
TOBAPTTCTBO 3 OEMEX{EHOIO BrAIOBIAAJIbHTCTIO drAEOpATOpIf fpAHyMD
(TOB dIAEOPATOPIfl IPAHYM))

. Byl. @panxincrxa,14, n. Xapxin, yxpaiHa,61050,
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Koa C.{PIIOY 41524713

AEKNAPAIIIfl TIPO BIATIOBIAHICTb
B I,IP OE IB MEAI,IIIHI,IX
J\}UA.TR. 7 5 4 I ABO I rhs-02

BI{POEHI,IK:
Tonapucrno 3 o6uexesoro ni4nonigalrnicuo dIAEOPATOPH fPAHyM) (xoa
eIPIIOY: 41524713, Yxpaina, 61050, M. Xapxin, Byn. Opanxiecsra, 6yl.l4, rer./Saxc:
(0 57 ) 7 52-32-33, e-mail : granuml ab@gmail.com, web : https ://granum.ua)

HA3BA MEAIITIHOTO BI4pOEy !\JTflAIATHOCTI,IKH IN VrTRO:
((PeareHTIr MoHoKJIoHanbHi An, Blr3HaqeHHf, rpyn xponi nroAr,rHn 3a cr.rcreMavrn AB0,
Rhesus, Kell ra aHTl{epurpolll4rapHr4x aHTrrriJr, KoHTponbui po:vzHV Ta Ha6opn
craHAaprHux epr{rporlr4riB) (sri4uo Ty y 21 .2-41 5247 13 -oo7 :2019)
(nepenix:ri4uo [o4arxy Nel, uto e qacrr.rHoro qiei 4euapaqii npo ni4uoni4Hicm)

KJIACI,IOIKAIIIfl:
in vitro
BxoA.,{rb 4o flepeniKy A flo4arrcy 2 .qo Texuiquoro pernaMeHTy rrloAo MeAr4qHr.rx nupo6in 4na
liaruoc'ruxu in vitro (sarnepANeHoro rocraHoBoro Ka6iHery MiHicrpie Yrpaiuu sh 02.10.2013
N1754), He e nupo6aMu I.nfl caMoKoHTpoJrro, He npusHatreHi rurs oqiux[ xapaKTepLrcrr.rK

IPOTIEAyPA OrIrHKr,r BIAIOBrIHO CTr :

siAnosiAHo .{o4arxy 4 <flop.a4or rIpoBeAeHH, rporleAyprr ga6egue.reHus 
$ynxqionyBaHH.,r

KoMnneKcHoi cucreuu :a6egne.{eHnq sKocri) (sri4uo nynxrin 6-8) ao Texui.rHoro pernaMeHTy

uolo MeAuqHHx nupo6in .4ls AiarsocrllKt4 in vitro (sarnep4Nenoro rocraHoBolo Ka6iuery
MiHicrpin YxpaiHu si!, 02.10.20 I 3 }lb754)

Tooapucmeo z o1.uetceHoru eidnoeidaawticmru dIAEOPATOPIfl |PAHVM>, e oco6i
dupexmopa CeiftuaHu IIIEBVEHKO, dexnapye oidnooidnicmb nulqua3HaqeHozo Medu,tHozo
eupody BrtttozoJn TexHirtttozo peznoilenmy qodo .ueduqaux eupoflie dnn diazuocmuKu in vitro
(sameepdrceHozo lfocmauoeoru Kadinemy Miruicmpio Yxpatnu eid 02 nconmHn 2013 p. Jtb 754),
Bidnoeidnicmt euulesa3HaqeHoeo Medu,tuozo eupody zaceidqeHo Opzauon cepmutfrixa4ii
TOB (yIIMCb), eyn. Canepno-Cnodidcuxa, 10, oil. 1, rvt. Kuie, 03028, Vxpaiua, amecmam npo
axpeduma4iru e HAAY l{b 80070, idenmufiixaqiilnuil Howep (IA,TR.|9B:

o CepmutPixam eidnooidnocmi npodyxtqii 6uwoz(u/, Texui,utozo peat&MeHmy ryodo
.uedu,tttux oupodio dna diazuocmuwu in vitro ilb aA.TR.098.0189-18, mepruinon dii oid
16.09.2019 p. do 11.06.2023 p. (6es cepmurfiixamy nepeeipxu npoeKmy ne uunuu[t);

o Cepmufrixam nepeoipxu npoeKmy Jyn UA.TR.098.1115.0070-19, mepmiuotw dii eid
16.09.2019 p. do 11.06.2023 p.;

(nianuc)

10 uepnur 2022 p.

(aara)
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TexHi'rua AoKyr!{eHraqir Ha ue4nuuufi nupi6 pospo6neua ra BrrpoBaAxeHa ra s6epiraerbc.,r 3a

NaicqesuaxoAxeHH.fl M eupo6nura.

,(exlapaqirc npo nilnosiAnicrb cKnareuo niA iueui ra niA niAnoniganrnicrr nupo6uuxa.
Bignonigzurrnicrr ra 4ocronipuicm uaAanoi iusopuaqii uece aupo6Hur.
HeeiA' eruHoro qacrr.rHoro Aauoi .{exnapaqii e :

flogaror J',lb1 s nepelixor,r npo4yrrlii.

,{o,4aror Ns2 s ueperixou uaqionamnux, eBpoleficrrux ra uiNHapo,{Hr,rx HopMarr.rBHo-rrpaBoBrrx

axrin ra cran,qaprin.

