Ceprudmkar ananusa

SANOFI v 4
302516, Poccua, OpnoBckKaA oOn, OpPRNOBCKWHA panoH,

c/n BONLBERYMUKOBCKOE, Y. JiMBeHCkaR, A. 1, BAC «CAHOOM-ABREHTHC BOCTOK»
Livenskaya str.l,s/p Bolshekulikovskoye,

Orlovskly rayon, Orlovskaya obl., 302516 Russia,

Ten./Tel.: +7 (4862) 440055; 440056,

farc/Fax: +7 (4862) 440037

e-mail: vostok@sanofi-aventlis,com,

HanMeroBanue Takcorep®, KOHL. ANA NPUT. PacTBopa AnA ]
HHGY3NA 80 Mr/ 2 &1 B KOMMI, C PACTBOP

B napTum F195A0120

Kon npoAykTa ORL 475637 Kom GMID 475637

JlaTa npou3moncTsa 24/01/2020 CpOK TOOHOCTH 31/12/2022

KonuuecTeo 12364.000C EAMHMUE vrak.

[IpouasonuTens Sanafi-Aventis Deutschland GmbH

HA HO 1T NO13044/01-240713, usm., Wwl-6

NManHoe HanMenobaHune TaxkcoTep® KOKU-T OAR APUr. p-pa anA uH$. 80Mr/2Mn B KOMNA. C pacTBOpUTEnNeM
idn.) 2,36 mn x 1 pacreopuTents (pn.) - 7,33 mn x 1 {nauxa KapToHHAas)

e 2
IMoxazaTemm / Tests Cneundnranua/HH / Spec, PeaynnTaTe! / Results }
KORIEBTPAT
Onucanue Npospauuuit MacnAuucTeil pacTaop or CooTs.

ABJATOrO RO NODHMHEBATO-XENTOrO LBEeTa.

[TOLMARHOCTD &

- foueraxcen [(BI¥X] BpeMA yIepsMBAHWA OCHOBHOTO MHMKA HA CooTa.
XpoMaTorpaMMe pacTBOPa MCNHTYEMOro
ofpasua, I2/DKHO COOTROTCTBOBATE BPEMEHM
YOePAMBAHWR NMKA OOKETAKCENa Ha
XPOMATOTPAaMME CTAHNAPTHOPO PACTHOPA.

- Houerakcen (TCX} OCHOBHO® NATHO HA XPOMATOrpaMde Coore.
pacTeopaMCNLTYEMOro ofpasua nNo BelMuMHe
RE RONKHO COOTASTCTBOBATE GCHOBHOMY
NATHY HA XpOMATOIDAMME pacTsopa

T cradnaprHore  ofpasua.

- [Momicopbar [UBEeTHAAR peaxiuA) NISABNAQTCA CHHEE OKPAMMBAHME . CooTe.

Nipb3payHocTs PactTrop, NPUTOTOBNEHHEN [yTeM Coore.
CMEUMBAMMA KOHLUGHTPATA C PACTBIPUTENGM,
Acaxed OuTH NPOSPAYKLM.

LBeTHOCTR PacTeop, BPUPOTOBNeHHNd] nytes Caors.
CMENMBAHMA KOHUGHTRATA C PACTBOPUTRNGM,
ZomxeH EMOGPEUBATE CPABHOHME C
DTANOHHBIY PACTBOPOM UBETHOCTH Y3.

pH [10% pomMesi pacTeROp} or 3,0 no 4,5, 1.6

OfreeM HANONHEHMA, MN

- onA 1 dRakoHa {MSIHMMANE HEH | Or 2,12 po 2,60, 2.12

= anA 1 QnarcHa {MaKCHMANBHEA) or 2,12 mgo 2,60, 2,60

- cpenHuit obbeM Or 2,24 mo 2,48 pns 10 dnaroHos. 2.3

MexaHMUSCKUE BRINHEHHA:
- BHmaae JosgHN OTCYTCTBOBATH OTCyTCTB.

