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puubiny << wnnnowuwwhnipjuwtu  Uwjuwpwpnyejwu  Ywpppubph hwdwp  pd2julut
Upwuwynypjwu  wwpwupubiph  &bnpptpdwt  bwywwnwyny  hwjunwpwpywsd «<< UL
GLUMAR-2021/18» Sdwodlwgpny qUwupdwu hwpgdwl pupwgwlwnpgh 2powuwlubpnid
«Unugbtinu-Eutipgndwo» PPL-h Ynndhg 18.06.2021. ubpyuwjugywsd (21.06.2021p. Jupnyp
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1. «Unugbinu-Eutipgndw)» PLL-h Ynnuhg utipluwjwqdué thwuwbipp,
hhduwynpnudubipp b wwhwuop.

«Unugbnu-tubpgndw)»  PPC-U  (hGunwunt  uwl'  Culbpnygniu)  18.06.2021p.
ubpywjwgywsd pnnnpny hwjnub E hGinlywp.

«<< Unnnowwwhnipjut  twfuwpwpnipgniup  (Uunthbin' Mwwndhpwnnt)  pdoluuit
Upwlwynipjwl wwpwupubiph dtinppbpdwt tywunwyny hwynwpwpb £« UL FKUNAP-
2021/18» dwdlwagpny quwupdwu hwpgdwt pupwgwlwpg (Wunthtn' Cupwgwywng), npp
hpwwwpwyyb) £ unytu pwlwuh dwjhuh 24-hu, dwdp 15:58-hu, www.gnumner.am Yuwjpntd:

Lpwybph pwgnudp hpwywuwgyby b EGYunpnuwihtu gunwdubph Armeps (www.armeps.am)
hwdwlwngh dhongny' unyu pwlwuh hnipup 1-hu, dwdp 16:00-hu:

Cupwgwlwpght  dwutwygnyejwu  hwjwn  thu bpyuwyjwgptp  hGunlywg  snpu
Ywqdwybpwnigyniuubpp' «U.L.L Swpd» UNC-u, «UU Ubnhp; Spnuwy» UNC-u  «Ubinwpn»
UMC-u b «4nugbinu-Eubipgndwy» ®LL-U (wjunthtitn bwl Culbpnipniu):

«UU Utnhp Spnuwy» UMNC-h, «Ubnwpn»  UMNLC-h U «4nugbinu-Eubipgndwy» PPLL-h
Yynnuhg ubpyuwjwgywsd thwuwnwpenprtipntd wpdwuwagnpybip Ehu
wuhwdwwwwnwufuwunyeinuutip: Mwunyhpwnnt wnweownybg dlopjw dwdybinnwd 2wy
wuhwdwwwwwuluwunyeinwutipp:  UWthwdwwwunwufuwunyeniuubpp  Ybpwpbpnud  Ephu
dppdwjht - wudwudwu L wnwowpyynn  wwpwuph  Inpdwwnp  hunwybgdwup
(Jwuuwynpwwbu wnnuhnwd pwuh hwun E): Uhtsk dayopjw dwdybinh wdwpuinp «4nugbinu-
Eubpgndwg» PPLC-U gpwynp nhdbp Ep << wnnnowwwhnyejut  bwjuwpwpnyjwun,
wnwownybiny 2unynud wwhwueb twl «U.L. L Swpd» UNL-hg, pwuh np Lwybwsd 1.1-nwd
hunwybgwd skp wwpwuph dwyuphop: Spnyejudp wwpqupwuynd Ep dwlyuhop ugbine
Ywplnpniejntup, pun nph Ywpnn £ wwppbpdtp twb wnwownpyynn  wwpwuph
nbfuuhywlwu punypwagph Yuwpunpwgnyu wwydwuubphg deyp, Jwutwynpuwbu' pwgbne
wwhhg whwnwuphnpjwt dwdybwnp: Uwluwiut << wnnnowwwhnigjut Uwfuwpwpnyeiniup
wuhwulwuwh ywwwufuwu Ep wndb| dep Ynndhg ubpywjwgywsé gpniejwup, pun Enypgjwt
sywuwnwufuwubing  gpniyggwu dby wnwownpwd  hwpgbphu,  hul  pwuwynp
htinwfunuwqpnygh dwdwuwl dhwugwdwju wj| Yywwwufuwu tp wnydb) (hGnwunuwquugp
hpwywuwgyb) k <e wnnnowwwhnijwu Uwluwpwnnijwu 060808003
htinwfunuwhwdwpht, pninp hbnwfunuwqpnygubpp dwjuwgpynud Gu): Nwwnh, «4nugbinu-


http://www.armeps.am/

Eubpgndwo» PRL-U ubpywjwgpbig Lu bty gpnieynit, npuintin ninnuyhnpbt ywwnwufuwund
Ep << wnnnowwwhnypjuu twfuwpwpniejwl qunuubph hwdwlwpgnnh Ynnihg pwuwynp
Ytpwny npwd wwpqupwunwubiphtu, npntin wpnbu ninnwyhnpbu pwpdpwdwjutightp wju
dwuhtu, np niubup nnowdhwn Yuulwd, np dpgnyph dwutwyhg «U.L.L Dwpd» UNC-U sh
hunmwybigunid wwpwuph dwluhop, huly wnnnowwwhniejwl UwfuwpwpnyeNu £ sh
wwhwugnw hunwlybgub wju dhinnuwdny, np ybpghututipu ywwpwuwn Gu punnwt) «U.L.L
Swpd» UNLC-h Ynndhg wnwownplynn guwuugwsd ptuwmn-tiphq (nph twiuwnbwp twhuyhund
niutigh) Gup: 2020p-hu hpwlywuwgwd << UL F<UMAL-2020/6 dwdwagpny quwuodwl
hwpgdwup Jwutwygtijhu «U.LL Swpd» UNC-h Ynndhg wnwowpyyt) £t h Utje Ophohu
ptuwn-tphqubp, npnug hwdwp dwutwyhgp wnpwdwnpbine Ep h UG Ophohu, dnnbj PG-
310 wpwpwswih uwppbpp, uwywju thwuwnmwgh hwuduytp £ Rp Ubje PS-004 pbuwn-
Gphqutp, npnug htin dhwuht npwdwnpb] Gu Gmate Voice, PG-301 dnnbjh 2wpwpwswth
uwppbp:  Ypw  Jwupt  Jywind  Gu dbpouwlwu  ognwgnpdnnubph  pnnnp-
hwjinnwpwnpnieniuutpp, ufuwpubpp b pwg Lwdwlubpp unghwwlwu gwugbpnw), npp
uwlwju Ypyht pnnuytig wuwwwnwufuwt (nbuub| unyu pnnnph hhdptp W hhduwynpniudubip
pwduntd):

Lwuh np qunuiu hpwywuwgyby § «Funwubph dwupu» << opbuph (wjunthbin® Opbuph)
15-pn hnnwsdh 6-pn Jwup hpdwu Jpw'  hwuduwdnnndp npnobp £ Ywubgub] upunp b
hpwyhpbi| Jwuuwyhgubiphtu qutiph ujwqbgdwu 2nipg dhwdwdwuwlyjw pwuwlgnyenuttiph
unyt pywlwuh hnihuh 11-ht dwdp 15:00-hu (Armeps (www.armeps.am) hwdwlwpgh ng
wywnndwwn  dwunigdwu dhongny pwlwlgniginiup bpwuwlyytig hnwhup 9-hu, uwlwju
hwuduwdnnnyh Uwjuwqwhh W pwpwunninuph hhjwun [hubiine ywnbwnny hGnwaqybg
hnwhuh 11-pu, dwdp 15:00-hu): Pwuwlgnyeniututph wpryntupnw «4nugbinu-Eutipgndwo»
PPL-u ujwqgbigpti £ ghup:

Cwudwdnnnyp npnob| £ 1-hu wnbin qpwnbgpwé Jwuuwlyhg twuwsk] «U.L.L Dwpd»
UMC-hu, huy 2-pn wnbn gpwnbgunn' «Ynugbinu-Eubpgndwsg» PPL-hu: Culbpnuyejniuubph
Ynnuhg ubipywjwgyws wwpwuph wdpnnowlwu punypwantpp wpwdwnpyb u quwhwnnn
hwuduwdnnnyht' hpwybph wwhwugubpht hwdwwywwnwufuwunypywu quwhwwndwu hwdwp
(Cwyinbph quwhwwndwt wpdwuwgpnipniu N2' fuqddwsd 15.06.2021p.):

dniuhup 15-hu hwuduwdnnnyp npngtip £ hwnpenn dwutwyhg Gwuwst] 1-hu wntin
qpwnbgpwsé «U.L.L Dwpd» UNC-hu (Cwyinbph quwhwwndwu N2 wpdwuwgpnigniu’


http://www.armeps.am/

Ywquywsd 15.06.2021p.) W hniwhuh 15-hu dwdp 20:23:05-hu qunuwiubiph wWwownnuwywu
wnbintywagpnud hpwwwpwyb) £ wwjdwuwghp Yupbint npnpdwtu dwuht hwjwnwpwnpniegyniup,
huy hnwuhuh 16-hu, dtp Ynndhg ywhwugbinig htwinn ninwnyyb £ dbq:

2.1 «Funmidtulinh Jwupti» << opbtiph (wyunthbinn twll' Optiup) 13-pn. hnnwsdh 1-hu dwup

hwdwdwju. «Fudwt wnwplwih puniewgptpp wbtwp £ wdpnnonipjudp U huwnwy
uUywpwagptiu &binp pbipynn wwpwuph, woluwwnwuph Ywd dwnwniygjwt hwwnywuhubpp,
npwug  Gbnppbpdwu UL Jéwpdwu  wwpdwuubpp'  pwgwnbing  wwpwlbpy
dEjuwpwunyeyniup:  Sudwtu  wnwplwih  punyewagpbpp, npnup  UGpwnnd  Gu bwbl
wwjdwuwgph ghup, pungpyynd Gu ywydwuwgpnud»: [pungdnwip dbpu k]

Ontuph 34-pn hnnywédh 1-pu dwup hwdwdwju. «Lwjnbipp guwhwwynd Gu hpwybpny
uwhdwujwd Ywpgny: Pwlwpwp bGu quwbhwwndnd  hpwdbpnd  Gwjuwnmbudwsd
wwjdwuubpht hwdwwwwwufuwunn hwjntpp, hwlwnwy nbwpnd hwjnbpp guwhwwnynd
GU wupwywpwp L dGpdynid Gux:

LUnyu hnnywsdh 5-pn dwup 2-pn Yhinh hwdwdwju. «Lwuduwdnnnyp quwhwwnd £ unyu
dwuh 1-ht YGwnp hwdwdwju  uEpyuwjugwd thwunmwpnpebph (nbntYnyeyniuutph)
hwiwywwnwupjpwunyyniup  hpwybpny uvwhdwujwéd wwhwugubphu, U hpwybipny
uwhdwuywd nbwptpnud nt upgny quwhwunnd £ nyjw dwutwygh quwiht b ng quwyht
(mEuupjulwt) wnwowpyh hhduwynpywénipyniup»:

Unyu hnnywédh 6-pn W 7-pn dwubiph hwdwdwju. «6. <wjinp qguwhwwnynd  pwjwpup,
Geb unyu hnnwdh S5-pn dwuh hwdwdwju ubipyujwgywsd wndjwubpp pwywpwpnd Gu
hpwytpn uwhdwuyws wwhwioubipp: Ldwu nbwpnud dwutuwyhgp hwjwnwpwpynd L
puunpywd:

7. Unyu hnnwdh 6-pn dwuh hwdwdwjy' gquwhwwndwt  wpryniupnd — hwjip
wupwywpwnp quwhwwnybiint nbwypnd hwuduwdnnnyp hwunwpenpebpp  ubipluwjwgubint
wwhwug £ wnwownnpnd hwonpn wnbinp gpwnbgpwd dwutwyghus»: [pungdnwdp dbipu k]

Optiuph 46-pn hnnywsdh 1-hu Jwuph hwdwdwju. «3nippwpwugnip wud hpwynitup nwh
pnnnpwpytint wwwnghpwwnth, quwhwwunn hwudtwdnnndh W qunudubiph hbn juwyywsd
pnnnpubip putnn wudh gnpdnnnieiniutibpp (wugnpdnieiniup) W npnanwiubppx:

Unyu hnnwsdh 3-pn dwuh 1-htu Yhinp hwdwdwju. «3nipupwtsinip wud hpwyniup niup
unyu opbiuph hwdwdwju twfupwtu wwjdwuwgph Yupnwp pnnnpwpybint ywwyppwunnth b



quwhwwnn  hwuduwdnnnyh  gnpdnnnigyniutpp  (wugnpdnieyniup) L npnonudubipp
qunudubtiph htin Yuwwywsd pnnnpubip puunn wudhux:

Optiuph 10-pn. hnnywdh 3-pn b 5-pnp dwubiph hwdwdwju. «3. Upgnyeh U fGYunpnuwjhu
wénipnh nbwpnwd wugnpdniypjwu dwdybunp wnujwqu nwu opwgnigwihtu op k: Gudwt wy|
pupwgwlwpgbph hwdwp wugnpdnipjwu dwdlbnt wnujwqu hhug opwgnigwyht op k:

5. Muwuydhpwwnit  ywypdwuwghpp Yupnw Lk, Gt unyu hnnwdh 3-pn dwuny
twhiwwnbujwd wugnpdniejuu dwdybnnd npul Jwutwyhg qunwiubph pnnnpwplydwu
funphpnnud sh pnnnpwpynwd wwjdwuwghp Yupbint dwuht npnanwdp: Uhusl wugnpdniyejwt
dwdybwnp pwuwp Ywd wnwug wwpdwuwghp Yupbint dwuht  hwjnwpwpniegjwu
hpwwwpwydwu Yupwd wwjdwuwghpt wn nshus E»: [pungdnwdip dbpu k]

2.2. £ Ywnwywpnipjwu 25.03.2021p. 414-U npnodwdp hwwnwwndwd «Funwiubiph

ghpdpupwgh Ywqdwybpwdwu» Ywpgh 21-pn Yinp hwdwdwju. «....21. Gpb qudwu
gnpépupwgutinh Yuwqlwybpylwu dwdwltwlwgnygny w) dwdybin twfuwunbuwsd sk,
www qudwt wwhwoh dSwqdwu opjwl hwonpnnn puwt  wofuwwnwupwiht  opjw
pupwgpnd Wwunwufuwlwwnt unnpwpwdwunudp'

1) Juqund U hwuwnwwnd £ qudwt hwjwnp, npp ubpwnnid £

w. Gudwt wnwpluwih punipwgpbpp: Uwypwupubph qudwu nbwpnd upynd £ uwl
dwutwygh Ynndhg wnwowpydnn wypwtpuyphti tpwap, $hpdughtt wajwadwt, dwlupoph
U wppuwnpnpp Jbpwpbipjw] wnbntwunynyejuu ubpyuwjwgdwu wuhpwdbonnyeniup, huy
wwjdwuwgph  Ywwwpdwu  thnynd - wwpwupt  wpunwnpnnhg Jwd  dbpohupu
ubipywjwgnigshg Gpwotuhpwiht bwdwyh Ywd hwdwwywnwufuwuniejwu ubpnhdphljwnp
ubipyuwjwgdwt wuhpwdbywnnyeniup, Lt npwup Yhpwnth Gu nyjw] wwypwuph hwdwn: ....»
[pungdnudp dbpu k]

26-nn Ytwph 9-pn Gupwybtimh hwdwdwju quwhwwnn  hwuduwdnnngdh  wunwdp
wwwnwufuwuwwyniniu £ Ypnwd pp npnanwdubph, wyn pYnd’ hp Ynndhg hwuwnwndwd
thwuwnwpenprtph, wwhwugtbph husybu twl qudwu pupwgwlwpgh hwnennht npnoGint
hhduwynpjwdnipjwu hwdwn:

2.3. «Uywnnnubph hpwyntupubiph ywonwwuniygjuu dwuphu» <L optiuph 5-nn hnnywdh
4-pn YGwnp hwdwdwju. «4. Uwypwupu pun udnph b (Ywd) uupwgph Jwbwnbhu
qwéwnnnp  wwpuwynp £ uwywnnnpu  hwudub]p  wjuwyhuh wwpwup, npp
hwiwwywwnwupuwund £ udnipht b (Ywd) ulupugphu:»



