wnbpdhuwpwunie-
jwtp, thwpebpwynpdwtp, ptntwpwhdwlp, swihht, bwhuwgdtpht, hugwbu bwl qudwl -
wnwpluih wj] hwnwuhoubpht Ybpwpbpnn wwydwutbph  hunwly uywpwgpnyeniup’
hhdujwd Jhowgqguiht unwunwpuubph b Cwjwunwih <wupwwbnngeniunud gnpdnn
unpdwnhyjwinbuthulwt thwuwnwpnpbph, utnwunwpunubph, huy npwug
pwgulwynipjwt ntwpnd' dwdwuwlywynp nbfuthlwlywt wwjdwuubph gpuw:

4. Qudwu wnwpluh hwnlwupgubpp Yupnn  Bu uwhdwudb] bwb npytu
Yuwnwpnnulwuh Ywd gnpdwnnipwiht ($niuyghntiwg)) Uywpwgptp, npnup wbwnp £
ubpluywgybt  pwldwpwp  Gounejudp’  huwpwynpnyeyniu wwiny  Jwutwlyhgubiphtt L
wwwnyhpwnntht 6agphin puluwib) wywydwuwgph wnwplwu:

5. Qudwl wnwpluwh hwnwuhubipp swbwnp b wwhwug Ywd hnnud wwpniwybu nplk
wnlunpwiht bpwuh, $hpdwiht wujwudwlp, wpuonuwgpht, Fuphght Yuwd  dnnbih,
dwauwl bpypht Ywd Ynuypbnn wnpniphtt Ywd  wpnwnponhl,  pwgwnnipjwdp wu
ntwptph, bpp wuhtwp £ quiwt wnwplwih punipwgpnit wnwtg npwtg: <nnuiubp |
oginwgnpdtint nbwpnd  hwwnlwuhgubph  puniewghpp whwp £ wwpniuwlh  «fud
hwdwpdtp» pwnbpp:

<< wwounuwwunpjwl  bwhiwpwpnipjwt  Ywphpubiph hwdwp pdouiluwu
wwpwquwubph b dwiuudnn Wnyebiph dnppbipdwt tywwnwyny hwnwpwpdt) £« MU
LSUM-EUBSUMAR-9/30» dwdlwagpny EiEYunpnuwhtu wénipn:

GPLU-UU-2019/03 pnnnph opswtwlubipnud 15.01.2019p. dwdp 11:20-hu  wbinh
niiigwd thuinh dwdwuwy Culbpnipiwl bbpluywgnighsubipp hwntub By, np «<L MU
LSUN-EUBUMAP-9/30» Swdljwgpny Elyupnuwih wénipnh hpwybph <wybws 1-ny’



«Sthuthywlwt  punyewghp-qudwt  dwdwlwlwgnyg», uwhdwbyt) LU pd2julwu
wwpwqwutph wjuwhuh  funpuwlywt  wwpwdbnpbp, npnup  hwdwwwwnwufuwund Gu
pwgwnwwbu <<Smiths Medical Poortex>> puljbpnipjwt  wpunwnpnyejwup, nd dhwy
wwounnuwlwt  ubpluyjugnghst £ U hwlwwwwnwufuwuwpwp  ubpypnnp - <&-nud
«4ntnwghn» UMC-u: |

Cultipnpjw ubpyuwywgmghsubpp hwynul) Bu twl, np Mwwndhpwnnith Ynndhg
USnipnh hpwydtiph  1-9, 25-36, 42-47 swihwpwdhuubpny wnwtdwal dwudtnh dwuny
wwhwy twhwwnbubint wywydwuubpnud Usnipnp sh Yuwpnn hpwlwtwgyl) dhwutwluwu
Ywunuutipny, dpgulygwyht, pwthwughl, hwdwswih, yipnhhgwih wpnyniupnud Yluwfungh
wwjdwlwgph Yupdw bwywnwyny dwutiwyhgubiph 2powtiwyh punjwjudwt b upwtg dhole
dpgulgnipjwt fupwfunwdwu uygpniupp, pwuh np <pwybpny wwhwugywsd dwudtinh
nwbdwal Yunnigwdp niubignn pdoywlwi uwppp hwdwwwinwufuwunud | pugwnwytu
<<Smiths Medical Poortex>> pultipnipjwt wpunwnpnipjwup, nd dhwl wwonnuwlwl
ubipyujwgnighst £ <<-nud b hwdwwywinwufuwbwpwp ubpypnnp’ <<4ninwghn>> UNC-u:

dbpngpyuiny wuwydwuwynpdwsd wpdwtwgnnud bd, np Mwwndhpwnnia qunuiutiph htin

Ywwywd pnnnpubp puunn wudht nipnjwd 23.01.2019p. gpnipjwdp hwjwnuby £, np
nwbidwal (Ynunwwdl) Jwudbnnyg hunnipwghnt funnnjwlubp wpunwnpynud Bu ng dhwjl
«Smits Medical Poortex» pultipniejwt Ynndhg, wj twl Covidien/Medtronic pultpnisjwl
ynnuhg, npp <<-nud ubipyuywgyws k «Uknhntip» b «Utghtp» UMC-ubiph Ynndhg:

Muwwngppwwnit - hwynuly £ bwb, np UGnipnh dh gwpp  swihwpwdhuubpny
guulwunw bu &bnp pbptp Jwudbnh nwbdwsl Yuwnnigwép niutignn thnntip hwayh
wnubny wju thwuwnp, np Jwudbnh nwbdwdsl unnigwsdp niubignn thnntipp hnwaguw
pwpnnieniubpp Yuwtfubine twywuwynd wnwdb) tywwnwlwhwpdwp £ ogquwgnpdty
tpywpwnle hunnpwghwubph dwdwtwl, huswbu twl nwqiwpdawlwt Swnwjnypjw
gqnpéniubnejwl wnwlduwhwwnlynyeniitbphg BNy,  dwubwynpuwbu' wb
hwuqwdwupp, np unynpwpwn wiuopnp hwywnuh sk, pE nidjw thnnp np- hnuwhwwind
Yyinbnunpuh, hhywtnp/dhpwynpp (wwiwwwpiniuwht, hpwgbwiht b wyt) hugpw
Swlwwwph (dwdwuwl/onp) Yuuguh dhugk Jepguwlwu Jhpwhwinwlywt dhgwdwnniejut
wuglwgnwip, htuspwt dwdwuwly Yuwwuh hhdwunp, dhush Jhpwhwwnnyejwt pp htipeh
hwutkn' nwquwlywt gnpdnnnipyniutbph dwdwuwy, tpp huwpwynp £ Jhpwynpubiph
dEdwpwuwy hnup, hug wnlinnnipniu unLUEUw Jppwhwwnnyeyniup b hEndhpwhwnwyuw



opowtinui  hugpwl  dwdwuwy (dwd/op) nbinlu wuhpwdtownneniu  Yihuh  enpbiph
wphbunwywt Juswnniejwt wugywgdwt hwdwp:

Wuwbu' «Yunwiubph dwuhu» << opliuph 13-pn. hnnywsadh 2-pn Jwup uwhdwund £, np
quiwl wnwplwih punypwagnpbpp’

) whwp E  dpgwygnewt  hwjwuwp  wwjdwuubp wmwhnL[bb huwpwynp
dwutiwyhgubph hwdwp.

2) sybwp Lt hwugbgubt qunwiutiph  gqnpdpUpwgnu dpgwlgnipjwt  hwdwp
shhiuwynpywd fungpinnunubiph wnwgywgdwup.

3) whwnp k |hubt opyynpdnpbu hhduwynpdws U hwdwpdtp lhubt wyu Ywphpht, nph
puwpwniwt tywwnwlyny Yuwnwpdnd £ udjw gundp.

Wuwhuny, Mwwndppwinnth Ynndhg gunwiutiph htiwn Ywuwwd pnnnpubip putinn wudhu
npwdwnpwd b wudh Ynndhg hwdwwwnwufuwl hwiwgwugwipu Yuyptipnud  wnlyw
inbnblwinynyejwl nwnwiuwuhpnyejniup gnyg £ wdby, np Uénipnh hpwybpny inwbidwal
(Ynunwwal) Jwudtnny hunnipwghnt funnnywyutp wpnwnpynud Bu ng dhwjt «Smits
Medical Poortex» pulipnyejwt Ynnuhg, wy| twle Covidien/Medtronic pulybpniypjwt Ynndhg,
nph Utplujwgnighsutint B hwunhuwtnud <&-nwi «Utinhntip» L «Utghbp UNMC-ubipp:

Liwt wwywttbpnyd quund &, np USnipnh hpwdtpny uwhdwudwsd qudwu
bupwlyw wnwbdwdsl (Ynunwwal) dwudbnny huwnnipwghnt funnnywlutipp Yupnn Gu
Jwinwlwpwpyt deyhg wybih huwpwynp dwutiwygh Ynndhg, hinbwpwp guund bd, np
«£< ML LSUN-EUAUMAR-9/30» Swdljwgpny biEywnpnuwght wénipnh qudwt wnwplwip
wbfuthywlwt  punewghpp’  qudwt  wnwpywip Jwuny sh hwugbgund qunuiubiph
gnpdpupwgnid dpguwlgnipjw hwdwp shpduwynpywsd fungpunninubiph wnwowgdwlp:

Uphlunyt dwdwtwl wpdwuwgpnd &d, np dbpp upqwd hnnywséh npnyputiph
hwiwdw)u' qudwl gnpdplpwgp whwnp k dpgwlgniew hwywuwp wwjdwutbp wwwhndh
huwpwynp Jwutwyhgubiph hwdwp, wy ng pE" wpuwnpnnubph hwdwp:

bug Jbpwpbpynut £ Culbpnyejwt wit nhunwplydwup, np dwudtitnh Yunngywdpp sh
Ywpnn  bwlwu, pwgwnhly  Upwlwlnyeynit nliblwg wwpwuph  npuwih  Yud
wpryniuwybnngejwt Ypw, wwjw unylu dwuny wpawuwgpnud &, np Mwwndhpwnniu
pnnnph pltnyejwt tywwnwlyny hpwyhpywd Uhuwnh dwiwbtwl hwynuby £, np dwdtinh
udwl Yunnigwdp (nwldwdl) niubignn thanbipp htnwqu pwpnnygnutbpp Yuufubn
Uwwwnwlyny wnwyb ‘uwwmwuwhwndwﬁ E oquwgnpdt bplwpwinle hunnipwghwbiph



dwdwbiwy, huswbu twle hwadh wnubiny nwqiwpdulwit dwnwjnyjwt gnpdniubnuyejwt
wnwuduwhwwynygyniuubpp, Jwutwynpwwbu' wjit  hwuqwdwupp, np  undnpwpwp
Uwfuopnp hwyintp gk, b njwy thanp np hnuwhunwinud Yunbnwnpdh, hhjwunp/dhpwynpp
(whwtwwwpntuwht, hpwqbwiht b wyt) hugpwt Swuwwwph (dwdwuwy/op) Ywuguh
dhus  JGpouwlwt  Jhpwhwwwlwlu dhowdwnnyejuwt  wuglwgnuip, huspwt dwdwtwy
Yuwwuh  hhdwunp, dhusk  Jhpwhwwnnyut  hp hbpph  hwutb)p'  nwqdwlw
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