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Dlui
Adm

[g45rql contului curent, cod IBAN Valuta
M D14AG000000225 184E0154 MDL
lvl rr b4AG 000000225 14 4807 5 421 EUR
M D 8 1AG 0 0000'0*q2 2J L 1 67 7 9 3s
M D ToAGO0oOOOOZ ZS r rs s3 2aai

srf_
UAH

M9 1 Z{c 00 00002zs7t4Eo 4s 42 RUB
M D 62 AG 0 0 000022519 4802s 42 USD
M D3eAG0000000225 13059583 GBP
M D 8LAG 00 00000225 82A801,47 MDL

,,5ecret com confidenliol"

Ceaicovschi,

r al S.R.L. ,,GBG-MLD"
MD-2001_, un. Chi5iniu, str. Tighina, 65,

CERTIFICAT

ezenta, BC "Moldova-Agroindbank" S.A. confirmd

lVIo€dova Agnoie#ba n{r

I
{jtSC /i;w;;{ir
05- urcu#r* ,l,g{!}

cE ,,GBG-MLD" S.R.L. (IDNO
Prin

100360011 82) dispune de urrhdtoarele conturile curente:

Certificatu I e eliberat pentru a fi prezentat ler destina{ie.

de Conducere

Ex.: ivan
f el.:022-

ii 'tiQLD0!'A lcittitiiiEirl,iir" S.A. .5 (*rltariin f.ir$s* g/ j, iv1{i-:00.9, l.nr;;r. i-..hisjr:ir;, ilotrl:licc (,1*l;lr..v3

Nr;*rir{l :flf(ErJtf}ii; i€3tat i ijsafii+$l.lt ir8.tidfj.r}lra{3p;teiul!j,io(ini 2.{:)..j}$ticn l"!.lirN:r:i{ il.etii{inrfjui {"cn:i:*11.:iuidr i::*rJric*lr; - 5srql,.l C.u,in*:.

5i(g: wr,:Lr-mtli:.mej
[-t)1;i i:; diba.irilii] ib. iil(J

itl,: i.3'! 3 ).t! tt?s's
inx; ij?? 22i:ti? 304



/ flony.taren

2. Date d contribuabil / I4nSopvraqur o HzurofonnarenBuluKe

fI rre oTcyTcTBur r4nr4

restanfelor confonn datelor sistem ului Inform afional Autornatizat /
HAJtVlHVfl Hero14MKlr cofracHo aaHHbrx AsrouarusuposaHFrofi 14H$opruraur,ronuoii

Cltcreiratt

p ind lipsa

Nr,
l1!

1. Destinata

3, Atestarea psei sau existen{ei

4. Valabil

5. Autenti a organUlui fiscal / flo
,it /

Director' nct interimar al
Ao.!frilocrb

r,.s/ M n

Execrrlor': -33

CERTIFICAT
sau existenfa restanfelor fafi de bugetul public nafional

Ludmila BOTNARI
Nlnlcle Ii prcntrmcle/Oarnrrlq tr rrrrc

Anexa nr,7 la Insfrucfiunea
aprobatl prin ordinul IFpS

nr. 400 din 14 martie 2014

CC 04 AE

NOTA (0,00)

din
OT

la / fleircrnurejreH Ao 0P.04,2019

19.03.2019

Este extr din Sistemul Informaliorfal al SFS SIA,,Contul curent al contribuabilului,,ll 19.03.2019 ora 14:02:49
n r, 400 d i n 14,03,2014 (Mon itorul Of iciat 7 2-7 7 / 399, 28,03.20 L4\

A19I20s

ipale la plocedrrli de achizitii publice

Codul fiscal / NumErul de identificare
OzcxaltHtr ii r<o4 / Hgelu r!rrauno rrru ii uor,.rep

de baz[ (strada, nrrnrfu'ul) Coclul- Denumirea localititii
Mcofopacnoroxer.I.tr (ynx(a, l{oMep) Ko,q _ HauveHoaaHne HaceleHHOfO rrvHKTa

10036001 17582

O13O-SEC.CENTRU

La daLa

BbrAaqh

0,00 leiir

terii prezentulLri certificat I'estanta la bugetul pubtic na{ional constituie/ Ha gary
oroAXeTOM COCTaBJTfl eT:

