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Cwjwunwih Cwupwwbnnewt qunwdutiph hbn Ywwywd pnnnpubip ptinn wud Uhtip
Ubwtjwu, nwnuwtwuppind Cwjwuwnwih Cwupwwbnnewt  $huwtuttph
Uwfuwpwpnipjwl 29.03.2018p. phy 03/26-3/5749-18 gqpnipjwdp «<tpdhut Swpdbgs
UNC-hu qunudubiph  gnpdplpwght dwutiwlygbine hpwyniup  sniubignn  dwutiwlhgubph
gniguynud  bpwnbine  bywwnwyny  twhiwsbnujwd  pupwgwlwpgny  Ubpywjwgyws
hhdptinp, wwnqbgh htinlywip.

1. €€ Shuwtiuibph twhiwpwpnipjw tbpyuwyuigpwé thwuwnbpp b wwhwgp.

<< bhtuwtutbiph  bwhuwpwpnginiup, << wnnnowiwwhnipjwt  bwhuwpwpnie)wl
«dhU<-h Yuwufuwpgbpdwt hwiupwybnwlwl YEunpnus MNUY-h 27.03.2018p. phy 128
gpnijwl hhdwu  Ypw, 29.03.2018p. phy 03/26-3/5749-18 gpnipjwdp nhdb £ <&
qunuitbiph htnn uwuwlws pnnnpubip putinn wudhu, fuunpbiny bwhiwésbnub «Kbpdhub
dwpdbg» UNC-hu  (wjunthin’ Culybipnipyni) qunudubiph  gnpdplpwght Jwutwlghnt
hpwyniup sniubignn dwutiwlyhgubiph gnigulynid ubpwnbnt pupwgwlwng:



2. «LbEpdhuk Swpdkg» UNC-h U wjwgpwé thwunmwplubpp b npnonudp.

«lbpdhut Swpdbgy UMC-u << qunuiubph hbn Guwydws pnnnpubip puunn wudhu
nnnuwd  gpnpjwdp hwpntb £, np «@hU<-h  Guttuwpgbdwt hwupwwbnwlwu
Yeuwnpnuy MNUY-h (wjunthbin' Muwindhpwinny) Ynndhg  Jbpghtpu Ywphpubiph  hwdwp
phihwlwu Ynipetiph dbnpplipdwt bwwwwyny hwwnwpwpdt) £ «3<UMNARP-LLA-2PUL-
18/1» dwdlwgpny quwugdwl hwpgdwl plpwgwlwnpg (wjunthbn' Cupwgwlwng), nphu
hwywn £ ubipyuwywgpt) «<bpdhub Swpdtg» UNC-u:

ehy 3 wpdwlwgpnueniuny Nwwndhpwnn 2-pn b 6-pn swihwpwdhuubph hwdwp
wnwoht intin qpuntignwd Jwutwlhg £ éwwgk) «<bpdhut Swpdbg» UNC-hu L Sdwunighy
£ ubpluywgut) npwlwynpdwt swihwuhpubpp hhduwdnpnn hpwybpng twfuwwnbuwsd
thwunwpenpetipp, husp  «Kbpdhul - Swpdbgs  UMC-h  Ynndhg ubpyuyjwgdt; £ 3
wpluwnwupwiht opdw pupwgpntd:

Npwlwynpdwt swihwuhpubipp Ubplyuywgubing 1 op htivin: Mwindhpuwinnth Ynndhg
unwgyti £ dwunignud® gl b hwyn Bywsd npny wuhwldwwwinwufuwunuygyniutbp, hust
Culytpnupjwt Ynndhg wpyby b 1 woluwwnwupwiht opnud:

«<bipdhub dwpdbg» UNC-h Ynndhg phy 2 L phy 6 swihwpwdhuutpny wnwownlynn
wuypwupltip niwbt Unnnowwywhnipiwt <wdwpluwphwiht Ywqdwlbpynipiwt Ynndhg
Uwfuwnpwlwynpnuiubp, tbpwnywsd bu ynpwy Snunh gwulnud, npnup wwwgnignd b
hwjinny wnwowplynn wwpwiph npwyp b hwdwwwwnwufuwlnieniup:

Culpnipgniup Uk £, np Mwwndhpwinniu hp nbfubhlwlwt punyewghpp Yuwqubhu
wnwounpnyly £ 4K wnnnowwwhnipjwt Uwfuwpwpnipjwt — Ynndhg  Yuqudws
nbGluthywlwu  punipwgpny, npp Jyuynd £ Nwndhpwwnth Ynndhg  Culibpnugjwp
ubpyuwjwgywsd thwuwnwpenpbpp:

Cubpnipyniup phy 2 swihwpwduh dwuny Ugky &, np puin wwhwgynn nbuthyulwl
punipwgph nbunh uwligh$hynieyniup whnp k£ (huh bjwqugnyup 99.95%, Culbpnipjwi
Yynndhg ubpuwjwgywsé wnbunh uwbgh$hynuyeniup Ywqind £ 99.79%, npp quwhwnnn
hwuduwdnnnyp quwhwwnby £ ng hwdwnpdtip:



Uhtgnbn << UL-p unytu wwpwuph unyt inbuthuywt punipwgph hwdwp unwgb) £
wnwowny, nph uwbghbhyneyniup Yuaqdnud £ 99.61%, npp << wnnnowwjwhnip)wl
Uwhiwpwpnipjwt Ynnihg quwhwnyby b hwdwpdbp wju nbwpnud, Gpp unyt «ujwqugnyup
99.5%» wwhuwugp tnby £ hpkug dnuwn:

Culbpnipiniup Yywywynsty £ «Yunwiubiph Jwupt» <K opbiuph 13-pn hnnywdh 3-pn,
Jwup, nph hwdwdwit' Gubn quiwt wnwpluh wnwudtwhwnlnyeiniuhg' npwg
hwinlwuhpubpp htwpwynphtu Ubpwnnd Bu dknp plipdnn wwpwuph, wluwwnwuph Ywd
Swnwjnipjwl  npwyht, unwunwpunht, widnwugnipjwup, wwdwbwlwu bpwuubphu,
nbpdptwpwunipjwup,  thwpebpwdnpdwup, phntwpwhdwup, swihhl,  Lwiuwgdtphu,
huswbu twl quiwlu wnwpluwih w) hwnlwuhpubpht YGpwpbipnn wwydwbubph hunwy
uywpwgpnipyniup' hhdudwd  dhowqquiht unwunwpwubph L Cwjwunwth
Lwupwwbwnnigyniuncd gnpdnn unpdwuinhywwnbiuthyulywt thwuwnwpnpbph,
utnwnwpwutph, huy npwig pwgwluniewi nbwpnud® dwdwtwlywynp nbfuthyulwu
wwydwubph Ypu:

Syjw| gnigwuhgh hwdwp gnynueinit niuh U<Y-h b GYpndhnupjwt nintignygubipp, npuntbin
hunwl tpdwd Bu, np hdnin$bndbunwiht nbuntph  uybgh$hynipjwt  ujwqugnyu
uwhdwt £ hwdwpynd 98% L 99.5% hwdwwwwnwufuwtwpwn: Culjbpnipjwt Ynndhg
ubpluywgyws nbfuuhywywu punpwghpp hwdwwwwnwufuwund £ pb UCY-h L pb GU-h
ynndhg uwhdwudwsd wwhwugubpht:

Cultpnieyniup bt £ uwl, np punpwd dwutiwlgh Ynndhg ubpluwjwgdws GenScrenn™
ULTRA HIV Ag-Ab wnbuwnh uwtigh$hynieiniup pun Snpwy dSnunh gwulyh Yugdnud £ ng b
99.95% wy) 99.20%, npp sh hwiwwwwnwuuwund Mwndhpwnnth wywhwght:

Cuytpneyniup phy 6 swihwpwduh dwuny Lok L'; np puwn wwhwugynn wnbfuthlywlwu
punipwgph’ wpnyniuptbipp Yupnwine dwdwbwywhwindws £ uwhdwudws 5-20 pnwb,
wjuhtipt, wpryniupbpp whwnp £ puptingdbt ufuwd 5-pn pnwbhg L wpnyniuputiph
puptipgnwip wpgbiynud £ 20-pn pnwtihg htiwn:

Culpnupjwt Ynndhg ubipywjwgywsdp' 10-30 pnwb quwhwinnn hwuduwdnnndh Ynndhg
quwhwinyty b shwdwwwinwutuwunn, 2-pn wbn qpunbgunn Yuqdwybpwnyejwt Ynndhg



ubpyuywgywsé nbluthjulwu punewqgpnud wpryniupubpp Yupnwint dwdwlwlwhwwn-
Juép Uzqw.b £ 10-20 pnwb, npp quwhwnyby £ hwdwwwnwufuwunn:

Uw wju nbiwpnd, bpp Mwwundhpwwnnth nbfuthyulwt punpwgpny wywhwugynud £
wpryniupubph  pupbpgiwt  hwdwp  Ujwqugnyup 15 pnwl, Culybpnipjwt  Ynndhg
ubpyujwgywsd nbuthjulwu punipwgpny ubpluywgywsd £ wpryniuputiph puptipgdwu
hwdwp 20 pnwb, huy punpwsd dwutwlygh Ynndhg ubplujwgywsd wnbuthjulwu
punipwgpny ubipywywgywd £ wpryniupubph pupbipgdwt hwdwp punwdtup 10 pnwt:

Cultpneyniup gununud £, np wyn Yewnp hwhwund £ Opbuph 13-pn. hnndwsdh 2-pn
ybwnpt'

2. Yudwu wnwpluwih punypwagptpp’

1) wtwp £ dpgwlgnpwt  hwjwuwp  wwdwbibp  wwywhndbu  huwpwynp
dwutwhgubph hwdwp.

2) swhwp L hwugbgubt qunuiubph  gnpdpUpwgnud  dpgwlgnipjuwt  hwdwp
shhiuwynpywd fungpunnintibiph wnwewgdwp.

3) whwp k£ (hubit opyinhynpbu hhduwdnpywsd U hwdwpdbp |hubu wju Ywphpht, nph
pwywpwpdwt tywunwyny Yunwpynd £ ndjw) qunudp.

Pwgh npwthg punpdwd Jwutwlgh Ynndhg hwypnnd ubpluwjwgywsd  wwpwlph
2quyniunginiup hwiwdwit Hnpwy dnunh guulyh unyuybu sh hwdwwywnwufuwunu
inbuthywlwu punipwagpht’

Uwubwynpwwbu' qquiniuntejwt Ynny (wywhwugp 100%)’

«Cbpdhut Swpdtigr UMC- 100%, quwhwinnn hwudbwdnnnyh bigpulwgnieyniup’ sh
hwdwwwunwufuwunud, .

«lhnw»  UMC-  99.8%, quwhwwinn  hwuduwdnnndh  Ggpulwgnuejniup’
hwlwwwwnwufuwunud E:

Uwbgh$hynyejwt Ytwnnyg Culybipnueggniup by £, np wpnbt ubplwjwgpby Bu hpbug
JEluwpwnieyniutinp, npnup Jbpwptipnud Bu htugwbu 2-pn, wjuybu £y 6-pn swihwpwduhl
L npnup hwiwwwwnwufuwind Bu «3unwubiph dwupti» << opbuph 13-pn hnnwsdh 3-pn
yewnny uwhdwbwd Ywuntiubipht, wjuhtpt dhowqquyht unwunwnpunubph:



Cupwgwlwpgh dwutiwyhgubph ynndhg ubpyuwjwgywsd npwwynpdw
thwuwnwpenRebpnud, duwutwynpwwbiu hwybwd 6.1-nd ubpywywgywsd
inbintywinynieyniuibipp Yhuwwn Ywd ng thwpdbip Bu (Gwutiwynpwwbiy wwypwupwht bpwuh
Jwund pugywd Bu wpnwnpnn Yuqdwlbpynyejwt wudwunwp, Ywd punhwtpwwbu
pwgwlwjnd £ wypwupwiht  bpwup), uwluwit qUwhwwnn  hwuduwdnnndp ng  dh
Jwutiwlghg sh wwhwugly npwlywynpdwt thwunwpenpeliph 2nynd, wy wn wwhwugp
ubipywywgpt £ dhwju Cuybpnipjwp:

Culybpnipyniup guund £, np Cupwgwlwpgh quwhwwnnn hwuduwdnnndp fuwfuwnb |
<< Ywnwywpnipjwt 04.05.2017p. phy 526-L npngdwl 48-pn Yhwnh wwhwugubipp, nph
hwiwdwju  wnwoht  wbnt  qpwnbgpwd  Jwutwlygh  Ynndhg  wpdwtwgpywsd
wihwiwwwwnwuluwunyeniup uwhdwuywsd dwdybEnnud

1) anlybint nbiwpnwd hwjnp quwhwinynd £ pwdwpwp b wnweht wbin qpunbignwé
Jwutiwyhgp hwyinwpwpynud £ puinpdwsd dwutiwyhg.

2) soinlytint nbwpnwt hwuduwdnnndh npndwdp hwyinp depdynud £, L thwunwpenpebp
ubpywjwglbint wwhwty £ ubipyujwgynud hwenpnwpwn nkin qpunbignwsd dwutiwlght:

Culbpripjwt Ynndhg  uwhdwbdwd  dwdymnnd gl Bu npwlwynpdwu
thwutnwpenpetpp:  Culbpnuyeiniup o £, np wyn thwuwnbpp Jyund Bu quwhwinnn
hwustwdnnnyh Ynndhg Ynnduwwwh JEpwptipdniuph dwuht:

«Qunuwiubiph Jwuht» << optiuph (wjunthtin® Opbup) 3-pn hnnwéh 2-pn dwuh 1-hu
Ytnh hwiwdwit' qunwiubiph gnpéplpwgp hhuuynd £ qudwu gnpdpupwgh dhwuliwlw
ywunutbpny dpgwlguyht, pwihwughly, hwdwswih, hpwwwpwlwht b ng funpwywt
hhdniupubipny Yuqiwbpwdwt Ypuw: _

Optuph 6-pn hnwdh 4-pn Jwuh hwdwédwit' kU Ywpnn vwhdwtidb dwutiwygh'
qunuiubpht  Jwutwlgbine  hpwyniuph b npwjwynpdwt  htn Juwdwd  wjbwhup
swihwUhutp, npnup funpuiwt Bu b vwhdwbwhwynd Gu dpgwlgnipeyniup’ wuhhdu
Yepwny pwpnwgund Ywd  wwpgbigunuwd  Bu huwpwdnp  dwutwlgniejniup - qudwl
qnpdpupwght, hwiwpdbp skU' ninnuypnpbt sk plund Wwydwuwgpny twhiwwnbuywsd
wwpunwynpnipniutiph Yuwwnwpdwt wuhpwdtonniyeniuhg:



Quwhwwnnn hwuduwdnnnyp nbluthjwlwt punpwgnpbpp uqdbihu dhuyt 2-pn b 6-pn
swihwpwdhuubph hwdwp £ uwhdwub, U<CY Ynndhg bwjuwnpwlwydnpdwt  wwhwbgp,
dhusnbn unyu dpgnyend ubpwndwd dh gwpp wy wwypwupbbph hwdwp unyuwbu Yut
U<Y%-h Ynndhg twpuwnpwwynpnd niubgnn wwpwupbbp, uwlwju dpgnyend tdwt
wwhwg sh npyb:

<< UL Ynndhg njw hwpght dbly wuqud wpnbu npdb) £ hunwly qwpqupwund

Cwipdh wnubny, np <&-nd ubpdndynn phuwnbpp stu Bupwpyynud thnpdwpluniejwl,
phunbph ujwundwdp wnwownnpyby t hbnlyw| wwhwugp' phun-hwywpwsdniu whwnp £
punngnpyqwsd |hup U<Y-h Ynndhg twpuwnpwlwynpywsd pbunbph guulynd (WHO list of
prequalified in vitro diagnostic products), husp phuwn-hwjwpwdnih npwlyh wwywhnydwl
Gpwyupp £: Lodwéd wwydwup thnthnfunipjwt Gupwlw sk:

buly 23-pn swihwpwduh hwdwp, npp twhuwhwaqwiht qund wdbbwdbEd swihwpwdhul
E, uwhdwub) £ w) uwhdwbuwthwynud® $npw) Snunh guuynud ubpwndwsd hubint wwhwbg:

dwunwgh Mwundhpwunntt uwhdwuwdhwyby £ 2-pn, 6-pn, 23-pn swihwpwdhuubiph
hwdwp Jwutwyhgubph pwuwyp' Yhpwnting tpdwd vwhdwuwthwynwubpp, Yuwd £ dh
ownp wj| wynwuptbph hwdwp vwhdwib) £ ufuw) nbubuhyulwt punypwghp:

Lwl wthwulwuwh £ quwhwwnn hwidtwdnnnh quwhwndwt  swihwuhubpp,
oppuwl' phy 6 swihwpwduh hwdwp, npp hwiunhuwtumd £ 3-pn ubpunh  wnbun
hwywpwsdnt, uybghdynieiniup vwhdwdb) £ uuquagnyup 99.6%, huy 12-pn swihwpwduh
hwdwp, npp hwunhuwund £ 4-pn ubpunh wnbun  hwdwpwdny,  uwbigh$hynieyniup
uwhdwuyby £ ujwquagnyup 99.1%:

Wu wdbup hwhwund £ Opbuph 6-pn hnnwéh4-pn. Yewnh 2-pn Gupwlbnh b 3-pn
hnnwsh 2-pn dwuh 1-hu Yeinh ywhwugubphu:

Cultipnippniup <& qunuiubph hbinn uwywd pnnnpubip puunn wudhu futnpby £ hwyh
wnbb] UJwd thwuwnwplubpp b «Lbpdhut Swpdbg» UMC-hu subipwnb) qunuwiubiph
gnpdpupwght dwutwlgbint hpwyniup sniubignn dwutiwlhgubiph gniguynud:

Culbpnipyniup,  wwwnpws  dwungwd  |hukind  US-UU-2018/37  plupwgwlwngh
opowtwlubpnd 05.04.2018p. dwdp 11:00-ht L 10.04.2018p. dwdp 12:10-ht hpwyhpywsd



Uhuwnbph Ybpwpbipjuy, 10.04.2018p. dwdp 12:10-h bhuinht wwwhnyby £ hp ubpluywgnigsh
dwutiwygnipyniup, nd wunb £ Jbpnhhgjw) gpnipjwdp ubplwjwgywsd nhppnpnanuip:

3. &  wnnnowwwhnipjutt twhiwpwpmpwit  «QbhU<L- wihnwpgbdwi

hwupwybnwlywt YEunpnt» MAUY-h Ynndhg tbphujwglwé  thwuwmwplubpp b
nhppnpnonudp.

<L wnnnowwwhnipjwt twiuwpwpnipjwt «APUL-h Yutfuwpgbdwt hwiupwwbnwlyw
YGuwnpnu» MNUY-p <L huwbiutbph bwhuwpwpnieywit ninnywd 27.03.2018p. phy 128
gpnipjwdp  hwywnul £, np &K wnnnowwwhnipjwt bwfuwpwpnupwu  «@hU<-h
Ywupuwpgbpdwt  hwipwwbnwlwu  Yeunpnus - MNUY4-h - Yuphpubph  hwdwp
Yuqiwlbpydwsd «F<UMAL-LLA-ANUL-18/1» dwdlwgpny quwugdwu hwpgdwl duny
phihwlwt unpbph quiwt pupwgwlwngh 2powtwlnd «<bpdhub dwpdbg» UMNC-u
twtwgyb £ 1-hu wnbin qpwnbigunn dwutiwlhg: Npwlwynpdwt swihwuhgubpp hhduwynpnn
thwunwpenebph quwhwwndwt thnynud Jwutwlgh Ynndhg wnwowplunn wwpwupubph
inbfuthywlywu punipwgpbpnd hpwdbipnd  twhiwwnbudwsd nbluthyulwu punyewgpbph
Ujwwndwdp wpdwuwagpyl) | withwdwwwnwuuwunyeni, hush ywnbwnny Jwutiwygh
hwjwnp depdyby

Muwuwdhpwwnny,  wwwnpwéd  dwungwd  hubind  U8-UU-2018/37 pupwgwlwnpgh
2nowbiwubipnd 05.04.2018p. dwdp 11:00-hu L 10.04.2018p. dwdp 12:10-htu hpwyhpywsd
Uphuinbph  JGpwpbpju), 10.04.2018p. dwdp 12:10-h  Uhunht  wwwhnds £ pp
ubpYwywgnighsubiph dwutwlgnieyniup:

4. US-UU-2018/37 pupwgulw utunipjwt hwdiwp bwlwt twtwlnipinit
nitukgnn thwuwnbpp.

U8-UU-2018/37 pupwgwlwpgh puunpjwt hwdwp bwlwt bpwuwynyeniu nubu
htwnlyw) thwuwnbpp'



1. L wnnnowwwhnijwu bwfuwpwpnipjwu «ahU<&-h Ywufuwpgbdwu
hwupwwbunwlwu Yuwpnu»  MNUY-h  Ynndhg  «ahU<&-h Ywufuwnpgbdwu
hwupwwbnwlwu  Yeuwpnu» - MNUY-h - Guphpubph  hwdwp  phdpwlwt  unpbph
dtinpptipdwt hwdwp hwjnwpwpyb) £ «3<UMIP-LLI-AhUL-18/1» Swdlwagpny quwtpdwl
hwpgdw pupwgwlwng (wjunithbn Cupwguwlwng), npht dwutwlgbnt Uywwnwyny huwjn
£ ubpywjwgnt) «<bpdhub Swpdtig» UNC-u:

2. Cupwgwlwpgh hpwybpny Cupwgwlwngh 2-pn L 6-pn swhwpwdhuubph hwdwp
bwuwwinbuyby £ hbwnlyw) nbuthywywu punypwaghpp.

96 phuwn wwpniiwlnn nnupny nbwqbunubipp whnp k huku
wbdhgwlwunpblu ogunwgnpddwl hwdwp wWwwpwunh
JhGwynul: Ubpnnp' hintuw$bipdbunwihts wbiwhg (ELISA), 12
uwinphuyy x 8 puply: <wywpwdnil wbiinp  ubpwnh 96 puply
niitignn dhypnuywtigbin, Ynugbunphly wgnn nényp, npwljwt
U pwgwuwlwl uinnighgubip, Ynuyniquin 1, Ynymquin 2,
Ynbyniguin 2-h Unupwglinn |ndnype, pnibbp/untpuinpuwn,
ppndngbit TMB, nbwlghwt Ywuqubgunn nbwgbuwn: Puhlubpnul
4n2wn Dwquit wbinp | wwindwd (huh p24 hwlwduh bjwndwdp
hwlywdwpdhuubpny b nEyndphtiwtinuwh uwyhunwyngubpny:
h$U dbpnnny Lwfuwwnbuws £ wpjwb wwqdwynud b wpywl ghénynud UbUY-
UhUd-h h p-24 hwlwaduh, UhU4 1-h (ubpwnyw M L O fudptipp) L UhUY
N 33210000 hwywdhu/hwywdwp | 2-h hwlwdwpdhuubph hwjnbwpbpdwy hwdwp:

2 dhuutiph (HIV Ag/Ab) | fFtun-hwwpwdnii whwnp | pungpyywsd |huh U<Y4-h Ynndhg
hwjinuwpbpdw bwhiwnpwluwynpjwd phunbph gwulnu (WHO list of
phun-hwywpwdnt | prequalified in vitro diagnostic products):

Rquiniunieiniup’ 100%, uwbgh$hlynipiniup (nnunputiph
Udniubipp hbnwgnunbipu)' bjwqugnyup 99,95%, wuwhnhy
qquyniunipiniup puwn p24 hwlwduh npnoynn bjwqugnyu
Ynugbuwnpwghwh' 25 wg/dj-hg (Ywd 0,85 1U/d|-hg) ns wyby:
Mwhwugynn dnyp' sunupwgywd 2h6nty (wwqdw) 750Y-hg ns
wyby:

Upwwnpnnh' npwlh wywhnddwl hwiwlwpgh Gpnywlwt
(EC), 1SO 9001 L ISO 13485 Jywjwywuubph wnlwjniejniu:
Mhunwtbjhnpjwl dwdljinh wntywql 75%-h wnlwnyeinit
Jwunwlwpwpdwl wwhhu:

hdniwppndwinngpwhhly wpwg phun-hwywpwdne:
Lwhiwwnbudws £ wdpnnowlwl wpywt dbg, wpjwb shEndyn b
wwquiwynud UbUY 1-h b UhUY 2-h hwlwdwpdhutbph
hdniwwppndwinngp | hwynbwpbpdwt hwdwp: Yhpwnynn nbyndphuwtn

whhl wpwg phun | hwlwdhuubpp' UhUY 1-h hwdwp (Wwqugnyup' p24 L gp41),
UhUd-h UbUY 2-h hwdwp (ujwqugnyup' gp36):

hwlwdwpdhuubph | <wdwpwdni whnp £ ywpniiwlh unupwgunn pndbip: @unh
hwjinuwpbpdwu nbuwlp Yuwubinwh (Cassette):

hwdwnp, 1 Rquiunipiniup’ bjwqugnyup 100%, uwbgh$hynipyniup
uqwqugnyup' 99,6%:

Upryniuptbiph JEpdwidwt dwdwtwlwhwingwsdp' 5-20 pnyb:
Muwhywbdwl sbpdwuwnhbwup' 2-30°C:

o =Z

33210000




fdGuwn-hwywpwdnii wbinp £ pungplyws (huh U<Y-h Ynnidhg
bwhwnpwlwynpwd phuwntiph guwulynd (WHO list of
prequalified in vitro diagnostic products):

1IS013485 npwih Yyuywlwuh wnluynignit: Muwhuywbdwt
dwdlbwp' wnbwqb 12 wdhu:

Mhunwubihnyejwl dwdlbnh wnuwqu 65%-h wnljwjnpniu
dwuinwlwpwpdwl wwhhb: '

3. Cupwgwlywnpgh quwhwwnnn hwuduwdnnndh 02.03.2018p. dwdp 12:00-h thuwnh
rhy 3 wpdwbwgpnpjudp  Yujwgywd npnpdwdp  Cupwgwlwpgh 2-pn L 6-pn
swihwpwdhutbph Jwuny wnwoht wnbkn qpunbgpwd dwutwlhg £ Swuwsyt) «<bpdhub
bwpdbg» UMC-u, npht dwunigdty £ npwlwdnpdwt  swihwuhgubpp  hhduwynpnn
thwuwpenptpp b wnwowpyynn wwpwiph wdpnnowlwl uywpwghpp UbpYwjwgutng
wuhpwdtiannipjut Jbepwpbpjuy:

4. Cupwgwlwnpgh quwhwinnn hwuduwdnnnyh 13.03.2018p. dwdp 10:00-h Uhutnh
rhy 4 wpdwuwgpnipjwl 1.2.1 Yhwnh hwdwdwi' guwhwnnn hwbduwdnnnyu wpdwtiwagnk
£, np «<bpdhut Swpdtig» UMC-h Ynndhg ubpyuywgywd nbfuuhluwlywl punipwgnpbpp sku
hwiwwwunwufuwund  hpwdbpny  twhiwnbujwé  punipwigph, nwnp Cupwgwlwpgh
quwhwwinn hwduwdnnnyh npnpdwdp thunp dbYy wpfuwnwupwiht opny Yuubgyb |, L
13.03.2018p. Culytpnipjwp uwhdwudws Yupgny dwunigyt £ dhush Yuubgdwl dwdlytinh
wywpup wpdwiwgpyws wiuhwdwwwwnwufuwunygniutbpp anlbine wuhpwdbannuyejwt
YGpwptipjuwy:

5. «bpdhut Swpdbg» UNC-b uwhdwudwsd dwdlbnnd «3<UMAR-LLA-AhUL-18/1»
dwéywagpny pupwgwlwnpgh quwhwnnn hwuduwdnnndht ubpyuywgnt) § Cupwgwlywpgh
2-pn L 6-pn. swithwpwdhuubiph nbubuhywlwt punipwgpbph 2nlywsd tnwppbpwlyutpp:

6. Cupwgwlwpgh quwhwwnnn hwuduwdnnnyh 20.03.2018p. dwdp 14:00-h Uhunh
prhy 5 wpdwuwgpnipjwdp Ywjwgywsd npnadwdp .«<bndhhb bwpdbg» UNC-h hwjunp
quwhwwnyt) £ wupwywpwp wit hhduwynpdwdp, np Culybpnipjwi Ynndhg ubpluwjwgyws
wynwuptbiph  wbuthywlwtu  punpwgpbpp skt hwdwwwnwufuwund  hpwybpny
twhuwwnbudws nbutuhjuwlwt punpwagpbpht:




5. €€ qunuiubph hbw Gwwwé pnnnpubp puting wush hhdtwydnpnuiubpp b

Ggqpwhwgnudp.

<< qunudubiph htivn Yuwwsd pnnnpubip piinn wtd' Uhbip Ubwbywbu, nwnduwuhpbing
<< phuwbuubiph bwhiwpwpnupjwt 29.03.2018. phy 03/26-3/5749-18 gpnipjniup, <<
wnnnewwwhnipjwt  twhuwpwpnipjwt  «ahU<-H  Yutuwpgbpdwt  hwbpuybnwlw
Yeuwnpnu» MNUY4-h 27.03.2018p. phy 128 gpniejniup b Yhg thwuwnwenpbpp, «bpdhub
dwpdtig» UNC-h gpnipyniup b Yhg thwuwnwpnebipp, hwjnund S hbwnlyw)p.

«Gunuwiubph dwuht» << opliuph 6-pn hnnywdh 1-ht dwuh 6-pn Yhwnh hwiwdwt'
pwgwnnipjwdp unyu optiuph 23-pn. hnnywsdh 1-hu dwuh 1-hu, 3-pn, 4-pn L 5-pn Yhnkpng
Uwfuwnbuwsd  pupwgwlwpgny  qunid Ywwwpbine  nbwpbph,  qunwiubph
pupwgwlwpgbiphtt  Jwutwlgbnu  hpwyniup  gniubt wjt wbdhtp, npnup  hwnp
ubpyujwgutine opdw npnipjuwdp ubpwndwd Bu qunuiubph gnpdptpwght dwutiwlgtin
hpwyniup  gniubignn - dwutwyhgubiph  gmiguynud:  Uwubwlhgt  pungpydnd £ updwd
gnigulynud, bpb "

w. fuwfuwnt] £ ywdwuwgpny twhuwnbudws Yud qudwu gnpdplpwgh 2pswtiwlynud
unwidtuwsd wwpwnwynpnuyeyniup, npp hwugbigpty £ wwndhpwnnth Ynndhg wwydwuwgph
dhwynndwuph  médwup  Ywd qudwt  gnpdpupwght  nfw) Jwutwlgh hbnwqu
dwutiwlgnipjw nwnwnpbgdwup,

p. npytiu punpdws dwutiwlhg hpwdwnyb) £ ywydwuwghp Yupbing,

g-hwjinbpp  pwglinig  htwnn  hpwdwpyly £ qudwu  gnpdplpwght  hbnwqu
dwutiwlgnieiniuhg: ‘

Optuph 6-pn hnnywdh 2-pn dwup uwhdwund £, np qunuiubph gnpdpupwght
dwutiwygtiint ppwyniuphg qpyywé dwutiwlgh Jbpwpbipw) nitbigwsd wnbintynueiniutbiph
hphdwu Ypw |hwgnpywsé dwpdhtp pupwgwlwng b bwiuwdbnunid qunwiubiph htiu Guwywsd
pnnnpubip  putnn  dwpdund’  wnwug  J6wph:  SYjw| Jwubwlgh Ywpdhpp ubing
htwn qunudubph htiin Yuwwywsd pnnnpubip puinn wudp unyt opkuph 50-pn hnnwsdh 6-pn
duwuny uwhdwudwsd dwdlybinnd npnpgnd £ Yuywgund  dwutiwyght unytt hnndwdny



Uwfuwwnbudwsd gniguynud pungpybne Yepwpbinqug: Uidp tpdws gnigwynud pungpyynud k£
tpYynt tnwph dwdlybunny:

«Funuubiph dwuht» << opbuiph 34-pn hnnwdh 1-ht dwuh hwdwdwi'  hwynbipp
quuwhwwnynud Bu hpwybipny uwhdwudws Ywpgny: Pwdwpwn bu quwhwwnynud hpwybpny
Uwfuwwnbudws  wwjdwitbpht  hwdwwywinwutuwnn hwjinbipp, hwlwnwly nbuwpnu
hwjintipp quwhwinynud b wupwywpwp b depdymd bu:

<< Ywnwywpnipjwt 04.05.2017p. N 526-U npnodwdp hwunwinwsd «Funwiutiph
gnpdplpwgh Ywquwybpwdwu» Yungh 32-pr Yhnh 1-ht bupwlbinh «q» wwppbpnejwl
hwidwdwu' hpwybpny bwhwwnbuynd £ bwl, np dwutiwyhgp hwynny ubpywjwgtnid k
wwpwuptbiph qudwt nbwpnud hp Ynndhg hwunwnyws hwjnwpwpnuein’ wnwowplynn
wwpwuph' hpwdtpny bwhiwnbudws nbuthywlw punipwgnbiphtt hwdwwwwnwupuw-
unipjwt Ybpwpbnw|’ wwydwuny, np wnweht nbinti gpuwnbgnuwé dwutiwlhg Gwuwsybijn
nbwpnd hpwybpny uwhdwiudws Yupgny ubplujwgtndd £ wwypuwtph nbuthywywu
punipwagpbipp,  huy  hpwybpny  bwhwwbujws  nbwpbpnd  bwl wnwownyynn
wwnwupwjht pwtp, wpnwnpanh wiwunp, dwquwt tphyppp (wjunthbn' wwpwuph
wdpnnowlw uwpwghp):

“wpgh 43-pn Ywnh 4-pn Gupwlbnh hwdwdwit' hwynbph pwgdwl Upuwnh wywpunpt
hwenpnnn wpluwwnwupwiht opp hwuduwdnnndh pwpwininupp ElEywpnuwhtu  thnuwnh
dhongny dwunignui £ wnwght inbnti qpuntignwd dwutiwlght' wnwownlbny dwunignuiu
ninwnytint opdwuhg bpbip wluwwnwupwiht opdw pupwgpntd Ellwnpnuwihu  thnuwinh
dhongny  ubpyujwgub;  npwlwynpdwt  swihwthoubpp hhduwdnpnn®  hpwybipny
Uwhuwwnbudws thwunwpenpbpp, pwgwnnipjwdp unyl Gupgny Uwuwwnbudwd nbwpbph,
wwpwuptbiph qudwu nbwpmd twl unyt uwnqh' 32-pn Ybwh 1-hu Gupwlybwnh «g»
wwppbpnipjwdp  bwiwwnbujws  thwunweninep,  hul  pwlluht Gpwgluhph  &uny
ubpyuywgywsd hwjinh wwjwhnydwl puophtiwlp' Yhg gpnipjwdp: Unyl dwuny uwhdwuyws
dwdljbinud thwunwpenelp  punhwupwwbu  subipywywgybnt nbwpnu hwuduwdnnnyp
hwjinbiph quwhwndwt thunnd depdnud | wnweht inbint qpuintgpuws dwutiwlygh hwjinp
L thwunwpenetp  ubpluwwgtbn  wwhwuy £ ubplwjwgunu hwonpnwpwnp  wbn
qpwnbgpwé dwutwlght:



Ywngh 47-pn Yawnp uwhdwunud £, np wnwoht wnbnt qpuinbigpuwd dwutiwlgh Ynndhg
thwuwnwpnplinl wdpnnowlw subpywjwgdtint, huswbu twl Ubplwjwgyws' ubipwnyuy
Yndhwth Ynndhg wpwdwnpws npwlwdnpdwt swihwuhpubpp hhduwynpnn' hpwytpny
Uwfuwwnbudwsd thwunwpenpetiph, huy wwpwuptbph quiwt nbwpnud bwl unyu Ywpgh 32-
1 Yinh 1-ht Bupwltinh «q» wwppbpnyejwip bwuwwnbuws hwunweneph quwhwntwt
wpryniupnd  hpwybiph  wwhwgubph  tywwndwdp wlhwdwwwunwuluwunyeyniiutbp
wpdwlwgnpybint  nbwpnd  hwiduwdnnndh  pwpuininupp  unyt  opl ElEYunpnuwghu
tnwuwyny dwunignud £ wnweht wnbnu qpuntignwd dwutiwlghts' wnwownybng dky
wofuwwnwpwht opdw pupwgpnul 2t wihwiwwwnwuuwlnyeniup:

Lnyu Ywpgh 48-pn Yhwh 2-pn Gupwlbnh hwiwdwt' wnweht wbn qpwnbgpwd
dwutwlgh  Ynndhg  wpbwbwgpwd  wuhwlwwwnwuluwunyeniup uwhdwudwsé
dudjbnnud  spinfne nbiwpnd  hwuduwdnnndh  npnadwdp  huwynp depddnud k£, UL
thwuwnwpnetin Ubiplwjwgubint Wwhwtg & ubplwjwgynud hwenpnwpwn nbn qpwnbgpwd
dwuliwyght:

<< wnnnwwwhnipjwl bwhiwpwpnipjwl «dhUL-h Yufuwpgbjdwl hwupwwbnwywu
YGuwnpnty - MNUY-h Ynndhg «@hU<-h  Guifuwpgbpdwt  hwtpwwybnwlwt yGuwnpnu»
MNUY4-h Yuphputiph hwdwp phdhwlywt Wnipbiph dtnpptipdwt hwdwp hwynwpwpyb)
«¥UMIR-LLA-ANUL8/1»  dwdlwgpny quwlpiwl  hwpgdwt  pupwgwlwng, nphu
dwutiwygbint byywinwyny huwyin £ ubipyujwgnt «<Epdhut Swpdbgs UMC-u:

Cupwgwlwpgh hpwybpny Cupwgwlwnpgh 2-pn b 6-pn swihwpwdhttph  hwdwp
Uwfuwwnbiuyby £ henlyw| nbfuuhlwlywl punyewghpp.

96 phbuwn wwpniuwynn nnuhny nbwqbunbbipp whwnp E hubu
wtdhowywunpbl ogunwgnpddwl hwidwp wwinpwunh
yhbwynui: Ubpnnp' hdniiw$bpdbunwiht wuwihq (ELISA), 12
unphy x 8 pupl: <wywpwdni whwnp | ubpwnh 96 puhy

h&U dbpnnny niutignn dhypnwywgkinn, Ynugbunphly \dwgnn (ndnyp, npwljul
UhUd-h b pwgwuwlwl uinnighgubp, Ynuymgun 1, Yntyniquin 2,

N 33210000 hwlwdhu/hwlwdwp | Ynymquin 2-h Unupwginn (ndnype, pnihbp/unipunpun,

2 dhuttiph (HIV Ag/Ab) | ppningtit TMB, nbwlghwl Yuwqubgunn nbwqblwn: Puhliubpnus

hwjinbwpbpdwu Ynain pwquitt wbnp £ ywindwsd (huh p24 hwlwsdth bjwindwdp
phun-hwjwpwdnt | hwlwdwpdhutbpny b nbyndphiwbinwht uwhnwlnigubpny:
Lwhuwwnbuws £ wpjwt wwqiwnd b wpjwb shénynuy UbUJ-
h p-24 hwywduh, UhUY 1-h (ubpwnywy M L O fudpbipp) L UhUY
2-h hwlwdwpdhuubph hwynbwpbpdwt hwdwp:
f[Stun-hwywpwdnit whiwnp k pungplywsd |huh UCY-h Ynnihg




bwhuwnpwluwynpwsd phunbph gwulnut (WHO list of
prequalified in vitro diagnostic products):

Rquyniunipiniup’ 100%, uwtigh$hynieiniup (nnunputiph
udniubipp htiwnwgnntijhu)' Ujwqugnyp 99,95%, whwihwnhly
qquiyniunipyniup puwn p24 hwlwduh npnynn bdwqugnyu
Ynugbuwnpwghwyh' 25 wg/di-hg (Ywd 0,85 1U/d1-hg) ng wyby:
Mwhwgynn Udnipp’ sunupwgywd ghéndy (wwqdw) 7584-hg ny
wyb):

Upwnwnpnnh' npwlh wywhnddwt hwiwlwpgh bypnywlwt
(EC), 1ISO 9001 L ISO 13485 Jywjwlwuubph wnlwjnipjniu:
Mhunwubhnipjwl dwdybnh wntdwql 75%-h wnlwynyjni
dwunwlwpwpdwl wwhhu:

hdntwppndwinngpwhhy wpwqg phun-hwwpwsdne:
Lwhiwwnbudws £ wdpnnowljwl wpjwl dby, wpjwu shénynud b
wwquiuynud UbhUY 1-h b UhUY 2-h hwwdwpdhuutph
hwynuwpbpdwy hwdwp: Yhpwnynn nEyndphtwun
hwlwshuubpp' UhUY 1-h hwdwp (ujwqugnyup' p24 L gp4l),
UbUd 2-h hwdwp (ujwqugnyup' gp36):

Cwjwpwdni whnp b wwpniiwlh Unupwgunn pnibbip: Rhuwnh

&?;Ewﬁﬁliwpmb:qmn nbuwlp Ywubwiht (Cassette):

