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for the following activities:
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DEVELOPMENT, PRODUCTION, STORAGE AND SALE OF MEDICAL DEVICES
VITRO DIAGNOSTICS.

PASPAEOTKA, 1POUSBOACTBO, XPAHEHUE n PEAnU1AUUfl MEEUUnHCKUX USnEnUn
Arrfl tN-vtTRo nuArHocTuKu

has been assessed and found to meet the requirements of:
npoeepeHa u npu3HaHa coomaemcmeypqeil mpe6oeauunu cmaudapma:

ISO 13485:2016

and is developed on the following locations:
u deilcmeyem na cnedynqux nnouqadxax:

142530, RUSSIA, MOSCOW REGION, ELEKTROGORSK CITY, Budennogo str.,1-1A
142530, POCCl4f, MOCKOBCKAfl OEflACTb, e. 1flEKTPOFOPCK, yn. Ey)ennoeo, 1-1A
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Ha6op DeareHToB
(Mur(o.Ypea.Y\naMn-+n|ooporeH)

fllrarrocuxyril qnn eutflBneHl4s aHrureHoB Mycoplasma hominis, Mycoplasma pneumoniae,
Ureaplasma urealyticum u Chlamydia hachomatis B peaKqu r,tMMyHo+nrcopecqeHqxfi.

"M uxo-rovr uHt4c-+n rcoporeH"
Ilrarnocruryu Afln BbtgBJreHufl aHrtlreHoB Mycoplasma hominis e

peaKqlru ruri|ynosnnopecr{eHq[]4

KoMnneKT N91.
Ceprr Ne 38.
PY Ne OCP 2010/09793 or 10.05.18.
Tv 9398- 1 1 4 -7 04237 25 :2009
Xparurr npu reuneparype 2-10'C. 3avopaxaBan[e Ee Aolycraercl. He cogepNrtr
ToItclrqubD< H lrerKoBocruraMegro[r[xcr BeurecrB. Cpo( roAuocra 1,5 roAa.

MrroHeHTbr A afHocTt4Kyt\ra
na t4eHoBaHue

KOMNOHEHTOB

na /veHoBaH e
floKa3areflefi Tpe6oBaHue HA He3yrrbTaTbl

aHanf3a

OIy'TU - aHrxrena (
lV.hominis.

BHeuH ft B,4A

Ar'ropQHafl Macca B EqAe
rabIeT( cIHero qBeTa,
fr.lfpocK0fll4'lHbl

Cooneemcmeyem

Pacreopnvocrr
AOnXHbr pacTBop9Tbct
1,5 Mn pacrBop renfl
aBTrlTen B TeqeHue 3-5
nD|4 neoeMeLt BaHl4l4

I
AnF,
M14H

Bpens pacmeopeHus

PacTBop Anr pa3BeAeH[g
AHTXTCII.

BHeuJHr4ri B|4A
npo3pa.rHan 6ecqeeuat
xllaKocTb Cooneemcmeyen

pfl or t.l ao t .4

Pe: .rsrarur PI{@
IbTaIbr aHanx3a

npu Muxpocxonuu o6napyxeua

Ha 50 onpeAerreHurl
Kar. Ns 10.04

AaraBblnycxa 2021.06.07
CpoK to+Hocru Ao 2022.12.07

$noopecrleHqus eos6ydunenn ua

3 nun en uan bfl btx Kn en 0K.

gpt(o-3efleHa9

Kpac|oeanoM QoHe

nKpocKon 9
npu Mu\pocKonuu cneququqec(oe ceeqeHue Ha

KpacHoaanoM EoHe onunaluatbHbtx yaemoK

oncyncneyen.

Tpaxcnoprupoean!{e: npri TeMnepaType oT 2 Ao 8 oC. 3aMopax BaH e He AonycKaeTcn.
,[onycraercr rpancnopTt4poBaHue np reMnepaType oT I Ao 25 oC e revenne 10 cyr.

3arnrcqenne: C^o(lcmsa KoMnoHeHmoB u ocHoeHbte xa\aKme\ucmuKu
duaenocnuxyua coomeemcmBynn npe1oeaHuaM W 9398-1 1 4-7 04237 25-2!09.

[ara aurgavn nacropra: 07.06.