- HeBMOMMHE (CUeTHO-POTOMETEHYSCKME MeTond}

YACTHU € pPasMepoMd >« 10 MrM He Gonee G000/dnakxon 20
YACTHI C pasMepcH >= 25 MrM He Gonee &00/pnako 0

Bona, % He Gonee 1,5. 0.1
3TaHon, % (KX} He Gonee 2,0, 0.1

PONCTBEHHHE CoemaMHeHnua (BINX):
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CepTuduxar anaimsa

SANOFI v g
302516, Poccua, OpnoBckaa obn, Opaonckuf pakion,

c/n BonbBeKYMMKOBCKOE, YH. AuBeHCKaA, 0. 1, A0 «CAHOSM-ABENTHC BOCTOK»
Livenskaya str.l,s/p Bolshekulikowskoye,

Orlovskiy rayon, Orlovskaya obl.,302516 Russia,

ren./Tel.: +7 (4862) 440055; 440056,

dakc/Fax: +7 {4862} 440037

e-mail: wostok@sanofi-aventis.com.

HaumeHOBaHue TakcoTep®, KOHU. ANA NPUr. PacTBOpPa ANA

uudysun 80 wmr/ 2.mn B KoMOA. C pacTeop

B naprum F195a0120

Kon npoHyKkTa ORL 475637 Kon GMID 475637

RaTa nponaBoacTRa 2470172020 CpoK TOAHOCTH 3171272022

KonuuecTeo 12364.000 E DM HML ynax,

Mpoussoaurens Sanofi-Aventis Deutschland GmbH

HO HO I1 N013044/01-240713, usM. Fl-6

NMonnoe HaumeHoBakne TakcoTep® KOHU-T JUIA OPUr. p-pa ana uiad. BlMr/2Mnm B xoMni. ¢ pacTBOpKTEneM
(¢n.) 2,36 mn x 1 pacreopurene (dpn.} - 7,33 mn x 1 (nauka kapToHHasd)

Hoxasarenn [/ Tests Cnemunxanua/HJ| / Spec. PesynnTatsi / Results

- RP 70617, % Re Gonee ¢,50 MmeHee 7,5

= RP 73077, % He tonee {,50 menee 0,5

- RPR 110928, % He tSonee 1,3 MeHee 1,3

- RPR 108771, % He fonee 1,5 Mmexee 1,5

- RP 61387, % He Gonee 0,30 MmedHee 0,3

= eNMHWUYHAA HeWHAeHTHOUUKPOBAHHAR He Bonee 0,20 MeHee 0,2

npuMecs, %

- CyMM&@ DOACTBEHHEX CoenvHeHwi, W He Gonee 3,5 MeHee 3,5
CTepUneHOCThL fipenapaT DOmMsed CWTL CTEPHILHEM. Crepuns Huot
BakTepuafibHbe 3HAOTOKCHHG {lpenensHoe conepxanine DakTepuanbHbix Coors.

INACTORCHHOR He Goflee 20 E3/un.
KonndecTseHHoe onpenenende goueTaxcena, Or 72,0 mo 84,0 81.7
ur/2 un {B3EX)

PACTBOPHTENE
CepkA F148B0120
ofncanmke Mpospayusdl BecubeTHsi pacTop Coora.

TIoANWHHOCTE 3TaHOna:

- BpeMAa yOepaMBAHHA OCHOBHOIO fWXa Ha CooTa.
XPOMATOTPAMME PACTBOPa HCNWTYEMOTO
ofipasua, LOMKHO COOTBETCTBOBATE BREeMEeHH
Qnepxnnauuu nMKa 3Tanoa Ha
XPOMATOTPAMME CTAHQAPTHOT'C DACTBOpPa

-~ KauyecTBeHHAA pPeaxuHa B Teuenume 30 MMHMYT NORBAAGTCA I&NBX COOTE.
Honodopua n ofipadyercs oCAROK EeNTODO

useTa
Npo3pavHoOCTh PacTeOp NONXeH OMTL NPOIPAVHEM. Coora.
LBeTHOCTL PacTeop HONMKEH BUASPAUBATE CPABHEHWE Coors.
STANOHHN PACTBOPOM UBeTHOCTH BI
OBGLEM HANCIHEHMA, WN CpenonuiA obwem 7,33 (or 6,96 Ao 7,70, ana 7.33