N UhUd-h Rquwjunipyniip’ bjwqugnyup 100%, uwbghbhynieiniup

6 S3210090 hwlywdwpdhuubph Utjwiquignylip® 99,6%:
huwjubiwpbpduw Uprynipubiph Jbpdwiudwt dwdwbwlwhwinywsdp' 5-20 pnuyt:
hwdwn, 1 MNuwhwwbidwl ghpdwunhéup' 2-30°C:

fortun-hwjwpwdnii whwnp & pungplwd (hup ULY-h Ynndhg
twhiwnpwwynpjwsd phuntph gwuynwd (WHO list of
prequalified in vitro diagnostic products):

1S013485 npwyh JYwjwywuh wnlwjnieiniu: Mwhwwudwy
dwdljbinp' wnbudwqu 12 wdhu:

Mhunwtbihnipjwt dwdlybnh wnuwql 65%-h wnljwnip)niu
Jwuinwlwpwpdwl wwhh:

Cuytpnipiniup hwyinh phy 4 hwybwsény hwjnwpwpb b hwjwuwnb £, np «F<UMAR-
L1,3-ahUL-18/1» dwdlwgpny quwtpdwt hwpgdwt dwutwlygbint bwwwwynyd hp Ynndhg
ubpyuwywgywsd dwutiwygnipyw nhdnwind updwsd swihwpwduh (swihwpwdhuubph) dwuny
wnwgwnlynn wuyynwuph (wwpwbptbiph) inbfuthywlwl PUnipwagntipp
hwlwwwwwuppwund o unyu hpwdbph  hwdwywonwuuwt  swihwpwdunid
(swihwpwdhutbpnud) Updwd  wwpwuph (wwpwuptbph) wbuthwywu punewgpbph
wwhwugubipht:

Lnyu hwjinwpwpnipjwdp Culibpnuyggniup wwpunwynpyty £ wnweht nbinp qpunbigpwé
dwutiwlyhg dwbwsybnt nbwpnud «F<UMIAL-LLI-APUL-18/1» dwdlwqgpny  quwupdwl
hwpgdwt hpwydbpny vwhdwujwd Yupgny b dwdybnubpnud ubpyujwgub; hp Ynndhg
wnwowplynn wwpwuph (wwpwupubph)' wudwunwp, sdwqdwu Gpyhpp L nbuthywyw
punipwqptinp (wwpwuph wdpnnowljwt bwpwghp):




Cupwgwlwngh quwhwinnn hwudtwdnnnyh 02.03.2018p. dwdp 12:00-h Uhuwnh phy 3
wpdwuwgpnipjwdp Yujwgywsd npnpdwdp Cupwguwljwngh 2-pn L 6-pn swihwpwdhtubph
dwuny wnwght wnbn qpwnbgpwé dwutwlhg b Swiwst) «<bpdhub Swpdbg» UMC-u,
npht dwungyty £ npwlwynpdwt  swihwuhoubpp  hhduwynpnn  thwunwpenpebpp L
wnwownyynn wwpwuph wdpnnowlwt ulwpwghpp Ubpluywgubine wuhpwdbyunniewl
bpwpbinjuw:

«lbpdhut dwpdbigr UNMC-U «FKUMIRP-LLI-APULA8/1» dwdlywgnpny pupwgwlwpgh
huywh N 6.1 hwdtiwsén] Cupwgwlwpgh 2-pn L 6-pn swihwpwdhtubph  hwdwp
ubpyuwjwgpt £ hGnlyw| nbuuhywlwt punypwgnbpp.

Qwihw | wbdwunwip Uypwtpw) | Upnnwnpn | Dwqd | Skubhlwlywl punywgptpp
pwduh hu bgwup nh wl
hwdwp wbwunwt | Bpyhpp
U
2 h&U dbennny | Phnkihqu Phnypp Pbuyw |96  pbun  wwpniwynn  wnuhng
UhUd-h uhud  1+2 | ku. by, | upw/ nbwgqbuwnubpp whinp k (hubu
hwlwshu/hwl | Ag/Ab pluwnn | Ybp$bu 2huwu | wudhgwlwunpbl oquiwgnpdiwt hwdwp
wdwpdhuubph | hwwpwdnt | puybpnye) | twb wwwnpwuwnp Yhtwynud: Utipnnp'
(HIV Ag/Ab) | / B U THh | n hdnwdbpdbunwiht wuwihq (ELISA), 12
hwynuwpbpdw | UbUud  1+2 | (BIOKIT S. unphy x 8 puply: <wljwpwdniu whwnp k
u phuw- | Ag/Ab phuwn | A. A ubipwnh 96 puhly nutignn dhlpnuywistin,
hwywpwdnt hwjwpwdnt | Werfen Ynugbunphly Jwgnn (ndnyp, npulwt L
company)/ pwgwuwlwu unnghsubp, Yntyngun 1,
Phjohug Yntymiquin 2, Yntymquin 2-h tnupwgting
Jdwupwh [nényp, unipunpwn, TMB, nbwlghw
Phninohpy Yuwuqubigunn nbwqgbuwn:
bwpdwuh Pupyubpnud  Unpin  pwquiu  whwp E
Eupbipthp wwwndwd |huh p24 hwlhwduh uywndwdp
w bhq £n, hwlywdwpdhtuubpny b nEyndphuwbnwht
LS} uyhwnwynigubipny:
Beijing Lwhiwwnbudwd £ wpjwl wwqiwnd L
Wantai wnyw 2hénynd UhUd-h p-24 hwljwduh,
Biological Ubud 1-h (ubpwnyw; M b O fudpkpp) L
Pharmacy Uhud 2-h hwlwdwpdhutbph
Enterprice hwjinuwpbpdw hwdwp:
Co., Ltd. fFiun-hwywpwdniu pungpyywsd [ ULY-h
Ynndhg bwpuwnpwlwynpwd pLuwnbph
gutijnud (WHO list of prequalified in vitro
diagnostic products):
Rquwyniuntpjniup’ 100%:




6 hdnuwppndw | UhU4 Phbjohug 2puwu | hdnwppndwinngpw$hhly wpwg  phuwn-
nngpwdhly hwywdwpd | Ywbpwh | nwb hwwpwdnt (Yuubwnwjhu-Cassette):
wpwqg  pbuwn | huubpp Phninghpt Lwfuwwnbujws £ wdpnnowlwt  wpjwb
UhUd-h hwynbwpbp | Swpdwuh dbg, wpuu phtnynd b wwquwn
hwlwdwpdhut | Jwu hwdwp | Eupbptp UbUd 1-h L UhUY 2-h hwlwdwpdhuubph
tph wpwgq phup | w hq £n, hwjntwpbpdwt  hwdwp: - Nwhwywbdw
hwjinbwpbpdw | (Bninnhp wy | LS sbipdwunhwup’ 2-30°C: fdbuwn-
U hwdwp, 1 Qnin Beijing hwywpwdni pungpluwsd £ ULY-h Ynndhg

THhiwyu) Wantai bwhwnpwlwynpjwd phunbph gullynul
Biological (WHO list of prequalified in vitro diagnostic
Pharmacy products): 1SO13485 npwyh YYwjwlwbh
Enterprice wnluyniginie:  Mwhwywidwl  dwdltinp'
Co., Ltd. 18 wdhu:
Mhunwubhmpjuwt  dwdlbinh  webifwql
65%-h wnluynipinit  Jwinwlwpwpdwt
wwhhu:

Cupwgwlwpgh quwhwwnnn hwuduwdnnnyh 13.03.2018p. dwdp 10:00-h uhuwnh phy 4
wndwlwgpnupjwu 1.2.1 Ynh hwdwéwt® guwhwinnn hwiuduwdnnnyu wpdwbwqnpk £, np
«lbpdhut - dwpdtg» UNC-h Ynndhg ubiplujugywsd wnbluthlulywl punipwgpbpp sku
hwlwywwnwufuwunut hpwybipny twiuwnbudwsd puniypwagnpht, Jwutiwynpuutu.

w.  wnwownlynn  wwpwuptbiph  wnbubhywlwt  punipwgptpnd ubpluwywgws sk
dwUpwdwut wbnbywwnynipynit hpwybph  wwhwgubpny uwhdwuyws  nbfuthywljuwl
punyewgntiph pninp punipwgphgubiph Yapwpbipywy:

p. N 2 swihwpwduh Jwuny tbpyuywgdws £ 2 wypwup: Uuhpwdtion b wnwownlby

Ubl wwpwup’ hp punipwagnny;

