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The СегttПсаtiоп Body ТUV USA, lпс, hеrеЬу сопfiгms as а rеsчlt of the audit, asýeýýment
and certification decislon ассогdlпg to ISO/lEC 17О21-1:2015, that the organization

Rgчýrs Жedi*afi ffiФчfr*еg ж}-V-

Lekstraet t 0
5347 КV $ss,
The Nethýrlandý
lFacility lý: FfiФ44ýS]

with рrоdшсts а*ýФгdiпý ts аппеж {

ореrаtеý а mапаgеmепt ýyýtem iп ассоrdапсе with the requirements of |ýО ,1 3485:201ý (MnýAP) and will Ье
assessed for сопfогmitу withiп the 3 уеаr tеrm of validity 0f thв certificate for the following juribdictionБ:
Ачstrаllа: Therapeutic Goods (Medical Devices) Regu|ations, 2002, Schedule 3 Part 1 (excluding Part ,l ,6) * Full Quality Аssчrапсе
Procedure, Brazil: RDС ANV|SA n. 66512022, RDC ANV|SA п,551/2021, RDC ANV|SA n. 67/2009, Canada: Medical Deviceý
Regulation9 - Раrt 1- SoR/98-282. Jарап: MHLW Ministerial ordinance l 69,-Article 4 to Article ýЕ, United ýtateý: 21 СFR 80Э; 21

cFR 806; 21 СFR В07 - Subparts А to D; 21 СFR 820.

ýсоре

Dеsigп, manufacturing, and distribution of iterile and non-sterile cell
sampling devices

Сегtifiсаtе Rеgistrаtiоп Nо. 20-J 612-М
Audit Rероrt No. 22-4032 RС

Valid fг*tт ;02З-J 1 _-?2

Valid шпtil 202Ё-1 Q-22

lnitial certificatiott 202С-1 0-2З

$аl*пз, N Н ?02З- 11-22 gcl. 2
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Рrоdu*ts

*elt ýampling Devices
RочеrsФ Сеrчех-ВгushФ {stеrilе *пd поп-stеrilе)

RоvgrgФ *егv*х*Вrushф *ombi {stегilе *nd псп*
Bterile)

R*чеrsФ Епdg*еrv*х-ВrushФ {stеri!е *nd псп*
вtегilе)

RочеrsФ ЁпdоСеrч*х*ВrushФ-ý {sterile and пOп*

stегilе)
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