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INTRODUCTION CONTENT OF THE BOX
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@

Welcome!

Pinktens is a medically certified TENS device, designed to support women with all perineal-related —— 4xS 4xM
concerns. Please read this user manual carefully for safe and optimal use of the device.

WHO ARE WE?

For the past 10 years, we have been developing electrostimulation devices to address various
medical conditions, particularly those related to menstrual and endometriosis pain.

Pinktens was developed by pelvic floor specialists and tested in hospitals on a wide range of
patients suffering from urinary or fecal incontinence.

We were committed to helping all affected women regain well-being and confidence in their daily e Pinktens (pink) CL2P (x1)
lives. From now on, Pinktens is taking care of your perineal health :)

e White USB-A to USB-C cable, 80 cm (x1, PN: V2C-A1C080WH)

Q Electrode cable, single output, 25 cm (x1, PN: V2E-C1S025WH)
Electrode cable, dual output, 110 cm (x1, PN: V2E-C2S110WH)

@ Mixed electrode pack: 4S5 (50x50 mm) + 4M (100x50 mm), PN: MG-MIXP

a User manual (x1)

Q Protective pouch (x1)



= The electrode is treated as a BF-type applied part.
« Device name: Pinktens

« Product model: CL2P

 Weight: 33 grams

- Battery voltage: 3.7V 500mAh lithium-ion polymer battery
= USB charging: Type C 5V/500mA

« Frequency: 1Hz to 1200Hz

« Output pulse: 24 to 400uS

= Output voltage: OV to 120V (at 500Q load)

« Output power: 20mW (r.m.s) MAX

« Operating environment:

Temperature: 5°C to 35°C

Humidity: 30%RH to 80%RH

Atmospheric pressure: 700 to 1060hPa

- Storage environment:

Storage temperature: 5°C to 25°C

Humidity: 30%RH to 80%RH

Atmospheric pressure: 700 to 1060hPa

« Product dimensions: 50.8mm X 51.5mm X 18mm
« Minimum lifespan: 5 years

- Software version: V3.3

« Support material: non-woven fabric

« Safety: Biocompatibility of the G607 gel used in this product is compliant with
IS0 10993-5, ISO 10993-10 standards

- Lifespan: sealed storage for 3 years, to be stored at room or cool temperature
(5°C to 25°C) and protected from direct sunlight.

CONTRAINDICATIONS

1. Do not use this device if you have a pacemaker, implanted defibrillator, or any other implanted metallic or
electronic device. Such use could cause electric shock, burns, electrical interference, or death.

2. The device should not be used when cancerous or other lesions are present in the treatment area.

3. Stimulation should not be applied over open wounds, rashes, or swollen, red, infected, or inflamed areas
(e.g., phlebitis, thrombephlebitis, varicose veins, obliterative arteriosclerosis, etc.).

4. Electrode placements should be avoided in the carotid sinus region (front of the neck) or transcranially
(across the head).

5. Anxious users - the use of electrical stimulation requires user cooperation; therefore, the procedure
should not be attempted in users with communication disabilities or mental incapacity.

6. Users with cerebrovascular issues - individuals with a history of aneurysm, stroke, and transient ischemia
should not undergo electrical stimulation, as it stimulates peripheral blood flow, which could be fatal in
such cases.

7. Epileptic users - Electrical stimulation impulses have the potential to trigger a seizure.

8. Cases of acute pain/pain of unknown origin - using an electrical stimulator in undiagnosed cases may
hinder diagnosis.

9. Acute inflammation and swelling of the genitourinary system, tumors, urinary stones, history of nervous
system diseases, and other illnesses.

10. Do not use during pregnancy, especially during the first trimester.

1. Presence of a severe systemic disease, such as scleroderma, diabetes mellitus with severe complications,
myopathy, multiple sclerosis, Parkinson's disease, myelopathy, or serious diseases of the liver, lungs,
kidneys, hematological system, or other comorbidities.

YARNINGS
The use of the device should be discontinued in the following circumstances:
1. If you feel unwell or uncomfortable, stop immediately. If there are any abnormalities in the skin or body,
consult your doctor and follow their instructions.
2. If you wish to mowe the electrode to other parts of the body during operation, please turn off the power
before moving it. Failure to do so may result in an electric shock.
3. Do not use this device while wearing other electronic devices.
This could cause malfunction of these devices (e.g., malfunction of an electronic watch).



4. As subcutaneous use presents a high risk to humans or other devices, the use of this device is prohibited.

5. Use under supervision mandatory for children (over 7 years old) and disabled persons. Risk of accident
or discomfort.

6. Do not use this appliance in a bathroom or a place with high humidity. Do not use while bathing or
showering. Strong electric shock could occur.