¢ N 2 swihwpwduny npwdwnpws punipwgpnid pwgwlwnd £ wnweowplynn phuwn-

hwlwpwdnih qquyniunipjwl, uwbgh$hlyniejwl, wuwhnhy qquyniuniejwl, wwhwugynn
udnih pwtwlyh, ptuswybu twb npwlh wywhnddwt hwdwlwpgh Bypnuwlwu (EC), 1SO
9001 L IS0 13485 Yywjwlwuubiph wnluwynipjwt YEpwpbpjw| nbntlwnynieniup:

N N 2 swhwpwduny npwdwnpdwsd punipwgpnud pwgulwynud £ wnwwnlyynn phuwn-
hwwpwdnth  Yhpwnynn nbyndphiwtnwiht hwywshuubph (UbUY 1 L UbUJY 2-h
uwbghdhynipjwt wpryntupubiph YEpdwudw
dwiwbwlwhwuiwsh, huswbu twl 1SO 13485 npwyh  Yyuwywlwuh  wnlwnipjwl
YEpwpbpyw| nbnbywwydnyeniup:

hwdwp), qquyntuntjwl,



Cupwgwlwngh quwhwinnn hwidtwdnnnyh npn2dwdp thuwnp Ukl woluwnwlpuwht
opny Yuwubigdti £, L 13.03.2018p. Culbpnuejwlp uwhdwudws Yupgny dwunigyty £ dhugl
Juwubgdwu dwdlytinh wywpunp wpdwbwgplws wthwiwwwwnwufuwtnyeniitbipp 2nlknd
Ybpwpbinju:

«lbipdhub Swpdbg» UNC-u «F<UMAL-LLA-2hUL-18/1» dwélwgpny pupwgwlwpgh

quwhwwinn  hwbdbwdnnndht  ubpluywgply  E Cupwgwlwpgh 2-pp L 6-pn

swihwpwdhtubiph whuuhywlwu punyewgptiph hGwnlyw| pinlywsd nwppbpwlubpp:

‘Uhud

ihw | wbjwunwp | Uypwbpwih | Upnwnp Owaqd | Sbfuthlwlwl punpwgptipp

pwduh U bpwtp nnh wb

hwdwp wbydwunt | Gplpp

dp D

2 hdUu Phnkihqu Phnyhpe | buwyw | 96 prbuwn wwpniiwlnn nnuhny
dbpnnny uhud  1+2 | ku. k), | bpw nbwqbuwnubipp wbwnp E thubu
UhUd-h Ag/Ab phbuwn | Ybiptu wldhgwlwunpbl  oguwgnpdiwt  hwdwp
hwhwshu/h | hwwpwdne | pulybipnue wwwnpwuwnh UhGwlynud: Ubipnnp'
wlwdwpdhu nu hinwbbpdbunwht wbwihq (ELISA), 12
ubph  (HIV (BIOKIT unphy x 8 puply: <wwpwdni wbnp
Ag/Ab) S. A A ubipwnh 96 puhly nibignn dhypnuywisbin,
hwjinuwpbn Werfen Ynugbinphy Jwgnn |ndnyp, npwlwl L
dwt  phuwn- company) pwgwuwlwl uwnnghsubp, Ynbyniquin 1,
hwywpwdnt Ynbyniquin 2, Ynymiquin 2-h Unupwgling

(n@nyp,  pnudbip/unipuinpun,  ppndngbt
TMB, nbwlghwt Ywuqubgtinng nbwgbuw:
Puplubpn  Ynpin  Swquti  whwp
wwwnywd |huh p24 hwlwdbh bywndwdp
hwlwdwpdhuubpny U nbyndphbwbinwh
uyhunwlmgubpny:

Lwpwwnbuws F wpwt  wwqiugnad b
wnjwt 2héniynud UhUd-h p-24 hwlwsduh,
uhud 1-h (ubpwnywg M L O fudpbpp) L
2-h hwywdwpdhuubph
hwyinbwpbpdw hwdwp:
(Gbun-hwwpwdnii pungpywsd £ U<Y-h
Ynndhg  Uwhiwnpwlyunpws  phuntiph
guulnud (WHO list of prequalified in vitro
diagnostic products):
Rquyniinipjniup” 100%, uwkigh$bhyniejniup
(nnunpubph  dnubpp  hlnwqnnbihu)'
ujwquagnyup 99,95%, wbwhwnhly
quyniunpniup puin - p24  hwlwdth
npngynn bjwqugnyt Ynugbunpwghuwh' 25




wa/dr-hg (Ywd 0,85 1U/drhg) ng wb:
Mwhwlgynn udnp' sunupwgywd ohénty
(W wqdw) 75d41-hg ng wyb:
Upwwnpnnh npwlh wwwhnydw
hwiwlwpgh BYpnywlwu (EC), 1SO 9001,
ISO 13485 Jywjwlywuubph wnlwjnipjniu:

Mhunwubjhnipjwt  dwdybnh  wnujwqu
75%-h  wniwnpnit dwunwlwpwpdwl

wwhhu:
hdntuwppnd | UhU4 Phjohtg | 2ptwu | Pdntiwppndwwingpuwdhly  wpwg  phun-
wwnngpwdhy | hwhwdwpdh | dwiupwh | nwl hwywpwdnt: Luwuwwnbudwd k
wpwgq pbuwn | tubph Phninghp| wdpnnowlwl wpjwt dbg, wpjwl shénynud
UhUd-h hwynbwpbp | Swpdwu L wwqiwnd UbUY 1-h L UbUY 2-h
hwywdwpdh | dwu hwdwp | h hwlwdwpdhuutph hwjnbwpbpdwy
ubbiph wpwgq phup | Eupbpthp hwdwp: Yhpwninn nkyndphuwuwn
hwjunuwptp | (Bnnnhp wy | w bq £n, hwlywdhuubpp' UbUL  1-h  hwdwp
dwu hwdwp, | S LS (bjwqugnyup' p24 L gp4l), UhUd 2-h
1 FHhywyu) Beijing hwdwp (u]wqugnyup' gp36):
Wantai Qwywpwdnit wwpniiwlynd £ Unupwguinn
Biological pnidlin:  @huwh  wbuwlp Ywubnwiht

Pharmacy (Cassette):
Enterprice Rqujunipjniup’ udwqugnyup 100%,
Co., Ltd. uybighbhynieyniup - bjwqugnyup'  99,6%:
Upryntupubph Ubpdwudwu
dwiwtwlwhwwnywsép' 10-30  pnwt:
Mwhywidwt  gbpdwunhbwup'  2-30°C:

f[Gbun-hwjwpwdnu pungpyqwsd £ ULY-h

Ynndhg bwhiwnpwywynpwd  phunbph
guulnud (WHO list of prequalified in vitro

diagnostic products):
1S013485 npwlh JYywywlwup
wnlwnpynie: - Mwhwwidwl  dwdytnp'
wnuywql 18 wdhu:
Mhunwubjhnpjwu  dwdybnh  wnuwqu

65%-h  wnlwnpinit dwnwlwpwpiwl
wwhhu:

Cupwgwlwpgh quwhwwnnn hwuduwdnnnyh 20.03.2018p. dwdp 14:00-h uhuwnh phy 5
wpdwuwgpnipjwdp Yujwgywsd npngdwdp «bpdhul Swpdbg» UNC-h hwyunp quwhwnyby
£ wupwdwpwp wjt hhduwynpdwdp, np Culbpniejwt Ynndhg ubplwjwglwé wwypwupubiph
onyywd  wbputhywywt  punpwgpbpp  sku hpwybtipny
twfuwwnbujwd nbfuthjwlwu punyewgnpbpht, Jwutwynpwybu’

hwlwwwunwufuwunwd



Cupwgwlwngh 2-pn swihwpwduh dwuny hpwybpnd wwhwugyty £

-phun-hwlwpwsénth uwbghdhynipiniup (nnunpubiph udniubpp hbnwqnntijhu) whwnp £
lhuh Ujwqugnyup 99,95 %, dhugnbn Culbpniejwt Ynndhg wnwowpyywsd phun-
hwywpwénth uybgh$hynieiniup udwqugnyup' 99,79 % t: .