Hoil ctlpaBKr4 HeAoHMr(a tlepeA HarlnoHaJlbHbtM ily6nnrtHbIM

cu aplicarea pct, 82-83 Ordiri IFPS
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AGENTIA TiERVICII PUBI,ICE
Departamentul inregistrare $i licenliere a unit[1:ilor de drept

]OXTRAS
din Re,gistrul de stat al persoanrelor juridice

Nr, 399048 data 03.12.1,,078

[ ''GBG}-MLD''

nitatl,
)3600117582

rblica M[oldova.

ii de parfumerie
e indusliriale

zitivelo;r ortopedice
rificare gi control

)I546960

,e oonstituie 2o%

i292lei, ce const

- 98%

nr.220-XVI din
reprinzdtorilor in

1tor|e luu /
confirmd

R.egistratcir'

i

Dirte cu caraqter pe.sonal. Operator: t.p. ,,Agen{ia Servicii publi,;e", IO 0000059
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Vrseprrcjeno npr ra:ori PocaApaBHa,a3opa
,\r 886 I -np/09 or 05 rlor6pr 2009 r

r4HCTPyKrIr4t

(I{o.numlon aHrJll - A - monoxnoHaJrbHbre
(IgM) aHrlrrerra K arTr.rreHy A;

I{olurc,roH aHTir - B - monorc,roHaJrr,Hbre
anrrurena (IgVD x aurureuy B1

IJolunroH aurn] - AB - uoHor<JroHaJrr,Hbre
aHTHTerra (IgM) rc aHrureuy AB )

T'y 9398+101-s1203s90-2009
Py .Nb <DCP 2009/06043 or 05.11.2009

1. HA3HAqEHI,IE
Ilorzx,roHrr Aurn-A, Au]rrz-B rz AHrrz-AB npeaHa3HaqeHbt AJrt
orpeAereHar r-pynn rpolr,r qeroBeKa cr{creMbr ABO e nprMbrx
peaKuH9x feMaffJIroTl,IH

2. OC
I{o.nux:.nouoe

BHbIE CBOINCTBA
-A, AHru-B u Anru-AB

2.1. Mor+orcnoHitJrlHbte a ru-4, aarn-B u anru-AB aHTHTeJrra

npoayurzpylorcrl

uonr4KnoHbl
I,IAOMHEI tvr H KJIeTOq HblM 14 JIt4Ht4flMU.

pe3ynb'rar Bbrpa)Kaercr B arrJltclruHauHH (cr.rrenaartlr)
3pnTpouI4r'oB. ArurorzHarbt BHAH6T HeBoopyxeHHbllvl rra3or\4
B BHAe MeJTKHX KpacHbtx arperaroB, Outcrpo cJrlJBalou]nxcr B

KpynHr,re xronbfl. llprr orpuqareluuoil peaK\yr4 Karutn
ocraercfl paBHoMepHo orpaureuHoil n rpac:Hsrfi rtBer,
arnlrrorl.rHarbr e Hefi ue o6napyxuBatorcn.
3.6. Llitrepnperaur4r pe3yrrbraroB peaKrrHr4 arFJrprl4Haurh
uccre4yevofi KpoB14 c I-{olrzt<rtouavu nPeAcraBneHbt B

ra6nuqe.

Peaylsrar peaxquz* c
IltlJIh I(JIOHOM

auru-A anru-B anrz-AB

[4cclegyeuar rpob,l
npHHaArexlrT K

rpynnen i'

0 0 0 I
T 0 + A(r1
0 + + III
+ + + AB(IV)

*3 sarolr nlroc (+) o6osHa.l eHo Har r.1rt Ae anrJ.t rorn Ha u,ll H,

3HaKoM (0) - ee orcyrcrBUe
* E O Ko H.rarers Ho A,BO np H HaAnexHocrb ycraHaBJrH Baerct
rro pe3yJrblaraM nepeKpecrHoro onpeAeJleHHA: aH-ntrt)uos A fr

B Ha :purprouurax H h3oreMarrltrorrzFrHHoB B cbtBOporKe.