7. Do not use while sleeping. This could damage the product, and the displacement of the electrode could
cause discomfort.

8. Do not use while driving. It could cause an accident due to the strong stimulation.

9. Do not keep the electrodes on your body all the time. This could cause skin irritation.

10. Do not use metal to touch the electrode. This could cause an electric shock.

11. Application near the thoracic region could cause cardiac discomfort. Seek the advice of a doctor
beforehand.

12. If in doubt, consult your doctor.

13. Discontinue use and do not increase the intensity level if you experience discomfort during use.

14. The electrode cable must not encircle your neck to avoid strangulation.

15. Do not modify the equipment. Please use original accessories, it will cause an unusable effect if you use
third party accessories on the market.

16. Keep out of reach of children to avoid inhalation or ingestion of small parts.

1. If you have a skin allergy, you should stop using it immediately.
2. Stimulation must not be applied through or over the head, directly to the eyes, covering the mouth or on
the front of the neck (especially the carotid sinus).

1. Users may experience skin irritation and a burning sensation under the stimulation electrodes applied to
the skin.

2. Users may experience pain or discomfort during or after application.

Note: Users should stop using the device and consult their doctor if they experience any adverse reactions.

The Pinktens turns on and off by pressing the blue button in the center of the device.
Here is an explanation of the inputs, outputs, and buttons of the device.

Intensity decrease Button
Intensity increase Button

Intensity Indicator Lights (each
quarter represents 15 levels):
Quarter 1: intensity from 1 to 15
Quarter 2: intensity from 16 to 30
Quarter 3: intensity from 31 to 45
Quarter 4: intensity from 46 to 60

Output for charging cable and electrode cable



CHARGING THE BATTERY

The Pinktens is charged using the USB-C cable included in the box.

Charging time is approximately 1 hour.

When the battery is below 20%, the charge indicator light flashes orange.

This indicator light will remain orange during the charging time and will go out once the battery
is full.

We recommend charging the device with its USB-C cable connected to a computer.

If you wish to use a mains adapter, please ensure that the power is compatible.

fEras P
é = o o

The battery recharges on average once a month, if the device is used once every 2 days.

Note:

« This device cannot be used while charging.

« The mains adapter must comply with standard IEC62368-1, respect at least 2 MOOP and have an
output of 5V/1A.
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CONNECTING THE ELECTRODES

Here’s how to connect the electrodes:
1. Short electrode cable + 2 electrodes (S or M)

=S
&

2. Long electrode cable + 2 electrodes (S or M)

11



Hello Anna!
The Pinktens Application is available on Google Play and Appstore.

2 Available on Availal
@& AppStore P Google Play

The Application is compatible with Smartphones and Tablets:

Endamitriosis Painful periods

iPhone : i0S 13 and above
Android : Android 10 and above

(Modified Android versions may make the Application incompatible)
Download and install the Application according to your Smartphone.

Notes:

Bluetooth must be activated to use the Application.

Android smartphones must also authorise access to the location service, to the Application.

The Pinktens Application does not have access to any data. This condition is required by Android
versions to stabilise Bluetooth.

Urinary incontinence  Post partum

12

> Choose from the main functions on the home
screen:

15 programs for pain relief

Incontinence, postpartum, and prolapse therapies

Prevention and sexual comfort

13



« Remove the cables from the device after use.

« Use a soft cloth to clean dirt on the device

« Use a damp cloth with a neutral detergent or alcohol to clean if necessary.
« Do not use thinner or petrol to clean.

« Do not use alcohol on the back of the device

« Do not use any other detergents.

« Keep water or liquids away from the device

« Keep out of direct sunlight, heat, damp and dusty places.

- Do not use extra gel with the electrodes.

« Always replace and store the electrodes on the correct side of the plastic provided.

« Use a little water to clean the electrode if necessary.

« Do not wash.

« Do not wipe the electrode with a cloth or paper.

« The lifespan of the electrodes varies between 30 and 50 uses depending on the quality of the skin,
hairiness, perspiration and the care taken.

« Electrodes are consumables; when they no longer adhere to the skin, it’s a sign that they need
changing.

« Do not stack or bend the electrodes.

« Do not touch the gel with your fingers.

« Apply to clean, dry skin, without cream or oil.

14

The product must not be disposed of with household waste.
Consumers are legally obliged to dispose of electrical equipment at a collection point in their town.
Contact your local council for more information or a retailer.

15



Essential informations for a correct use is indicated by the corresponding symbols. The following
symbols can be seen on the device and on the labelling.

