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Illepxarene nignpnrt:rfrrlrBo "Yrpa[Hcurrnfr n*egnvHntl qr3u1p ceprn$ixaqii"
MiFriril'epcrBa oxopol{,{ 3AapoB'R Yrpa'ixtt

tr;HMJ
$ EI::DTHFEIFI h[AT tsUINOB IIIHOCT I

3aCiegne'-leHHn q|ryHKqioHyBaHHfl Konn nneKcHoT cvlcreMll
sa6eeneqeHHF flKocri

(Texniunllfr pernaru6,111 rirl6r,rtro MeAuqHHx erapo6ie Ans Aiarnocrt4Kt4 in vitro, ,Qo4aror 4,

Br'rKntoqamqu nyHKTr 6-tl)

Bt,tpo6nux:

l-l;pogyxqi:n:

Ef r.rcxoeox:

ilepue Br4JlaHH,t:

flara eu,qa.vi:

AiracHrta 4o:

nep-i::nirr,t l\, B ariAHo AoAarxy lZ Te'xHiqHoro pernaMeHry l{oAo
ue4lar+tutx errrpo6ie 4nr 4iarnocrl/Kt4 in vitro

iJpraH 3 f,Lt,iHKt4 aiArroreljqnbi:rri..lil "yMUC" 3aqBnre, u.lo 3a3Ha.{eFtrm arpo6HNx BnpoBaAhB
(tilcreMy yrrpanlinHn rarcicrm Ha e)Tanax pospoOxn, arapo6Hraqrea i ocraroqHo[ nepeaipxn

rrrpobia eiAnosillHo gr:r flgpil'Fxy 4, araxro..iaaqr4 nyHKTr4 6-8, 
-IexHi.lHoro perraMeHry lldoAo

\reAilqHnl( euprot5ia prin' giarHocrr4Kr4 in vitro, suwit 3arBepilxeHo nocraHoBoto KabiHery

Minicrpia \/rpalnn ei6 02,'t0;2013 p. Nq 754. Cmcreua ynpaaniHHn sr.icrrc aupo6utrxa

noaHicrp ei4noei,qae ni4noni4ur,rM nonoxeHHnM L{boro TexHiquoro perflaMoHTy ra nignnrae
nepio,qruHoMy Hitrnnpy. l

,4nn p03noBcfoAXeHHia Ha pHHxri arapo6ia s nepeniry A 4O4arxoao 06og'ssxoeHIvl e

CeprlrSirta r nerpr=eipKil npoeKTyt. :,,

h{s UA.-|R.039.64€;

Xiarnen Boson Birctech Co., Ltd.
90,9t4 l-ianfeng Ro;ad, Jimei North Industrial Park, 361021,
Xiannern, Fujian, P.ll,China 

:

Lllpr,qri rellrllt gnn giarnocrnrr:-iB vit Boson Biotech
(gri!;Ho Asgarxy) :

l,'ls 9CI2! ni4 015.04.20'19 p.

21,4,05.12018 p.

1t0,04.12019 ri. ,

1113.05.12023 p.

rlrHK14 BrAnoBrAHocTI
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Hai rraenyBaH Hr era po6i e

'1N0152

1 N01 C2

1 N01 C2-2.

1H08C2' ,

1H0t2C2

'1 H i:l,its2

IJJnn4rnra roc141q BnrBleHHq Bll I

(qinuna rpoa/crapoearxa/nna3Ma),
ra ll rrny, Tecr-cMyxKa

KOMnneK-r BKnrcqae

ra ll wrny, Tecr KaprKa
KOMnneK-r BKIlfoqae

[lJsr,qxrri Tercr AJIF Br4FBn(3HHs BlIl I

(qinuna .xpoit/errrpoBarKa/nFa3Ma),

o:[]hHHt4K

aqr4HHr4K'r'a ninerKr

/\

/\ .{llelagxnta re,cr AflH Br/FBneHHt Blrl I ra ll rrny Triline,
rec;r KaprKil lqinuna xprtaicrrpoaarxa/nnasMa), KoMnneKT
aKrrcqae oo3rrnHHulK ra ninerxu

l,Ll-Jera,qrrafi Tec-r' ArF Br/FBneHHn antwtin po aipy'cy
i C, recr-crvyxra (rlinuHa rpoa/chpoBarKa/nnasva),

rl ernrc,{ae Do3qNHr-r4K ra ninerrr
1Ht)152 I iJJn,rgrril rercr AIF Bt4RBIeHHF Tenarrary B FlBsl\g,

Tecr-cMyxxa ( qinuHa xpoa/cnposarxa/nnagMa
1H01C2 [,]lerrAxnil re)cr AnR BhflBneHHF renarhry B FlBsl\g,

renaTilTy
KOMNNEKT

I arcnrcqae po3vMHHt4K '

[.lJnr4xrra recr Anfl BnFBneHHq aHrrrin 4o aipy'cy renarnry
] C, recr KaprKa (qinsHa xproa/crpoaarxa/nnasver), KoMnreKr

rectT KaprKia (qinuna KprcBlcltpoaarxa/nnasrva), KoMnneKT
BKflrclAO NiflETKil

LlJerngrrrZ r€)cr,qrF Bk,tFBfleHHF renarl4ry B FlBsl\b,
Tecr KaprKa (UinuHa rKpoB/ct,rpoBarKa/nna3Ma), KoMnneKT
BKflroqae nrneTKh

LlJerngvr7 reclAnfl BhfiBReHHF renarhry B FlBcl\b,
TecT-cMyxxia ( qin u H a xpo a/c4prlBarKa/nn a3Ma

l\

1Hr:l2lS2 IJJerra4ruI T€]cr AflF BT4FBaeHHF Tenarilry B FlBsl\b,
TecT-cMyxKil ( r_lrn b H a Kp o B/ cr4 p (l B aTKa/ nn a 3 rvr a



1l

:
:

:
:

l

:
!t
"

a

..