Unyu optiuph 8-pnp hnujwdh 3-pn dwup hwdwdwju. «3. Gpb wwpwuph (wfuwwnwuph,
Sdwnwjniejwl) wujuwug oquwgnpddwu [oppbwl' pwgbint wwhhg whipwbhnpwi
dwdlybpp, npp - fuwpaplne nbwpnd - wuninnuibip - Gepuny  Yupnn £odpwtiq - hwugdby
uwwnnnp wnnnonyzjubip b ywupht], upw ywhdwu, thnfuwnpdwu, ogunmwhwudwu hwdwn
wuhpwdbon b ywhwwub) hwnndy Ywunuubp (wjunthbn' Ywunuubn), www wpnwnpnnp
(uwwwpnnp) wwpunwynp £ npwup Uk wwpwuph  (wofuwnwuph,  Swnwjnipjw)
wwwnlwubihp thwunwenebpnu, yhunwyh ypw' dwlwuousépny Ywd wy bnuuwyny, huy
qwéwnnnp (Yuuwnpnnp) wwpwwynp £ wyn juwunuubph dwuht nbntywgub] uywnnnht:»
[pungdénudp U dbopbpnuwip dbpu Gu]

Unyu hnnwédh 5-pn dwuh 3-pn wwppbpnigjwt hwdwéwju. «dwbwnnnh (Ywwwpnnh)
Ynndhg uwwnnnubph Yuwuph, wnnnonpjwt L gnyph hwdwp Yuwug ubplwjwgunn
wwpwupubph hpwgdwt  (w2fluwwnwuph Ywwwpdwt) hwdwp Jwbéwnnnp  (Yuwwpnnp)
wwwwufuwuwwynintt £ Ypnd  <wjwunnwuh  <wupwybnnggjuu - optiuunpnyejwdp
uwhdwuywd Yupgny:»

LUnyu optiuph 11-pn hnnywsdh hwdwdwju. «1. Upunwnpnnp (Yuwwpnnp, Jwéwnnnp)
wwpunwynp £ dwdwuwyhtu uwywnnnht  wnpwdwnpb] wwpwupubph  (w2fuwwnwupubph,
dwnwiniejniutuph)  JbGpwpbpw| wuhpwdbn L uwnnyqg wnbnGlwunynyeniu,  npu
wwwhnynud £ npwug 6&phpin puwnpnigjwu huwpwynpniejniup: Uwpwupubiph
(woluwwnwupubiph,  Swnwynyeynutbph)  wnwudhu  wbuwyubph  wnbnblwunynyejwu
pnjwunwynyeniup b wwpunwnhp wwhwugubph dwupt nbnGlwwynienttt uwywnnnhu
hwugubnt uwpgp uwhdwund £ Yuwnwywpniejniup:

2. Uwpwupubiph (w2fuwwnwupubiph, dwnwjniejniuutinh) yGpwpbipjuw| wmbntywunyniyeiniup
wwpwwnhp Yunpgny whnp b wwpniiwyp’

p) wbintynieniuubip wwpwupubph (wofuwwnwupubiph, dwnwjnieniuutipnh) hhduwlwu
uywnnnulwu hwwnynieyniuubph dwuhpt,

G) wwpwupubph (wfuwwmwupubiph, dwnwnyenuutph) wprynitwybn b wudwnwug
ogqunwgnpédw Yuwunuubpp b ywydwuubpp.

2) unyu  opbkuphu hwlwwwunwufuw' wwpwupubiph (w2luwnwupubinh,
dwnwinieiniutph) uwhdwuywsd dwnwjnigjwu Ywd wyhwwuphnipjutu dwdlbwp, huswbu



uwl upwd dwdlybinmubph wywpuinhg hbinn uwywnnnh wuhpwdbtion gnpdnnnieniuutiph b
winwhup gnpdnnnieyniuubph sfwwnwpdwu nbwpnd’ huwpwynp hbwnbwupubph Jwuhu
wnbnGYynieniuutipp, Gt wwpwupubpp (w2fuwwnwupubpp) Updwd dwdybnubiph wywpunhg
htiinn Junwug Gu ubpyuwjwgund uwwnnnh Yywupht, wnnnoniypjuup L gnyphu Ywd hp
Upwuwynyejwdp oginwgnpddwt hwdwp nwnunwd Gu ny whwwp, ...»

n) wbntlwwynypni’ hwdwwwwnwuluwunyejwt wywpunwnhp hwjwundwt Gupww
wwpwupubiph (woluwnwupubiph, dwnuw)niejniuttiph) hwdwwwwnwufuwunyesjwu
hwywuwndwu dwuhu.

3. Unyu hnnywséh 2-pn Ytwny twpuwwnbujws wnbintwwnynieiniup  hwugynd |
uwwnnnht h ghwnyen’ wwypwupubphtu (wofluwwnwupubphu, Swnwjniyeyniutbphu) Ygynn
wbfuupywywu thwunwpenpetpnd, wyhunwlubph Jpw, dJwywuadwsépny Ywd wwpwupubph
(wofuwwnwupubiph, Swnwjnyeniuubiph) wnwudhu  wbuwlubph hwdwp punniuwd  wy|
tnwuwlyubpny, ubpwnyw| gnduqgnh pninp dhongubipp: Uwpwupubph (woluwwwupubph,
swnwjnyejntututiph) hwdwwwwnwufuwunyeyuwu hwywundwu  dwuht  wnbnGywunynieiniuu
uwwnnnht ubpyuywgynd £ uwhdwudwsd Yupgny dwwupdwsd hwdwwywnmwufuwuniyejwu
upwuh &uny U wbjuuhywlywu Gwunwenptpnd  hwdwwywwwuluwunyejwu  thwuwnp
hwjwuwnnn upnwing (ubpunpdhlwnp hwdwpp, npw gnpénnniejwt dwdlbinp, wju nynn
dwpdhup Ywd hwdwwwunwuluwunypjwt dwuht hwjnwpwpwaph hwdwpp, gnpdnnnigjut
dwdybwnp, wju Juybipwgunn dwpdhup):...» [pungdnwdutipp dbpu Gul:

Cwdwdwju <L UL §<UMAP-2021/18 qudwu pupwgwlywngh hpwytiph 4.3 YGwnh. «4.3
Uwuuwyhgp hwjinny ubpyuywgunid £

2) hp Ynndhg wnwownlynn wuwpwuph wbfuuhjwlwu punyewagpbpp, huswbu Uwl
wnwownpyynn wwpwuph wwpwupwihu towup, $phpdwht wudwunwdp, dwluhop W
wpwnwnpnnh wujwunwWp (wjunthbn' wwpwuph wdpnnowywu ulwpwghp): Cun npnd
dwutiwlhgp Yupnn £ ubphujwguby delhhg wdbih wpuwnpnnutph Ynndhg wpuwnpgws,
huswbu uwl wwppbp wwypwupwihu towu, $phpdwht wujwund b dwluhp nubignn
wwpwupubin: ... » [pungdnuwip dbpu k]



Ubtioptipdwdé  hpwywunpdbph  hwdwlwpqwiht  Jbpindnieiniuhg hGnbnwd £, np
dwutwyhgp  wwpunwdnp - £ wnwowplnn - wwpwuph - Uywpwghpp - ubiphuywgut
wdpnnontgjwdp b wjuwyhuh  hunwynipjwdp, np pwgwnh  wwpwuph wwpwlybpy
dEyuwpwunipniup pE wwwdhpwwnnth, pE Jwutuwyhgubph, U pE uwywnnnubph opowunu:
Unwownlynn wwpwuph ufwpwghpp wtiwp £ hwdwwwunwutuwuh hpwybpnyg vwhdwuywd
wwhwugubipht: Uwutwynpwwbu, Grb wwpwuph wdpnnowlwu ulwpwagph wnnuwyp
Uwfuwwnbund £ wwpwupwihu  Uowu, dppdwiht wudwunwd, dwluphp, wpuwnpnn
puybGpnyggntt. nwownbp, www Jwutwlbhgp  wywpwwynp E o onpwbp  [pwugub]  puwn
Upwuwynyywu: Cun npnwd, Lt pwpynip wwpwiuownmywsd L unnpwybnbpny, wuww
wuhpwdtionn b pwywpwnp E jnipwpwtyniph W pninph wnywynyeynwup: Wuhupt dwutwyhgp
sh upnn Ut dhwyu $hpdwiht wudwund, vwluwyu sugkp dwluhy (ophuwly' wwpwuph
dnnbip: UGY dnnblh hwdwp Ywpnn G woluwwmb) wwppbp swpwpwswih uwppbp (ip&'u
ywn 1):  Gmate PS-004 dnnbjh 2wpwpwswih phuwn-tGphqubpp wofuwwnnud Gu dh pwuh
owpwnwswth uwppbpny: Hwup BU'

e K113636 - Gmate VOICE™ Blood Glucose Monitoring System

e K141656 - Gmate® Mini Blood Glucose Monitoring System

Gmate® Step Blood Glucose Monitoring System,

e K150299 - Gmate SMART Blood Glucose Monitoring System,

e K151658 - Gmate Origin Blood Glucose Monitoring System

Uwlwju wnlw £ twl Gmate PS-003 dnnbh 2wpwpwswith phun-Gphqubip, npnup
woluwwnd Bu Ynuypbin pwpwpwswih uwnppbph' Gmate plus-h hbtw, Gmate Life-h phuwn-
Gphqubipp wofuwwnnud tu pwgwnwuwtiu Gmate Life gwpwpwswith uwppbiph htiw),

Ljwp 1



\ﬁ https://accessgudid.nim.nih.gov/devices/08809301161029

L

SR = Il
GUDID i

Enter Device Identifier, Name, or Company

DEVICE: Gmate® Blood Glucose Test Strips (08809301161029)

& DEVICERECORDHISTORY %, DOWNLOAI

VIEW ALL SECTIONS | CLOSE ALL SECTIONS

© DEVICE IDENTIFIER (DI) INFORMATION

Brand Name: Gmate® Blood Glucose Test Strips Primary DI Number: 08809301161029
Version or Model: PS-004 Issuing Agency: GS1
Commercial Distribution Status: In Commercial Distribution Commercial Distribution End Date:
Catalog Number: Device Count: 25
Company Name: PHILOSYS Co., Ltd Labeler D-U-N-5@ Number”: 680184887 ~Terms of Use
Device Description: No description.
CLOSE
@ GMDN 2]

@® FDA PRODUCT CODE [2]
© FDA PREMARKET SUBMISSION

FDA Premarket Submission Number [?] Supplement Number [7]

K113636 000
K141656 000
K150299 000
K151658 000

Device Exempt from Premarket Submission: No

hwoyh wnubny, np dhwju dGY wpunwnpnn puybipnygjwt phun-tphqutip £ wnwowpynid:
Lotup twl, np 25.03.2021p. opGuunpwywt thnihnfunyeynwuutiphg htivin pny| £ wipynd
ubipywywgub] dtyhg wdblh wpunwnpnnutph Ynndhg wpunwnpws, huswybu uwb dby
wpunwnpnnh Ynndhg wpunwnpgwsé wmwppbp wwypwupwihu upwu, Shpdwiht wujwund b
dwluh2 nwbignn wwpwuputp: Uw bywwnwy  hGunwwunnud huwpwynphtu jnipupwbgnip
wwpwuph hwdwp  wpwdwnpb] uwybghdhly L hunwly  wnbuuhywywu  punypwghp’
wnwybjugnyuu pwgwnbiny wnwppulwinp: Uy ns pb punhwupwwbu shunmwlybgub) n's
wpwdwnpynn gwpwpwswih  uwppbpp, n's pbuwn-Bphqubpp: Yfw wpnbu wwund |
wunpnanupjwt, wnwpwybpy puyupdwt nwow, npp ns Jdph dl sh wywpwwynpbgunid
dwutwlyght wpnbu wwyjdwuwgph Yuwwwpdwu thnynd ubipluywgub Ynuypbinn wwypwup,
npny ybipghtu dwutiwlygb) £ dpgnyphu:

Uwutwygh hwyuinp, hpwybiph wywhwuubiph shwdwwwwnwufuwubiint nbwpnid, Gupwyw
E dbpddwu U hwuduwdnnnyp thwunwpenpebpp UGpYwjwgubint ywhwuye £ wnwownpnid
hwonpn wnbnp qpwntgpwé dwutwyghu:

Udpnnowlwt inbintywwnyniejwu wnpwdwnpndp ntuh Yupunp tawuwynyentt ng dhwju
dpgnieh  Jwutwlgnuygjwu hwdwp, wy twb hp Jbpouwlwu Uwwwnwyh' uwwnnnubph



wunpn? 2powuwyh wnnnowywt Ywnphpubph pwwpwpdwu hwdwp: 64 dpgnyeh dwdwuwy
wpwdwnpbiny ng (hwndtip, ng huwnwy, ng tgphwn punipwghp’ dwutwbhgp Yupnn £
wuninnuyh Yepwny Juwughb| uwwnnnubph wunpn? opowtiwlh wnnnonigyniup U Yywupp'
swnuwgnitiny uywnnnh unnyg wnnnowlwu Yyhbwyp:

<L UL 9<UMQPR-2021/18 qudwu pupwgwlwpgh hpwybph wnwowpyynn wwpwuph
wbfuuhyuwlwu punipwagpnd wnlw £ ywjdwt, hwdwdwju nph pbuwm-Gphqutph dwdlybinp
swybtinp £ thnfudp wuywfu nnupp pwgdwu ywjdwuhg: «U.L.L Swpd» UNC-U hp Ynndhg
wnwownyynn wwpwuph nbluuhyulwu punypwagpnud gk £, np phuwn-tphqutiph dwdlytiunp
sh thnjuynud - wulwfju  wnuph pwgdwt  wwjdwuhg: Uwlwit pwg wbntlwunydwlwu
hwppwlubpnw  wnjw  wwowmnuwywu nduwiubpp  wy  pwtu U wwwgnignid:
Uwutwynpwwbtiu Gmate-h wwonnuwywu Yujpndl wnlw E ogunwgnpddwt dtnuwnly, nph
wnwoht kond upwd k, np wupwdbtion £ $hpubp wju wduwphyp, Gpp wnwoh wuqud
pwgynw £ updwyp: Cun npnw updnud k£, np pbuwm-Gphqubpp whwnwuh Gu ogwwagnpddw
pwgbint wwhhg 3 wdhu (pp&'v bGywp 2, npp wppwypwydws b ogypugnpddwl dentiupyh
wnwoht kopg): Uwwju PM301-AM0-2100 oquwagnpddwu dbnuwpynud pugwluwnud £ wju
YGwp, npp uwhdwund | pwgdwu wwydwup' dninpbgubng hwjwuwnwujwu uwwnnnubphu L
wnwowgubin Yunwug uwwnnnubph Yuwupht L  wnnnonyejwup: Uwnwgynwd L, np
wudhowwbu  wpwwnpnnh  Ynndhg  hpwwywpwyjws  EGYunpnuwht ogunwgnpddwt
dnuwpynw upynud £, np whunwupniyejwu dwdybunp thnfjudnd § pwgbiing huinn, huy wju
oquwgnpddwlu denuwpynuwi(pt'v thwp 2.1 ), npp nmpwdwnpynud £ owpwnwswi uwppbiph
WYywd pbuwn-Ghqutiph hbtiw, npu wudhowlwunpbu ogquwagnpdynwd £ uwwnnnh Ynndhg,
htinwgywé £ win hudnpdwghwu:

ulup 2




Performing the Test

Be sure to have these items ready before you test:
m Gmate™ Voice Meter

m Gmate™ Test Strips

m Lancing Device

m Sterile Lancets

Important
m Gmate™ Voice Meter works only with Gmate™ Test Strips.

m Make sure the meter and test strips are about the same temperature
before you test. Room temperature is recommended.

m Store unused test strips in their original vial only.
m Do not open the test strip vial until you are ready to perform a test.