10 ¢naxoHon] .
MexaHuueCKHe BRIINMEHHA:
= BHAMMHE HomgHy OTCYTCTROBATE . Ogoyscea.
= HeBumuumue (cueTHO~-QOTOMETPHUECKHH MeTOm)}
HacTUL C pasdepod >= 10 MkM He Oosiee 6000/dstakon. 5
HacTHL & pagMepos >= 25 MKM He Oonee 600/tnaxon. 0
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Cepruduxar anasrusa

SANOFI g
3102516, PoccuAa, OpnoBckaa o0, OpnoBCkuit paiol,

c¢/n BonbWweKyNMKOBCKOE, YA, JIKBEHCKas, X. 1. AAC «CAHOOH-ABEHTHMC BOCTOK»
Livenskaya str.1,s/p Bolshekulikovskoye,

orlovskiy rayon, Orlovskaya obl., 302516 Rusaia,

Ten./Tel.: +7 (46627 440055; 440056,

dakc/Fax: +7 {4862) 440037

e-mail: vostokfsanofi-aventis.com.

HanMeHoBaHME Takcorep®, KOHL. ONA NPUn, pacTBOpa A

uitdyaul 80 Mr/ Z-Mn B KOMAA, © PacTBOP
R napTHu F195A0120
Kom nponyxra ORL 475637 Kom GMID 475637
HaTa npousBOACTBRA 24/01/2020 CpoK TORHOUTH 31/12/2022
KonnuuecTBO 12364.000 EOMHULE ynak,
NMpoM3BORMTENE Sanofi~Aventis Deutschland GmbH
HI HI [ NO13044/01-240713, wuawm. Fl-6

HonHoe HauMeHoBaume TaKCOTep® KOHU-T OAA ONPHL. P-pa s MHd. BOMr/2mMm B koMni. € pacTBOpUTEneM
(dm.) 2,36 mn x 1 pacreBopurent {(dn.) - 7,33 mn x 1 (nauka xapToHMasn)

INoxasarenn / Tests Cneunduramua/HJ / Spec. PeayasTaTs! / Results
CrapuibHOCTE Npenapat DOTKER DHTE CTEPHITEHLEM Crepuib Hebli
EAKTEPHANbHNE IHTOTORCHHE MpenensHoe comepxaxite OGAKTADWMANLHHX Coora.
IHHOTORCHHOB He Oonee 1 E3/mn
KomuuecTREHHOE OnNpeleneHue araHonra, 1 Or 11,4 oo 12,6 12,2
{rxx)
Ynakoska KOHUEHTDAT ONA NPUIOTOBIEHKA PACTBOPA CooTB.

a4 Audysuit: no 2,36 MA KOHUSHPPATS BO
pnarxoH GEeCUBeTHOTO CTENIA, YKYTNOPEHHHA
pesuHoBol npofikofl ¥ obGmaTull AMMMMHNEBLEL
KONMAYKOM C NJIACTHACCOBOR KpeOUeuKOR Twna
«flip-off» wpacHoro ubeTa.
PacTeopuTens: no 7,33 MR PACTBOPUTENA BO
bnakod GeCUBeTHOTO CTERNA, YKYNODeHHHHR
pesHHOBOKR Npotkol W OOHATHA ANMMMHHEEBHM
KOUINAYKOM C MRACTMACCOBOA KpHINedKoA THIA
«flip-offs.
GnaKoH C KOHUEHTPATOM BMeCTe C QIAKDHOM
€ PaACTBODHTENEeM B KOHTYDPHYK ANeHKOBYD
ynakopxy K3 [IBY, 3anasaHnyn
noaMaTUNeHORoR nnexxof. KonrTypuyn
}uenxonyn YNARGBKY BMECTE ¢ MHCTPYKuHeHR
NG NpUMMeHeHMD B NAYKYy M3 KapToMa ONA
norpetuTensckoft rapw no NMOCT 7933-89,
paspemeHHOR X NpUMeHeHMn M3 Po.
MapkupoBra {((rnakou) Ha aTureTre dnaxoHa C KOHUGHTPATOM Ha CooTn.
pPYCCKONM ASHKe yxaauaaﬁm: TOpTOBOE
HasBaHue npenapara sTaxcorepde,
NeXAVHAPOOHOE HeNaTeéNrokAHHOS HAIBAHME,
CONePFAHME AKTHBHOT'C BENECTBa BO
¢naxone, «80 Mr gouerTakcena B 2 Mn
nomicopbara 80», nemapcToeHHYn dopuy,
«00LeM HanondewMs: 94,4 ur/2,36 wn»,
«BRuMaHue! HeoOxommMMo pa3sbaBnATh.»,
«Cul. MHHCTPYKUHD [0 TPHMEHaHMDS , YCAOBUR