4. KoHrpon u cneqn Qa'rHocrn pea Krrr.t t4 a f rJt KlrH Ha u I r t.r

llpu nololr<zreJrl,HoM pe3yJl6Tare peaKulH arfJ'rlorh Haufi lj co
BceMl{ TpeMr I-{olnxlonalra neo6xoAuvo heKJtroLrHTb
cnoHTaHnyro uecnequ$urecryrc arrrroruFraLlHlo lzccre-
AyeMbrx gphrpouuTo'e. lll sroro cueuailre Ha nlor;roctn I

KanJ'no u ocJreAyeMoi KpoBH (sprrpoulrroe) c ran,reii
$rzsuor{lra,lecroro pacrBopa. Kpoer Mo)KHo oruecrH K

fpynne All(lV) rc'JrtbKo npn orcyrcrB14 r{ arrlrrorr.{HauH}..t
gprzrporrrrro B e t!us ron orzqecKoM pacrBope.

!.ls KoHTpcurfl cneqnQuvHocrz ueobxoAuvo
ucnoJ.rb3oBaTb cTaHAapTHbte 3pLITpOrlxTLI.

5. <Doprua BbtnycKa
L{orrrcrousr BbrnycKa}orcr a rrr4xofi Soprnre no {uraroHax-
KanenbHauax o6GeMoM 5 H l0 v,.l (l rcannr cocrasnqer 0,05
0,1 n,ln). [-{orurclou antu-A - KpacHoFo uaera, bHrrj^B -
cuHeFo r.r aHrt-AB 6ecueeruurfi, B Kaqectee KoHceDBanra
npHMeHrercfl a3ta1Henplr.; e xoHequoil KoHueHTpauzn 0,1%o

6.XpaHeurre
Cporc xparlenufl -- )\Ba roaa B xoJtoaHJrbHHKe npr.i 2-8oC,

Bcrcpsnsrfi rflaxoH roaeH K r.{cnoJn 3oBaHHro npH }:paHeHtit.l B

xoJroAhJrbHy,tKe B fepl4eTHqHO 3aKpblTOM Br4Ae B TeqeHHe BCefO
cpoKa fo,4HocTt4.

/,Percnarilauuq.
OcHosaHHrMI.l Arq peKnaMaunll rBnflIorcr: orcyrcrBke

aKTLJBHocrr4. Hecneqn$rvxocrl, HapyueHHe rrerorrHocrrl
Snaxoua, HaJtuqhe xronbeB, ucterctstnit cpoK roaHocrh
peareHTa. flpr cocraeleHUh peKJlaMar\Lrr4 npocuM yKa3at.b
Aary noJryr{oHnr, nociraB[_lrzr<a (eclrz Bsl nolyuallr roBap Fre

or npon3Bo,[ure,u), HoN4ep cept'tH, npr4qr{Hbr, no Koropbr\,l
peafeHT npr43HaH HeFrCAHbrM. Ilpocuri,l rrphJloxHTb npoToKon
c pe3yJrbraraMH npc,BepKH peareHTa n 2_3 HeBc{pbrrbrx
Qnarcoua c IJ[o,rNrnouov. Perclavauaro creayer HarrpaBhrb r]a
npe!fipufl'tue- r.j3f oTo B HTeJI b

rl pe.an pr.rnrr.re- H3ror0 B HTeJr b :

ooo <MEI(I'IKJIOH>,
127276, Mocrcea yn, i6oraHuvecrcaa 35,
Te.r. (499) 5tA2-1214
www.med iclone. ru

B r aurN-AB t43t'oraBJl4Baerct
Ha ocHoBe KyJIb xuAKocrer7, KoHAt4 UHoHr.ipoBa HHblx
KneTKaM h-npoa)/ueHTaM r.t aHTuTeJl. Texgo,rorlz.q fl por43Bonc'r'tsa

arrrtorr4HaUurc A+ , B+ il A+B+ 3pHTpouHToB. peareursr ee
corep)r{HT al{THTer apy.rf* cnequ$avgocrefi n rrprivreHflercfl
arr BbrrBJreHur aurureuQs A H B B 3puTpoul4rax nro6ofi
fpyn n bl

3. OnpEAEJIET{I{E AH'U4IEHOB Cr4CTEMbr ABO
3.1 Onpegeneuze aHrrr(Hoa chcreN4bt ABO npozsnoLATcn B

HarlrsHoi KpoBa c KoHcepBaH
Tot\'r Lrhcre B3RToU ls nal{ua,
Infl nonyqeHr4fl HaAexHgro
Ko l{ueHrpaqufl 3ptlrpol]t4loB.
f eM aFfJtroTaHauHI4 Ha nnoqKocTI,l.
3. 1 . B JryHKrz oAHopa:oe!ro xJrr.J MHoropa3oBofo rrJraHtllera
lraHecrr-r uoJ.rriKJloHr,r aHTV-4, aHra_B a aurn_AB no o,4goi
6onrurofi r<an,re (0,05 nu) fioa coorBercrByrouluMu Ha1rlvcnru.
3 '2' oAHot
fuI AJI