Ko

B flonoxmenbHoM (oHTponurou o6parqe nocne
peaqx c Axaftoc ,lKyrvroM np n|o[r HecueHTHot
r,ll4KpocKon'l 8 none 3oeH c r,,ll4xoocxona (o6reKl e
90x; oxynep 10x)4on*no ra6nrofiarucq 10 r 6onee
gpKo-3efi eHbtx paHyn, qeT(o BblAenFK)ultlxcr Ha
xpacHoBarot4 QoHe npenapara. B KoHTponbHotl
oTp qaTenbHoNr oopa3qe cnequQuqecKoe
uHreHcfi BHoe 3eneHoe) cBeqeH{,le oTcyrcTEyeT.

lHauanmaxostr.



3AO "9K0na6"
142530 rvoc{oscaar 00n., I ynE/Ae+oro n 1,14 Ten (mOIJ)3 23j1,3.30.93. rcr fj Vo(Ed 2dj. O&c 3.J1 13

NACNOPT 843
(Mx(o.ypea.)GaMl,|-S,l|ooporeH)

AnarHocfl4rryM Ans BblrBfleHrn aHrrtreHoB Mycoplasma hominis, Mycoplasma pneumontae,
Ureaplasma urealyticum n Chlarnydia trachomatis B peaKqrH IMMyxo$nroopecqenqur

KoMnnekr N9 3

Ypeannarua.$nrcoporen
AtrarHocrhKyM Ans BbtsBreHur aHTrreHoB Ureaplasma urealyticum

B peaKqxu uMMyHoSn|oopecqeHqul

Cepue 41

Ty 9398.'tl 4.70423725.2009
Py N9OCP 2010/09793 or'10.05.2018
Ycloelm xpaneunn: rrpn reMneparypc 2-10 0C 

o revenuu 1,5.rer,

KoMfloHeHTbr Auaftocrx

Pe: rurarur PII@

TpaHcnoprxpoBaHxe: np Te^,inepaType oT 2
rpaHcnopr'ipo8aHye np rei\4nepaType or 9 Ao 25j

Ha 50 onpeAeneH ti
Kar. Ne 13.01.

AaraBhlnycm 2021.06.07
CpoK toA+ocru Ao 2022.'12.07

Ao I "C. 3aMoDaxl4BaH
10 cyi.'re| e

3axrrc,teHre:
npe6oeaHuBM

C,eoicmea KoMnoHeHnoB

ilt ;'.4'i

MA
flA MEHOBAH E

KOMNOHCHTOB
HA'IMEHOBAH E
no(a3arerei Tpe6o8aHre HA He3ynbTaTbl

AHan143A

OllTLl-aHTurena K

u.ureatylcum.

BHeurHIt BIA
AMOpQHaT MaCCa B BhAe
TabneTfl4 crlHero q8eTa,
fl.4fpocxonxqHbl

Cooneencmeyen

PacrBop14l4ocrb

,qo-nxHbr pacTBoprTbcn
r,c Mn pacTBopa
pa3BeAeHuF aHTfiTen
TeqeHre 3-5 MllH
nepeMeL! BaH

B

ANF
I

np,l

Bpenc pacneopeHu,

PacrBop AnF pa3BeAeHufl
AHIfiTEfl,

Bueururi eug npo3pagHar becqBeTHat
xltaKocrb Cooneencneyen

pH or 7.2 ao7.4 pH=7,2

e3vnbTarbt aHant3a

B nonoxmenbHoM (oHTponbHoM o6pa3qe nocne peaKqxx c
a arHocTxKyrvoM npl JIloMrlHecUeHTHOX Mr1hoocKonlI B nofle 3OeHXfl
r\41,r(pocKona (o6beKT|4B 60X, okynflp 10x)Aonxro ra6nogarscn 10 r
0onee rp(o-3eneHbtx rpaHyfl, qeTKo BbEent$L!t4xcfl Ha l(0acHoEaTo[4
OoHe npenapaTa- B KoHrponurov orprqarenoriorv o6pa:i1e
cneu Ql.4'1ecxoe (uHTeHclBHoe 3eneqoe) cBeqeH e oTcyTcTByeT.

npu MuKpoc\onuu o6Hapwe\hr
apKo-3eneHbte zpaHyrbt eemKo

e bld ennoLt\uecq H a KpacHoaa noM

EoHe npenapama,

npu Muleoc\onuu

cneququsecKoe cee\eHue Ha

KpacHoeamoM 6oHe
SnunefluathHElx KnenoK

omcymcneyen.
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