-wwhwugynn udnipp’ sunupwgdwsd ohénly (wwaqdw) 75 Yd-hg ny wyby, Culbpnipjwl
ynndhg wnwowpywsd phun-hwjwpwsdnth hwdwp wwhwugynn udnip' 100 dy-hg ns
wyby:

Cupwgwlwpgh 6-pn swithwpwduh dwuny hpwydbpny wwhweyby £

-Yppwnynn ntyndphtwtn hwhwshuubpp' UbUY 1-h hwdwp udwqugnyp' p24 L gp4t,
ubUd  2-h  hwdwp Ujwqugnyup'  gp36, Culbpnipjwu  Ynndhg  ubiplujwgyws
wnbfuthywlwu puniewgpnud Yhpwnynn nbyndphtwtun hwywshuubpp' UhUY 1-h hwdwp
gp120 L gp4l, UhUd 2-h hwdwp gp36, sh hwilwwwuwnwuuwund p24 hwlwsup
pwgwlwynipjwt wnnudny:

-quuniunipiniup’ bjwqugnyup 100 %, Culbpniyeywt Ynndhg wnwewplt) £ 99,8 %,

-Uwtigh$hynieyniup udwqugnyup® 99,6 %, Culbpniejwu Ynndhg wnweownlyyt £ 99,22
%,

-Upmyniuptbiph Jbpdwtdwt dwidwtwlwhwndwdp' 5-20 pnwt, Culbpnipjwt Ynndhg
wnwownlyyt £ 10-30 pnuwt:

Wuwbu'  «3<UMIP-LLA-APUL-18/1»  dwdywgpny  plupwgwlwpgh  hpwytph
nbfutpywlwu punipwagph 2-pn swhwpwduh Jwuny bwhuwwnbudby § dbnppbiph; hdU
dbpnnny UbU4-h  hwlwdhu/hwlywdwpdhuubph (HIV Ag/Ab) hwjnuwpbpdwt phuwn-
hwdwpwént, huly unyu Cupwgwlwnpgh 6-pn swihwpwduny hdntiwppndwwnngpwbhly
wpwg phun UhUY-h hwlwdwpdhuubph hwjmbwpﬁpdw‘u hwdwnp, 1: «{bpdhub Swpdbg»
UMC-u hwyinh phy 4 hwybywény hwjinwpwpt b hwdwuwnb k, np «3<UMAP-L1LI-APUL-
18/1»  dwdlwagpny qUwugdwlu hwpgdwip Jwutwlgbnt  bwwwwynd hp  Ynndhg
ubipyuywgywsd dwutiwygnipjwt nhdnwing tpdwsd swihwpwduh (swihwpwdhuubiph) dwuny
wnwgwnlynn wuynwuph (wwpwupubiph) inbfuthywlwl punipwqnbipp
hwlwwwwnwupuwund b unyt hpwdbph  hwdwwywnwupuwt  swihwpwdunid
(swihwpwdhuubpnud) UpJwd wwpwuph (wwpwupubph) wbluuhyulywu punyewgptiph



wwhwugubipht: Uplunyt dwdwuwy Culybpmpjwt Ynndhg hwjnh phy 6.1 hwytwsny
Cupwgwlwpgh 2-pn L 6-pn swihwpwdhuubiph dwuny Ubpluywgdly U wwpwuph
wnbfuthlwywt  puniewagptp, npnugnd  Cupwgwluwpgh quwhwwnnn  hwuduwdnnnyp
hwjnuwptpting - wuhwdwwwnwufuwunieynivubp, uvwhdwudwd Ywpgny - Ywubgpty E
Upuwnp b Culbpniygywp dwunigh]’ wuhwdwwwinwutuwlniyeyniuubipp anlbne epwpbipjuwg:
Cultipnipywu Ynndhg ubipyujwgyt) bu wwpwuph gnlywsd nbuthlwywt punyewgptpp,
npnug  dbg  2-pn swihwpwduh  dwund  uwbigh$hlynieyniup  (nnunpubiph  udniubpp
htitnwgnunbihu)” gty £ ujwqugnyup 99,95%, wwhwtgynn udnip' sunupwgywsd shéndy
(Wiwquw) 75dYy-hg ng wyby, 6-pn swihwpwduh dwund' Yhpwnynn nbyndphbwtn
hwlwshuubpp' UhUY 1-h hwdwp (Wwqugnyup' p24 L gp4l), UhUd 2-h hwdwp
ujwqugnyup’ gp36, qquyunipjniup’ ujwqugnytp 100%, uwtgh$hynuyeniup ujwquagnyup'
99,6%, huy wpryniupubiph Jbpdwudwt dwdwbiwlwhwndwsp' 10-30 pnwt: Uhlunyu
dwdwuwy quwhwwnnn hwiduwdnnndh Ynndhg nwniuwuhpybingd Culbpnipywt Ynndhg
wnwownyynn  wwpwuptbiph  wbuthywlwt  punipwqgpbpp,  RHuwn-hwywpwsdniubph
2whwgnpddwt nintignygubipt, wjunuudbuwiuhy wpdwbwgpydby £, np Culbpnieyw Ynndhg
wnwownyynn wuypwuph uwbgh$hynieniup tjuqugnyup' 99,79 % k, wwhwugynn udnipp'
100 dy-hg ns wyby (2-pn swihwpwdht), p24 hwywduh pwgwlwynieini, qquniunieniup’
99,8 %, uwtighbhynipyniup 99,22 %, huly wpryniupubiph Yepdwudwl dwiwbwywhwinywsdp
tgyb) £ 10-30 pnwt (6-pn swithwpwdhu):

«Funuwiubiph dwuht» < opliuph 6-pn. hnnywéh 1-ht dwuh 6-pn Yhnh «w» Gupwltinh
hwiwdwt® dwutwlhgp pungpyynd £ qunuwiubph gnpdplpwght Jwutiwlgbint hpwintup
sniubignn dwutiwlyhgubph gniguynud, bpb |'ouhJu1b_l £ qudwl gnpdpupwgh opowtwlynid
unwbduwd  wwpuwynpneyniup, npp hwugbgply £ qudwu  gnpdplupwght  wndjw
dwutiwygh htnwqu Jwutiwlgnipjw nunwpbgdwup:

Wuwhuny' wpdwbwgpnd &, np Culbpniejwt Ynndhg wnwowplynn  wwpwtph
wnbfulpywlwt  punipwqpbpp  sbU hwdwwwnwuuwund  Cupwgwlwpgh  hpwybpny
bwhuwwinbujwsd inbuthlwywu punypwagpbpht:

Cwdh wnubiny bpngpwip’ guund b, np «<bpdhul Swpdbigs UNC-t «3<UMAR-
£1L3-ahUL-18/1» dwdlwgpny pupwgwlwpgh 2powtwlubpnud pny £ wnt; Opkuph 6-pn



hnnwsh 1-hu dwuh 6-pn Yhnh «w» Bupwlbnh fuwfunnd, nwnh wnlw By Culybpnipywp
qunuiubiph gnpdpupwght Jwutwlgbint hpwyniup sniubignn Jwubiwlhgubiph gniguilynud
ubpwnbint hhdpbipp:

Optuph 6-pn hnnJwsdh 2-pn dwuh hwdwdwj' wbdp qunwiubph  gnpdplpwght
dwutiwygbiine ppwyniup gniubignn Jwutiwyhgubiph gnigwlnud pungplyynud £ bpyne nwph
dwdlybwnny:

Gluting Jtpngpjwihg b ntywjwpytinyg «Sunwutiph dwuptu» << optiiph 50-pn, hnndwéh
7-pn dwuh 2-pn Yewnny'

nrncesmp

Cwjwunwuh Cwipwwbnnpiwt $htuwtutbph twhuwpwpneywt 29.03.2018p. phy
03/26-3/5749-18 gpnipjwdp «<bpdhub Swpdbg» UNC-hu (4<L< 00650302) qunudubiph
gnpdpupwght Jwutwygbint hpwyniup sniubignn dwubiwlhgubph gnigwynd ubpwnbin
Uywunwyny twhiwdabnuywsd pupwgwlwngp pwywpwpb) b «Cbpdhut Swpdbg» UNC-hu
pungpyt qunuiubph gnpédpupwght dwutiwlgbine hpwyniup sniubignn  Jwutwlhgubiph
gniguynuf® £ qunudubiph htinn Yuwydwé pnnnpubip puinn wudh npngnuit nidh dbg dintibnt
opjwuhg hwaqwsd tpynt tnwph dwdybinny:

<< qunudubiph htiin Yuwwyws pnnnpubip puunn wudh npnanudt hpwywwwpunwnhp b

<< gqunudubiph htwn uwyws pnnnpubip putinn wudh npnanuip upnn £ pannpuinplyty
nwunwlwt Jupgny:

Sunuiubph hGwn juyws
pnnnplibip ptitinn wua® ‘,75/ U<GP ULUL3UL