3.i.
3 '4' roHaMH

aHThreHoB A nnrl B.
3.5. Pe:y,rrrar peaKur4r4 n rarr<4ori nyHKe Mo)Ker 6srrr
noroxHTeJlbHbrM unn Q'rpuuarelsxrnr. llo,roNure,rrHsrfi



Vreep>r4ero npr,hxasov Pocs4pan ua4:opa
Jllb 8861-llp/09 o[ 05 uos6pt2009 r

IIHCTPyKUn.q
no np[MeHeHhrq <Ha6opa peareHToB .qnr ofipeaereHfi.s

rpynn KpoBr4 ue.fionera cucreu ABO, Pesyc ra I(elI>
(l {o,r rznroHrr auru-AJ aurz-B, arlra-AB, anrl-A 1, aHrn-Ac,r,
aurlt-D c11nep, aHruiD (IgG), aHrra-C cyrep, autr4-c cynep,

aHrrI-L, cynep, 4Hrr.r-e cynep, aurn-l(ell cynep) no
Ty 9398-1 0 I -5 1203590-2009

(tr{orur rc.n,on arTlz. - D cyuep - MoHoKl oHaJrr,Hbt e

arrTtrTerra (IgM) K aHTr4reHy D )
Ty 9398-r0r-51203590-2009

PY J\b (DCP 2009/06043 or 05.11.2009

1. HA3HAIIEHI4E
UOnI,IKnOH A$rrz-D cynep npeAHa3HaqeH Alt

BbrrBlreHhr aHTnfe+a Rho(D) cllcreMbt Pesyc ua
3p l4Tpour4Ta:K qeroBerla B peaKuH 14 np.a no fr reM arr.Jrlo-
T14HaL\UVr.

2. OCHOBHI,IE CBOTCTBA
2.1. Mouoxaouarirusre rleroBeqecKue auru-D aHTr.{TeJra

npoAyrll{pyrcrTc.a rerepocr6pzAon,luoii xleroqHofi Lusueir.
LIOnI,iKnOIl AHrz-p cynep rz3foraBiluBae-tefl Ha ocHoBe
Kyn brypanbHofr Nr.t4rcQc'rn, KoHAHT_lr4oHHpoeaHFroi KJrerKaMZ-
fr poAyueHTarvlu asrareln. TexHolorys fl poh3 BoAcTBa peaf eHTa
HCKJIIOT{aeT BO3MOXHOCT6 efo KOHTaMHHatII4U naTOfeHHEIMh
,qJrfl Lf enoBeKa Bupycaqt4.

2.2. I-{(lnI,IKnqH AHrra-D cynep coAepxur lgM
aHTr4Te,la, KCrTOpr,Ie B{I3brBaloT ilp.qMyo arrlrorunaquro D*
3pr4Tporrr.JToB. Peare{'r He coAepxr.jr aHTHTeJI ApyFHX
cleLIr4(pLIrtHOr AJIfl BbrqBleHun antnreua D
B 3pfiTpouhTi

2.3. B c aHTr.irera He Bbr3blBaKl.r.
affnrcThHaqt uoB 3pHTpoLtt4ToB co
crr a6o eurpaxenHsrrr,r D aHTHreHoNl (Du), o6pa: rlsr 4onopcrofi
r{ po B H, Koropbre n p rz apcr eqo eau ua I_IOJIZI(JI O HOM Au'rrz-
D cynep 6srlu onpele{reHsl r<ax D-orpuqarelrnure,
Heo6xo4r,r nro 4ononnrate,ru Ho recru poBars c n oM o ur6lo
asrx-D peafeHToB, co{epxaurzx IgG-aHrzre,ra ---
nolu4KJloHa;rbHofr cue(porrofi unn MoHoKroHarbHbrM aHTLr-
D (IgG) pearoHroM.