5} m Write the date you first opened the vial on the label. The test strips are
only good for three months from then.
m Close the test strip vial immediately after use to avoid damage from
humid environments.
m Do not re-use or share a test strip that has blood or control solution
applied. Test strips are for single use only.

Sem'ng the meter

Collecting a blood

How to replace the battery

‘ Step 1 Be sure to have these items ready before you test :
Prepare two ¥ Gmate® VOICE Meter
ne i
LRO3). With the ety C30tries gy | & Gmate® Test Strips
gﬁ:?t.the battery 1 You can | m Lancing Device
Onlofit B Sterile Lancets

Step 2
Remove the olq p, | Important
; atte i
one in the correct dire';}t’igf:1 dinsertthenew | m Gmate® VOICE Meter works only with Gmate® Test Strips.
¢ i Make sure the meter and test strips are about the same

& Separate used batteries, temperature before you test. Room temperature is

recommended.
Step 3 JU Store unused test strips in t.heir oﬁginal vial only.
I ¥ Do not open the test strip vial until you are ready to
bns.;rt the two protruding parts of the perform a test.
o lom.of the battery cover first, then push ¥ Close the test strip vial immediately after use to avoid

and slide it until it ‘Clicks”.
it until it ‘Clicks’, damage from humid environments.

& Do not re-useorshareateststripmathasbloodor

i If you remove the old bat, i i
ST s a&efl;y, Mt:;edate control solution applied. Test strips are for single use only.

However, removing the batteries ha
no effect on the Measurement regy,) E
or other settings. g

Unyup Jupnn Gup wnbuub| bwb Gmate pliun-tGphqubpu ni gnyndbinpubip wpunwnpnn
puytpnigyuu’ Philosys - h Yujpnd: Ujuwnbn wnbnunpdwsé £ oguwgnpddwu  Jdby  wy
dtinuwny, wybh dwywniu b hwdwwwpthwy hupnpdwghw npwdwnpnn, npp YyGpwpbpnud
E Gmate Voice swpwpwswith uwppbtiph dhongny Gmate pliuwn-tiphqutiph ogwnwgnpddwu



Ywunuubpphu: Uugubind hnnuing, Ywbuubup, np dbnuwpyh 47-pn bond (ipb'u Ghwp 3)
uoyws £, np Gmate pbuwn-tiphqutipp W npwyh unnigdw (nWnyep nwtu hpkug updquyh ypw
wnwyywd yhwnwuhnygjwi dwdytin: Gpp nnip wnwoht wugqwd pugnud tip phuwm-tphqubtipp W
npwyh unniqdw |nwdnyep, wuhpwdbyn £ wudhowwbiu wpdwuwagpb] wyhwnwuhnyejwu
dwdlybinh wjwpwnp' wnwoht wugwd pugbkiint ywhhg 3 wdhu wg:

ulwup 3

Storing Your System

m Store your meter, strips and contral solution in your carrying case after each use.

B Stora each item in a cool, dry place below 90°F (32°C), Do NOT refrigerate.

B Keep all items away from direct sunlight and heat.

B Tightly closa the cap on the test strip vial and/or control solution vial immediately after use to
avoid contamination or damage. Store tast strips only in their anginal val,

$ Checking the Expiration of Strips and Control Solution

The Gmatel® Test Strips and Conftrol Solution have expiration dates printad an the vials. When
you first open the test strip and control solution vials, immediately record the discard date,
3 months after first opening, on the vial labels.

B Do NOT use the test stips or control solution after the expiration date, discard date (date
first opened plus 3 months), whichever comes first, or your results may be inaccurate.

B Do NOT use test strips if the vial is damaged or left open to air. This could lead to inaccurate
test results and arror messages.

www./Gmate.com Call Customer Sarvice Tol Free at B55-GO-GMATE [855-464=6283) / 24 hours a day, 7 days a week,

Uuhpwdtioin Gup hwdwpnud twle Ugki|, np Philosys wpunwnpnn puytGpnigjwu <wpwywihu
Unjbwih pbd ghd qwuqwhwpbjhu  (hbnwfunuwhwdwpp'  +82806531421)  unyuwbu
wnpwdwnypnud | unyu hubnpdwghwt: Uyu £ Gmate phuwn-tphqubipu niubt wyhunwuhnyejwu
dwdlbun' pwgbiint ywhhg 3 wdhu:

Mtnuwywt 2ntuynud wnw Gu Gmate Life swpwpwswith uwppbipp, npnup wfuwwnnid Gu
pwgwnwuwtiu Gmate Life ptiun-tiphqutiph htwn: Uju nbwpnud EjGYunpnuwihtu ogunwgnpddwt
dbnuwpynw  pwgwwinud £ pwgdwt  wwjdwup, uvwlwju Jwbwnph bLupwlw pLuwn-
tphqutiph wnwhnud wnlw oguwignpddwu denuwpynd Upywsd £ pugdw wwydwt, wyu £ 3
wdhu (ipb'u bywpp 4-p 2.5 Ylapp): Uw tpwuwynd E, np hwunwgh, depouwlwt uwwnnnp
sh gunuynud dninpnyjwu b9 wnpunwnpnnh W/wd Jwéwnnnh W/jwd dwunwlwpwph Ynndhg:
hp Ynnihg qujwd wwpwuph oginwgnpddwu dtintwnpynwd wnlw £ ywydwu, hwdwdwju nph
ptuwn-tphqubtipp whwnwup tu ogungnpédwu pwgbint wwhhg 3 (kpbp) wdhu:
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w/n (75 mr/an) r ~.": By ox

90 % NMonuatunentepedTanar Mapku K2323;
00% l‘patﬁfwrosblﬁ NOPOLWOK Mapku FTU-16R;
00 % — :
! NonuatunenTtepedranar +
b/n (75 mr/an) STuneHBuHUNaueTar Mapkn E155L;
:: MonustunentepedTanar mapku YT-421S
NS o] 2.5. CpenHun CPOK rogHocTH TECT-NONIOCOK AOSDKEH
ObiTb yKasaH Ha ynakoBKe. TECT-MONOCKN HEOBXOANMO
o% Mcnonb3oBaTh B TedeHue 3 mecsaues Nocne BCKPbiTua
TS ] VNaKoBKua e
0,9964 3. KOMIMJIEKT NMOCTABKU
-3,3939 e ' B e
EG— HanmenoBaHue O6o3Havenve | . Koauuecrso J

100 NXNSGTO
A e | 2. TecT-nonocku Gmate _25 wr,, 50 wT. uan
3,8 / 32-428 Life GDH 30x5 mMm NMOr. 87060442.001 ¥, /| <" " 300 urr.

* SHiHEN dNST

o, % 4. ONMNCAHUE PABOTbl CUCTEMDbI

: e e
| B, KPOBW

GDH Cucrema M3mepsieT KOHUEHTPauuio, %uggga%& P

NOCpeACTBOM amrnepoMeTpUiyeckoro 6uoceHcopa rmio-

1) —a KOBbl,’%{)éHHOFd B Ted-nonoﬁﬁﬁ,‘iﬁw"éiﬂ‘ﬁ%‘*mc%pa-
LMW CEPUN 3NEeKTPUUECKUX CUrHANOB, BO3HUKaoWwMX

& S BCneacCTBME peakuuu rnioko3sbl B Npo6e Kposn c me-
in) 2,0 Ta6onusupyiolen epmeHTHON ‘cucteMmon {rnoxKo3o-

huswbu wpnbu upk| Ehup, Gmate swpwpwswih pGuwn-tphqubpp wofuwwnid Gu dh pwth
owpwpwswth uwppbipny: Hwup GU'

e K113636 - Gmate VOICE™ Blood Glucose Monitoring System

e K141656 - Gmate® Mini Blood Glucose Monitoring System

Gmate® Step Blood Glucose Monitoring System,

e K150299 - Gmate SMART Blood Glucose Monitoring System,

e K151658 - Gmate Origin Blood Glucose Monitoring System

Uugubiin hnnwutipny, Yunbuubip, np upywsd thwunwenpbtiphg jnipwpwusiniph 6-pn Eond
upjwsd E phuwn-tphqutiph Ywynwunyenitu Yhwp (test-strip stability), npuintin yGpnujw pninp
wnbuwyubph hwdwp vwhdwuywsd £ yhunwuphnypjut dwudlbn pugbinig htnn 3 wdhu:

Ophuwl' Gmate origin wpwpwswih uwppbpny wluwwnnn pbuwn-tphqubpht, www
upwug hwdwp unyuwbu uwhdwudws £ whwnwupnyejwu dwdybin' pwgbint wwhhg 3 wdhu.
(St'u tlyjup 5)

Wn thwunwpnpetph  hnnuubpny  wugubiny, Ywbuubup twl, np 2-pn Eoh 2-pn
wwppbipnyeyniunwd Updwsd k, b np swpwpwswih plun-Gphqubpp np gwpwpwswih uwpptiph
htinn GU wfuwwnnud:

ulwup 5



c.  Traceability, Stability, Expected values (controls, calibrators, or methods):

Traceability

The Gmate Origin Blood Glucose Monitoring System 1s traceable to NIST SRM 917b.
The method comparison study was performed using the candidate device and Y'SI as the
reference method (see Section 2.a.)

Test Strip Stability

Test strip SEBilify was established in k113636 to support the sponsor’s claim of 24
month shelf life and 3 month open vial stability when stored at 36°F to 90°F (2°C to
32°C) and relative humidity of 10% to 90%.

Jdbpngpjw| wwwgnygutipp wdpnnonygjwdp thwuwnnd Gu wyu dwupu, np Gmate pLuwn-
Gphqutph whnwuhnyeywu dwdlbnp thnfuynid £ pugbinig htunn:

Wn thwuwnp dhtusk wuqwd wnbn £ gt wdbppyjwu hwynh FDA (Food and Drug
Administration) Juquwybpwnypjwu wwowmnuwlwu Ywjpnud: dbpohtuu 2020@.-h dwjhuh 5-hu
hpwwwpwyb] [ twhwggnpuwlywu twdwy wju dwupt, np FDA Ywqdwybpwnipntup
hpwywuwgnb) £ quund, nph wprynwpnud wwngtip k, np Gmate pbup-tphqtiinn hwdwnpynid

Gt «misbranded»: “tw Upwuwynd k£, np Gmate phtuwn-tphqutp wpwnwnpnn Philosys
puytpniyenwup dwfunnyb| £ Ywd dbpdt)] b wwywhndbp pubnpdwghw wjt dwuhtu, np pbuwn-
Gphqutpp  hwdwwywwwufjuwund  tu FDA  Jwqdwybpwynyewu  Ynndhg uwhdwudwd
Ywunuubppht L hpbug Ynndhg ubplwjwgynn wnbuuhyuwywtu punipwagptphu:  FDA
Ywqdwybpwnientup twjuwqgnwywt twdwynd ugnd £, np 2016p.-h hnwjwph 2-hg
ujujwd Philosys wpwnwnpnn puybpnieniund thntudb £ plun-tiphqutiph ogunwgnpddwu
dnuwpyh wnwwapnnp: FDA Jwqdwybpwnyeinwup nw hwdwpnud £ |ntpg  thnthnfunipyniu,
nphg hbwnn Philosys wpwnwnpnn  puybpnyeiniup wbnp £ wugluh  hwdwwwunwufuwt
hGwmwgnunigniu:  Upwly  thwuwnwpeninep  4-opjw hGwnwgnuinipyjuwt  wprynitupnid
ubpyuwjwgdwd wpdwuwgpnienut £ ppwwuwgdwd dhwju GMIORFSO |ninh hwdwp: Uju
thwuwnnud k, np pluwn-Gphqubpp wpunwnpdwu wywhhg niubt 2 nmwpyw wyhwnwuhniyejwt
dwdybwn U Yupnn Gu ogunwugnpdyb| pwgbint ywwhhg 3 wdujw pupwgpnid: Uwywju FDA

Juwagdwlybpwynipintup tynd E, 4-opjw hGmwgninnipinitup sh wwywgnignid, np Gmate

ptuwm-btphqubpp  Jwwwhndtt  Juwntt  é)gphnn wpnniup ywwhwywiudwtu  pninp

wwjdwutbpt wwwhnybint nbwypnd: Philosys wpwwnpnn puybipnuyentup sh Yupnnwgb)

ubpywjwgub] wwwgnyg h hwywuwnnwdt  bpw, husp np Updwd £ pLun-Gphqubph
nbfuthywlwu punipwagpnd:  (Uboptindwsé hwindwdp pb'u tup 6-nud, wdpnnowljwi
thwupweninep' 13-nn hndwdp:)
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a. Your test strip sheet printing supplier was changed on January 2, 2016. Your firm’s
Design and Development Control Procedure requires that your firm perform full
performance and stability testing after each major change, such as a sheet printing
supplier change. However, the only documented performance or stability testing vour firm
completed was a stability study performed at room temperature over (b)(4) days. The
Gmate Design History Record (DHR) for test strip lot GM10RFSO specifies that the test
strips have a shelf life of two years at storage temperatures of 2-32 °C and can be used for
three months after the test strip vial is opened according to the device label. The stability
testing performed by your firm does not demonstrate that the test strips will give accurate
results across the full storage and use conditions the device is specified for. Your firm
could not provide any other evidence that the Gmate test strips from the new test strip
sheet printing supplier met the performance specifications on the device label or in the
DHER.

Jdbpngpwind wpnbu wwpg £ nwnund dbp niibgwd ogunnwignpddwtu dEnuwplubipnid
wnjw U wwownnuwlwt  Yuwipbpnd  hpwwwpwlyywd ogunwgnpddwu  Gtinuwpyubiph
wbintyniejniuubiph dhol hwwunipniuubph hpduwlywu wywwnbwnp: Pwuwmwgh, wywupq k
nwnund, np sw unyupuy Gpwifuhp, np wpunwnpnnp Yuwwwhndh Yuynit Gagpphun
wpryniupubp unyuhul puwgbnt wwhhg 3 wiujw pupwgpnid:

Uhuw| wpryntupubip unwuwint thwunp wwwgnigynid k£ ybpguwlwu oginwgnpdnnubtinh
Ynndhg hpwwwpwyywd pnnnpubtipny: dbpohuubtipu, nbinbu 2021pe.-h thbGinpdwph 10-hu
nhdb Gu << wnnnowwwhnipywu twiuwpwpht (Uwdwyp Ygynd £)' pwpdpwdwyubing wyu
dwuhu, np << wnnnowwwhnigjwu twfuwpwpniyejwt Ynndhg unwgynn Gmate phuwn-
Gphqubpp wwwhnynd GU ufuw] wprynwip, husp Yyunwug £ ubpluwjwgund GpGluwubph
Ywuhpt b wnnnonipjwup: <wdbtdwnniejwu hwdwnp swhnwdu hpwwtwgptb) Gu wwppbip
uwppbpny U pbuwn-Gphqubpny: Ufuw| gnigwuhop wuhwyn £ nwnund” wnbuubing Gpbluwgh
dnnn wnlw Yhupywlwtu yYhbwyh L Gmate phLuwm-Gphqubph wwwhnywé wpryniuph
wnwnpbipnipniup?:

Cwyogh wnubiny Jbpngpyuip’ quund Gup, np Suwhwwnnn hwuduwdnnndp wwwnpwé
Ypwny sh quwhwwb] «U.L.L. dwpd» UNC-h ubpyuwjwugpwd wnwowpyynn wwpwuph
wdpnnowywt  twpwagph (nbjuthywlywu punypwaph)  hphduwynpwdnyeiniup,  hush
wnryniupnud GYG| £ ufuw) Ggpwhwugdwux:

Udihnhtind Japngpyuin' Cuytipnigniup fuunpby b ywpunwynpbgub) «<< UL 9<UMAR-
2021/18» dwdlwagpny quwuodwu hwpgdwu pupwgwywpgh quwhwwnnn hwuduwdnnnypt'

1. ®nthntubiint 15.06.2021. ehy 2 wpdwuwagpnipjwdp «U.L.L Swpd» UNC-hu hwnpenn
dwulwyhg dwuwskint dwuht npnandp,

2 https://www.facebook.com/anna.tevanyan.1990/posts/1370394999981147



https://www.facebook.com/anna.tevanyan.1990/posts/1370394999981147

2. Utpdtint «U.L.L Ddwpd» UNC-h hwyunp b hwdwwwunwufuwlwpwp  hwnpnn
dwuwsknt 2-pn nnbinp gpwntigpwd dwutwyghu:

b (pnuwiu ybpp 2wpwnpdwé pnnnph' 01.07.2021. Culybpniyeiniup hwyinub b hGunlywip.