XPaHeHHA, JIOTQTHN KOMIAHHM {NATHHCKRIMM
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Cepruduxar ananusa

302516, Poccusa, OpnoaCKan oy, QpaoBckaft paicH,
¢/ BonfsmekyMMKOBCKGE, Y. flMBeHCKaA, A. 1,,
Livenskaya str.1,s/p Bolshekulikovskoye,
Orlovskiy rayon, Orlovskaya obl., 302516 Russia,
ren./Tel.: +7 (4862) 440055; 440056,

paxc/Fax: +7 {4862) 440037

e-mail: vostok@sanofi-aventis.com.

SANOFI| 7

3A0 «CAHOSU-ABEHTHC BOCTOK»

HanmeuoBaHue Takcorep®, KOHU. A NPUr. PACTBOPa ONA
uHdyauit B0 Mr/ 2 .40 B KOMIJI. C PACTBOP
¥ naptun F195A0120
Kon nponykTa ORL 475637 Kom GMID 475637
JlaTa NpOM3IBONCTBA 24/01/2020 Cpox MOAHOCTH 31/12/2022
KonnuecTeo 12364.000 EnMHMOB ynak.
[lpousBoanTen: Sanofi-Aventis Deutschland GmbH
HO HO I WO13044/01-240713, wn3m. Wl-6
MlonHoe HauMenosande Takcorep® KOHU-T IOAA Npur. p-pa mnA uwHd. S0Mr/2mia 5 xoMnn. ¢ pacTBOpPUTeneM
{dn.) 2,36 sn x 1 pacrsopuTens {(dn.) - 7,33 mn x 1 (mauxa KapToHHAaR)
> . J
IMokaszatemn [/ Tests Cneuuduxauma/HJ / Spec. PesyabsTatsi / Results ]

MapkipoBkra [BaHcTep)

MapkUpoOBKa {KApTOHHAR nadka}

mpudToM}, HOMap cepui, HKaTy
NPOWSBOACTBA, NATY OKOHYAHHA CpOXA
POLHROCTH, BHYTPeHRUl YNakoBOUHWIT KOX,
20 xon., Ha sTuxerxe $naxkoHa ¢
PACTBOPUTENEM HA PYCCKOM A3bKEe
yrazupapT «PacTrOpnrenh ANK TakcoTepad
{moueTaxcena) 80 wmre, «13% (m/m)
pacTBEop 3TaHONA B BORE JONA MHberuwit 7,33
M, YCNOBUA XPAHERWA, ROTOTUN
KOMMAHMKM  {NaTHHCKHM wWpHPTOM), HOoMmep
cepyi, ATy NPOMSBOACTRA, HaTy
OXOHYAHUA CPOKA POAHOCTH, BHYTpPeHHW
ynakoBouHHEA kogn, 20 xom.

Ha noxusTHNEHOBOH NNeHKe KOHTYPHOIt Coote.
ANeRKOBON YRAKOBKH HA DYCCKOM A9HKe
YyXaSWHBADT:! TOPIOBOE HasBaHue npenapara
«Tarcorepds, MeXOYHAPORHOS
HENATEHTOBAHHOE HABBAHWE, CONEpXAHUE
AXTHBHOTO BEUWECTBA BO {JAKOHE,
nekaporheHHYD dopuy, «B80 WP moueTaKcena
B 2 wn nomcopGara 80», «PACTBODHTEIL
ana Takcorepa® (mouerakcenal 134 (m/mj
PACTBOP PTAHONA B BOAE ANA MHBeKLM
7,33mn», «Buumanue! KoHueHTpaT
HeoGroNHMO pas3fbaBnATbL.», «CM.
MHCTPYKLUWIO NO NPUMEHEHHD.®,

YCNOBMA XKPAHEHMA, HOMEP  CepHH
npenapaTa, OATY NPCH3BOACTBA, HATY
OKOHUAHMA CPOKA TOOHOCTH,

BHYTpeHHU# ynaxoBouHmid kox, 2D xog.