Bepcin: 2

fama crutadauun: l0 uepeun 2022 porcy fie do: I I uepeun 2023 poxy
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.Iloaarox J\bl

ao ri{exnapauii upo niAuoniAuicrr
MIA.TR. 7 541 ABO trhs-O2

<<Pearerrru rroHoKJrorra,rnrri A,'Irr BH3rraqeHrr'I rpyll KpoBi,rrc4uuu
3a crrcreNraurr ABC), Rhesus, Kell ra arrrrreprrrporluraprrux arrrnri;1,

KorrrpoJrr,Hi po:rvuHrr ra Ha6opu craHAaprrrux eprrrpouurir>>

tBCIB(

r'r unou i! r.'t tl t cr n,'

",lA60PATtlPl 
'lr, fPAHVM-,

*'ittrnr,t ,/.$

(nianuc)

l0 uepnux 2022 p.

(aata)

CeirraHa IIEBr{EHKO
(trrE)

M
{11, *r:;.4

flonrra Ha:na nroAuoixauii ueArrqHoro 
"mMosoxloHalrHufi peareHr asru-A A

MoHorclosalruufi pealeHT aHru-B .qnq BusHaqeHH, rpyn KpoBr nloAr.r HV 3a c1creuoro AB0
MouorcloHarrHufi peareur aHru A
MoHoxloHalssufi peareHr auru-D 4.t, 

"rrrra.reHH, 
rpy[ KpoBl nrcAaHr,r 3a cucreuoro Rhesus

Moso ltrtoH anl.iauit pear"eHT anru-D
Rhesus

Mosououarrsauit pearcHT anr,.r-D Mixc alr BH3HaLreHH, rpyn rponi JTToAHHH 3a cHcreMoro

MouorloHa tsuuit peateHT arrr-C
Rhesus

MoHoxloH atwtuit peare HT urrr-E
Rhesus

Mouo rlosa tsuuit pearcHT aHTr-c
Rhesus

MoHouogansnui,tpearcHTaHTI,I-eCynepAn.'IBI8HaI{eHH,rpy
Rhesus

MoHoxlosalrsufi peareHr anrr-K
cucreuorc Kell
Aururno6yriHosa cupoBarKa - AfC
KourpolrHnfi posvaH I

Kourpo,rrHnfi posvuH II

!.u0ip J\b I CraH4aprHi epnrpoqrr@
Rhesus.

20Yo zasucs epHTporlrrris 0 Rh - Her. ccdee
20%o sasucr epr4rporlr4rie 0 Rh * nog. CcDEe
20%ozazucr epnrpoqaris A Rh + ro3.
20Yozasicb epurpoqurie B Rh + rro3.

rcponi lro4nHn 3a cucrenaarrau AB0,

Y.uOip 
Ns 2 CraHaaprHi epurpo,I"i

Rhesus.

20o/ozasuc!, epr.rTpoUHris 0 Rh - ner. ccdee
20o/o zaeucs eparpoqrzris 0 Rh * no:. CCDEE
20o/o zasuct, epnrpoqaris A Rh * nog.
20%o3dBACh epHTpoUHTie B Rh * no:.

I.uoipNb3CraH4apruiepurpoIIHTI,IlrrqB,asHaqeHH,'Ilpy[npo
Rhesus.

20Yo zasucs epHTporIHTis 0 Rh - Her. ccdee
20oh zasucs epr.rrpour.rris Rh + nos. CcDVIee
20oh sasvcr epuTpounris A Rh * nog.
20Yo zaevcb epHrporlHrie B Rh * ros.
Ha6ip l\g 4 CraHaaprui eprzrportHrH am u,u*uren, rpyn rcponi nloAHHH 3a cacreMoro Kell

6 epurporluris K +
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{ogarox 
^&2go flex,rapauil npo niAuosiAHicrr

J\"qUA.TR. 7 5 4 I ABO I rhs-02
<<Pearerrru MorroKJrorra,rrrri Arq Bu3rraqeHrrfl rpyfl KpoBi,rroAuun

3a crrcreNranur ABO, Rhesus, Kell ra aHTr.repurporlrrrapHrrx arrruril,
Ko rrrpoJrb Hi p orvrrnrr ra ua6opu crarrAaprHrrx eplrrpounris))

flepe:rix uaqioua-ur,uHx, €Bpotreiicrxux ra triNHapo4Hux

H THBHO-IIpaBOBHX aKTIB Ta BHA lHIIl

J\! florcyuerrr Nr PeAaxqiq Hassa AoKyMeHTa

I Ilocranona Ka6iuery
Minicrpie Yrpainu
i\b754

20t3 Texni.rHuft pernaMeHT rrloAo MeAr.rrrHr.rx nnpo6in gnx

giaruocrnxpr in vitro

2. ACTy EN rSO 13485 201 8 Mel[.rHi nupo6u. Cplcreua ynpanninns sricrrc.
Buuorz Ao perynrcBaHH,

J. ACTy EN rSO 1497t 20t5 Bupo6n MeAra.rHi. Hacranoeu rloAo yupaelinnr
pr.r3r,rKoM

4. ACTy rSO/rEC 17050-l 2006 OuiurosaHHs nilnoeilsocri. [exnapauir
nocraqaJrr,HrrKa npo eiluoniAHicrr. Hacrusa 1.

3ara,rrsi BrrMorrr (ISO/IEC 17050- I :2004, IDT)
5. ACTY ISO/IEC I7O5O-2 2006 OuinronaHHs niAuoeiAsocri. flernaparlir

rro craqaJrbHr.rKa npo s iauoeilHi crt . Hacru:aa 2.