«h|pnudu «4nugbinu-Eubipgndwp» PP pulbpnyeyuu  Ynndhg u.p. hnwuhuph 18-hu
ubpyujugywd YPRLRU-ULS-2021/41  pnnnph, ubpywjwugund Gup pnnnpht  Ygywsd
thwuwwpenetph W pannpnid dbgpbipjwé  pwnywdputiph hwipbt wwwnpwé
pwnguwunieinuutipp:

Gu dGly wuqwd (JGpwhwuwmwwnd Gup, np Guwhwwnn hwudbwdnnnyp wwwnrwb
Ypwny sh quwhwwnbp «U.L.L. dwpd» UNLC-h Ynndhg wnwownlyynn wwpwuph
wdpnnowywt  ulwpwagph hhduwynpwonieiniup, hush  wpryniupnd - GYG £ ufuwg
Ggpwhwuqdwu: Uwutuwynpwwbu.

» Gt wwpwupp nuh dwyuhy (husp Gupwnpbih £, pwuh np 2019p.-hu 2020e.-h hwdwp
Ywjwgws << UL I<UMIRL-2020/6 Swolwagpny dpgnyphtu dwutuwygbihu, «U.L. L. Swpd»
UMC-u ugb £ dwlyuhy, dwutwynpwwbu swpwpwswih pbuwn-tGphqubph hwdwp uobiny «Rh
Utyre Ophghu» dwluhgp): hul wyu dpgnyeht dwutiwlgbipu npuk dwluhg sh uayt), uwhuwu
pPE qubph uwgbgdwu onipg nbnh niubgwsd pwuwlygnieniuubph dwdwuwy, W pE pnnnph
puunipjwt hwdwp hpwyppqwd thunh dwdwuwy ugdb £, np wpwdwnpybine £ unyu
wwpwupp, hus Uwfunpn wwph: Uhtush wuqwd NMwundhpwnnth Ynndhg hustg pwtuwynn
hwjinnwpwpnientt, np npuwyp  hwjwundwu  ubpmhbpywnutp b ywhwuoyb  wju
wnpwdwpwunijwdp, np bwfunpn nwph wpnbu ubplwjwgybi £ unyu wwypwuph hwdwp):

Upbunyt dwdwuwy «U.L. L. dwpd» UNC-h ubpywjwgnighsubph Ynndhg ugdb| £ qubipp
ujwgbigdwtu 9onipg wnbinh niubgwd pwuwygnieiniuutiph dwdwuwy, np npwdwnpybine tu
Gmate «niuhybpuwp phuwn-tphqubp (2h Ubje), npnup wpfuwwmnud Gu Gmate gwulwgwéd
dnnbiih 2wpwpwswih uwpbiph htwn, U np pGuwn-Gphqutipp sniubu dwluhg: Uwlwju dbp Ynndhg
hpwlwuwgywsd thwunwhwywp gnpdniubinyejuu pupwgpnd ywpgbtighup, np dhusk wuqwd
wyn nwpybpuw] unphwubpu nbu dwluhy, wiu B PS-004, npp woluwwnnd | hbnbywg
uwppbiph htw.

e K113636 - Gmate VOICE™ Blood Glucose Monitoring System

e K141656 - Gmate® Mini Blood Glucose Monitoring System

Gmate® Step Blood Glucose Monitoring System,

e K150299 - Gmate SMART Blood Glucose Monitoring System,



e K151658 - Gmate Origin Blood Glucose Monitoring System

Nwwh guund Gup, np dJwluhop pwdwpwp swihny hunwybgywsd sk << UL F<UMAP-
2021/18 dwdlywagpny quwupdwtu hwpgdwt pupwgwywpght dwutwlygwsd «U.L.U. dwpd»
UMNC-h Ynnuhg wnwownplyynn wwypwuph wdpnnowlwu tywpwagphg sh Gpunwd, L ytipowwtu
hus wwpwup £ wnwowpynd dwulwlhgp, twfunpn wwpdw unyt  wwpw'upp, pRE
niuhybGpuw| ptiuwn-Gphqubp:

Cun npnud, Gpynt nbwpnd £ dwluhop Gupwlw £ hunwybgdwu: Lbnbwpwp
wnwownpyynn wwpwupp pwydwpwp swihnd dwluoqwd s L sh  hwdwwywwnwuluwunid
hpwybpny uwhdwuynn wwhwugubiphu:

huswbtiu wpnbu ugk| Ehup pnnnph hpwywywu hhdptipnud, «Funwdubnh dwuptin» << opblitiph
(wpunthtiin - twl' Opbup) 13-pn hnnwsdh  1-pt Jwup hwdwdwjiu  qudwu  wnwpluwih

punipwanptipp wbwp £ wdpnnonipjudp b huwnmwly uywpwgpbu adbnp pbipynn wwpwuph,
w2fuwwnwuph Ywd Swnwjnyjwt  hwwnlwuhoubpp, npwug GGnpptpdwu U éwpdwu
wwjydwuubpp' pwgwnbin mwpwlybpy JE{uwpwunipyniup:

Cwyyph wnubiny Ybpngpywp’ fuunpnd Gup «U.L.L. Swpd» UNC-hu hwnenn dwuwsbint
YGpwpbpjug npnnudp nuinwipbiguti, pwuh np wwpwuph dwuhgp tadws gihubine nbupnud
huwpwynp skp  [hwpdbip  nwnwuwupptp dwutuwygh Ynndhg ubpluwjwgwsd hwjunp b
quwhwwnb] pwywpwp: “tw nwpwybpy  dGUwpwunyEwu  wbnhp £ wwihu, husu
wupnywwnbh £ gunwutiph optuunpnigjwt hwdwdéwu:

> By bpypnpn wdbuwywplunp hwuqudwupp' wiu £, np wbluupluywu punypwagph
wwydwuubpp sGu pwdwpwpnd hpwybpny vwhdwuynn wwhwuoubipht: Uwutwynpwuwtiu
ptuwn-tphqubpp  hpwlwund whwwuh Gu ogwwgnpddwt pwgbint wwhhg 3 wduyjw
pupwgpnd: P hwjwuwnnuwt  UGpYwjwgund  Gup  wpwwnpnnh  Philosys  (Swjnuhu)
puytpnypjwu Ywiphg, Gmate-h Ywyphg wpunwunmwyws, FDA wdbphljwu Yuqdwybipwniejwu
Ynnihg hpwwywpwyjwsd twhuwqgnipwgdwu gpnyeiniup, nnwwlwu ontjuynd wnw Gmate
life ptuwn-Gphqubph oguwgnpddwu &tnuwpyh hwibpbu wWwwnowd pwpgdwunyenuubpp:
Nwnwuwuhpt Gup twl PS-003 dwyuhoh pGuwn-Gphqutiph wbluuhywywu puniethwanpbnp,
npnup hnnud GU nmwhu PS-004 dwlyuphoh ogunwgnpddwu dtnuwnplubphu:

Cwoyh wnubiny Ybpngpywip, wuhpwdbon Gup hwdwpnud pugut; $PRU-LI-2021/41
pnnnpp Lu dbYy wwhwugny U ybpwabwybipwti hbGnlyw| Yepw:



fuunpnud  Gup twlb ujwwh nwblw], np Pnnnpnd wnbn £ gk wbluupluywu
Uphwwy/vnwnwufuw: Uwutwynpwwbu pnnpp duwybpwbihu hnnd £ wnpdbp «Yunwdubph
dwuhtu» ££ optiuph 50-pn hnnwdh 7-pn dwuh 1-hu Ybwinh «g» Yhwnhu, uwuwju wbuinp £ hnnwd
wpybp opbuph 50-pn hnnwdh 7-pn dwuh 1-pu Yhwnh «p» Yeinpu: Uw dbwlwu punype Ypnn,
wnbhuuhywlwu Jppwwy Lk, nwwnh unyu gpnygyudp ninnnud Gup dbp Ynndhg pny; wnpjwd
inwnwufuwp/dphywyp»:

Udthnthtiny Ytipngnjwin® Culytipnuegniup fuunpb £

1. Mwpunwynptigutp << wnnnowwwhniypjwt  Lwiuwpwpnigjwu  Ywphpubph  hwdwnp
pdr2lwlwu tpwlwynpjwl wwpwuplbph dtinppbpdwt bwwwnwyny hwjrnmwpwpyuwsé «<L UL
G<UMAR-2021/18»  dwdywgpny quwurdwu  hwpgdwtu  plupwgwlwpgh  qUwhwnnn
hwuduwdnnnypu nwnwnpbtgutii 15.06.2021e.-h rhy 2 wpdwuwgpnipjuwdp «U.L. L dwpd»
UMNC-hu hwnpnn dwutwyhg dwuwskint dwuht npnanwdp, pwuph np ywuwéd hunwynyjudp
dwltupqwd sk wwpuwupp, hugp enyl sh nwihu hnbunhdhluguty ubphuywgytiihp wwpwupp
djnwubiphg:

2. Muwpunwynptigutip << wnnnowwwhnipjwt  bwfuwpwpnyRjwu  Ywpphpubph  hwdwnp
pd2jwywt tpwuwynyejwl wwpwupubph dbnpptpdwt tywwnwyny hwjrnwpuwpywd «<< UL
GCUMAR-2021/18»  dwdywagpny quwupdwt  hwpgdwt pupwgwlwpgh  quwhwnnn
hwuduwdnnnyht nwnwpbtgut] 15.06.2021p.-h _hy 2 wpdwlwgpnyejudp «U.L.L dwpd»
UMC-hu hwnenn dwutwyhg dwuwskint dwuht npnandp, pwuh np thwunnwgh Gmate phuwn-
Gphqubph whunwuhnyejuu dwdybinp thnfuynd £ pwgbint wwhhg:

3. Mwpunwynptigutii quwhwwunn hwuduwdnnnyhu dtipdt «U.L. L Swpd» UNC-h hwyuinp W
hwldwwwwnwufuwpwuwp hwnenn 6wuwst| 2-pn nbnp gpwnbigpwd dwutwyghu:

Cuytpnigyniup,  wwuwpwé  Sdwungwd |hubind  pnnnph  putnEwt  bwywunwyny
25.06.2021p. dwdp 09:10-hu L 13.07.2021p. dwdp 09:35-hu hpwyhpwd uphuwnbipp
YGpwpbpywy, wwwhndt £ hp ubiplwjwgnighsutiph dwutiwlgnugniup, nyptip hptiug htipehu
wunby Gu pnnnpny ubipuywgywsd nhppnpnanudp:

Wjunthbinl' 16.07.2021e. Culbpnipyniup hwjnub) £ hGnlywin.

«h wwwwujuwu 3AGp  Ynndhg ppwlwiwgywd nwnWiwuppnyegjut - wpryntupnid
hwjmuwpbpqwd  pwnywdéph'  ubpywjwgund  Gup, np wn gpnyeywdp bu dby
wuquuiybpwhwuwnwwnmynwd £ dbp pnnnph wwhwugp, puin nph Gmate phuwn tiphqubipp nwitiu
pwgdwt wwypdwu: Shwnyeniuu wwwgnighp £, np wotuwphnw wpjwt dbe gpniynquip



dwlwpnwyp npnonn pbun-tphqubpp pwdwuynd Gu 2 hpduwlwu fudpbph: Ypwup Gu' 1.
Pwgbint wwhhg whwwupnypjwt dwdybnp dund £ wuthnhnfu, 2. Pwgbint ywhpg
whwnwupnypjwu dwdybunp thnfuynd £ AGp ubipyujwgpwsd gpnejniup bu dbYy wuqwd
thwuwnnd E, np Gmate phLuwn-tGphqutph whwwupnypjwu dwdlbwp thnfuynd £ updwyp
pwgbint wwhhg: Ujuhtuptu wjunnbn wjuntin twlywup 3 Ywd 4 wdhup sk, wyp wju, np wyu
owpwpwswih pGuwn-tphqutpp dnund Gu 2-pn fudph dbg: Gmate wpwpwswih RLiuwn-
Gphqubipp unbndywd Gu wjuwhuh wnbfuuninghwjny, np upwug whwnwuhniejwu dwdybtinp
thnfuynud £ pwgbiint wwhhg: ULnyuhuy Geb pGuwn-Gphqutiph dby pwnwnphsubipu wybih
funwgybt bW nwnuwu wyn fudph db9 dwnunn ptuwn-tpqubph hwdwn pnywwpbih 4 wdhup,
dhuunyuu £, npwup ynpyptu st hwdwywwywwmwupuwund << UL F<KUMAR-2021/18
dwoélwagpny quwupdwu hwpgdwu pupwgwywpgh hpwytpny uwhdwuywd ywhwught, wju
t' pbuwn-bphqubph whwwuhnygjwu dwdlybnp wbwp £ duw wudinhnfu: buswbu wpnbu
ugtighup, Qbtp ubpywjwgpwsd gpnyeynup  pwnwdp £, wjuphuptu  nibh  uyhgp L
ownniuwynyeynwu: <Gunbwpwnp wyju hdwuwnny thnpp htus nddwp £ Ynwhb wdpnnowlwu
dhinpp, pwuh np punhwunyp dhunpp pdpnubine hwdwp wuhwdbyn £ nwunduwuhpbg
hubnpdwghwu  wdpnnoniejwdp,  wuhpwdbtonnpjwt  nbwpnd  hp  hGn Ygywsd
thwuwmwpenptph htn dhwuhtu: LEpYuwjwgywd wugtiptt pwnywdph pnwunwyniejniuphg
dhwju wwng £ nwnunwd, np wpwnwnpnnh Ynndhg wuhpwdtowm Ujniyep funwgubine nbwpnid
huwpwynp £ nwpédb] whunwuhniejwu dwdybnp hwugub] pwgtiint wwhhg 4 wduh: UhLunyu
dwdwuwl upkup, np dkup |pwgnighs thnpdtighup thunpbi| b gunub), L huy dGntwpyh dwu k
Ywqinw  3AGp  Ynndhg hwjuwpbpqwd  pwnwoépp, npwbugh  hwdnqybhup  dbip
Gupwnpnientuubph dbo: Uprynwupnd hwjinuwpbiptghup, np wju Philosys wpuwnpnnh
Yuypnwd wnlw hu$npdwghwu k, nphtu dGup wunpwnwpdb| Ehup dp pnnnpnud! (nb'u uup
1 ): LYwph wdtuwubppup hwindwdnd wnlw L «Download user manual», npp hwjtpbu
pwngiwuwpwp bpwuwynw k «ubpptinut ogunwagnpddwt dbnuwnpyp»2 (Ukiup dbip pnnnpntd
wunpwnwpdb] thup twlb  wn  oquwgnpddwu  dGnuwpyhu (Gmate Voice wpjw
hupuwhuydwu hwdwywnpgh ogunwgnpddwu dtinuwpyhu) , ubpywywgnpt) thup twb win
dtnuwpyph Ybpwpbpbih hwnjwsh wywuwowéd Juybpwgywd hwjbipbu pwpgdwuniyeiniup):
atip npwnpnyeniup Lu dGY wugqwd hpwyhpbint hwdwp wyu gpnygjwup unyuwbu Ygnid Gupl
Philosys wpuwnpnn puybpnygjwt wwownnuwlwu Yuwjpnid wnw Gmate phuwn-tiphqutiph
ognwgnpddwt dtnuwnyh ywwnpwéd quybipuwgwd hwjtiptu pwpgdwunteiniup:



Cwyyh wnubind b wdthnhtind ypngpjup’ bu deY wuqwd hwunndd Bup, np wulwlu
Upwuhg, R pLuwn-tphqutinh dwdybwnp pwgbiint wwhhg 3 L 4 wdhu Yjhuh, wnwugpwjhut
wju £, np pwgbnt wwhhg whwnwubijhniygjwt dwdybwnp hus np X dwdytivnhg hbinn Gupwyw k
thnthnfudwt: Nwunh wpjwu dbe gpniynquih dwwpnwyp npnonn pbuwm-Gphqutipp dnund
Gu 2-pn fudpph dby U s hwdwwwwwufuwund << UL F<UMAR-2021/18 dwdywagpny
quwupdwu hwpgdwu pupwgwlwpgh hpwybpny vwhdwudwd wwhwught, wju £ phuwmn-
Gphqubph whunwubhnyejuwu dwdytinp wbiwp £ duw wuthnihnfu»:

2. LK wnnnpowwwhnipjwt twwpwpnipiwt = 4nndhg  pnnnph  Jbpwpbpjug

ubpywjwgywéd nhppnpnonidp b hhpduwynpnidubpp.