Ha kaprToHHolt nauxe Ha PYCCKOM A3HKe CooTn.
YKASWBALDT: TOPIOBOE HASBAHME TNipenaparta
«Taxcoreplds, MeXnYHAPOAHOE
HeMATGHTORAHHOS HASBAHWE, COlepRaHHe

AKTUBHOTO BemecTea BO RaKOHe,

TAp_noa_rasultata v§
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Cepruduxkar ananusa

302516, Poccua, OpnoBCkaa oBn, OpnoBCKMA paicH,

c/n BosbOeRyAHUKOBCKOE,

yn. JIMBeHCKAR, O. ly

Livenskaya str.1,s/p Boelshekulikovskoye, [
Orlovskiy rayon, Orlovskaya obl., 302516 Russia,

Ten./Tel.: +7 (4862) 440055: 440056,

dakc/Fax: +7 (4862) 440037

e-mail: vostok@sanofi-aventis.com,

SANOFI v g

3A0 «CAHOSH-ABEHTHC BOCTOK»

HavmeHoBaHKE TakcoTep®, KOHU. OAA DpME. pacTeopa IJa

vudyanit 80 Mpr/ 2 Mn B XOMAN. ¢ PACTBOP
B napruu F195A0120
Kon npoaykTa ORL 475637 Konm GMID 475637
JlaTa Npou3BONCTEA 24/01/2020 CpOK TOOHOCTH 31/12/2022
KonuuecTeo 12364.000 EmMHMUL ynak.
[IponapoIuTens Sancfi-Aventis Deutschland GmbH
HE HI 0 NO13044/01-240713, mnam. N1-6

Monnoe HamMdeHoBaHMe TaxkcoTep® KOHU-T IR RpUr. p-pa nAd udp. 80Mr/imn B koM. ¢ PacTBOPHTENEM
{¢n.) 2,36 n x 1 pacreopuTens igA.) - 7,33 mn x 1 (mawka kapToHHas}

HNoxasaTenn / Tests

Cnenuduxanua/HJ / Spec, PeayantaTtsl / Results

MapxupoBka [XapTOHHAA nadyka,

npononxeuue)

NexapCTReHHYD GOopMy, KOHLEHTPauMm, «B
KOMNJEKTE C PAacTBOPMTENEM), «DBiuManue!
KOHUEHTPAT HeoOXCHUMe pasCaBiaTe®, «Cu.
MHCTOYKUND N0 NPDHMEHEHHD,», KORMYECTBO
PNaxkoOHOB C KOHUEHTPATOM B YRAKOBKE,
«B0ur mouerakcena B 2 Mn nonMcopSata B0
{40Mr/un) . OBbeM HanondHewuA: 94,4
ur/z,?ﬁ Wi», KOAHYECTEO QNaKoHOB C
pacTBopuTeNen B ynaxoeke, «13% (m/m)
PacTROp 3TAHONA B BOAE ANA MHBEKUMA.
OfbeM Hanonuedma 7,33 wn»,

YCNOBHA OTNYCKA, «BhomuTCA BHYTPHBEHHO CooTh .
KanenbHo NOCA8 COOTRETCTRYRUETO
PACTBOPEHMA M PAIBENCHWA npenapara NoA
KOHTPONEM ONWTHOTC Bpavar, «CTEpWIbHO®,
«PNAKOHH NpemHAIHAYEeHN ANA OJHOPASOBOTO
HCNONLSOBAHMA:! HEUCNONBIOBAHHOE
coAepXMMOe BHOPOCHTE?, YCAOBUA ADAHEHHA,