fli4reepaxyBanbua AoKyMeHrauix (ISO/IEC I 705 0-
2:2004,IDT)

6. ACTy EN rSO 18113-2 201 8 Bupo6u ue4uvui Als AiarHocrr.rKr.r in vitro.
In(popuaqi fl , x:r.y HaAae nupo6uur (uapronanul).
r{acruHa 2. Peaxrrtsv Lns Aiarnocruxu in vitro .uns

npo$ecifi noro Kopr.rcryBaHH, (EN IS O I 8 I | 3 -2:20 I I
IDT; ISO l8ll3-2:2009, IDT)

7. ACTY EN ISO 15223.1 201 8 3aco6pI Nae.{u.{Hoi rexuixn. YrraosHi rro3HaKr.r Ha

err.rKerKax gaco6ie ue4uvnoi rexnixr.r, MapKoBaHH, Ta

o6on'sgroei siAoNaocri. Hacrusa 1. 3aranrui BLrMorH

(EN ISO 15223-l:2016,IDT; ISO 15223-l:2016,
Corrected version 2017-03, IDT)

8. ACTy EN 62366 2015 Bupo6u NreAa.{Hi. 3acrocynauHs eproHoMi.{Horo

rpoeKTyBaHHs MeAr.rsuux nupo6in

,a)
(r..-r--

(uiauuc)

10.repnnr 2022p.
(aara)
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aaa.

UA.TR.O98

Tonapucrno s o6lrexeHoro siAnoeiAamuicrrc

(yKPAiHCbKrrfr TIEHTP MEIurrHoi

cEpTr4@rKArIri TA rrporHo3yBAHr{fl >

(TOB (YIIMCII>)

CEPTVTOII{AT
IIEPEBIPKIIT IPOEKTI/

B tAI"IOBrAAir br r I c]'K)

xoa €lIPtlOY.ll5217t3

BIAilOBrAAJrbr.ilcTro

ffi[]
10213

ACTY EN ISO/IEC
r7065

, /[iiicuur"r Ao I I vepaun 2023 p.

I{el:i ceprrrQixar:acniAqye, uo 
"poay*li, G,*rir), p"ur",,i, nrniio*,roua,rrui AJrfl BH3Haqe}rrrs r-pyrrcponi JII0AHTIII 3a clrcreMamu ABO, Rhesus, i<eti ,ia aHl,ep,Tporr,Tapurrx aurnri,r, xourpo,rsui

po3rrHrrrr ra ua6opn craHAaprrrux eprrrporlnrin, nepelix A
Iliauosirac BrrMoraM: J'exsiqsoro perJraMerrr)/ rrloAo MeAHqHHX nr.rpo6ia ius ,liarHocrr4KH in yitro.
3arBcpAlr(er{oro rrocraHoBoro I{a6irrery Mirricrpie Vrcpairua sia 02,10.2013 Nu 754 <11po 3orBep,lxqtHr
Texrri'rHoro pernaMerrry ruoAo M.AHqrr,x urpo6ir 4,rr giaruocrhKr.r in vitro> UJoga.rorc 4)
Ilupo6rrux: TOBAP14CTBO 3 OEMEXI'HOIO

(JIAEOI,ATOPIfl f pA HyM>>,
ny,r. Opanxincsxa, 14, nr. Xapxin,6l050, )/rpaiua,

Micrrc nrrpo6rrrrrrrsa: 'l'orlApl,lcrllo 3 oEMtixEHolo
(JIAEOPA'I'OPITI I-pAHyM),
ny;r. (DpaHxincr,rca, 14,w. Xaprcin,61050, Vxpaiua, KoA €APII Oy 4lSZ4713

Trtlt N'IeaIIqIIoro aupo6y: Aiaruocruqrri uouorc,roHa-rrsui peareHTu arrru-A. arrru-B, asrn-AB l:urBH3HaqeIIH'l fpy[ xponi 3a cl'IcreMorc ABO, 4iarHocruurri naouox,rorra,rlui pearesrr4 AJrrs BH3Haqerr, rpvn
rcponi 3a c,creMorc Rhesus, Kell; aiaruocruqui pearerrrlr AJrq Bu3rraqerrHs aHrHepxrpoqirapnux arr.,r.ri.,r.
KorIrpoJIbHi po:uauu. na6opu craHAaprHux epl'ITpounria 4:ra BH3HaqeHHq rpy[ xponi. sriAuo f]oaalnv l.
Koporrcrrri oruc NreArrqrroro urpo6y: srilHo Aolarxy 2.