<L wnnnowwwhniejwu bwiuwpwpnieinup ,Sunwiutiph htivn Yuwwsd pnnnputip puunn
wudhu ninnywd 25.06.2021e. phy U-26064-2021 gpnipjwdp, hwjnub E hGnlywp.

«h wwwnwufuwu 2021 pwlwuh hnwhup 21-h AGp phy PRU-3L/2/10104-2021 gpnipjwt’
Unnnowwwhnipjwt  uwluwpwpnginiup  ubpyuwjwgund £ hp nhppnpnonudp’ «<< UL
G<UMAR-2021/18»  Swdlwgpny quiwu plpwgwlwpgh 2powtwlubpnd  «4nugbinu-
Eubpgndwo» PPL-h pnnnph Ybpwpbpjuwi:

Cunhwunyp wndwdp Unnnowwwhnijwt bwuwpwnniegjniup sh punniuntd pnnnpwpbiph
Ynnuhg ubEpYwjwgywsd thwunwplyutipp: Uwutwynpwwbiu, wju nhunnwpydwup, ph «U.L.U.
bwpd» UNC-h Ynndhg wnwowplynn wwpwuph wnbluthlwywu puniewgpnd upqwd
swithwuhop' pbun-Gphqubiph dwdybwnp sh thnihnfuynwd wulwhu wnuhph pugdwt wwjdwuhg
sh hwdwwwwunwuluwunw hpwlywunyeywup: Lagwd hwunwpyp qudwu pupwgwlwpgh wju
thnyh pupwgpnud hhduwynp sk, pwuh np «U.L. L. Swpd» UNC-h Ynndhg hwunwunywsd b
ubpyuwjwgywd  nbuuphjuwywtu  punpwghpp hwdwwywwwuwfuwund £ hpwybpny
uwhdwuywd swihwuhubphtu b quwhwwnyby £ pudwpwn:

Upwdwdwuwy hwjnmunwd Gd, np Unnnowwwhnigjwt twfuwpwnpnigniup futnpnud §
puuntejwtu wnwpyw snwpdub pnnnpwptiph ubipywjwgpwé thwuwnwpyutipp 2020 pywlwuh
«<L UL 9<UMaAR-2020/6» dwdlwagpny qudwt pupwgwlwpgh 2powtwyubipnd Yupywd
wwjdwuwgpbph Yuwuwwpdwu JGpwpbpjw), pwuh np gwnund £, np wju nnipu £« UL
GLUMAR-2021/18» dwdywagpny qudwu pupwgwlywngh 2pswtwlyubtiphg»:



Mwwdphpwwnn, wwwnpwéd Sdwungwd |hubin pnnnph  putnypjuwtu  bwwwnwyny
25.06.2021p. dwdp 09:10-hu L 13.07.2021p. dwdp 09:35-hu hpwyppywd  uhunbph
Jbpwpbpuyg,  25.06.2021p. dwdp  09:10-ht hpwdhpywd  Upunpt wwwhndt, £ pp
ubpyuywgnighsubiph dwutiwlgnuggniup, nyptin hpbug hbipeht wunby Bu epp owpwnpywsd
nhppnpnanudp:

3. «U.LL. dwpd» UNL-h Ynndhg pnnnph ybpwpbkpjw) ubpluwjugywd nhppnpnanidp
L hhduwynpnudubpp.

«U.L.L. dwpd» UNC-h Ynndhg ubpyuwywgyb) £ gpwdnp dhounpnnipniu’ FPLU-LI-

2021/41 pnnnpny hptiu npwtiu Gppnpn Ynnd ubpgpwybine yepwpbpjw:
Qunwiutiph htivn Yuwwywd pnnnpubip puunn wudh Ynndhg dhounpnnieiniup pwywpwnyb

«U.L. L. Swpd» UNC-u, Gunwiubph hbin uwywd pnnnpubip puunn wudhtu ninnywd
12.06.2021e. gpnypjwdp, hwjinub § htGnlyw] nhppnpnanidp.

««Ynugbinu-Eutipgndwy» PRL-h Ynndhg 18.06.2021p. ubpywjwgpwsd phy FPLU-LI-
2021/41 pnnnph YGpwpbipjw) ubpyujwgynid Gu hbGnlyw| uuwnwnndubpp.

v L wnnnowwwhnipjwt  twfuwpwpnuygjwu - Ywphpubph hwdwp'  pdolulwu
Upwlwynipjwl  wwpwupubph  &bnppbpdwtu  twywuwnwyny  hwyrmwpupdtp £« UL
QCUMAR-2021/18» dwdlwagpny quwuzdwt hwpgdwu pupwgwlwpg /wjunthbnb twl'
Cupwgwlwpg/:

v’ Cupwgwlwpgh qudwt wnwpywt £ hwunhuwgb] wpjwu dbe qyniynquih npnadw
ptuwnn:

v Cupwgwlwpgh hpwybtiph hwybws 1.1-nd uwhdwuyb) £ wnwowplynn wwpwuph
uwpwgph hGnlyw duwswih.

Quihwpwdth o ::wﬂwnlltlnnwtqnwheh : Y
hwdwp nuwy wpuwnpnn| n wlw
wujwunwdip wwjpuiipuyht tpuitip Uwljuhzn wujwunwdp punipwgpbkpp




v Cupwgwlwpgh hpwybph wnbGuthywywu punipwagpny uvwhdwudb) £, np pbuwn-
Gphqubph dwdybunp swbinp E thnfuyh wulwfu ninuhph pugdwt ywjdwuhg:

v Llpwgwlwpght dwutwygbnt bywwmwyny hwynn Gu ubpywjwgnb) «U.L. L. dwpd»
UMC-u, «UU Utinhp] Spniwy» UNC-u, «Ubnupn» UNC-u b «4nugbinu-Eubpgndw» PLL-U:

v LCupwgwlwpgh quwhwwunn hwuduwdnnngh 15.06.2021p. wnbinh nbgwd uUhuwnp
rhY 2 wpdwlwagpnypjwu.

o 5-pn Ybwnh hwdwdwju' hhdp punnibingd Ywpgh 40-pn Ybwnh 5-pn Gupwlybnp U
<pwybph 7.6 L 7.7 Ybwbpp, npnaygb) £ Ywubgub qudwt pupwgwywngp b dwutwyhgubphu
hpwyhpb] pwuwygnieginwutubpp /ng wynndwwn dwunigdwu dhongny armeps hwdwlwpgh
dhongny/:

Pwuwlygnyeyniuubph opp' 09.06.2021p. dwdp 15:00-hu hpbug dwutwygnipniut Gu
wwwhnyb ' «U.L.L. Swpd» UNC-h nuopbup Ynndhg jhwgnpdwsd Mwpnyp dwuhywup b
«4Unugbtinu-Eubipgndwg» ®PL-h wnuopbuph Ynndhg [hwgnpjwd’ RQwnw Uwpgujwup b Uwnw
Unwpblwup:  Pwuwlgnyeniuttph  d6yuwpyhg  hGwnn - dhusk wwpnp - «4nugbinu-
Eubpgndwp» PPL-h [hwanpwé ubipywjwgnighsubiph Ynndhg ubpywjwgytg unp quwjhu
wnwowny:

o 6-pn Ybwp hwdwdwiu' Jwuuwyhgubph Ynndhg ubpluyjwgdwsd hwunwpenpbipnd
wndwuwanpybi Gu wudonnieniuutp W «UU Ubnhp| Spnwwy» UNC-hu, «UGnwpn» UNMC-hu W
«Unugbinu-Eubipgndwy» PRPL-hu wnwowpyyb) £ dyopjw dwdytivmnwd hpwydbph hwybwsd
1.1 Yuwuwnpb 6oannwd/onybp $hpdwihu wudwunwdubpp b wnwownyynn wwpwuph wnntthh
dto huwnwly pwuwlyp/: Pninp dwunigywd Yuwqdwybipwnieniuubpp dblopjw dwdybuinnid
Ywuwwpbi| Gu Goinnudubipp b «<< UL F<UMAR-2021/18» dwdywagpny quwupdwt hwpgdwu
pupwgwlwpgh pwpunninuph EYunpnuwiht hwugbhtu ninupyb) 2nyywsd hwybywdubpp:

o 9-pn. Ytwnh hwdwadwyu' npnayby £ «<< UL F<UMAR-2021/18» dwdlwagpny quwuzdwu
hwpgdwu pupwgwlwpgh puinpywsé dwutuwyhg dwuwsk| «U.L.L. Swpd» UNLC-hu:

v Mwydwuwghp  Yupbint dwupt  npnpdwtu hwdwsit® «U.LL. Swpd» UNC-Hh L
«4nugbinu-Eutipgndwy» PLL-h Ynndhg wnwownlyt Gu hbinlyw| qubipp.

Cuwmpqws

Uwutiwlhgu Jwutwlhg
Uwutiw Uwutw wnwownplwé ghu
bnh qpuintignws wujwunwip ok /puunnyuwd /wnwuguah<<, hu?q.rr;::wd/qh

dwutwygh
hwdwp ugh) “X7/

wnbinkpp

1 «U.L.L. dwpd» UMNLC X 42,775.0




2 «Lnughnt-Eubingndwy» SPC 54,375.0

v «4nugbinu-Eubipgndwy» PPLC-u ubpYwywgpty £ 12 dju. <& npwdny wybih pwpép
qUuwjhtu wnwewny, pwu «U.L.L dwpd» UNC-u:

v «Unugbnu-Eubpgndwy»  PPL-U  (wjunthbin  uwl'  Pnnnpwpbp) 18.06.2021p.
ubpywjwgpwsd phy FPLU-LF-2021/41 pnnnpny fuunpb| £ £ dbpdt) «U.L.L Swpd» UNLC-h
hwjinp W hwdwwwunwuluwtwpwnp hwnpenn Gwuwsk] 2-pn wbnp gpwnbgpwé Jwutuwyght'
«4Unugbinu-Eubipgndwo» PRL-hu:

v «4nugbinu-cutipgndwy» PPL-u 18.06.2021p. ubipywjwgpwsé rphy SPLRU-LI-2021/41
pnnnph hhdpnu npb; £ Gpynt thwunwny. w) «U.L.L dwpd» UNC-h Ynndhg wwpwuph
wdpnnowlwt uwpwgpnid sh byl wnwownyynn wwpwuph dwyuphop, p) «U.L. L dwpd»
UMNC-h  Ynndhg wnwowpyynn wpwt dby qyniynquih  npnpdwtu  RLuwnp  ¢h
hwldwwwwnwufjuwunud Cupwgwlywpgh hpwybph wbluuhjwlywu punpwgpny uwhdwuywsd
wju ywhwught, np pluwn-tphqubph dwdybinp swbwp £ thnfuyph wulwfu wnnuhh pugdwt
wwjdwuhg: Cuwn Pnnnpwpbpph’ «U.L.L Dwpd» UNC-h Ynndhg wnwowplyws phuwn-
tphqubpp whwwup BU winuhp pwgbng htnn 3 wdhu: Npwbu wwywgnyg ubpyuywgyb) Bu
wmwppbp Ywjptiphg wpunwunwnuiubp:

<L Uwhdwuwnpnipjwu 86-pn. hnndwsdh 1-hu dwuh 1-hu Yanh hwdwdwju' inunbuwyw,
unghwwlwu b Jdowynypwihu ninpunubpnd wbwnnyejwu pwnwpwlwuniyejwu  hhduwywu
Uywwwyubtipu Gu gnpdwpwp dhowywjph pwpbijwynwip b dGnuwpywwnhpnipjw fupwunwdp:

“Qunuiubph dwupt” << opbuph (wjunthbin uwl' Opbup) 3-pn hnnwdh 2-pn dwup
hwdwdwu' qgunwiubiph gnpdpupwgp hhduynu £ hbunlyw) uygpniupubph Jpw.

1) qudwu gnpdpupwgh dhwutwywt Yuwunuubpnd dpgwlygwiht, puthwughly, hwdwswih,
hpwwwpwwjhtu b ng funpwlwu hhdnwpubpny Yuqdwybipwnd.

2) wwjdwuwagpp Yupdwu twwwnwyny dwutwyhgubiph opowuwyh punjujund b upwug
dhole dpgwygnipjwt fupwfuntuntd.

3) gwulwgwd wudh hwdwp, wilwju upw owwpbpypw dIhghywywt  wud,
Ywqdwybpwnientt Jwd pwnwpwghnieintt sniubignn wud [hubint hwuqwdwuphg, qudwu
gnhpdpupwght dwutwygtint hpwyjwhwywuwpnipntu:

Optuph 34-pn hnndwdh 1-hu dwup hwdwdwju' hwjnbpp quwhwwnynd Bu hpwybpnyg
uwhdwuwd Yuwpgnd: Pwlwpwp bGu quwhwunynd  hpwdbpnd  twiuwnbudwd



wwjdwuubpht hwdwwwwwufuwunn hwynbipp, hwwnwy nbwpnid hwynbpp guwhwwnynid
GU wupwywpwp L dGpdynud tiu:

w) «U.L.L dwpd» UNC-h Ynndhg wwpwuph wdpnnowlwu uljwpwgpnw sh uzyt)
wnwownlynn wupwuph dwlupzp

«Unugbinu-tEubipgndwg» PPL-u 18.06.2021p. ubplwjwgpwsd phy SPLU-ULI-2021/41
pnnnpny npwtiu «U.L.L dwpd» UNC-h hwyinp dbpdtint hhdp npbp £ wju hwunwnyp, np
«U.LL SDwpd» UNC-h UYnndhg wwpwuph wdpnnowlwtu ulwpwgpnd sh  uybp
wnwownyynn wwpwuph dwlpzp:

Fnnnpnwd npwbu hphduwygnpnud «Ynugbinu-Eutipgndwo» PPL-u hwjwnub) £, np «U.L. U
Swpd» UNL-h Ynndhg wnwewnyyti tu Cwpwywiptu Ynpbwih Swjinupu puybpnygjwt p
Ubje ptuwn-tphqubtin, npnup, pun Pnnnpwpbiph, [hund Gu wwppbp dwyupoh: Npwbu
dwluh2 Pnnnpwptiph Ynndhg ugybi &, np Cwpwydwihu Ynpbwih wpunwnpnygjwu h Ubje
ptuwn-tphqubpp (hunwd Gu wwppbip dwyuhoubiph, ophuwy &h Utje Ophohu (Gmate Origin),
2h Ubjp Nju (Gmate Voice), 2h Ubje MU-003 (Gmate PS-003), 2h Utje MU-004 (Gmate PS-
004):

Wu Yuwwlgniejwdp pnnnpubip puunn wudhu fuunpnid Gup tywunp niubuwy, np &h UL
pbuwn-tphqubpp sniubu Jwyuhy, bW nw wlyuhwpn Gpund £ pE Dwynupu puybpnyejwu
Ywjphg U pE &h Ubkjpe pbuwm-tphqubph ogunwgnpddwu hpwhwughg (Instruction of Gmate
Blood Glucose Test Strips, Ygynud k): Uwutuwynpwuwbtiu, pninp wnbntuwunyjwlywu pwquubpnid
2h Ubje pliun-tphqubpp Updwd Gu npwbu * &h Ubje pbuwn-tphg (wnwug npluk dwluhoh
updwu): Unyu Rh Uty prhLuwn-tphgh ogunwgnpddwu hpwhwugnd npwbu wudwunid updwé
E ninnuyh Rp Ubje pbuwn-tphg' wnwug dwluhoh uodwu, pwuph np updwd pulbpnipjwu
wpunwnpniejwu puwn-tphgp sniuh dwyuhg: UYGhu, oginugnpddwu hpwhwugnud upgwé L,
npn &h Ubje plun-tiphgp nupdbipuw] £ W Ywpnn £ oquwanpddyti Rh Ubje pninp
g|ntyndtivnptiph hwdwn, oppuwy &h Utje Ophohtu b &h Ut Mu uwpptph hwdwn:

Wu wbuwuyntuhg hpduwynp sk Pnnnpwpbiph Ynndhg npwbtiu ophuwy ptipdwé hppl L
®h Utje Ophght Ywd 2h Ubje Mu dwluhh pbuwn-tiphqubpp, pwuh np dtipnhhgjwip
hwunhuwunw Gu ny pt pGuwn-Gphgh, wy &h Ubp qnyndbunp uwppbipp dwlyupoubp, W
huswtiu ugtighup, pninp dwlyuh2h uwppbpnud Yupnn Gu oquwagnpdytb) niupybpuw &h Utje
phuwn-tphqubpp' Gmate Blood Glucose Test Strips:

hus dJbGpwpbpynud £ Pnnnpwpbph Ynndhg npwbu 2p UL pbun-tphgh hwdwnp



huwpwynp dnnb| tpdwd PS-003 Ywd PS-004, wuwyw wju juwwlygnyejuwdp hwjnunwd Gup,
np upqwd PS-003 Ywd PS-004 hwunhuwunw t ny pb wwpwuph dnnbip/dwluhop, wj| puin
unyu oguwagnpddwt hpwhwugh' pbunnuW wnlw Wnyeh wujwunwp (Ingredient - PS-003,
PS-004):

h hwyjwuwnnwt wju thwuwmh, np upwd pbGun-tiphqubipp sniubu dwyuhy, |pwgnighs
ubGpywjwgynud £ uwl EC Cetrificate, npinbn npwbtiu ptun-tphgh wujwund updwé £
punwdtup Gmate Blood Glucose Test Strips:

Fnnnpubip putnn wudht fjutnpnud Gup ufwwh nwbuw), np hGug Pnnnpwpbph Ynndhg
ubpywjwgywd wpnwwnwnwiubpnd £ updwd punwdbup Gmate Blood Glucose Test Strips
(Gmate phLuwn-tiphqg), huy dnnbjutpp wpnbu upwd Gu uwppbph hwdwp, npnug hwdwp
wpunwnpynwd - B wyn nmupdbpuw  pbun-tphqutipp  (uwp  PRL-h  ubpluwywgpwd
pwpquwunyejwl'pwnwdp h Ubje, Rwnwdp pnrwihuphg, Origin U Jjnw pwpgdwuywsd
thwuwnwpenpetipnd):

Jdbpnhpgjwind wwjdwuwdnpJwsd' «U.L.L Dwpd» UNC-h Ynndhg npwbu hp Ynndhg
wnwownpyywd pluwn-tphgh dnnb| ugodb) £ dhwju &p Utje, pwuph np ybipnhpgw) pbuw-
Gphqutipp, sntubu dwlyuhy:

p) «U.L.U Swpd» UNC-h Ynndhg wnwowplynn wpjwt dbe gyniynquih npnadwt pliunp
sh hwdwwwunwupuwund  Cupwgwlwpgh  hpwybph  wnbGluthjwywu  punipwgpny
uwhdwuywd whwnwuhniejwt dwdlybnh wwhwuohu:

Cun Cupwgwlwpgh hpwdbph wnbluuhfulwu punewgpp’ pluwn-tphqubph dwdybwnp
swhwp E thnfudph wulwiu wninuphh pwgdwu wwydwuphg: Cun Pnnnpwpbph’ «U.L.L Dwpd»
UMNC-h Ynndhg wnwowpywd phun-tphqubpp yhunwup Gu' winupp pwgbing hbunn 3
wdhu: Npwbu wwywgnyg ubplyuwjwgyt) Gu twppbip Ywptiphg wpunwwnwnwdubp:

Pnnnpubip puunn wudhu wnbnblwgunw btup, np  «U.L.L Ddwpd» UNLC-h Ynndhg
wnwowpywd h Ubje pbuwm-tphqubpp (Gmate Blood Glucose Test Strips) whwwuh &U'
winuhp pwgbinig hbunn wnwug dwdtyunh uwhdwuwthwlydwu:

b hwjwuwnnwu Jbpnhpguiph' Abkg Gup  ubpluwjwgund  Dwynupu  pulbpnipjw
gpnigyniup wn wyu, np - 2h Ubje pluwn-tGphqubph (Gmate Blood Glucose Test Strips)
dwdytwnp sh thnfuynud wulwhu wninuhh pwgdwt wwjdwuhg:

Lnyu  wnbnGywwyniejniup  hwjwuwnynud £ twb «U.L.L Dwpd» UNLC-h  Ynndhg
wnwownpywd 2h Ubje pLuwn-tGphqutipnh (Gmate Blood Glucose Test Strips) ogunwgnpddwu



hpwhwugp, npwnbin slw UpnwW wn wju, np pLuw-Gphqubipp whunwuh BU' winuhp pwgbinig
htwnn 3 wdhu: UYLhu, uwhdwudws E, np whunwuh Gu' winuhp pwgbiinigg hbnn wudwdybun:

Wu Yuwwwygnipjwdp hwjnund Gup, np «U.L.L dwpd» UNL-h Ynndhg Gmate Blood
Glucose Test Strips wpuwnpnn  dwjnupu  puybpnyywup  nqwpydt; £ <pwybipp
wbfuupywlwu punipwghpp, W Dwynuhu puybpnieiniup ywpunwynpdbp £ wpunwnpb;
wjuwhuh pbuwm-Gphqubp, npnug dwdlytuinp sh thnfuynud wuwfu wnuhh pwgdwt wwjdwuhg:
Jdbpnhpgjwp  wywpdwuwynpywsd £ pbuwn-tppgnud  wnw  Uneh ywpnwwynygjudp W
fuinnipjwdp:

hus Jbpwpbpynd £ Pnnnpwptiph Ynndhg ubpywjugwsd Center for Devices and
Radiological Health (Uwppbtph UL Swnwquwjpwht wnnnonyejwu YGuwnpnu) wdbphljwt
Ywqdwybpwnipjwt  bwjuwggnpwywu uwdwyhtu, npnd wpynd GU  nhwnnniejniuutin
dwjinuhu puybpnpjwu wpunwnpwuph dwuny, wwyw wju juwywygnygjwdp hwjnund Gup,
np Swjnupu puybpnypjwt upwd wpuwnpwupp gpwugywsd E UUL uuunh W nbnbph
yGpwhuydwu Jwpsnypjwt ynnudhg (hnnudp wjunbn'

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start _search=1&showList=1&esta

blishmentName=&regNum=&StateName=&CountryName=&0OwnerOperatorNumber=10043752

&OwnerOperatorName=&ProductCode=&DeviceName=&ProprietaryName=&establishmentType
=&PAGENUM=10&SortColumn=EstablishmentName20%25ASC&RegistrationNumber=30148487
01):

Cwyinunwd Gup, np UWU'L uuunh L nbntph JbGpwhuydwu Jwpsnipniup (Food and Drug

Administration, FDA) hwunpuwund £ UUUL  wnnnouwwhnypjut  bwjuwpwpnyejuu
gnpdwywiniejniup, nph ntjwywpphtu vowuwyn £ UWUL Lwfuwgqwhp, W nph gfuwynp
wnwpbnyenut £ nbinnpw)ph, pd2ywlwu uwpptiph gpwugnwip b upwug npwyh tywndwdp
ytpwhuynnniegyniup: Nwwnh Geb Swjinupu puybpnygwu Ynndhg wpunwnpynn wpjwu dbo
gyniynquih  npnpdwu  hwdwwpgbipp  nGuwhtu  npwyh  fuunhp, www Ybpnhhojw
gnpdwlwinyejwu  Ynndhg Yyhpwnybht hwdwwwunwubuwu  wwwindwdhongubip, punnwy
dhusl gpwugnuip wudwybip dwuwskip, husp wnlw sk:

Muwh Udwu wwjdwulbpnud Center for Devices and Radiological Health Ywnnyghg
ubpywjwgpwd hus-np uwdwy sh Ywpnn hhdp hwunhuwtw] Swjinuhu puybpnyejwu Ynndhg
wpunwnpynn wpjwu dbe gyniynquih npnadwt hwdwlwnpgbpp wpwwnwynpbint hwdwn:

gq) «U.L.L dwpd» UNC-h Ynndhg wnwowpyjwsd 2h Ubkp pbun-tphqutph npwyh


https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&showList=1&establishmentName=&regNum=&StateName=&CountryName=&OwnerOperatorNumber=10043752&OwnerOperatorName=&ProductCode=&DeviceName=&ProprietaryName=&establishmentType=&PAGENUM=10&SortColumn=EstablishmentName20%25ASC&RegistrationNumber=3014848701
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&showList=1&establishmentName=&regNum=&StateName=&CountryName=&OwnerOperatorNumber=10043752&OwnerOperatorName=&ProductCode=&DeviceName=&ProprietaryName=&establishmentType=&PAGENUM=10&SortColumn=EstablishmentName20%25ASC&RegistrationNumber=3014848701
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&showList=1&establishmentName=&regNum=&StateName=&CountryName=&OwnerOperatorNumber=10043752&OwnerOperatorName=&ProductCode=&DeviceName=&ProprietaryName=&establishmentType=&PAGENUM=10&SortColumn=EstablishmentName20%25ASC&RegistrationNumber=3014848701
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&showList=1&establishmentName=&regNum=&StateName=&CountryName=&OwnerOperatorNumber=10043752&OwnerOperatorName=&ProductCode=&DeviceName=&ProprietaryName=&establishmentType=&PAGENUM=10&SortColumn=EstablishmentName20%25ASC&RegistrationNumber=3014848701
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&showList=1&establishmentName=&regNum=&StateName=&CountryName=&OwnerOperatorNumber=10043752&OwnerOperatorName=&ProductCode=&DeviceName=&ProprietaryName=&establishmentType=&PAGENUM=10&SortColumn=EstablishmentName20%25ASC&RegistrationNumber=3014848701

YGpwpbipjuw)

Lbpywjwgywd pnnnph  putnigjwu  Uhunh  dwdwuwly pnnnpwpbph  Ynndhg
dwwtwbdbight, et hppb b hwupwhtu wndnyh wprynupnud wwnqyby £, np «U.L. L.
Swpd» UNL-h Ynndhg wnwowplynn Gmate Blood Glucose Test Strips wunpwl Gu b ufuw
GU gnyg wwhu hpwywtu ywwnybpp:

Wu Yuuwwygnyejwdp ubpluwjwgunud Gup «lwnpbup nhwpbunp dhwuht» hhduwnpwdh
wmuoptt  fu.<ndhwuthujwup 08.07.2021p. gpnientup, nphg wwpg L nwnunud, np
Jtpnhhoyw "wndnyp” wphbunmwshu kU sh hwdwwwwnwufuwund hpwywuniypywup:

Uybhu, Facebook hwdwwwwnwufuwt hwppwyubph nuniuwuhpnieniup, npuintin nbnp
niubigh| «U.L. L. Swpd» UNC-h  Ynndhg wnwowpyynn Gmate Blood Glucose Test Strips
npwlh putwnwunieiniup (wjuntinhg k| ytipgyt| twl << wnnnowwwhniejwu Uwfuwpwphu
ninnywd twdwyh wpunwwnwnudp), yywnwd £, np pubwnwunnigjuu Gu tupwnpyt «U.L.L.
Swpd» UNC-h  wnwowpyynn wwpwupp wju FB ogunnwwnbptipp, npnup unyu toh dhongny
gpwnynud G «Ynugbinu-Eubipgndwy» PPL-h Ynndhg dwwnwlwpwpynn phun-Gphqubiph
Jwéwnpny (hwdwwwwnwufuwl wpunwwnwnwutpp Ygynw Gu):

Jdbpnhhgjwip, huswybiu Uwl unyu pnnnpp Yywjnud Gu «Ynugbinu-Eubpgndwg» PRL-h
Ynnuhg wupwpbiuphné dplwgniejwu dwuhu:

Cuwn Gpunypeh ' yepnhhjwip wywjdwuwynpdwsd £ upwuny, np nmwphubp h ybp «Ynugbinu-
Eubpgndwo» ®RL-h Ynndhg wbunwywtu qudwu ninpuind dwwnwlwpwpybp Gu pwpép ght
niubignn pGuwn-tphqutip, huly «U.L. L. Swpd» UNC-h Ynndhg Ybpohtu pupwgpnid dwjinupu
puytGpnigjwt  Ynndhg npwlw), pwyg dwwshlh quny pbuwm-Gphqubp  wnwowpybint
htimbwupny Pnnnpwpbipp, pun tngjwt, qpyyt) E qudwu pupwgwlwpgbpny hwnpnn
dwutwyhg nwnuwint b wGwnwywu pngbh dhongutiph hwadh gbppwhnyp unwuwnt
huwpwynpnipiniuphg, hush htwnbwupny PPL-U wpwwnwynpnd £ U «U.L. L. Swpd» UNLC-h,
U dwynupu puybpniyeywu puph hwdpwyp:

Fnnnpubip putnn wudhu fuunpnu Gup WYwwh nwbuw] bwl, np «U.L. L. Swpd» UNC-u
npwljw|] b Cupwgwywnpgh hpwybph wwhwuoubiphi hwdwwwwnwufuwunn wpunwnpwup
wnwownybiny, wjuniwdbuwjuhy wnwowpyb £ 12 Jju wybkjh Edwu ghu, pwu «4nugbtinu-
Eubpgndwp» PPLC-u, husp twywu fjutwnd £ wbunnyejuu ubpluwihu dwup nunbuwlwu
wwjdwuubpnid»:

Udihnthtind  Jepngppup’ «U.L.L. Swpd» UNC-u  fuunpbp £ dbpdt]  «4nugbinu-



Eubpgndwo» PPL-h Ynndhg 18.06.2021e. ubpyuwjwugpwsd phy FALU-LSF-2021/41 pnnnpp:

«U.L.L. Swpd» UNC-u, ywuwpwéd dwungywd |hubiny pnnnph puunigjuu twywwnwyny
25.06.2021p. dwdp 09:10-hu L 13.07.2021e. dwdp 09:35-hu hpwyhpywd uhuwnbiph
YGpwpbpjwy, wwwhndt £ hp ubiplwjwgnighsutiph dwutiwygnugniup, nyptip hptiug htipphu
wunby Gu Jbpp awpwnpywé nhppnpnanup:

huswbu twl «U.L.L. Swpd» UNL-u 13.07.2021p. dwdp 09:35-hu hpwyhpywd uhuwnhu
wwwhnyb| £ «Cwnpbup nhwptunp dhwuhu» hhduwnpwdh nuoptit  Fu.<ndhwtupujwup
dwutwygnipyniup, ny wunbp £ 08.07.2021p. ubplwjwgwsé gpnigjwdp  hwjnuwd
nhnpnpnanuip, wju £