;

;

..

:

;

:

;

:
:

.

a

:

i

a
a
:
i:

a

:

;
:
i:

a

:

:
a
i
'a

!

:

:

a

!,

:

Qpran s oqiuKn aiAnosiAHccri

,lfepxi*en,e ni4np+e;n*erao "yKpaTb{ch'Kwn Megn\+Fttlii qeHTp ceprvl+iKaqii"'
Mirr+icrepcrBa oxopo H 11, 3AopoB'Fr YxpraiH n

EOAqTOK
ff o craprnslxarlf tBi,qnoBi.q,Hocri

l{e U,A.Tlrt,039t.646 ei,q 10.04.2019 p.

Kepi enu x 9pr-aHte€qi n xu ei4noei4Hocri

JIe6iae e M.C.

i:i-.a

,;..:.::-:-
:ti::::

Jt(arianoxHnri
Ir,lle

Hai nltenyBa H Hfl erapo6ie

t\

l\

1 H05C2

'1N 19C2

IJJeugxrft recr AnF BilFBneHHq renarhry B HlBcAb,
Tecr KaprKa (qinuua xpoaicnpoearxa/nna3Ma), KoMnneKr
BKrroqae nirerrr

tc

to

l\

t\

1 H04 52 [JnraAxrari T€,cr Anfl Br4rBneHHn.renarhry B FlBeAb,
Tecr-cMyxxa (rlinuna xpoa/crapo aarxa/nna s v a )

1H04C2

r\ 1H'11C2, lJJnrgxril Tecr'Anfi BkrFBJreHHfi renarnry B naHenu
(HE3sAg/HBsAlb), recr KapTK€l

e/cnpoailixa/nn asva), xou nn e xr B Kn rcq a o n inerxn
IJJerugxrfr Tecl' Anfl BilqBfleHHF renarrry B naHenu
( H []sAg/H BeAg/H BcAb), KaprKa

irrxainnasua), xovnneKT BKnrcqae ninerxn

1 H03S2 [JJer4rrrZ rocr Ar]fl Bl4flBneHHA renarnry B FlBel\g,
Tec;T-cMyxxa (qin sHa xpo e /cr po aarra/nn as v a)

1H03C2 lJJergxrrl r€rcr Ar]F BrrBneHHfl renarnry B FlBel\g,
Tec;T Kaprxi+ {qlnuHa,rpoe/crposarxa/nna3M?), KoMnneKT
BKflIOqAO NIIETKil

LUnrAxurri Tercr Anq BTFBIeHHF fenarllry B FlBeAb,
TecT KapTKit (qinuHa rpoe/cupoearxa/nnasva), KoMnfleKT
BKnloL{ae nflelKh

LUelugxrrrrl recT Afir Br4rBJreHHr renarhry B FlBsAg/Blll I ra ll
twnylrenatvtry C, recr KaprKa (qinsHa
xpoa/crpoailrxa/nnasnaa), KoMnneKT BKrroqere po3qt,tHH14K Ta

ntneTKt4

HBV-2
(qinuna

HBV-3
(qinuHa

Lllerlr4xrrZ recl ,qnn BhFBneHHF fenarilTy B, naHenu HBV-S,
Tecr KaprKia (uinuua Kp,cB/crlpoearxa/nnasva), KoMnneKT
BKIltOLlae ntfleTKkl

LLlerngxni r€)cr ArF Br/FBneHHF Tenarhry B t-1BsAg/BlIl I ra ll

twnylrenatvty : C/cra$inicy, recr K€rprKa (qinsHa
xpoa/crpoararKainrasrva), KoMnneKT BKnrcqero po3rr14HH14K Ta

ntneTKh

1HC 652

'i '(,.
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9unrricru ceprrcpixara voxlna nepeeip[rfi e 6aoi AaHfix opraHa s oqiuxn eri4noei4Hocri (www umr:s.org.ua)
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Qpran s aLliH,Km ahnoei.qHe crr

,lfeprxaene nignprzrc;nncrao "YnpaTr*cbrhfi ue4vtqunri UeHTp ceprm$rixaqiT'-

MinicrepcrBa oxopo'HH 3Aopa.e'e YrpraIHn

fto&rToK
xtro cr[lprHslKaTlf Biff nosig,noeri

l{e U,4.TFil,039t.646 ein 10.04.2019 p.

l[arianroxnnrii
Itlle

HaiuenyBaHHe erapo6ie

1 Nr01C2-3

1ll0tatc2-2 | LlJen4xrra recT' ,.qnfl Br4rBneHHR anrrrin go aipycy renarhry
C, na6ip AnA caMorecryBaHHfl (qinuna
xpoalcnpoaarNa/nnasva), KoMnfleKT BKn$qae cepBerKy,
n?Hlel ninerxy; po3\.r,t/HH11K

t\

l\

t\

1H01C2-2 [lJeu4rurZ recr Anr BheBfieHHfl renarhry E] HBsAg, Ha6ip

Afln, caMorec;TyBaHHfl (qinuHa xpoa/cnpr:aarxa/nnasva),
KON4nIleKT BlilliOL+ae CepBel-Ky, JlaHLleT, nIneTl{y, po3ti14HHt/K

1110(:i52-2 lJJengxril recr ArF Br4eB.neHHF renarnry 13 HBV-5, Ha6ip
Arn caMol'ecryBaHHfl {qinsua xpos/cnpoaarxa/nnasura),

lrvry'Hoxpoltarorpa$ivnurii oAHocryneHeahil recr AnF
Br4nBneHHn Bl,Fl I ra ll runy, recr-cMyxKa (qinuHa