Porrlatlyri qomyuellTlr IrIoAo upoercry(in) naeguvnoro(rrx) nupo6y(in): rexuiuHr.tfr $afi,r T/[ Nr 7 ni:r
12.08.2019 p.

ccprrr{rixar BTIAaII0:_ !1yuoy : ceprnrfixauii (ouiHrcu nilrnoeilrrrocri) 1oB (yKpAiHcbl{l,jn tlr.nrpMEAI4ql IOi CEPTI4OIKAUIi ta npoiuo3yBAHH-B>. ny,r. caneprro-c".ro6ircbKa. 6. 10. o$. l. Nr. Khr.s.
03028. Yrcpailra' arecrar npo aKperHra[iro s HAAY: Ne l()2l3. uouep rpH3HaqeHoro ooB: UA.'fR.0gg rrattiAcrasi piureuun uoro nepenipxu rrpoeKry sia 16.09.2019 p. Ne 0070_262:2019
Ynoslt aii ceprlrQirary: Brrpo6rtt'ttt to6oe'r:auuii iurlopuyBarlr opraH r ouiuxn eianosi,trrocri npo 6y,rr,-rri rrviuu, uto o1,,rHsuecetti ao 3arBepaxeHol'o rlpoeKry Mertltlttoro oupo6y. v nirnaar<y flopyueHH, yMoB,3a rrux 6v,ro Br{raHo cepruQixar. opra,3ouittxtt sinnoai,ltlocri vorre IlpH3ytturrurru liro ceprH(lixara a6o unyrrorurn r.'roro. BianoniaarsHic.ru:a rricru \,rerrJr*rJx a,po6innoKJ'lanetla tla ntrpo6ttt.tt<a a6o r:ioro yrroBlloBa)r(enoro npe.qcraerlrra nilnoeiluo Ao l-exHiquoro pernaMeHTy ruojlo Me, lrll1.lxarrpo6in r,lr ni6p116q1uxu in vitro

3apcccrpoBarrur"r y Pcr.crpi uK 3 nKocri OOB TOB (yIIMC[I)
OOB TOB (YIIMCfI))

16.09.201 9 p. J\b UA.TR.098.[l ',- lerrlvenrco LB.

,'- \a\
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aa.o,

AOAATOK 1

Ao cepruQircara repeBipKrr rpoerny

UA.TR.O98

.l\lb uA.TR.og8.fI I 5.0070- I 9

sia 16 BepecHn 20lg poKy

I [a:sa NreAr.Itrrroro r]u in vitro

Mouorc,rottartsHnfi areHT arrrn-D Cynep /ljl, BH3naqcHlu r Br JTToAHHH 3a cucreMorc Rhesus
N4ouox,ronalsuzri reHT aHt'r..r-D Mixc lln, Bt.t3rrarrerrH,
Mouorc,roHaur,uul.i

J'IIonhHa 3a cHcreMoro Rhesus

elg! r 3l!l'H-C Cynep A,ru BH3HaqeHHfl r Br jrro;rlHrrH ]a cHc'reMoro Rhcsus

Morrox,rotralrHuli rerrr arrrH-Kell C ll.tq BH3HaqetrHs ruoAHrrH 3a cucreMolo I(ell

Ha6ip Ns I CraHaaprui epr4rpouHun lr- uasnarenrrq rpyn xponi ,'rloAr.rrru 3a cr.rcreMalru AB0, Rhesul
20oh zasucb ephrporlr{rie 0 Rh - rrer. ccdee
20%o zasucr, epH-t'por-lHriB 0 Rh * nos. CcDEe
20Yo zaeucr, eprirportlrrie A Rh + no:.
20o/o zasucb eprnr is tl Rh + no3.
IIa6ip Nq 2 Crarraaprui epurpourru a- u rr,* rpyn KpoBl nloAr.rHra 3a cr_rcreMarrlu AB0. Rhesus.
20o/o zaaucr, epH'rpounris 0 Rh - Her. ccdee
20o/o zaBwcb epHrporrurig 0 I{h + no3. CCDEE
20o/o zasucb epurpor]Hrie A Rh * Uo:.
20o/o z?nvrcb epHrpoUurie B Rh * nog.
I la6ip Nc 3 Crarr,'raprrr i .-pr rpou,,i,, 1,r-rrrra.,.rry rpyrr KpoBl Jrro/IHrrH 3a cucreManru AB0. Rhesus.
20oh zasacb epurpor.tH.ris 0 I{h - rrcr. ccdee
20o/o zanwcb cprjrpouHTie Rh -F rrol. CcDVIec
20%o zasvcb epr{rpor(r]ria A Rh 1 rro3.
20%o zasua, epurpoqnria B Rh + nog.
I-la6ip Ns 4 CraHaapuri eprrpffi rpyn xpoai nloAr.rHr.r 3a cHcreMoro Kell
20oh zaswcb epurpouuris I{ +
20Yo zaswcb epar ie I(

Kepiarrrrn r srocri OOB TOB (yUMC

ry:uu-l,
Monox:roHa-tsuui.i reul' alrru-c Cy-rte JI,JI,l Bh3I{ALICHIIfl JIroitlrnH 3a cncrelloro Rhesus
Mouor,roga,rsttali Hr aH'r'r{ e Cyne In, BH3HaqeHH.q ei ,rrcguun 3a cHcreMoro Rhesus

Arrrur ,rirroRa cupoBarKa - AI-C
rul.rfi po:.rnu I

I(olrrpo:rtuuli po:uu rr

GIfi*lgssicrr;3ioffi?

flffiffiffi

Cropiuxa I i: I

AenrqenKo I.E.
g
ra
n
u
m
.u
a



aa
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AOAATOK 2
Ao ceprnQirca'ra uepenipKrr rpoeKry

Nb tJA.TR.O98.rrr 5.0070_ I 9

UA.TR.098 sia 16 nepecrr s 2019 porcy

Ha:ea NreA[qrroro nHpo6y

A,rq Aiarlrocrrrxrr in vitro
I{oporxrrii orrrrc NteAurrHoro nnpo6y

ll,lfl aiarlrocruKtr in vitro
MoHorrIoua,rsHuil peateHr auru-A Ans
BI43HaqeHH, rpyfi rcposi nK)Ar4Hr4 3a

cacreuroro AB0

Monorc,rouo,'rsr{Hfi peareHT : aururi,ravH urrr-,t tgV
3ac'rocoBy€Tbc, lurfl BHflBJTeHHfl aHTHreHy A epr.rpoqurie
rtor:lHlrH B pear<Uii npnuoi reNlarlrcrvt HaUir'