3. OIIPEAEIEHI4E AHTI4f EHA
UOnI4KIOH Aufu-D cynep Moxer 6srrr, hcno,rr,gosaH

B peaKquu arrJrroThHallha Ha IIJIOCKOC.|Z, e npo6apKax, B

r\4 HKponnare. OnpeaerieHae aHTHreHa D nponseo4v-rcfl B

Harusr{oi KpoBr4 c KoHcepBaHToM vJtH B KpoBu 6es
KoHcepBaHTa, B ToM qHcre egxrofi Hs [a.nbua, oAHaKo
cneAyeT yqr.tTbrBaTb, r{To Lnn nonyqeH H't HaAe)<HOf O

pe3yJlbraTa TF,e6yercr {rrcoxa.r KoHueHTpaquf 3l)HTpouHToB.
3.1. Fearrcrrnrf arrrK)TuHarIHH Ha firocKocra

3.1 .l . B nyHrcj oAHopa3oBoro HJTl.j M Frofopa3oBoro
nraHulera Har{ecra 1 6onsuryro KanJ'rro peareHTa (npznrepno
0,1-0,05 l,rn), 1 rrlareHbKyrc Karlro zcc,re4yeuofi KpoBl4 hln
3prrpouHToB (0,0 1 urn) rf cveutaru.

3.1.2. 9eper 30 cdx. [ocJ']e cMeulHBaHH, nJtaHuer
noKarraTb.

3.1.3, Pe:ynrrar fueerzrt Ba3yan6Ho no HarHqr..tro HJl,l
orcyrcrBptro arurcrzrfaqzu. 9erxaq pearcUU, Hacrynaer
.lepe3 40-60 lceK. nocJie cweuJr4BaHr4fl peareHTa c 3phrpo_
ur4TaML{. flpn ucnontpoeauraH 3pr.jrpor_lhroB e ssrcoKofi
KoHueHTparlfih afrlr]oruHaLlvrfl Hacrynaer 6ucrpee.
Orouqarerssrril peryrisrar peaKrIHl,r cJreAyer yH14Tr,rBarb
.repe: 3 MI4H, Ho He nO3AHee, T.K. npH fioAcbtxaHlth KanJu.i

Mo)(er Ha6lroAarsos MerKar secneundtnqecKal ztrrlltorh-
Hauur.

3.1.4. B orAerbHbrx crylrarx no [creqeHr4u -J l,rnu x

KanJrrM c colrHrleltHofi peaKqHefi cneAyer ho6aeHrs
Susuoloruuecruil p,4s1sqp (1 xannro) fi froKaqarb flraFtuer.
Hecneuu$t,t.tecKat af fJrrorn*ar\ufl AoJrxHa Hcqe3Hyrb.

3.2. Peax:unq arrJrrorflHaqllu B np0614pKax
3.2.1 . Vs orMbr:fbrx l4ccJteAyeMhrx 3pl4Tpor(l4ToB

nphf oroB['f 6 5 -'Yo cy cneuzuto B ox3uoJrorrrqecKoM pacrB o pe,

3.2.2.Bseqn B KpyrnoaoHHyo npo6upKy no oArroil
KanJIe uoJryr KJroHa u 3pl,rrpouhrapH o il 83 Bec H. Tula,reJt b Ft o
CMEIIIATb.

3.2.3.'Ocraeurr, npo6xpry Ha 30 MHH. npn rovHarHon
TeMnepaType.

3.2.4. fJeurpu$yrrapoaars npo6npr<y I vuH nprre )500 -
2000 o6opc,rax B Mr4rryry.

3.2,5. t)cropoxHo Bcrpsxunar npo6rpry, orcJTor-irb
ocaaoK oT,4Ha.

3 .2,6. l? ezy mral oueHr,trb Blz3yanr, Ho. flp a orpu uare,r s-
HOM pe3ynbTaTe peaK:ulla ocaAoK spxTpout4ToB reFKo l)a3-
6 nsaercs t.r o6pa3yer ro M oreH Fry Fo Hen po3paqHyro oyc n e Fr -
saro. llpu noJrox(fiTeJrlHoM pe3yrbrare, ocaAoK ocraelcn B

BilAe orHofrf, hJlrz Hec)KoJIEKI,IX anrrtorHHarog Ha doHe
npo3paqFroii xr.iAKocrH.