KOr\/rnneKT Brcftrcqae cepBet"Kv, naHueT, ntne 3L]t/HH14K

1 l{01rs2T

cle/cnpoearxa/nnasntta). xounneKT BKr roLra o VlHHVIK

lvy'HoxpowrerrorpaQivHnra oAHocryneHearrZ recr Anfr
BrfiBneHHF Elln I ra ll rnny, recr KaprKa (qinsHa
'xpoa/curposilrra/nnasrvra), KoMnreKT BKrrcqae po3LrhHHhK Ta

2t7 1N01 C;2_2:t

l llCriil52T

sl,lgeneHHn Blll I ra Il
xpcl a/cur poaarxalnr aav a ),

oAFrocTyneHesil14 TecT A|fl
rnny Triline, Tecr KaprKa (qinuHa

KOMnneKT BKr| toqere po3r.lrHHilK Ta

l\

ntneTKn

Iwry'Hoxpov€rTc,rpaQiqHrrZ oAHocryneHeailf Tecr AIIA
BU,teneHHF aHThrr Ao 13rpycy renarhry C, Tecr-cMyxKa
(qiruHa xpoa/cnpoaarra/nnastlla), KoMnreKT BKnrcqae

O:]qNHHfiK

[.lan.qxrafr l'ecr Aflq BhirBneHHfl ts|fl/CHl!, Ha6ip AnF
caN/rorecryBaHHF (qin una rpoa/cnpoearxa/nnasva),
KON4flneKT BhfifoL{ae CepBeTKV. flaHUeT. ntneT, nrneTKV, po3r{hHHLlK

Kepienux opraHy s oqinxu eiAnoeiAHocri
._ .;. : i !1 -t'. ,-.-

ne6iaea M.C.

CropiHxa 3s7

C)praH 3 oqiuxn a 4rca Arocri llepxaene ni4npner,,rcrso Vxpaincururi nreA,rqrrr,t qenrp ceprnQrxaqil" (Al-l "yMUC")
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Opran s oqiurm ei4noeignoert
,rfepxaa*e ni^qnpne;nacrno "YrpalnqurvtFi n*egnvnurur qe*rp cepilt$ixaqii"'

EOA,ITOK
Ho cruB,tr Skaqf Bisnoel&Hsed

Itfs UlA"Tlril.,039r.646 eiA 10.04.2019 p.

Kepiennr. 3 OLlrHKh BTAnOBTAHOCTI

9rHnicru ceprn(ri<ara vtoxHa nepreleiplrrh e 6as AaHi4x opraHa 3 oqrHKr4 eri4noai4nocri (www umcs org ua)
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M it.licrepcrBfl oXoporHt4 3AopoB'n Yxpa'inlr

It(arianoxxnrli
Itlls

HainitenyBaH He Bl4 po6i B

1 HOBS22T

,1HOBC2T

1 H01 S2T

1H|015221

1H0:2527

1tlc15s2T

o:rr{t4HH14K

lruyHoxporr,rarorpaSiqHhrZ oAHocryneHeBrii recr Anfl
Br4nBlreHHF aHTLtlfl Ao Btpycy renarilTy C, Tecr-cMyxKa
(qinuHa KpoB/crlposarxa/nna3Ma), KoMnJreKT BKnrcqae

/\JU InltynoxponltarorpaQiqHilt4 oAHocryneHeBhtZ recr Aflc
BhrBneHHF aHrhrin Ao aipycy renarhry C. recr KaprKa

j (uinuHa ' KpoB/cr4poBarKa/nfla3Ma), KoMnfleKT BKlloqae
po3rl14HHt/K Ta ntneTKh

J lvrynoxpoMa'rofpa+iqHr,rra oAHocryneHeBrfi Tecr Arr
f .euneneHHn renalilry B HBsAg, recr-cMyxKa

ir una Kpori/chpoBarKa/nnasMa

I lrvyr-roxpoMarorpa+i.lHhrZ oAHocryneueeuh recr ArF
BilflBneHHF fenaTHTy B HBSAg, TeCT-CMyXKa
( Uir uua rcOorr/crlpOBarKa/nna3 Ma)

KpoBictipoBi reKT BKnloL{ae nrneTKh
Iwry'HoxporuerTcrpa$iqHilil oAHocryneHeBni Tecr Anfl
BhnBneHHF renarhry B HBcAb, rect-cvyxxa
UIJtbHa Kpo ts/c14 poBarKa/nna3Ma

t\

l\

1H01C2T Iwy'Hoxpovrarorpa{biqHhf oAHocryneHeBurZ recr AnF

] 
Br4flBneHHt

I KpoB/cl4poBi

T-nrrvLroxporvra

I arnaneHHn r,enarrry B HBsAb, Tecr-cMyxKa (uinuHa
j xpcle/crpoBarKa/nra3Ma

1\101ZC2T ftuy'HoxponrterTorpaSiqHilil ogFrocryneHeBrAiA Tecr ArF
BhirBreHHq l{3narhry B f{BsAb, Tecr KaprKa (qinuHa

1H0ric2T Iwry'HoxpowrerrcrrpaSiv H rzr il
Bh,rBJ'reHNF renaTilTy B
xp cl e/cil p o aiarxa/nn a s Nr a

oAHocryneHeanf Tecr Ann
HBcAb, recr KaprKa (qinsHa

KOMNNEKT BKIloqAE NINETKh
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EOAATOK
l[s erBprnslxar]f BFAnoei,EHoeri

Itfe LJlA.TFR,039I.646 elg 10.04.2019 p.

3 OLUHKH BTAnOBTAHOCTT

ne6iRee M.C.

