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Herehy d*clares thnt the following product:

TTDT
Class I Medical device according to rule I of annex Vlll of the European
Meclical Device Regulaticn'2A17 /7 4;fi ,

ls manufactured and delivered. in accordance with the following regulations:

f;rtropean lVlediexl *evice fiegulation 2Ol?IV,45 {&pril5",, A*1?,
Fublit tle*lth (sdel Part 5 Ss*k II

This statement of ronformity is based on Technical File (DT frdlrerique 3,) eonstitutecl accorcfing tc
the annex ll of the European Medical Device Regulation z}lf/745.The product is placecl on th*
market with follnwirrg paekaging:
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"lh€i m;lnLiFarturer: FfiANKLAB

Z.A. Ile L'Observatoire
3 Avenue *Je Fr6nes
781 80 Monti gny-Le*$reton neux
THANCE

Hereby declares that, the following proc[.rct:

RINCE L7
Class I Meclical device according to rule 1 of annex Vlll of the furopeari
lVlediral Device Regr,rlation 2$17 /145.

ls manufactureei ancl clelivered in arcordanc* with the following r*gulatioils:

Hur<rpean ffl*diqai [3eyie* ffiaEallati*n 3"*1? 1745 {April 5tr' ?S1 7}
Publie il*altFr fCIds; Part 5 S*sk ll

This staternent of confeirmity is based nn Technicat File tDT ruf{CE L7} constituteel according to the
arlnex llof the European MedicalDevice Regulation 2A17/745.

The product is plaeed on the market with folkrwing packagtng:

s{f; ?0s0
F luI...Ci$.?ir?.? -Sl\l

* 5L Can Ref. : 1 032905

r Low 5L Can Ref.: 10329058
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r 2001 Drunr witlr drumtfiiner Ref. : 103291 28
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Thr msnuin t-:iarer: FftAhIKLAB

Z.A. De L'0bservatoire
3 Avenue de,Fr0nes
78 1 80 Morrti g ny-Le-Bretonnerix
FRANCE

Hereby cleclarel lirat lhe f<.rllowing lsrarlut.t:

pllssplrAX
Class I Medical elevice according to rule I of annex Vllli ol the European
Medical Device Regulation 2017 /745.

ls nranufactr.ired ancl deliv*r*d in accordance with the following regulationsl

fiur*pean lVl*dical Devire fi*guiatian 3*"r7t745 {April Str', ?.017)
Freblic Fleatrtl.e Code: Part 5 Bosk ll

Thls statement of canformity is based on Teclrnical File (DT PHOSPI-IAX) constitut*d accnrcling to
the annex lt of the European Meclical Device Regurlation 2017/745.

I"he product is plared sn the rnarl<et with followirrg packaginpl
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"Ihe 
manufacturer: TAANKLAB

Z,A. D* L'Observatoire
3 Avenue ele Fr*n*s
7 U 8A Mr:ntigny-Le*Breton neux
FRANCE

Hereby eleclares that, the follor,ving prudur:t:

ENZYTTEX LN
Class I Medical device according to rule 'l of annex Vlll of the Er-lropean
Meclical Device Regul;rtion 2017 /7 4.5.

ls manufactured *nd delivered in accqrclance with the fotlowing regulations:

Huropea n M*dira I Dsviee ts*g ulation Z*1 7 17 *fi {Apr*i 51e 2#Z 7 1

Fublic I'{eplth Code: Part 5 Bsok ll

This statement of conlormity is b*sed on Technical File (DT ENZYMIX LD) cr:nstituterl acrorcling to
the annex ll of the f;urr:pean tuiedical Device Regulation 2A171745.

The product is placecl on the market with following packaging:
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