3..3. Pearcqrnn arrJrx)Tl.r Ha uH H B M r{Kpo rlJt are.
3.3.1. B nyHKy 96-gqeeqHofi rcpyrro4ounoil

Mr.iKpoflJtarbt BHecrhr 0,05 n,trr uoJtlKJroHa u 0,05 rrtn 2oh
cycneH3lru rlccJreAyeMbrx 3pr4TporIHToB n Qusrzo,ror-pLrecKoM
pacTBope,

3.3.2 Hepes 45-60 r'ruu. nut<y6arluu npr4 KoMHarFror."l

TeMnepaType BH3yarbHo oueHHTe pe3ynbTaT peaKuHH no
pr4cyHKy ocaAKa 3plrTpouHToB Ha AHe JTyHKH: nltH
orpriuarenb,HoM pe3y.n brare ocaAoK gp r4TporluToB co6 u paercn
B ToqKy, npr4 noJIo)Kl,ITeJrbHoM 

- 
Idrvteer 1oatlstuil Al.taMerp,

pacnoJrafael'cr HepaBHoMepHbrM cJroeM, hMeeT HelfoBr-tbre
hJlu 3aBepH)/Tbre r(par.

4, K'oHrpo.ls cnequQuvHocrll.
Ann K')HTpoJrfl cneqrcluvHocrrz peaKuH14 B Ka)KA)/ro

ceprjro uccreAyeMbrx 3pHTpouHToB seo6xoaano BK.nrcqalb
craHAaprHbre D* r D- 3paTpour.rrbl.

5. Ooprua BbtrrycKa , xpaHeHrre
I-{oruxloHsr BbtnycKa}ocr e xHArcofi Soprure ao cfraroHax-

KaneJlbHyluatK o66eMoM 5 unu 10 n,tl, OAHa KalJrr coAepxr4T
0,05-0,1 rran. B xaqectee KoHcepBaHTa rrphMeHrercjfl a3rja
Harpnfl e xoHeqHoE KoHueHTpauuu 0.1%o. Cpor xpaueuur

- ABa roAa B xonoAr.rJrbHr,rKe npu 2-8.C. Bcrprrrrril cpraxon
FOAeH r( r{CflOJlb3oBaFIh0 npu xpaHeHril4 B XOJIOAhJtb}tHKe B

fepMeTL{tIHO 3aKpbtT,CM BI4A9 B TerleHr,re BcerO cpO Ka

foAHocTa.

6, Percnatrauuq
OcHoeaHNsrvrt Anfl peKnaMauaH ,BJrnorcr:

orcyrcrBae aKTaBHocru. xecneutdtnutocrs, HutpylxeHHe
qerocrHocru r[naxoua, Harnvr4e xJrorrbeB, ucrercu:uii cpor<
roAHocru pearer{Ta. [Ipu cocrauneHHH peKraMaqiltj npocHi\,1
yKa3arb a&ry nony"alHHr, nocraBulr4Ka (ecnH Blr no1y.rr.iltH
ToBap He or npoh3BoArzrenr), HoMep cepvt, nph,.l1nbr, no
KoropblM pe€LreHT npH3HaH HeroaH6rM. flpoo,rv npruao;lcr rs
nporoKoJl c pe3yJtbt.araMu npoBepKh peareHTa n 2-3
HeBcKpErrbrx {tlaxoHa c I_{orarclouor,r. perclauaqxro oJreayer
rranpaBUTb Ha npeAfl plrflTHe-H3|OTOBHTeJrb.

,fIpeg np lrnrze-H3 roroB HTeJr b :

OOO <MEAPIKJTOH>,
127276, Mocrcsa y.t. Eoraunvecrcat 35,
Te.n. (49,9) 502-lta14 www.mediclone.ru
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DECLARATION OF CONFORMITY

PRODUCT IDENTIFICA TION

Product name Catalogue nunrber
RPR Carbon kit Q4,41504

044500A

MANUFACTURER

Name Lorne Laboratories
Address Unit 1 Cutbush Park lndustrial Estate

Danehill
Lower Earley
Berks, RGO 4UT

Country United Kingdom

MEANS OF CONFORMITY

y declare that the products listed above comply with the essential
ments and provisions of Directlve 98l79lEC of the European

LORNE
LABORATOR I IrS

Tel: +44 (0) 118 921 2264

Faxl +44 (o) r18 986 45 ls
Email: info@lornela trs.conr
www.lornelabs.co m

Parlia ent and of the council (also sl 2002 No.618 which transposes the
requl nts of Directive 98l79lEC).