CropiHra 5 s 7
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fleperrir l(ar;an,oxnuil;i
l\ler

Hai rraexyBaH Hq Bnpo6iB

1 H03S2T

1f103(l2T

'11-l04s2T

1l10zIC2T

1L1111:,27

1H10C2T

'1llrCtt552T

1 l{ 19C27

lvyHoxpouarorpa$lqHHrZ oAHocryneHeBhtZ recr AnF
BrrlBneHHfl renarrry B HBeAb, recr-cvyxra

Itr,ty Hoxporva'rorpaQiq H h 14 rcllHocr!fleHeBilf
BhflBneHHr tenarhry B HBeAg, Tecr-cMyxKa

in uHa Kpor3/crLtpoBarKa/nra3Ma)
lvynoxpovarorpaSiqHhfr o4HocryneHeBhrl recr AnA
Br4flBfleHHfl renar4ry B l-1BeAg, recr KaprKa (qinuna

B/ct4 po Barl,a/nna3Ma), xo u nnexr BKn [oLtao n I nerKn

(UinuHa Kpor3/cr14 po BarKa/nna3

Kpo B/cr4 poBiirF:a/nfl a3Ma). Ko M nneKT BKr roL{ae n i nerxr

lrvry'HoxporuarTOfpa$iqHn14 oAHocryneHeBHfi Tecr ArF
BrfiBneHHR renarilTy B, naHenb HBV-3
(HtSsAg/HBeAg/HBcAb), recr KaprKa (qinuHa
Kpo B/cr4 poBilrhiai Rr a3M a ), KoM r.rneKT B Kn rcq ao n I nerKu
1v!'uoxpowretTorpaQiqHhil ogHocryneHeahfi Tecr AIF
BrtrBneHHr Tenarhry B,.naNerb HBV-5, recr Kaprxa (qinuHa
xpere/crrr poBirrFla/nn a 3 Ma), KoM nne KT B Kr toqae n I nerKrl
lwy'HoxpovrarorpaSi.rHr/il ollHocryneHeBLAiA Tecr Anfl
Bn,rBneHHF fenarhry B HBsAg/Blll I ra ll rnny/renarrry C,
Teor KapTKia (qinuHa xpoe/crpoaarxa/nna3Ma), KoMnneKT
BKJlhoqae po3LrhHHhK Ta ninel'Kt/

luy'Hoxporraairorpa$iqHilrl oAHocryneHeahfi Tecr AnF
BilrBneHHF reinarury B, naHenb HBV-2 (HBsAg/HBsAb)"
Tecr KaprKir' (qinuna xpoa/cmpoaarra/nna3Ma), KoMnneKT
BKflroqae nifrei'Kr4

Irvry'Hoxpolvrarorpa$iuur,rr7 rcflt-rocTlneHeB,4r TecT Ane
BhfiBreHHfl ,RlndTrry B FlBeAb, recr KaprKa (qinuHa

43.
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Oprran s oqinxn eignoeigHocri

,fieplx<aa.ne nlgnplrcnneleio "YrpaTneuxr,ril ruegmv*urrr qeFrrp ceprn$ixaqiT"
M[[licrep'crBa oxc,pc]H!4 3Aopoa'n VrpaiHm

HOE,ITOK [#H;]
Ee eie pTu'S,tfaqf B'itr$roeigHo eri

Kepieuur :apraHy r oqiHrr eiAnoeiAHocri

ulultlicru ceprn$ixara vo:xna nepereip[r]r e 6as AaH[x opraHa e oqinxr ai4noei4nocri (wvrw umcs.org.ua)

Qtpriln s cL.l I- Kh B Anr)B AHocr ,llr:pxasrtr: niAnpnenrcrao "yKpaIHcbr(ui rueArqnui ueHrp ceprhOiKaqii" (An "yMl-lC")
nn 'nn"' n?1An vun:11'1 3 ttt littls ncocn Bo::r eAHaHHF 7-zt Qew aApeca 0la42 ta l(nre syn uluropira 18: ren (044) 285 83 83

IJC;,_tt,a.:-fj-?-:+_r::g!1.=gOd-:C.:-..1 ?:-Cf :-:::;i1,.11::,,,:.Xi!;",X!efftir.r€::3
. -..,;2r::2,:',11;:i t:44f,',==.::-:..,.:::.t,'-.)::.?.:,, ::r.':p -- .,?-z_.-.-.:i-:-,, ;r.i? l':'=

Axpe;nri:aan.,r HMr'ra cep'rudrraq,o r:o,t1yiu,ir -,, c|,lcreM yn:asnirnn rxicrp rarecrarlr axpe.llraqir Ne lO'1 C1 ra Ne 8O018;

l(aranoxnuili
l\lgt

HaiuexyBaHHe BHpo6iB

1t{2{5C27

1N01r32-3li

ltttyHoxpova rorpaSiqHHr oAHocryneHeBiltZ recr AnA
BhFBTeHHF renarury B HBsAg/BlIl I ra ll rrany/renarhry
C/craQinicy, recr KaprKa (qinsHa KpoB/ct4poBarKa/nna3Ma),
KON4nneKT Blfilioqae po3rlt4HHhK Ta nineTKkt

BeTKy, naHueT, ntn , po:3r{1/HHt4K

lvyuoxporvalorpa+iqHnil oAHocryneHeBilf recr Anr'
BhflBneHHfl BlIl/CHlA, recr-Ha6ip (qinuHa
Kpc)B/GrlpoBaTNA/nna3Ma), KOMRTeKT BKnrcqae cepBeTKy,
fl alJueT, n i n(jTr(y, po3L{l4r-JH t4K

lvrytroxporva'rorpa$iqHilfr oAFrocryneHeBilil recr ArF
BhrBreHHF aHTLlTifl AO Blpycy renarhTy c, Tecr-Ha6ip
(qirsHa KpoBlcMpoBarKa/nria3Ma), KoMnreKT BKntoqae