MoHox,roualssHi.i peareHT aHru-B it,,rs
BH3HaqeHHfl rpyn rpooi JTrcAHHH 3a

cucrevoro AB0

@aHrr4-AFlAr,
BH3HaLreHHr rpyn xponi Jrrollulu4 3a

cHcrevorc AB0

N4ouox.rroHo.rrsHNii peareur : aHrur-i,ral,lll r"rr-Ll IgM
3ACTOCOBYC'IbC'I IIJI'I BHrlI]ICIIHg AHTHfCHv AHTHICHv B
g p H rp o u h r i e,q loa H u H s pc- ql [Uipj]1qi Lc_yg1,rp14rla1ril
N4osor,roHontsuh pearern : cylriurrc aHrnri,r unrr-A igM ,i
asru-B lgM 3acrocoByerbc, ,.lJlrr BhrtsjreHHg atrrHr.en\
aurureHie A i B eplrporu4ris,rrr-rjlnrru a peaxuii' nprrroi
rcuarlrcrnuauii'

MoHorlouat*tnil peateHr aHrr-D Arfl
Bu3HaqeHHfl rpyn xponi r'rroAr4HH 3a

cl,lcreMorc Rhesus

Monox,rorra,qsHHi.J peareHr :l aH.ruri.lan u auru-D 
-lg(i

:lacTocoByeTbcfl jlnfl Bc.ranoBJleHr.tfl pe3)c Ha.lexrrocri
Ltf ,'lfl xoM BH3 HaLIe il l rfl ail't-H fe Hy D eprarpouHTi B _'l rr-1,,11..il M npl4
npoee4eHui recry e npo6ipxax a6o nenprMoro

" xuir Kyn6ca)
Mouoxloua,runnii peareHT aHru-D Cyrrep
!.Ju BH3HarreHH, rpyn r<poni lro4laHA 3a

cHcler\4oro Rhesus

N4oHox,,roHa,rsHHfi pear.eHr .: aururilauu aHru_D IgM 
I3acTocoBy€Tbcfl Llfl BcTaHOBJreHu, pe3yc Ha,reNgocr i

rrJ'rflxoM Br43HaLleHH, aHTHreHy D epr.rrpoquris ,,rloAhuN a 
i

peaKurlryrygl_tgygr,rrcruHauil'ra ri'noai0ixauifi _ :
Peal'el'r' , nrn,,offi, ur,r^r) lgM;'
aHrn-D IgG 3acrocoByerbc, ,,J:fl Bc.r.aHoB.qeHH, pe3],c
IraJIe)Klrocri ru,'Dtxov BH3HaqeHHfl aHTHt'eHV D epH.rpouHr.ia
JIloAHHll B rBa era[H: u nepuoMy erani BHflBrserbcr anrul.eu j

D 3a yqacrto anrrri,r aulu-D lgM. Ha rpyro\,rv erani 
I

BHrBr'tfl€Tbcfl aH'fHl-en I)3a t,qacrro aururin arlrra-D IrrG ]

Mouox:rouatssui.t pearelrr aurra-D Mixc
iln, BH3rraqeHH, rpyn xpoei nloAHHk 3a

cHcrer\,rorc Rhesus

MonorloHatanuil peareHr anra-C Cy,ep
Arfl BH3HaqeHH, rpyn xpooi nro4vln:z. 3a

cHcreMorc Rhesus

MoHox,rouansnwfi pearcHr- 3 aHr-hri,laN{a ;r*.C *
3acTocoBy€Tbc, AJte BCTaHOBJTeHH' pe3yc ualexuocri
rrJ'rrxoM BH3lraqeHHfl al{THreHy C eplrrpouurio rro4r.rHu n
peax uii n pr n,l oi reMatJlroru rrauii ra'r.i ir.lo n rarh i ra r r i il

Mouoxlouarsuufi peareHT aurn E Cynep
Am Br43HaqeHH, rpyfl rcpooi lro4uHl 3a

cHcreMorc Rhesus

MosorclonalsHufi peareHT : arrruri,raw u*
3acTocoByeTbc, A.lfl BCTaHOBJTeHHfl pe3yc Ha,relttrocri
rrrJrflxoM BH3r{aqeHHr aHTHreHy E eplrrpouuris .uoruu}a R

peaxuii npstroi reyjrrrrcruuauii ra ii uoan6ircauiri
MosorloHatl.l'tuit peareHr aHTH-c Cynep
AJU BH3HaqeHH, rpyn rpoei lro4vHt 3a

cucreMolo Rhesus

Ars BH3HaqeHHr rpyn rcpoai nlo4t+u 3a

cHcreMoro Rhesus

Monox,roHa m,ruii peafeHT : aHruri,rauu aHTH_c IgM
3acTocoByerbcrr An, BCTaHOBTeHHfl pe3yc rra..reNHocr.i
LUJrrxoN,r BH3HaqeHHr aHTHreHy c epHTpourrin ,rroAuHu a

plel ri!_!!I N,rgge v a r,r rcr a n a u iUq,i M 04 xQ1[ggr il
MoHor.lroHa,rsrria pe-a.e* -- un**unru aHra-e IgM
3acTocoBy€Tbcrt AJI' UCT.aHOBIeHrrfl pe3yc na,reNuocri
rrrlrrrxoM uH3rraqeHH, anrhreHy e epHTpouilrie ,,rloANHH s
peaxrtii npq Nroi rcHra r,rrcru rra r ti r' ra iT proaufii xaui fi