This d ration valid from 17 May 2015

Eddy elthuis
T I Director

Lorne La boratories Linrited
Unit 1 Cutbush park Industrial Estate

Danehill, Lower Earley
Berkshire RG64UT United Kingdom

ReBisferDd olllce as 0bovF. REBistefed in €ngland No 04540r97 VAt l,ro SCC 1655 66
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Certificate
,,\rvrr:dccl to

Performancc) Mate
ul. Sowlflskiego 11, 4t4-101 cLtWlCE

POLAND

Buleatt Veritas Cerufiqation certifv that die lv{anagcmcnt System of the above organisation
has been aLrdired arrd'f,ound to be iin o..,rrJurr"" with the requirements of ihe

' lnanag cut systerh standards cletailed below

SAI.ES Ol-' Cll IL:l\4lCA L. SERVICES AND Cll trN4tCAL PRODUCTS
I NCLU DIl! C IrlN E C'H E tvt 1 CtA LS, Flt\ N OU L ED CHEN4 ICAL.S. H IGH

PT]f{I,fY SOLVENTS. CHI]I\,lICA I, S ERVICES"

PRODUCI'loN AND TESt'lNG oF' c]Jlrlvlr(,rAL pRODUCTS tNCI.uDING
FINH CHEI\{IC]ALS. E}iNOBI,F;D CIJF]MI(]A I ,Ji AND I]IGH PI IR I'I'V q/-.'I \/trI

S"I'ANDARD

ISO 9001 i201,5

Avantor riials Poland S.A.

, EI..INOBI,F,!),CJJEMIt]ALS AND HICH PURT|Y SOLVENTS

Qyb Srat Dare: 15 S€ptem bei 20'lB

f nb1]ealtyt lfe.'goutjaatl sati4iacfuu ,fdreti,n of ile ouaniratiott't Managenen! s1ilent,
rhit tbtdfrurcir pa{id unril: 1\ September 20Zl

1": ure ualirllt;, phnic ia//; +18 2.? 549 0l ()0
I" /tt ttiarclir4g //te .;,:rtps al iltt.t rttt'li,fiatle ,rnl lte tpplinrlti/iy, tl l)d mrTilqgemefi/ rys/em nqilrcmcntt
lttl be olttuinerl 11' nnstltinq t/,te lNililj.vtlj0)t.

lsne L)nte; 29 June 201 8

Cattfmte Nnlztber':

v;\$d{;|\[i<)l;fl|:ti,u)r)Rtj-tq:Iiu.cs\r\tirrstbb*,9p2od.uIitEdlir)qarD]_7X\va62as1.ktrind:
illl'ir-( ; r )!:!t i i: li)ixt:Si tt!r.^! \ .ib! nrrk st! ? o D., ut .\[gd{t,si t. rU ?yr iurizr $*, liiNl



Declaration of Gonformity

HL-7-0664DC DOt 2015/08 (1)

In Apf,lication of the Gouncil Directive 98l79lEC on the approximation of
the fatvs of the Member States rerlating to ln Vitro )Dtagnostic Medical
DevicQs & CE marking.

able sectiorrs of l\nnex | - Essential
claration of Confrrrmity) imposed by

ts are not clirssified under Annex ll Lists
nical files; will be rnade available to the
ired.

GMDT{
Classifilcation Code

55983

against the above GMDN

-fitle: l/anaging Director

Date: 06 Aug 2015

Helena Eliosciences Europe

Queensway Soulh, Teram Valley Trading Estate,

Gateshead, Tyne and Wear, NE11 OSD,

United Kingdorn
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of the Member States relating to In
Devi & CE marking.

of conformance to applicable sections of Annex | - Essential
ents and Annex lll (EC Declaration of Conformity) imposed by

AorB
2 to 5. The below listed products are not classified under Annex ll Lists
Access to the appropriate technical files will be made available to the

ap iate body in the event this is required.

In Ap lication of the Council Directive 98171lEC
the I

Requi
sectio

on the approximation of
Vitro Diagnostic Medical

GMDN
Classification Code

55997

Prod u
Code

5376

Description

Clauss Fibrinogen 100

Tel

Fax

+44

+44

igned declare that the devices registered against the above GMDN
ion Code conformS to the said Directives.