IwtyHoxponra rorpa$i:lHr,rrl oAHocryneHeenf Tecr AnA
BilnBreHHF renarr4ry B FlBsAg, recr-Ha6ip (rlinuHa
xpoa/crpoBaTF€lnna3Ma), KoMnneKT BKflroqae cepBeTKy,

nrneTKy, po3qHHHt4K

lnltyHoxpovra rorpaSiqHr14 oAHocryneHeBnf Tecr Ann
B|,4flBreHHR renarnry B l-lBV-s, recr-Haoip (qinsHa
xpoa/cnpoBzrrlia/nra3Ma), KoMnreKT BKnrcqae cepBerKy,
taHL{eT, ntfeTKy, po3qhHHt4K

llle,ugxlrN r€)cr Anr BnflBfleHHs Blfl | ra ll rvnyl renarilTy C,
Tec)T KaprKit (r-linsHa KpoB/ct/poBarKa/nra3Ma), KoMnreKT
BKtltOqae BO3qll,lHH tl K Ta illneTKf
Iwy'Hoxpovrar'Torpa$iqHilr/ oAHocryneHeBillZ recr AIF
Br/lfiBreHHs tSlJtl lra ll rrnyl renarilry C, recr KaprKa (qinuHa
rpcle/crpoB:xrFialnna3Ma), KoMnneKT BKrrcvae po3r{t4HHr/K Ta
ntneTKr
I wry,H oxpoHlrafio rpa+iq H h f
BhflBNEHHN PSA.

oAHocryneHeanil Tecr AnF
recr KaprKa (qinuHa

KOMnneKT BKn [OLrae ntneTKha/cn po ai:rrnalnn aerua),



QpraH s oqinx,n ai4noai,qHocri

,Qepx,rel a ne n i;1 np t,tri; nncrno *'yKpaTuc 
uxu rI

lVliinicreperBa axopeFr t4 3

EOtrArOK [#m]

Ns

sln
Iepe.nir l(arartoxnyri

lltle

Hara rraen yBa H He e rapo6i e

54 B 10015s27 I wy,Hevpo r arorpa$iv H n ri
BnfiBneHHq PSA,
xpcla/cn poailrxa/nnasua)

oAHocryneHeailil Tecr Ann
recr-cMyxKa (qinuHa

55 B 1Crlr5'C2 llJerra4rnti r{3c'r Ane BilFBneHHn PSA, recr Kaprra (rlinuHa
xpcle/cnpoeiltxa/nn asua), Ko M nfl eKT B Kn toq ae n r nerKn

56 B 1Crl5s2 lJJerngxnfi Tecr Anr BhsBneHHF
xpo a/cupoeanra/nl aava)

PSA, recr-cMyxxa (qinsna

l4o qeprffiSlrarlf B lAn o e],qxoerl
lNs 11A.T1R.039.646 erin 10.04.2019 p.

Kiuet6 nepenixy

24::"C[5.2018

t0;C[4,2019

z3L;05.2023

ei4noei4nocri

fle6i4ee M.C.

CropiHxa 7 s 7

Hltrricrs ceprtt{lirara ntoxua nepereiputv, a 6ast AaHfix opraHa s oqinxr ei4noei4nocri (www.umcs.org ua)

Oprriar e oqtrxn ei4nr:ei4Hocr /lL5pxaBHr: ni4npneurcreo "Yxpaincuxni me4nvnrfi qenrp ceprn$ixaqlr" (ATl yMUC")
h^ 'nna" n,)lAn vunaiss. tr l'(r,,lis. npor:n Bo:ro'e4raunr. 7-at $arr a4peca: a1A42 u l(raTe eyn gHropina 18; ren (044) 285 83 83

fll.ae.:a.e"t1ii Ha :)r)BeleFHF ^3ii1 31-.1-;,r sL::33:.r,ocri 3,/r,1cr::\,TexF..t-,1x ref,.avel'its
\nana: it,; 29 )13 2a',1 \i: 1:44 1,1;-e i:;cr,r;c:,;,,;.:: i.;pa i,1 i3r,1ep :p,i3:2:€iCit :p:a;, U,i TR :-"Ji

AKoe,t/TlBadz;1 l-lAAr' tra celrr/dtiiaL'o rtrllly{r+i, -:, crcrev yj'rtaBu,FHF Fircro rarecrar; axpea,,rra-'r N9 'O101 -a Ne 8OO'87

flepure BnAaHHfl:

flara rBHAaqi:

flificnrfr ,r1o:
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Oprart a cqiuxtt ahnoeiqHelq'Ti

/lepwrnrm nigrqr,teuprEla 
-'Yrpaii*euxnfr 

nrrqgmuru,ft qe*rB eepru$iraUii"'
Mit+iicref;lerna oxopoHlr SAqpop.'s )lrpa lnn

,$IT]FT'ffi$I KRlt' FTHF*HBIPKI|| MFSHKNf
(Texnil,vnr,trl pernaueHr qogo Me4nqHHx arapo6ie 4,nn 4iiarnocruKu in vitro, flo4arox 4,

nynxru 6-8)

Elupo6rnulll:

l'lpoexr
errpo6ie:

Ne UA.TFI.039 .647 l6tl6

,Kiamen Boson Bioterch Co., Ltd.
19ll.-9,+ 

-l[iarrfeng Road, Jimei Nort]'r Industrial Park, 3131021, Xiamen,
lFujian, P.lR..China

llJ-lnn,qri Tecl4 4nn giarrnocru4Kr4 in vitro Boson Biotech
(:,rri4uo ,aogarry)

nre,penix ,A '-griAHo Jlogaruy 2 'l rexr+i.{Horo pernaMeHry qoAo
MleAnqrlvrrri'eltpo6ia gnn giarHocrrKr1 [n vitro

C)praH :r clqiHxr,r ai,r,noeignocri Il-l "yMlJC:' 3aFBnrr], qo ei4noBrAHo Ao nyHxrie 6-8
I[o4arxar 4 l-e:xuiqHc)rc' porflaMeHly LUoAo rileAhqHilx ar,rpcbia gnn 4iarHocrr/Kr4 in vitro, nxlafr

3arBepl\,xeHCI nocrerHcBc,lo,B-er6iHery Minir:rpie _Vrpainra nip 02.10.2013 p. Ns 754 6yna
flpoBefloHa nepeaipra npoerKTy' 3a3HaqeHnx : Br4po{5iB. flpoexr anpo6ia siAnoaiAae
eignoai,qnraM BLlNroraM ubrlro l'exHi,lioro pernaMeHTy.