Cropiuxa I i: 2
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3 BcralroBJrerrHM (beHorr4rroM 3a cHcreN,raNrH AB0. RhesLrs.
3acrocottycrbc, AJ.L KoHTponro flKocri Mor{or.rtoHaJ.rbnHx
peareHTiB aHl'r4- A. aHrH-8, aHrH-AB, aHrh-D Cyrrep.
aHra- C Cynep 'ra anru- E Cynep A,,lfl ni,ilrBep;lxeHu,
AocToBi pHocri jloc,r i,lxc n s

BH3HaqeHu, rpyn xponi ,tror:luuH 3a cHcreMaMH
AB0. Rhesus.

20Yosasucs epHrpouHrie 0 Rh - Her. ccdee
20Yo 3aeucb epHrporlHris Rh + nos. CcDVlee

3 BcraHoBreHnv (teuoruroM 3a cHcreMaMH AB0. Rhesus.
3acroconyerbc, AnR KoHTponK) sxoc-l.i MoHoKJroHaJrbrulx

pearerrrin arrru- A, aHru-B. arr.l.u-AB. asrn-D Mixc. alrll_
C Cynep, aHril- E Cynep, aHril-c Cynep ra aHra-c Cynep
4,rr nilrnepA)r(eHnfl 4ocrooipuocri Aoc,riAxeus

Ha6ip .hle 4 Cr.au4aprni eprrpoum, alq
Bh3naqeHrrfl rpyrr xpoai Jrro/lzrrH 3a cHCTeMoro
Kell

20o/o zaeucs epurpoUarie I( +
20%o zaeucs epurpolluris I(

Kepinunx r nKocri OOB TOB (yt[MCII
Aelrqenxo tr.8.

Crop'

AOAATOK 2
Ao cepruQirc aTa repeBipKr rpoeKry

UA.TR.O98

(npoao"*eHHn)
Nb uA.TR.098.rI I 5.0070- I 9

nia 16 BepecHn 20lg poKy

MoHor,rona,rsHafi peareHT : asruri,raw urirn+< tgtvt
3acTocoBy€Tbcfl - A,rn Bc'raHoBJleHrJ, pe3yc HanexHocri
urJ'rflxoM BH3HaqeHHfl aHTHreHy K epilrpollurie .rrcAHru4 g

qgqr_Ipl N,rlllgrUq r_' r r o-r n u a q i i ra ii rra oa u 0 i r< a Lr i ii
Cyruiur aHrllcHpoBarKl.r rc rlo6yliHarr ,rrrcAiln14 ra
MoHoKroHar'rbHhx an.rn-C3d aHruril 3acrocoByerbcfl AJ,t,
npoBeAeHHs npo6r.r Ha iH4rzai4yar'rbHy cyl,licuicrr 4oHopa i

pequnieura, AJrfl TecryBaHH, cHpoBaTKH xBoporo Ha

HagsHicrs irvyunux aHru'ri,r. A,'r, rrpoBeAeHH, nprvoi
npo6n Kyu6ca 3 Merorc BHflBJreHnr ayroceucu6i.rirauil'

uurier l - '- 
__-__l

3acrocoayerbcq AJrfl KoHTponK) sr<oc-r-i *o,,,rn;,u,iar,r*n'
feHrie aHra-c Cynep ra aurra-e Cynep

3acrocoayerbcfl Anr KoHrpono ;-ocri r"ro-rora*H^
reHrie aul'u-K C ra aHru-C

CxraAoeoK) rra6op,r, c r(orrcepBosaHi eprarpiiu--r,r"r"pi"
3 BcranoBJreulrnr (reuoT.HnoM 3a cucreMallra AB0. Rhesus.
3acrocooyerbcfl A,'r, Konr.ponro sxoc.l.i MoHoKroHarbH14x
peareHria aHrH- A. auru-8. asru-AB. aHrn-D. aHru-l)
Cynep. asrx- C Cynep. aHt.r4- E Cynep ra aHra-e Clrrep
IJrr nillrespAxeHH, 4ocronipHocri,1oc,1irlrlsH6.

Ila6ip ,Yq 2 CraHlaprHi epllrpouHri on, CrcraAosoro rra6opy e KoHcepBo"ani epu.porr,rru aor"p,,
Bh3rraqeHHrr fpyn KpoBl .jtlol1hlrH 3a cHcTeMaMH

AB0. Rhesus.

20%, zaeucs epHrpoUHl.is 0 Rh - uer. ccdee
20oh zasucs epnrpoul.rrie 0 Rh + ro3. CCDEE
20Yo zaaucs eprarpoqnrie A Rh * rro3.

20oh zasncs epu risBli.h*no:
I{a6ip -1\lb 3 CraHaaprui .prrpour*-n* CxraAoeolo Ha6opy € Ko[{cepBoaaui epurpour*, A"r"fr*

Mouorc,roHa,lsnufi pearerrr arrru-l(ell Qw"p
Atrfl BH3HaqeHH, rpyn xpoai JrroAHlrH 3a

cNcrenoro Kell

Anrrr,ro6yriuosa cHpoBarKa - AI-C

l(orrrpolr,ur.rii po:u uu I

I{onrpo,ruHufi po:uurr II

Ha6ip J\s I Crauaapr.ni epHrpouHru Ans
BH3HaLteHltfl rpyn xponi jtroAHHH 3a cI.jc.r.er\4aN{H

AB0. Rhesus.