M.J. Stephenson Title: Managing Director

Date:12 Aug 2015

Helena Biosciences Europe

Queensway South, Team Valley Trading Estate,

Gateshead, Tyne and Wear, NEl 1 OSD,

United Kingdom

)191 4828440
91 482 8442
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ROLL S,R.L. - Via Leoirardo Da Vinci, 24A-Zona Industriale Tognana - 35028 piove,di I

Data emissione
Flrsl t'ssue

18t01t2007

Emissione corrente
Curenl lssue

18t01t2019

0ata di scadenza
I:.xpiring dale

17t01t2022

i
O

C!

sGQ N. 004A

lqenrbro deg I Accordi dl Ntutuo Rlcgnoscin8nto EA, tAF e ILAC

S QDotofy of FA, IAF and ILAC Hutqal Recoqnltlon Agreeinenls

gg
CERTIFICATO n.

CERTIFICAIE No.
SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA OUALITA DI

V/E HEREBY CERTIFY THAT fHE QUALITY MANAGEMENI SYSIEM OPERATEiD BV

GRUPPO VACUTEST KIMA
Sede / Head Oftice

Via dell'lndustria,12 -35020 Arzergrande (PD) - ltalia
Unite Operative I Operative Units
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as well as single-use medical devices
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Capilla blood collection system
Capillary collection GK

Capillary lood collection GK
It of a prepared test vessel and a prepared plastic r:nd-to-end collection capillary with
stopper.
. Easy h
. Plastic illary* with exact filling volume; complete inner surface prepared, unbreakable
. Collecti vessel serves as centrifugal vessel; prepared for all common tests

, tinted vessels for bilirubin analyses
formity certificate in accordance with the Weigtrts and Measurement Regulations

. Light
* with

After filli
Remove t

Fillthe illary with capillary blood from a horizontal position.
let the blood flow into the vessel from a vertical position (shake out remaining blood).
capillary, press on the attached stopper and mix or centrifuge.
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LOR
LABORATOI{II]S

EC DECLARATICIN OF CONFOFIMITY

Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogure lrumbrer
ASO Latex kit 0:i1 100A

has bpen classified as non List A, non List B (Directirl,e gBlTglEC, Annex ll)
and cpmplies with the essential requirements and prirrvisions of Directive
98l79lEC of the European Parliament and of the cor.lncil (also sr 2oo2
No.618 which transposes the requirernents of Directijve gB,tZglEC).

and is in conformity with the nat,ional standards trarrsfosin,g harmonised
standdrds:

LornQ

. BS EN 980:2008

. BS EN ISO 13485'.2012

. BS EN 1361 2.2002

. BS EN 13640:2002

. BS EN 13641'.2002

. BS EN ISO 14971.2012

. BS EN ISO 181'13. oarts'1&2

The cgnformity assessment pror:edure performecl wa
Annex lll of Directive 98/7tllEC.

This dpclaration of conformity is issuerJ under the sol{
Labor{tories Ltd and is valid frorn '13 l\pril 20j6.

Eddy Velthuis
Technibal Director

in accordance with

responsibility of Lorne
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EC DECLARATION OF CON

Lornq Laboratories Ltd declares that the followinq in diagnostic reagent:

Catalog u,e

Iorne t aPoratories l-irnitcd
Unit I Ctrtbush Pa lncluslrial Estate

Danphitt, Lowor Earley
Berkshire Rc64UT United Kingdom

ira.gisr.,€ti .H;rc a$.1oo!e A0(13(crcd in

LORI\{E
LARORATO|RIES

Te t: r 44 (0) 118 921 22{14

Fax: +44 (0) 118 986 45iB
Emai[: info@lornelabb.com

www lornelahs.co m

fnglird i.lD 1115{0?97 \./Af Na,lrlil:!.j55 66

The cOnformity assessment procedure performecj wag in accordance with
Anne>( lll of Directive 98/79lEC.

This dpclaration of conformity is issued under the solfr responsibility of Lorne
Labordtories Ltd and is valid from '13 Aoril 2010.

FIl, No 412!{ti
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Laboratories Ltd declares that the following in vitro rliagnostic reagent:
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BS EN 980:2008
BS EN ISO 13485.2012
BS EN 13612:2002
BS EN 13640:2002
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