«hduwnpwdh wnwpbinenuuu £ odwunwytp <&-nd pwpwipwiht nhwpbin niubignn
dwpnywug Ywuph npwyh pwpbwydwup b huwpwynphtiu Ywufub] 2wpwpwihtu nhwpbinh
wnwowgnwip:  Lhduwnpwdh U << wnnnowwwhnigjwtu  bwfuwpwpnyejwt  dhol
unnpwgpywd £ hnpwghpp, npnd 2015 p. unbdpbphg dBluwpybg «dbpwhuly'hp
nhwpbwnp,  wwph’p  (hwpdbp  Yuwupny»  Spwghpp’  pungpybing  <wjwunwund,
Upgwlunid, Quywfupnid wwpnn 0-29 wmwpbwu wnhwy 1 2wpwpwiht nhwpbn nwbgnn
pninp tipGluwubppht L Gppunwuwpnutiphu (Unin 1300 hngh): Opwagph 2powtwlubipned
pwgytb| Gu nhwpbwnh nwnigdwu snpu YGunpnuubin, npnughg tipbpp Gpblwunwd, huy dayp
Synudphnid: Opwgph 2powuwlyubpnd dhus opu pwhwnniubpt wudbwp uwnwund Gu
w2fuwphnd  jwywagnyup hwdwpynn huuniphuwhu wuwnqubp, gphs-ubipwpyhsubp,
Upwug hwdwp twhunbujwd wubinubp, wpwu dby qpyniynquih swihdwt uwpptp b
npwug ptuwm-Gphqubtipp, npnaynid £ qihynihqugywd htidngnphuph gnigwuhop, unwuntd
Gu hngbpwuh funphpnwunynyeiniu, wpniuwyuwlywt  Jdwutwlgnd LU nhwpbunp
Ypenieynttt - wwwhnynn nwupupwgubtipht, jnipwpwugnipu nibh  hwupwdwwngkih
gppnyy-atinuwplutip nhwpbnh dwuhtu b wdtuopjw opwaptin, «<nwWhh hwdwlwnpgswjhu
Yppwywu fuwn»-h dhongny wywnndwunwgynid £ yGpwhuynidp, ywppbpwpwp wigbinwd
Gup dwpgbip, Yuwqdwybpwnid Epulnipupwubip, jnipwpwugnip mwph hwuwpwynipjwu
hpwqgbydwtu tywwnwyny unjtdptipnh 14-htu upnwd ‘Yhwpbinnh Uhowqquihu Opp:

Cwyyh wnubin dbp dpwagph 2powtwlubipnid unmwgynn wpjwu dbe gpnynquyp
dwlwpnwyph swihdwu uwppbph W upwug pbun-Gphqubph 2nipg Ybpotipu dwywywsd
wndntyp, huswbu twl hwunbu qwiny Unnnowwwhnipjutu twfuwpwpnigjwt Ynndhg
(hwgnpwd Yuqdwybpwnieniu, nphu wnwpbinieniut  wwywhnyb| dpwaph pupwgph



wuynbiy woluwwnwupp b gwhwnniubiph gwhbpp, www unyt gpneintuny Yubplywjwgubd
uinbndywd hpwyphtbwlu wy| nbGuwuyniuhg:

Opwagph 2powtwynid Gmate dphpdwih qyniyndbinphg ogunnd Gu wpntu 700
wnwohu wmhwh nhwpbwn niubgnn tpbluw: Lwtwlwu ndgnhnieNUUGPU wWuntnnwYyh
uinwgybtight  4-5 &unnh Unndhg: Uudwdp niubkgh; Gd  hGnwfunuwqgpnygubp L
hwunhwnwubip pninph hGwn, nph wprynitupnd futnhpp ng 6hon ogwnwagnpddwu dby Enp:
Cwonpnp hnupt  hud unhwybg wydbh |npe  dninbuw] fuunphu: Pninp futnpp
«wnwowgpwd» gyniyndbinpbpp vwpb| BU (wpnpwwnp hbnwgnuinejwu’ wpjwu unyu
Ywrehind qyniynquih dwhwpnwlyp npnayty £ wyp $hpdwjh wwwpwnutipny b Gpwlwhu
wpniuny: Upnyniupubpp bnkp Gu wupbph' gqynyndbwnpbph obinnuiubiph  enywwnpth
uwhdwttbpnw: Npwbu thnpphly Uonwd  wubd, np Gmate $hpdwjh qpnyndbnph
wnpryntupp dhon wdbbwdnwnu £ Gnbp (wpnpwwnnp hGunwgnunigjwu Gpwlwjhu wpjwu
gnigwuh2hu, npp Jywinud £ wywpwwnh dwdwtwlwyhg nbuuninghwih Yhpwndwu
wprynibwybwnnieniup:

Cupwgpnd wnwowgwd ndgnhnigjniuutiph dbpinyeyniup  hwugbgund £ gwywip
Ggpwlwgnipjwt'  fuunhpubpp  hpduwlwund  wnwowund  GU wwwpwwnh  uluwg
ogunwagnpddwt  hGwnbwupny, huy L wybh gwdwihu punhwiunyp  wphGunwlwu
untindwd Jwun Ywpdhpht wnpdbint thwuwnny: Nubkgb) Gup nbwpbp, tpp wwywpwwnu
hpnp nuubgb] £ wnbGjuuplwywu fuunhp, npnup, wnwug pwgwnniejwlu, thnfuyb) Gu
dwwnwpluwpuwph Ynndhg:

Ngnud Gd wpdwlwagpt] dh thwuwn bu: «Fdgnhnn» dunnubph dnwn dbYy Gppnpnp
Gpbjuwt wudwdp sh oguwgnpdnd Gmate qpniyndbwnpp: Gpbjuwubph wpwtu dby
gynynquwih swihndu hpwlwuwgund Gu dwdwuwywyhg ubuunputipny, npnup &bnp Gu
ptipnud hptiug dhongubipnny:

Npwbu &bnpptipnud  uptd, np  Uwpuypund wpwdwnpynn  gpnyndbinptphu
hwlwwwwwufuwt unwgynn pbun bphqubph pwuwlyp' 50 hwwp dGYy wninuhnwp
ubpywjhu Gmate qyniyndtwnph ounphpy Ypluwwwnlydb) ' nwnuwing 100 hwwnp Gpyne
nnuthnid:

Unwounpnyb] wwutjwly dunnubiph unipynpy Jbpwpbdniupny, npp  uppnptu
ownwfujwsd k uwbyniywinhy dnnudubpny, Ywpdnwd G duwgwd dnunn 700 owhwnniutipp
hpwynwupubph [ntpo ninbwhwnpnud L:



Opjtywnphy nhwnwpydwu hwdwp Yupnn GBI wnwowplbp hd  dwnwjniejniup’
hhduwnpwdp Yuwwph unnpugpwhwywp wpnbt wwywpwuinhg gnh dunnutiphg: Yuwnmwh
Gd wpnyniup |ntpe hwpwpbpwygniejniu YnibGuw»:

4. 9PLU-LSF-2021/41 pnnnph puunipjut hwiwp bwlwt tywbwlnipiniu niubkignn
thwuwbipp.

GPLU-ULS-2021/41 pnnnph pulniypjwt hwdwp Fwlwu pwbwynientt niubu  hbwnbyw|
thwuwntipp.

1.4 wnnnowwwhnypjwtu  Uwfuwpwpnyjwt  Juphpubph  hwdwp  pdogulut
Upwlwynipjwt  wwpwuptbph &bnpptGpdwt  bwywwwynd hwjunwpwpyt £ «<& UL
QLUMAPR-2021/18» Sdwdywgpny quwupdwu hwpgdwu pupwgwywpg (hGwnwjunt twl’
Cupwgwlwpg), npht dwutwlygbint tywwwynd, h phyu wy dwutwyhgubiph, hwpun k
ubpyuwywgptb) «U.L. L. Swpd» UNC-u:

1. Cupwgwlwnpgh hpwdbpp  <wdbywsd 1-nd"  Shlutpjwlwu  punypwghp-qudwu
dwdwuwlwgnygny, uwhdwuyb) £ hbnlyw| tnGluuhjwywu punyewaghpp.

/L wujwunwip Shtuuhywlwu punywghp
1 Upjwu dbg gqyniynquih | Swpwpwswih uwpph hwdwp twjuwwnbuwsd phuwnn tphg:
npnadwl phuwtn Puwpbtipwynpnidp whwnp |huh gnpdwpwuwihu winwhny, pwjg ns wyb) pwu 100 hwwn:

fdtiun-bphqutph  dwdlybwp swbwp £ thnjudp wuywfu wnnuhh pwgdwt  wwydwuhg: Uwwnwlwpwpdwt  wwhhu
duwgnpnwihu whwwuhniyejwu dwdlybnp 12 wdhu:

fatiun-tphqubiph dwunwwpwpdwu htin dhwdwdwuwy, wywjdwuwgnny uwhdwujwd dwdytinubpnud, dwnwlwpwpp
wwnpwnwynp £ uwb udhpwpbint] juwd wuhwnnyg ogunwgnpddwt hwudubi gwpwpwswith uwpptip (1000 hww):
Quithdwu wpwgnipinit’ ny wyby pwu 6 Yny:

Quithdwu dhowlwjpp' wnujwqu 1,1 -33.3 ddny/:

Upjwu udniph dwywp' ny wyby pwu 0,654y Uwuuwyhgp wbwp b ubplujuguh npuyh ubpnpbhlun gy
fudpwpwuwyh hwdwp hwunwnywsd wpunwnpnn gnpdwnpwuh Ynndhg:

Uwwnwlwpwpp wywpunwynp b npwdwnpb’ ng wywlwu pwt 12 wduw Gpuwgfuhp npwdwnpwsd uwppbiph hwdwp:
Npwyh ubpnh$hunutp' 1IS013485 Lwd FOCT P UCO 13485:

Npwyh ubpnp$hwnubip' 1ISO 15197 Yuwd FOCT P UCO 15197:

2. «U.L.L. dwpd» UNL-h Ynnihg LCupwgwlwngh dwutwygniypjwu hwjnp <wybjwd
1.1-nd" wnwowpyynn wwpwuph wdpnnowlwu ulwpwagpny, wnwownpyyby £ hbnlyw|
wbfuuhywlywu puniywaghpp.

Quwthwpwduh | Unwownpyunn wwpwuph
hwiwn Shpdwjhu Uwpwupwiht | dwluhzp | Upnwnpnanh | Stjuthwlwu punpwagnbpp
wujwunwip ugwup wwtinudp

1 2h dbjp 2h dbjp 2h dbje Swjnupu Cwpwnwswith uwnph hwdwnp uwfuwwnbujwd Rhiun tnhq:
Lwpwywjhtu | Pwpbpwynpnwip N 50: (dtiun-tphqutiph dwdytitnp sh thnfuynid wulwiu
Ynpbiw nnuhh  pwgdwu  wwjdwuhg: Uwwnwlywpwpdwlu  wwhhu  duwgnpnwihu
whunwupnipjwu dwdltinp 12 wdhu: (Fhuwn-tiphqutiph dwunwlwpwpdwu
htin  dhwdwdwuwy, wwjdwuwgpny uwhdwuywd  dwdybnubpnid,
Yudhpwptindh swpwpwswih uwppbp (1000 hww):

Quithdwl wpwgnipiniu’ 5Ynpy:




Quithdwu dhowlwypp' 1,1-33.3 ddny/|:
Upjwu udnh dwywip'

0,5 uy:

Npwyh ubpnh$hywnubn' 1IS013485:
Nnuwh ubpuh$hlwnutn'

ISO 15197:

3. Cupwgwlwngh quwhwwnn hwuduwdnnnyp' 15.06.2021p. rhy 2 wpdwuwgpniejwu
hwdwdwju' Cupwgwlwpgh quwhwwinn hwuduwdnnndp npnond £ Yuywgpl «U.L.L.
Swpd» UNC-hu punpgwsd dwutwyhg dwuwsknt yepwpebnjuw:

5. &£ qunufubph htwn Yuwwywé pnnnpubp puunn wuésh hphduwynpnidubpp L

qpwhwugnidp.

<L qunuiubpp hbn Ywwywd pnnnpubp  puunn  wud Sphgnp  Lbipuhujwuu,
nwnwuwuppbiny  «4nugbnu-Eubpgndwy»  PPL-h'  18.06.2021p.  pnnnpp'  Yhg
thwuwnwpenptpny, «U.L.L. Swpd» UMC» UMC-h* 12.07.2021p. nhppnpnonwdp’  Yhg
thwuwmwpenpetpny W gnpdnud wnjw thwuwmwenpebipp, hwjnunw Gd hGnlywp.

«Funuwiubph Jwuhu» << opbuph (htwwjunt twl' Optiup) 3-pn hnnwép uwhdwundd £

1. Unyu optuph uwywuwnwlu £ wwwhnyb| qunwiutiph gnpdpupwgnid hwwnnigdwu nhdwg
wpdtip, wu £’

1) ywwyphpwunnihtu Yyepwwwhydws |hwgnpnyeniutbph juunwpdwu hwdwp wuhpwdbon'
Ywpphpht  hwdwwwunwufuwt  wwpwuputiph, wluwwmwupubph W dwnwjnyenuubiph
abnpptipnud’ hwdwpdbp hwunnigdwdp.

2) qunuwiubph L qunuiubph gnpdpupwgh wnuwnbunn, wprynitwybin b ogquwybitn
hpwlwuwgny:

2. Sunwdubph gnpdpupwgp hhduynw L htnlyw| uyqpniupubtiph ypw.

1) qudwu gnpdpupwgh dJhwutwywu Ywunuubpny dpgwlygwihu, pwthwughly, hwdwswip,
hpwwwpwwjhtu L ng funpwlwu hhdnwpubpny Yuqdwybipwnid.

2) ywjdwuwagph Yupdwtu twywwunwyny dwutwyhgubiph opowtwyh punjwjund b upwug
dhol dpgwygnipjwt fupwfuntuntd.

3) gwulwgwd wudh hwdwp, wlulwju upw owwpbpypw Ppghlwywu wua,
Ywqdwybpwnientt jwd pwnwpwghnyeniu sntbignn wud [hubnt hwuqudwuphg, qudwu
gnpdpupwght Jwutwygtnt hpwywhwywuwpnypniu:



Optuph 13-pn hnnwdh  3-pp Jwuph  hwdwdwi'  Gubnd  qudwu  wnwplwh
wnwuduwhwuwynypniuhg' npwug  hwwnlwuhoubpp  huwpwynphuu UGpwnnd Gu  Gbinp
ptpynn  wwpwuph, woluwwnwuph Jwd Swnwjnyjwl  npwyht, unwunwpunpu,
wuywwugnypjuup, ywjdwlwlwu bpwulbphu, wbipdhtwpwunyejwup, hwebpwynpdwup,
pGnuwpwhdwup, swihhu, Uwluwgdtphtu, puswbu  vwlb  qudwtu  wnwpuh  wy
hwwywupoubphu  Jbpwpbpnn  wwjdwuubph  hunwly  ywpwgpnyeyniup' hhdudwd
dhowqgqwipt  unmwunwpwutph b <wjwunwuh  <wupwwbnngeniund  gnpdnn
unpdwunhyjwwunbiuuhywywu thwuwnwpenptinh, utnwunwnuwubph, hul npwug
pwgwlwniejwt nbwypnu' dwdwuwlwynp wnbluuhywywu wwjdwuubph Yypw:

Opbkuph 34-pn hnnwsdh 1-hu dwup hwdwdwiu® hwynbpp quwhwwndnd Bu hpwybipny
uwhdwudwd Ywpgny: Pwlwpwp G gquwhwwndynd hpwdbpnd twhiwnbugwsd
wwydwuubpht hwdwwwwwufuwunn hwjntpp, hwlwnwy nbwpnd hwjnbpp guwhwwnynd
GU wupwywpwp L dGpdynid Giu:

<L Ywnwywpnyywu 04.05.2017p. N 526-U npnpdwdp  hwunwnywd «Sunwubiph
gnpdpupwgh  Ywqlwlbpwdwu»  Yuwpgh (hbnwjune twl' Ywpg) 32-pp Yonp  1-hu
tupwlybwnh q) wwppbpnejwu hwdwdwu' hpwydbpny twfuwnbuynd £ uwl, np dwutwyhgp
hwjinny ubpYwjwgund £ wwpwupubph qudwt nbwpnd hp Ynndhg wnwowpyynn
wwpwuph nbuthywywu punyewagpbpp, huy hpwybipny twpuwnbujwd nbwpbpnud twl
wnwownpyynn wwpwuph wwpwupwihu  towup, $ppdwht wudwunwdp, dwluhop L
wpwnwnpnnh wudwunuip (wjunthbin' wwpwuph wdpnnowwu ufwpwghp):

bwpgh 40-pn Ytwh 5-pn Gupwlbwh  hwdwdwju'  hwuduwdnnndp  hpwybph
wwhwuoubph  Uywwdwdp  pwdwpwp  quwhwnwd  hwunbp  UEpYwjwgpwsd
dwutwyhgubtiphg npnonud b hwyinnwpwpnud £ punpdwé b hwonpnwpwp nbintip qpunbgpwé
dwutwyhgutippt: Uwpwupubph qudwu nbwpnd hwuduwdnnnyp quwhwwnnd £ uwb
ubipyuwywgywd wwypwuph wdpnnowywtu bywpwagpbph hwdwwwwwuluwunieiniup hpwybph
wwhwuoubiphtu: Unwowpywsd ujwqugnyu qubiph hwjwuwpnygjuu nbwpnid, Ywd Geb ng
quwjhu  wwpdwuubpp  pwdwpwpnn  quwhwndwd  hwjnbp  ubpywjwgpwsd  pninp
dwutwyhgubph  ubpyujwgpwd  quwiht  wnwowplubpp  gbipwquugnud  Gu wnydju
pupwgwlwngh  gpowlwlnd  qudtihp  wwpwuptbiph,  wpfuwwnwuptbph - Yuwd
dwnwiniintutiph qudwt hwjnny uwhdwujwsé ghup Ywd qunwdu hpwywuwgynud £ opbuph
15-nnp hnnwdh 6-pnp dwup hhdwu Yypw:



Wuwbu' << wnnnowwwhnigjwt  bwluwpwpnygjwu  Ywpphpubph hwdwp  pdoyulwu
Upwlwynpjwt  wwpwuptbph &bnpptpdwtu  twywwwyn hwjunwpwpyty £ «<& UL
GLUMAR-2021/18» dwdywagpny quwudwu hwpgdwu pupwgwywng, nphu Jwutwygkint
uwywuwnwyny, h phyu wj| dwutuwyhgubph, hwjwn £ ubipyuwjwgnb) «U.L. L. Swpd» UNC-U:

Cupwgwlwpgh  hpwdbph  <wdbws 1-nd’  Shutphlwlywu  punipwghp-gudwu
dwdwuwlwgnygny, uwhdwuyb) £ hGinlyw| tnGuuhwywu punyewaghpp.