20o/o zas|,ca epn]'poqz.r.is 0 Rh - Her. ccdec
20oh nsucr, epurportr'fis 0 Rh * no:. CcDEe
20o/o3aBHcs epurpoUuris A Rh + no3.
20o/o 3aB1cs epHrpot(urie U Rh + ro3.

20Yozasuct epHrpol(Hrie A Rh + ro3.
20Yo zasuct ephrpouHl.ie B Rh + no3.

3 BCraHOBJreuuv (renorhrroM 3a cHcreMoro aHrHreuie Kell. I

3acrocoayerbcfl Ar,rfl KoHTpono qKocri MoHoK,loHaronr* 
|

peary**SrylK Cynep. 
I
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UA.TR.O98

Tonapucrno s o6lrexenoro eiAnosiAamHicrrc

(yKpAiHcbKrrfr TIEHTP MEIruHoi
c Ep Tr.r@rruqri TA rrpof Ho3yBAHrrfl >

(ToB (YIIMCIb)

CEPTVTOIITAT
BIATIOBIAHOCTI

r /Iiiicrrur:i lo I I uepnun 2023 p.

t{cii ceprlr$ixar lacni'1v}t, Ilto Itpo.tyxuis (rroc.^ru): ,*.-r'-",,",.urr ir^,uoeeprrelrr,i rnep-rosal,iAJUr BH3rraqeHuq rrpocrarocuequeiruo[o an.lrrreHy, nepe,rir B;
peareIITH Molrol(r'Iollalrsrri AJtrr Bu3rrarrerrrrfl rp)/rr KpOBi ,rrcAunu 3a crrcTeManru ABC), RhesUs, Kell raallTlrepurporlrrTapHux anruri,r, KorrrpoJrsui porvlrlrH Ta ua6opu crarr/Iapr.rrlrx eprrrpoqurin (:rittuoAoAarKy 1), nepe,rirc A

Ililnonilae BIIMoTaM: 'l'exsi.urofo 
perJraMeHry rrtoAo MeAHr{HHx aupo6in r.,ts AiaruocrgK2 in vitro.3arneprxerloro tlocral{oBolo Ita6irrery MiHicrpin YrcpaiHra sil, 02.10.2013 Ne 754 ugpo 3arBcprxe}{r,Texttiquoro pernaN'{eHry uloAo MenI{qHr.rx eupo6in 4,ra 4ia|rrocrlrKH in vitro> (Aoaarorc 4)

Ilttpo6ttrtn: ToBAPI4crIlo 3 ,EMEIKEFI,IO BIATI.BII(AJIbTIICTK)
dIAEOPATOPIfl rpA HyM),
ny,r. @p:rrrrincr,xa, l4,lr. Xapxin,6l050, yxpaiHa, r(oA €ApfI Oy 4lSZ4713

Micrte srrpo6rrrrursa: ToBAPlICTIlo 3 oEMEII(EHoro BIAIISBIAAJIITHICTK)
dIAEOPAI'Optfl f pA H yM),
ny,r. {DpaHrincsrca, 14, nr. Xaprcin,6l050, yrcpaiua, moa €ApfI Oy qllzq713

AoAarxoea irrsoptrauis: rcourpors siAnosi,qnoc.ri upoayxrtii BHMoraM /{oaarrcy 4 
-fexHiqnc)fo 

per_rraMerrr\Uo.qo MenLIrtHLIx nlrpo6in ll,rq liarHocrl4Kr,t in vitro :,fificurcerbcq uurrxoM rrpoBe,lergrl nepio;t6LrHor.(iIlarnuaHnq :riluo ilpotpax,l.r

CcpTusixar BlrAarro: oprartoM : cepru$ixauii (ouinxu silnoei,frrocTi) ToB (yKpAiFICbl{l4u r1t:lt-reMEIII4LIIJOI cpprzoll(Al-lli rn riporuo3yBAHH-a,f uyr. Canepuo-c.uo6ia*rca, 6. r0. orlr. r. rr. I(uie,03028' Yrpaiua' arecrar rlpo al(peArt'rauiro n HAAY: )lb l02l3, Houep rrpH3r{ar{eHoro ooB: UA..l.l{.09g uanilcraui pimeuu ur,orlg rrara.rr, cepru{ircarrii aia 12.06.201g p. lll bf Sq_Zlg:201g ra pimerrr{, rqoroHanaHIu cepruoixaqii sia 1 6.09.2019 p. J\lq 0l g9_2Ig:2019

Bupo6Hrrr'i:o6oe',R:aHIlr-t irrr[loprllyoarr4 opfaH : OUirilol BiAnOei,llrocri npo 6yas-rrUil Ceir.i uarvip icroruux ruriu no 3arBepnxeHoroIlpoelir)/ l\'le/'llltltloro enpo6y' rri lto;rryrs BrlnIttlyrtl rra sirnoeiarricrs ocHoauHM BHMorar\r /loea.rx1,Ns r ra l{olarxy Nl .r,.rcr'rextliqttoro 
per'raMeHrv tuono Me.qilttttttx a,po6iu,t,rr aiaruocrurri in vitro. v.aunaaxy 

^p1ir.,,,,, 
yr\roB.3a rrux 6y,ro Br.rarocepru$ir<ar' opraH 3 ouiHxu eirnoaiA,ocri l'rae npaao rrpr3ynHHlrrrr linr cepru$ira.ra a6o aHy,TroBarrl ceprr(iirar

Eer ceprusircary nepeniprrr rpoeKry nur 16.09.2019 p.,\"e IJA.'tR.0gg.[15.0070-lg rreqrililrrrii.