«XPaHKUThE B HEOOCTYNHOM ANH nete#t mecrexr,

Ha3BaHWE MNPOH3BOOMTENA, CTPany

[pOMSBONCTEA, JODOTHI KOMIAHMW
{naTHHCKKM WPHPTOM}, HOMEpR CepuK
npenapaTa, HaTy OPOM3BOACTBA, RATY
OXOHYAHUA CPOKa FOOHOCTH, Ha3IBAHWE
pOCCHACKOTO NpelnpHATHA, OCYMECTBAADMErD
YNAKOBKY, appec, Teh./{axc, HTPUX-KOL,
HOMEP PerHCTPAUMOHHOrO YIOCTOBEPEHHUA,
rpadHuacKMi CHMMBOJI CHCTEeMH AR MHPY3IWH,
AONYCKAETCA HaNMYKUe BHYTPeHHero (Mx)
XOOa [OB) KOMNEHMHM M TpapMyeckoro (X}
aneMeHTa (0B} . Ha Navury RAPTOHHYI MOTYT
GWUTh HARNAEHN CAMOKJIeADMECA CTHKepH C
UenbR KOMTPONA XOHTPONMA NEpPROro
BOKPHTHA, HONONHATENLHO MozaT OHTh

HaHeceHa HHfopMaums ans MOHUTOpPUHDA

rap_cos_resultats v
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CepTuduxar ananmusa

SANOFI ,
302516, Poccum, OpnoBckan ofn, Opnosckuid pakon,

c/n BonsmwexymikoBokoe, yit. Jusedckad, O. L, SA0 ®CAHOGH~AREHTHC BOCTOK»
Livenskaya str.l,s/p Bolshekulikowvskoye,

Orlovskiy rayon, Orlovskaya obl.,302516 Russia,

Ten./Tel.: +7 {48962) 440055; 440056,

darc/Fax: +7 (4862) 440037

e-mail: vostok@sanofi-aventis.com.

i

Haumenopanne TakcorTep®, KOHU. INA NIPAr. pacTBopa Insf
uHpysuit 80 Mr/ 2 w1 B KOMODA. C PacTeIp

» napTuu F195A0120C

Konx npogyxTa ORL 475637 Kon GMID 475637

HaTa npousBoncTBa 24/901/2020 CpoK IM'OAHOCTU 31/12/2022

Koaudecrss 12364.000 EOMHMLE ynak.

lMpoMsBomMTENE sanofi-Aventis Deutschland GmbH

HI HE 0 N013044/01-240713, wv=3m. ®1-6

NonHoe HauMMeHoBaHWe TakcoTep® KOHLU-T ONA NpMr. p~pa InA uup. 80Mr/2mn B KOMNRN. C pacTBOpUTENeM
(bn.) 2,36 mn x 1 pactsopuTent (dn.l - 7,33 Mn X 1 (nauka KapTOHHasA)

IMoxazaTenn [ Tests Crneundmranuna/HJI / Spec. PeayanTatsl / Results

ROMWEHHMA npenapara ©OT OPOMIBOOMTENA IO
KOHEYHODO DNOTPeGUTenA.

XpaHenue:

MpH Teuneparype or +2 "C no +25 °C

B SAOMUEHHOM OT CBeTa MecTe.

Cpox rofHoCTH:

KohuexnTpar -~ 36 MecAUeB.

PacTeopuTens = 36 MeCAUesB.

Npuseyanue. JlaTa MCTEUEHHMA CPOKa POOHOCTH

KOMILNeKTa ONpenenAeTcA no Gonee paHxe#

[ATE HCTeUeHHAA CpOKa T'OOHOCTH KOMNOHeHTA

NeXapcTREHHODO Npenapara, BXOOAWETO B

KOMILIEKT .

J

s i

AanHan CepMA NExAPCTBEHHOPG npenapaTa OwIa MPOMBBEIEHA W MCTHMTAHA B COOTRETCTEMM C ASACTBYOIMM JaKOHOOATEN:CTBOM
Roccuiickoft depepausn M TPeSOBAHMAMH PEIMCTPAUMOHKOTO DOCKE.

e o L Ty S | s T B o T W T MY T ey
—
Q0K Pemenue - Final Decision Paspemed BHNYCK B IpaxIaHCxuit oSOpoT

-

= e — ... " ..

Pemenne
F
PeitaHite MO KORTPONBHOR CODIGL Released w/o Restrict. or Dev.
YHNOAHOMOYGHNOS JIMUC IO KANECTBY Olga Veretennikova
JaTa OPHERATHA DemoHMS 08/12/2020

DaHHuii cepTHOHMKAT SaBepeH 3AEKTPOHHOW NOANWCHI U3 BaTMAuposaMHoil LIMS./This certificate has been electronicaily
signed from a validated LIMS .
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