IFq po:lnoBcFl,,EXeHHfi f{a Frt,trHKV BkrJ-le3a3HaqeHilx aurpcl6ia AoAarKoBo o6oa'RsxonilM e

C)epl,r$ira'r ni,qnoaigrrcrcr-i:;t'i,rqno ,[o4arxy ,[, BhKnrc.]arcqn nyHxrra 6-8.

Elncnonoxr ['l<l 96i]i9,62,eiA 05.04 2019 p

flepure BH,qaHHtr: i2tl.Ct5.2018 p
Ilara ensaruii: ,110.C14.20'19 p.

IliracHHii nqor :13.C15.20:23 p.

rAnoBrAHocTl

Ile6i4ee M.C.



1N01C2-2

1Ft08{12

rtinerr<N

l.UeilExr,u,i lecr AnF
cirMyxKa - (qinsHa

l-'llepenir MeAllvHux nrnpo(irEl AJrfi in vitro AiarHocrr4Kh, na sri p snoBctoA;)Kyerbcn Arfl

Oprran s oqiHKn a't4nosi4nc'cri

llepxaane ni;1*pltennclEro "yKpaTncuxnft nnegu.rrr+ril L{eHTp cepru$ixaqif'
M iriierepnrBa oxapoHr 3AOpoB's )/rpaiHn

EOAATOK
flo {}€rprrrsiiKary nepeBipKl4 r1 poeKry

lrfq l,l/l\.'l't1.039. 647 16'46 ei,q 1 C).04.201 9 p.

Ha i rvrenyea H Hla nra po6i e

1N01Si2 [JLlehAxvrr/r r€rcr AflF BuFBneHHs BlIl I ra ll Thny, Tecr-cMyxKa
( qirr uH a x,pclBicilpoear-ra/nnasv a), xol nnexr BKn toq ae

1 N01 C2 []LlahArilvi Tecr Anfl BrflBneHHn Blll l'ra ll rnny, recr Kaprxa (qinuHa
Kpo a/r:ilpoaarxa/nn agva), rou nneKT Er Kn rcqae po3\.t t/ H H t4 K Ta ni nerxr
lllJar4xrrrrzi l'ecr AnF El4FBreHHr BlIl lra ll lany Triline, recr KaprKa
( qirruHa xpoa/cnpoaarxa/nnaaua); r(orvrrrneKT BKfl toqao po3L{mHHhK Ta

BnFBreHHs aurutin'go aipycy renarhry C, recr-
xpoelcnpoearxa/nna3Ma), KoMnneK'r BKntoLtae

J:rO:rq t/l,H lil4K
,1FIOBC2

l-Usrapxr,rr,i l-ecr AnF Elt4flBneHHq arF{'t-t/'T'tfl 4o eipycy renalhry C, tect
K'ap,1116 (qinuna xpoa/crpoearxar/nnasrua), KoMnneK'r BKrloqae

o:iqr/rHrdr/K ra ninemyt
'lFt01{12 l.lJara4xr,u,r recr Anfl BI,4FBneHHF r(3narilTy B HBsAg, Tecr-cMyxKa

li.Hur b!q_lqrs/cn poea rra/ttrasva) _
1tlj1C2 Itlnr,rgxr,+r,r recr Ann BilflBteHHt rr3narrry B HBsAg, -recr KaprKa

1Ft02{i2

_ il.t-lut u na t<poe/cfi poaa-rxa/nn a g ua ), KlctM nne KT BKn toLt ae n I nerKil
1l-1051321 -.lJen.c1xl,ri4 recr ,qne BilFBfleHHF renarilry B HBcAb, recr-cMyxKa

Llqinurra rprce/cnposa'rra/nnasMa
1F|05(l2l l.Ilerra4xr/li,r l'ecr ArF Br/FBJreHHt renarhry B HBcAb, Tecr KaprKa

(qrnu rar /cnpoaarxa/nnaerua), KoMnneKT BKfl toqae ninerrvt

siiAnoeiAHocri

1s5

Oprar e oqiHura ai;ltroai4rocri ,!epxaane ni4npnevcrso "Vrparncuxrai Mr3A14LrHLlh qenrp ceprr,t$iraqit" (.Qn yMLIC 
)

np aApeca 02150 )'r:pa.ra r.r qJ B rFccr Bl::'e.:racqe --a. C:x- a:ceca O'042 r' K,t e eyr 9a-oo t a 'B. rern {044t 285 83 B3
fliri'3.?-€-1,'i!.a.a'.r=a::.-;iCi-311-:.t,'::--:S:-{Cl: ii;'1,'a-il'.'ie)l-i:,'X331.-2).iO:T3

-aria;:, :t: i3 i; 2L':4 i.=',.'.!! i"'. -=,.:-.::,'::::.'- ; :'i? -/ -::'':l -l ':-:-=-:-: :;-z-. ') -? !-:!
lrnpej,/ToBirrilnA..Ay recepT'c:..3.-fon3o,:yK-. -ac,.cTevtno3Bf -:FF(c-rc'a-e(:-;r-raipe-.\,r-;:-. \e r3i9t-aN9BO018



Qplran s oqit+rc,t atAnoei-qHocri

JJe.pxae*e nrl,qrrplteu,el;te t'VKpaiHeurnrTt 
ure,qmrnurrzr uEHTp ceprn$iraqi'f'-