/< wujwunwip Shuuhlwlwu punypwghp
1 Upjwu dbg gqyniynquijh | Swpwpwswth uwpph hwdwp twjuwwnbujwsd phuwnn tphg:
npnadwl phuwn Puwpbtipwynpnidip whwnp |huh gnpdwnwuwjhtu wninwhny, pwjg ng wyb) pwu 100 hwwn:

(dtiun-tphqutiph  dwdlybnp swbwp £ thnjudh wulwfu nnuhh pwgdwt  wwjdwuhg: Uwwnwlwpwpdwu  wwhhu
duwgnpnwiht whunwuhniyejwu dwdlybnp 12 wdhu:

fatiun-tphqutiph dwunwwpwpdwu hbn dhwdwdwuwy, ywjdwuwgpny uwhdwujwd dwdytinubpnid, dwnwlwpwpp
wwpwnwynp £ uwb udhpwpbpt] juwd wuhwnnyg ogunwgnpddwt hwudub) gwpwpwswith uwpptip (1000 hww):
Quithdwu wpwgnipynlt’ ny wyby pwu 6 Yny:

Quthdwu dhowlwjpp' wnujwqu 1,1 -33.3 ddny/:

Unwu udnh dwdwp' ny wyty pwu 0,650y Uwuuwyhgp wbwp b ubpyuywguh npwyh ubpnphdpyunm  ndjuy
fudpwpwuwyh hwdwp hwunwinywsd wpunwnpnn gnpdwnpwuh Ynndhg:

Uwwnwlwpwpp wwpunwynp b nmpwdwnpb’ ng wywlwu pwt 12 wdudw Gpuwgfuhp npwdwnpwéd uwppbph hwdwp:
Npwyh ubpnh$hywinubn' 1IS013485 Yuwd FOCT P UCO 13485:

Npwyh ubpnh$hlwinubp' 1SO 15197 Ywd FOCT P UCO 15197:

4. «U.L.L. dwpd» UNL-h Ynndhg Cupwgwlwpgh dwutiwygniejwt hwjnh <wybjjwsd
1.1-nd" wnwowpyynn wwpwuph wdpnnowlwu ulwpwgpny, wnwowpyby £ hbwnlyw
wnbjuuhlwywu punypwghpp.

Quwthwpwduh | Unwowpyynn wwpwuph
hwdwp Shpdwjhu Uwpwupwiht | dwluhpp | Upnwnpnanh | Stluthwlwt punpwagnbpp
wujwunwip upwup wiuitnudp

1 2h dbjpe 2h dbjp 2h dbje Swjnupu Cwpwpwswth  uwpph  hwdwp  Uwjpwwnbujws  phun  bGphq:
Lwpwywjhu | Pwpbpwynpnwip N 50: (dhun-tphqutph dwdlybnp sh thntuynd wulwiu
Ynptiw wnuhh pwgdwt wwjdwuhg: Uwwnwlwpwpdwt wywhhtu duwgnpnwhu
whwwupnipywu dwdlybnp 12 wdhu: (Gtiun-tphqutiph Jwwnwlywpwpdwu
htwn  dhwdwdwuwy, wwjdwuwgpny uvwhdwudwsd dwdybnubpnud,
Yyudhpwptipyh owpwpwswih uwppbp (1000 hwwn):

Quithdwl wpwgnipeiniu’ Synly:

Quithdwu dhowlwypp' 1,1-33.3 ddny/|:

Upjwu udniph swywip'

0,5 uy:

Npwyh ubpnh$hywnubp' 1IS013485:

Nnwlh ubpuh$hlwnttn

ISO 15197:

5. Lupwgwlwngh quwhwwnnn hwuduwdnnnyp' 15.06.2021p. rhy 2 wpdwuwgpniejwu
hwdwdwju' Cupwgwywnpgh quwhwwinn hwuduwdnnndp npnond £ Yuywgpb «U.L.L.
Swpd» UNC-hu punpdwsd dwutwyhg dwuwsknt yepwpbpjuw:

«Unugtinu-Eutipgndw» ®PL-h Ynndhg ubpyuwjwugywd pnnnpny pwpdpwgyt) tu hbunlyw
hwngtipp.



1. « ... dwutwyhgp wwpuwynp £ wnwowpynn wwpwuph ufwpwaghpp ubipywjwgub|
wdpnnonigjwdp U wjuwyhuph  hunwynipjwdp, np pwgwnh  wwpwuph wwpwybipy
dEyuwpwunieniup pE wwwdhpwwinth, pE Jwutwyhgubph, W pE uwywnnnubph 2powunu:
Unwownlynn wwpwuph ufwpwghpp wtiwp £ hwdwwwunwutuwuh hpwybpnyg vwhdwuywd
wwhwugubpht: Uwutwynpwwbu, brbt wwpwuph wdpnnowlwu ulwpwagph wnnuwyp
twfuwwnbund £ wwpwupwihtu  Uowu, dhpdwiht wudwunwd, dwluhp, wpuwnpnn
puybGpnygyntt. nwownbp, www Jwutwlyhgp wwpwwynp £ onpwbp  |pwgub]  puwn
Upwuwynyywu: Cun npnw, bt pwpynip wwpwiuownywsd £ unnpwybnbpny, wuww
wuhpwdtionn b pwwpwp E jnipupwtginiph W pninph wnwynyeynwup: Ujuhtupu dwutwyhgp
sh Yupnn ugbp dhwyu Shpdwyht wudwund, uwlwju sugkp dwluhy (opptwly’ wwpwuph
dnnbip: UGY dnnblh hwdwp Ywpnn G woluwwmb) wwppbp swpwpwswih uwppbp (ip&'u
hwn 1): Gmate PS-004 dnnbjh owpwpwswih phun-Gphqubpp wofuwwnnud Gu dh pwuh
owpwpwswth uwppbpny: Hwup GU'

e K113636 - Gmate VOICE™ Blood Glucose Monitoring System

e K141656 - Gmate® Mini Blood Glucose Monitoring System

Gmate® Step Blood Glucose Monitoring System,

e K150299 - Gmate SMART Blood Glucose Monitoring System,

e K151658 - Gmate Origin Blood Glucose Monitoring System
Uwywju wnlw Lt uwl Gmate PS-003 dnnbh swpwpwswih phuwn-tGphqubtip, npnup
wofuwwnnd Bu Ynuypbnn owpwpwswih uwnpbph' Gmate plus-h hbtw, Gmate Life-h pbuwn-
Gphqubpp wofuwwnnud tu pugwnwuwbiu Gmate Life pupwpwswih uwppbiph htw)...»:

«4nugbinu-tutipgndwy» PRL-U ubipyuwjwgywsd pnnnph |pwgdwdp bu wunb| £, np Ynndhg
hpwywuwgywsd thwunwhwywp gnpdniubiniyejuu pupwgpnid wwngtighup, np dhuslk wuqud
wyn nuhybpuw) unphwubpu nubu dwyupy, wiu E PS-004, wjuhupu' pnnnpwpbpp
ubipywjugywsd pnnnpny wunby £, np Gmate pbuwm-Gphqubpp niubu wwppbp dnnbiubp W
ubpywjwgywsd pnnnph pwgdwdp wunb] £, np «U.LL. Swpd» UNC-U wywpuwynp Ep
ubipyuwjwgwd <wyblywsd 1.1-nw, wnwowpyynn wwpwuph wdpnnowlwu ulwpwagpnid
dwutwynpbigubi] W hunwy Uzt pE np dnnbh puwn-tphqu £ wnwowpyynid:

Wu dwuny hwpy Gd hwdwpnud hwjnub] hGnbywp.

£<L qunuwiubiph hbin uwywd pnnnpubip puunn wudp 13.07.2021p. phy PLU-3L/2/11291-

2021 gpniejwdp nhdt| £ PHILOSYS CO LTD-hu (gpniejntuu ninuipyyti £ hGuinlywy £). thnuwinp



hwugtin' information@philosys.com) L fuunpby b hwjnub), wppn’p PHILOSYS CO LTD-h

Yynndhg wpypwnpuwé Gmate pliup-tphqubinti nubit puwpplip dnnbjubp, 6" ny:

P wunpwupiwt tpdws gpnyaywti PHILOSIS CO LTD-t 14.07.2021p. qpnipyudp
(uppnpugnpywé E PHILOSYS CO LTD-h qjfuwynp gnpdwnhp pptiopbs Ujipu Lhh Ynndhg)
hwpptuby £, np Gmate pbupp-tphqubpp sniubti ppuwppbp dnpbjup L hwdwwnbinbh Gu
dhwju Gmate® Origin, Gmate® ON, Gmate® VOICE, Gmate® SMART, Gmate® SMART Type-C

L Gmate® Wheel uwpptiph htiwn:

2. <wonpnp fuunhpp, npp ubpyuwywgybp £ «Ynugbnu-Eubpgndwg»  PPL-h Ynndhg
hGunlywu k.

«CC UL 9<UMAP-2021/18  qudwl pupwgwywngh hpwybph wnwowplyynn wwpwuph
wbfuuhywlwu punipwagpnd wnlw £ ywjdwt, hwdwdwju nph pbuwn-tGphqutph dwdytinp
sybtivnp £ thnfudp wulwfu nnupp pwgdwu wwjdwuhg: «U.L.L Swpd» UNC-u hp Ynndhg
wnwownpyynn wwpwuph nbjuthywlywu punywagnnid Ut k, np pliuwn-tpnhqubph dwdybtinp
sh thnjuynud - wulwfu  wnuph pwgdwt  wwjdwuhg: Uwlwit  pwg wbntlwundwlwu
hwppwlyubpnwd  wnlw  wwpwmnuwlywu wnduwiubpp  wy  pwtu U wwwgnignid:
Uwutwynpwwbu Gmate-h ywonnuwywtu Yuypnud wnlw L ogunwgnpddwu dtinuwply, nph
wnwoht kond upwd L, np wupwdbtion £ $hpub wju wduwphyp, tpp wnwoht wuqwd
pwgynw £ updwyp: Cun npnwd upynud k, np pbuwm-Gphqubpp whwnwuh Gu oguwgnpddw
pwgbint wwhhg 3 wdhu...»:

Wu dwuny hwpy Gd hwdwpnud hwjnubp hGnbywp.

£ qunudubiph hbin Juwywd pnnnpubip putunn wudp 15.07.2021p. phy PRU-3L/2/11410-
2021 gpniejwdp nhdb £ PHILOSYS CO LTD-hu (gpnuejniut ninnywd £ Gt PHILOSYS CO
LTD-h gijuwynp gnpdwnhp wuoptu Ujtpu Lhhu L niqwpyyt) £ hGnlyw bl thnuinp
hwugbutipny' information@philosys.com, dhlee@philosys.com) U futunpby § hwjnub), wppn’p
PHILOSYS CO LTD-h  Ynndhg wpypunpué Gmate phup-Gphqubipti  nitbu

whpwbbihnypiwt dwdyby U wpnn’p npuwtig whipwabihnipiut dwdygpp hinfuynd

ipnuphh puwgdwi ywhhpg:

P wuwypwupnwti upjwé qgpnipyuti PHILOSYS CO LTD-u 16.07.2021p. qpnipywdp
(uppnpugpyjwé £ PHILOSYS CO LTD-h qifuwiynp gnpdwinhp pptiopttn Ujpu Lhh Ynndhg)
huwyiply) £, np Gmate phuipp-tppqubipp mbubtu 24 wdhu yhpwubihnyeyut dwdlybipy b uyti
sh thnpuynmid puigliinig htyn:



mailto:information@philosys.com

Wuwhuny' Optuph 34-pn hnnywdh 1-ht dwup hwdwdwiu' hwnbpp quwhwnynd bu
hpwytipny uwhdwuywd Ywpgny:

«U.L.U. Swpd» UNC-h Ynndhg ubpyuyugquws <wybiywd 1.1-h" wnwownplyynn wwpwuph
nunWuwuppnygjwtt b wiuy wpuwnpnn puybpnggwitt wpywd  hwpgnuiubph
wwwnwufuwultiph htn hwdwnpbne wpryniupnud, wpdwuwagpnul GJ, np wit ubipyuwjwgywd
E hpwdbph wwhwugubppt  hwdwwwwwufuwt b npwund  ubpluywgywd  indjuiutipp
Gogppwn bu, hbnbwpwp' Cupwgwlwunpgh quwhwnnn hwudbuwdnnnyh gnpdnnnipjniuttipp,
wju £ «U.LL. Dwpd» UNC-h hwjwp hpwybph wwhwuoubpht  hwdwwwwnwufuwu
quwhwuwnbp b ytpghupu punpywd dwutwyhg dwuwskiu, ppwywswih Gu:

Wuwhuny' nwnuluwuppbing «4nugbinu-Eubipgndwy» $PL-h 18.06.2021. pnnnpp' Yhg
thwuwnwpenptpny, << wnnnpuwwhnipjwt  Uwjuwpwpnipjwt  nhppnpnandp,  «U.L.L.
dwpd» UMC-h Ynndhg 12.07.2021p. ubplwjwgws nhppnpnanudp b Mwwnyhpwnnth
Ynndhg hpwwwpwlyyws hpwytpp L PHILOSYS CO LTD-hu wpywd hwpgnwubph
wWwwnwufuwuubpp' gununud B, np ubpyujwgywsd pnnnpu wuhhdu £ b Gupwyw E dGpddw:

Glubny ybpngpjwihg b nblwjwpybing «¥unwubpp dwupu» << opuph 50-pn hnnywédh
7-pn dwuny'

nracecsdhp

«4nugbinu-Eutipngndwy» ®RL-h Ynndhg 18.06.2021p. ubipyuwjwgywsd pnnnpp dbpdti:

<L qunudubiph htinn uwwywd pannputipn puunn wudh npngnwit hpwywwwpunwnhp k,
npp Yupnn £ thntnfudty Yud Ybpwgyty, wyn eynd” dwutiwyh, dhugt nwinwpwh Ynndhg:

<< qunuubiph htinn Ywwywé pnnnpubip puinn wudh npnanwiu nidh dbg £ dinunwd wj
intintlwagnpnul hpwwwpwybn hwenpnnn opdwuhg:

Yunudubiph hbwn juwyyjws ] - 3
pnnnpUbn plting wha' |27 ZRC FhANP LEPURUSUL