I{epinnruc .r gnocri OOB'I'OB (yUMCII>

t02r3
ACTY EN ISO/IEC

17065

3:rpeccrpoBarrlrii y pcec.rpi

OOB TOB (ytIMCn>
I 6.09.20 I 9 p.*j\i tjA.-tR.098.01

i:
* I{a taruiHy ceprusirara ,ianouia,,obii y 3B'fl3Ky i: sHecer{unN4:[aiH

alHs \

7 rllrt
UEHTP

t\ 
\
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t
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2
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tlunrricru cepru$ixara MoxHa nepeaiprrru y peecrpi TOB ,,yUMCfl,, 
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AOAATOK 1

UA.TR.O98

Ao ceprnQirc aTa nitnosi4Hocri
"Nb UA.TR.098.0189-lg

sia 16 BepecHq 2019 pony*

20o/o3asvcb eptlrporlHris 0 Rh - Her. ccdee
20o/o zasrcb epu'rporruris 0 Rh * nog. CCDEE
20o/o'tasucb epuTpour4rie A Rh -f rro3.

20ot'o'.laswcb e uurisBRh+nos.
IIa6ip J\s 3 CraHaaprlri epHrpouH'rH .ir,rrr BH3HaqeHHq rpy[ rcpoui ;rr.-,itrr- ra crrcrerra*, AB0. Rhesus.
20o/o zasncb epHrpouHria 0 Rh - rrer. ccdee

20oh zasncb epHrpoutrris Rh -t- rro:. CcDVIcc
20Yo 3asucb epHrpour.rrie A Rh + [o:.
20o/o Zasuu, e uurisBRh+nog.
Ha6ip "l.ls 4 Crauaaprrri epHrpouarH AJI, BH3lraqerrH, rpyr r<poai ,,oil;, ,u.rcr.roro
20%o zasucb epurporluris I( +
20'/o'taeacb e uuris K -

Kepiurrux : sr<ocri OOB lOB (yUMCfI)) 
-rffi {enverrxo I.E.

* Ha saniuy,Il,oaarry I ao cepruQixary aianoaiaHocri, arrrauoro ai,t 12.06.20 ls p. y ra'n:ry i: sHeceHrrrN4 :Nrirr

Mouox,roualr,uuil peareHr aulu-A An, BH3rlaqeHH, rpytl KpoB JTToAHHH 3a cucreMoro AB0
Mouox,roualssufi pearqst arrru-B AJrq BH3HarreHus rpyn KpoB ,rroAr{rru 3a cHCTeMoro AB0
Morrox,'rorrarlHr4fr peareHr alrn-AB rnrr Btr3rraqeHlu rpyil rcposi nM
Mouorc,roHalsgltfipeafeHTa}ITu-D.qI,BH3Har]eIIHgfpy[npoui,M
Mouox,'IottansHIail peareur auru-D Cynep rxnr BH3rraqeHHq rpyn xpoei ,,oalrnra 3a cnc.reMorc Rhesus
MoHor,rosalssuft peareHr aHrn-D N4ixc alrq BH3r{aqeH}r, .
MoHox,'IoHansHI,Ifi peareHr aulu-C Cynep ,r,'rg elr:lraqeHHs rpyn Kpoei ,'rroAr.ruH 3a cHcreMoro Rhesus
Morrornolranr.rruii ne2reHT qrllrz-Il Crrnen Trrro Drr?uarraurJo Fh\/n,,-^-: ,,,^-,,,,,, 

- ^,,^;,^,^ DL,--

Mouox:roua-nsuui.i pearellr au'rH-c Cyn nJrfl BH3HaqeHHq Jlo,{rttrH 3a cr.rcreMorc Rhesus
Morrox:rona,rsuaii peatcrrr arrln-e Cyn JI-II'I BH3IIAqETIIIfl f ir to.rln rJ IJ 3a c HCTeN,roro Rhesus
Molrorcloua,rurrnl.i peatellr aulH-KelI C I]ep n,t, BH3HaqeHH' l JTIoAHHH 3a cacreMoro Kell
Aurnr,ro6yriuoea cHpoBarKa - AfC
I(orrrpo,rsHlril pogqHrr I

I{o r rrpo,rsHlril pog.ru rl

IIa6ipNq 1 Crarraaprlri epulporlurH ltr'rq Bu3[raqeHH, rpyr rcposi ,rrcr4n,,, iicacreMaMu agO" tthesus"
20oh zasucb eplrrpouuris 0 Rh - ner. ccdee

20Yo zasucb epHrportHris 0 Rh + ro3. CcDEe
20%o zasucb ept{rpour4rie A Rh + nos.
20o/o'talucb epr.rrporluria B Rh + no3.

Ha6ip Nu 2 CrarlaaprHi epurpoulrrn AJrfl BH3rraLreHHrr rpyrt rcponi Jr[oAHHr.r 3a cucreMan,a ABQjt,est,r.

CropiHra I i: I
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