MlniereprcrBa oxopoulr gAopoB'F )rxp,a1sia

AOE/\TOK
Ao oeprm{rii Kary nepeBi pKr4 r-rpoeKry

lrfe IJU!\.'IR.0r39 .647 16,46 aiR 1 C).Ort.201 9 p.
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1H04Si2 U-JargrurTr 'rrecr Anff Br4FB-neHHfl renarilTy B HBeAb, Tecr-cMyxKa
r bFra Kpor3/cnpoaalxa/nnasNra

1H04C2 llJalrgrcnyrrrecr Anfl BnflBneHHR ren:trhry B HBeAb, Tecr KaprKa
qirr una x,poe/cur poaalxa/nnaa ua), Ko[4 nlre KT BKfl roHao n i nerxu

1H11C2 |.JLJaragxurvr recr Ann BnFBneHHfl renarnry B, naHeflb HBV-2
(lHEfsl\g/ttBr;Ab), recr KaprKa (qi.nuua rpoe/cnpoaarra/nnasua),
tr:oNrnfi eK-r E*urHcqae ni neftut

1N10C2 l.LJargrnrrr -recr An,r Bt4FBneHHfl reilarnry B, naHeub HBV-3
( H Etsl\g/l{EteAg/H Bchb), TCCT KAPTKA (qinsHa

1Ft06rt2

!t!g! rXiL:[I$, H a Kpo B/cl4 p o aarxa/nr a s ua)., Ko M nfl eKr B Kr] rcq a e n i n erxn
1 Nt19C2 1-UerapNr,ri)i recr ArF Br/rBreHHF rernarfiry B HBsAg/Blll lra ll

turylreiarltty C, T,3cr Kap-TKa r(qinuHa xpoa/crposarxa/nnasua),
t(o.r\,lfiJ'l e KI El Kr I'Oqa e p o3q t4 H H 14 K Ta n I n eTK:t4

1Nt25C2 lilanp,ruri Tecr ArF Bl4FBreHHn rernarnry B HBsAg/Blll lra ll
ttwrylrenarury Cicn$inicy, recr KaprKa (qinsHa
(,pqrelcvposarra/uagua), xounnetfi E|!!rlqs9 lo3t{t1HHl4K Ta nInerKil
l.ller,tArrrdr recr ArF Br+F_BneHHq BlJl/C1-1lfl, ua6rp Art caMorecryBaHHfl'11\,101C2-3

1t108C2-2

1H01C2-2

(,qilrbHa xpoe/crpoeatxa/nnasua'), KoMnneKT BKrtoqae cepBerKy,
i-laH LleT, ntl'teTKy, po3('{14 HH14 K

l.Uera.qrr,+14 tt)cr Anq B,nFBneHHs aHrrrin 4o aipycy renarilTy C, Ha6ip

itn,r c€rrnorecryBaHHF (qinuHa xprca/cnpoaarra/nnasva), KoMnreKr

r0ar/oTecryEraHHt (qinsHa xpoel/cttposarxa/nnasua), KoMnrleKT

tSKfl foqate cepBeTKV, naHqeT, nlneTK!" po3tlklHHLIK

1tH0652-2 LUEilIiKr4ri riecr Ann BHrBneHHfl renarhry B HBV-s, Ha6ip AnF
KOM Nr|CKTr)ar/orecryEia H HF (qin ura rpoel/cttpoaarxa/nnasva),

BKfltoqere ceBBerKy, naHueT, nlnerKlf , po3q14HHrK

BTAnoBTAHOCTI

fle6igee M.C.

2s5

Llr,trnic;rs ceprr,r$ixala rvoxna nepeeipfirh e 6aoi AaHilx opfaHa s oqinrr ni4noei4nocri (www.umcs org ua)

OpraH 3 or.lirxur aiA roni4rocri !eprxaa+e ni4npnel,lcrao "Yxpaucurrfr N.rr?Au,.l-rt4[ qenrp ceprn$ixaL]ii" (ATl yMLIC)
op aApece: 02'60 Ylparna r,r Kr,e rpoc- Bc:lr elrarrr 7-a 6,arr a:oeca O .3.12 v Kn.a ey,r 9a-ooila '8 -er (044) 285 83 B3
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Hai rr,tenyea H H,r era po6i e
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Opraw s or{inrut aiAnosiArrc}cri

lTepxre*el n'iggp666acrElo "yKpailcuxr.il Me#6r,tFrr4ii qe*rp ceprm$iraqii"

EOEATOK
Ao,tleprM$iiKary nepeBipKH n poeKry

l{e fJ/r\.Ttii.(}39.647 l6'46 eiR 1C).Ort.201 9 p.

eiAnoeiAHocri

fle6iAee M.C.

Cropinxa 4 e 5

Hmrricru ceprra$irara voxl+l nepreaiprrfi e 6asi AaH[x opraHa s oqinxu eri4noai4nocri (www umcs org ua)

OpraH 3 oqirrxn ei4no:ri4nocri /leprxaerre ni4nprer',tcreo "Vxparncuxnh vr:4,rrnri qenrp cepru+Sixaqii" (!Tl "yMLlC")
op aAoeca 02160 !'r'p.r.xa. rr {., : ro:or Bo:l:e:FaHrr 7-) @at arpeca: a'0zl2 'a Krra eyr grrop'ra. 18 rcr (A4a) 285 83 83

f lC;,:-aqe-,,.r -2 :::):a_e-:-; :Ci - : :_ -.1,, ::-a?:::^: :rir',rOr::!., -3Xi:::z,X CeTf Af,tesllts
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MiH icrepcrBa oxopoH14 srqopoB's )ltl<prain,n

HafinlrenyBaHHH EHpo6iB

Irvryr+o><plclruaLTorpa$iqHhli oAHocryneHeBhil Tecr AnF BhFBneHHc
rienarhry B HBeAg, r,:cr-cMyxKa (qinuHa KpoB/ct4poBarKa/n|a3Ma

1ttO3c2T

1H11C2-l

1 H 1OC2-f

1H0652]-

1 N 1 9C;2.f

1 N25C;2I

Innynoxponrarorpa+iqH14fi oAHocryneHeBhfi Tecr Ann BhFBneHHfl
rr3r"r?T!rTv B HBcAb, Tecr KaprKa (ui.nbHa KpoB/ct4poBarKa/nna3Ma),
trioMnfl eKT Btu]toqae ntnerKil

luyno;<prclwaTorpaSiqHhf oAHocryneHeBhrZ recr AnA BiltBneHHF
renarLlTy B HBeAg,. TecT KaprKa (u,i.nuHa KpoB/chpoBarKalnra3Ma),
HOMnfleKr BKnrcqae nlneTKLl

lrr/lyl-ro;<51<yuetTorpaSiqHVit oAHocryrierHeBl4ri recr Ann BrFBneHHfl
renarr,lr'y' B HBeAb, recr KaprKa (rlinuna KpoB/cr4poBarKa/nra3Ma),
t(oMruteKT BKttoqae ntnerKh
lvrync;<p.ow€rro'rpa$it+rl414 opnoc1,!neHeBilfi Tecr AnF BnrBneHHF
renarr4'Ty' B, naHenb HBV-2 (HBs,A13/HBsAb), recr KaprKa (qinbHa

40. 1ll(14s2-l- IrvyHoxplolrafTorpaSiqHilrZ oAHoeryneJHeghrZ recr AnF BNHBneHHF

r enar!4ll B llqg4b, r,qcr-cMyxKa (qinu Ha KpoB/cr4poBarKa/nna3Ma

41. 1ll(14c2-f

/c;upo ailrra/nn asMa), KoM l-rfl eKT E|Kr roL{ae n i nerKh
lMyHc,rKpoMarorpaSiL{HiltZ oAHocl'yn(:HeeL4rZ recr AnF BnFBreHHff
t-enarar1, B, naHerb, HBV-3 (Ht3shg/HBeAg/HBcAb), recr KaprKa

ins ua KpoB/cr4 poBa-rKa/nra3 Ma), Ko t/l nneKT BKfl toqao n i nerKil
lrrnyncLxponrerrorpaSiqHhtl oAHoclyneHeBhfi Tecr Ann BhFBneHHff
rendlar\r . B, RaHenb' HEiV-{i, recr KaprKa (uinuna

oB/Ovrpo BiaTKa/nr a3 Ma ), Ko M nreKT Blsrtoqa e nl n erKLt

IwryHo,xporvarorpa$irHnra o,qHocTyR(sHeBhf Tecr Aflfl Bt4flBneHHq

renaril'ry B HBsAg/Bll.l'lra 11. l,iriy/rernartry C, tecr KaprKa (qinsna
ct/tpoB;arKa/nna:,va), KoM nr| e KT BKr nLlae po3tl t/ H H t/ K ra n inerxut

luyHoxpowarorpa$ilHur,r oAHocryneHeBrtZ recr AIF Bt4flBreHHF
rena-r'r/ry B HBsAg/Blfl | ra ll rr,rny/renarvry C/cnSinicy, recr KaprKa

tiqinuna xpcle/eupoearxainnasva), KOrvrnneKT BKnrcvae po3tlt4HHt4K Ta

iltneTfl/l
1 t',10'1 C,l-3-f llrvrynclxprruarorpa$i.nwn oflHocrf!r-rreHeehfi Tecr Arq BrFBreHHfl

BIfl/CHl,q, recr-Ha6ip (qinuHa x.pon/cnpoaarxa/nnasva), KoMnneKr
[]Knpqae cepBerKV, naHuer, ninerxlr, po3L.rhHHt4K

'xH03s2lt
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Hafi naeryBaHHH B14po6i B

48 1 ].il08C2l-irll- lrrryt

TIHT

ripo
nin€

oxpoMaTorpasiq Hh14

rTrfl llo Brp\/cy
/r:;n p o aarxa/nn as v a ),
rKy, po3q14HHk1K

oAHOCTyrleHeBhr TeCT AnF BilflBfleHHf
renarH'r-y C, recr-Ha6ip (qinuHa

KOMnneKT BKtrOLla0 CepBeTKy, naHqeT,

49 1ll01C2:"-2ir!.1- Iwyr
teni
iloM

oxpoMarorpasiqHhil oAHocTyneneanil T cT AnF BhFBneHHF
r,4ry B HBsAg, Tecr-Ha6ip (qhuHa xpoe/crapoBarKa/nna3Ma),
lj]eK'r BKnloqae cepBeTKy, naHLleT, nrneTKy, po3L114HH14K

htl 1F]l0652-2tl- Ittyt
I eni
t,(oM

oxpoMarToFpasi!Hr4l4-, oAHoe.IyfleHe-eilrz recr Arn BhFBreHHfl
rrry B..,HBV-5, recr-Ha6ip (rtirtsHa xpoa/cnpoBarKa/nna3Ma),
]jteKr BKJ]HlL{ao cepBeTKy, fiaHLleT, nineTKy, po3qrHHhK

51 1Nl32C2l lll a
r(ap

DO3

pJr,lii.recr Anq BilFBneHHq Bll t ra ll .rr,rny/ renarrry C, Tecr
Kut (t1in b H a xpoa/cr'tpo aarka/Fl'r a3 N4a ),'KoM nn eKT B Kn rcq a e

rurHHr/K Ta ninerKur
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cXp.o rvr arro rp-:a$ fv Hn ta OgHoqryne H e e n f Tecr An F B 14 fl Bn e H H s B I I]
' rtantl I re n arnry,O ;leer xapr*a ( ilin s H a xp o a/cra poearxa/nn a s u a )

TneKr BKflroqae po3r{r.1HH14K ta ninetxr
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