IP code of the device: the degree of protection of this device against the
P22 intrusion of solid foreign objects -- < 12.5 mm in diameter (and against
access to dangerous parts with a finger); the degree of impermeability is of
the drip type (inclination of 150).

Disposal in compliance with directive 2002/96/EC (WEEE)

X
H This side up
]

Date of manufacture

Batch code
C€pz CE mark, Certificate issued by TUV SUD.
ol Manufacturer

careful

Type BF applied part
i/

WarninF: to avoid the risk of injury, read the manufacturer’s instructions
y.

S%)mbol for kAAUTHORISED REPRESENTATIVE IN THE EUROPEAN
COMMUNITY»

Fragile, handle with care
Store the product in a dry place. Protect from water and rain.

!
-
‘5 Product packaging is recyclable
@ Importer

Medical device
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Our customer service team deals directly with all requests for advice or after-sales service. Our
agents are fast and available by e-mail at support@pinktens.com. We’ll get back to you within a
day (excluding weekends and public holidays). Online troubleshooting:
https://www.pinktens.com/fr/content/28-depannage

The Pinktens is guaranteed for two years. This guarantee does not cover damage caused by
improper maintenance or use that does not comply with the relevant documentation, accidents
(impact, fire, liquid), modifications, repairs, misuse or normal wear and tear. This warranty covers
defects in materials or workmanship. This warranty only covers products purchased directly from
Bluetens or an authorized Bluetens reseller. In the event of a defect covered by the warranty,
Bluetens will send you a return slip and will be responsible for the repair or exchange of your
device as well as its return.

Your device is guaranteed for 2 years from the date of receipt of the product if purchased online,
or from the date of purchase if purchased from a retailer.

Electrodes, cables and accessories included in the box are not covered by this warranty.

Bluetens has not authorised any agency to repair its products. If you experience any problems
with your device, please contact us. Bluetens will not be responsible for the results of any repair.
The intervention of a third party on our products will void the 2-year warranty. The use of third-
party electrodes or accessories could cause the device to malfunction and will void the warranty.
The user should not attempt to repair the device or its accessories by himself. Each device has
been inspected through systematic validation. The performance is stable and does not require
calibration or validation. If your product does not achieve the expected performance and the
basic function changes during normal use, please contact us. Please note that Bluetens will not
be responsible for quality issues caused by improper use.

17



UvoD

Vitejte!

Pinktens je lékafFsky certifikované zafizeni TENS, které bylo vyvinuto pro Zeny s problémy v
oblasti panevniho dna. Pro bezpecné a optimalni pouZivani zafizeni si peclivé prectéte tento
navod k pouziti.

KDO JSME?

Jiz 10 let vyvijime elektrostimulaéni pfistroje pro lé¢bu nejriznéjich onemocnéni, zejména pro
zmirnéni bolesti spojenych s menstruaci a endometriézou.

Pinktens byl vyvinut specialisty na panevni dno a testovan v nemocnic¢nim prostfedi na Siroké
gkale pacientl trpicich moCovou nebo fekalni inkontinenci. Bylo nam velmi dileZité umoznit
vdem postizenym Zenam znovu najit pohodu a sebevédomi v kazdodennim Zivoté.

0d nynéjska se Pinktens postara o vase zdravi v oblasti panevniho dna :).

18

OBSAH BALEN{

? 7 ELEKTRODY

4xS 4xM

e Pinktens (rGZovy) CL2P (x1)
e Kabel USB A na USB C, bily, 80 cm (x1, PN: V2C-A1C080WH)
Q Kabel elektrod s 1 vystupem, 25 cm (x1, PN: V2E-C1S025WH)

@ Elektrodovy kabel se 2 vystupy, 110 cm (1 ks, PN: V2E-C2S110WH)
@ Sada elektrod Mix: 4S5 (50 x 50 mm) + 4M (100 x 50 mm), PN: MG-MIXP

Q UZivatelska prirucka (1 ks) Ochranny sacek (1 ks)
19



«Elektroda je povaZovana za aplikovanou ¢ast typu BF
« Nazev zafizeni: Pinktens
« Model produktu: CL2P
« Hmotnost: 33 gram{
= Napéti baterie: 3,7 V 500 mAh lithium-iontova polymerova baterie
« Nabijeni USB typu C 5 V/500 mA
« Frekvence: 1 Hz az 1200 Hz
« Vystupni impuls: 24 a7 400 uS
« Vystupni napéti: 0 V az 120 V (pfi zatézi 500 Q)
« Vystupni vykon: 20 mW (r.m.s) MAX
« Provozni prostredi:
Templota: 5C° az 35C°
Vlhkost : 30 % aZ 80 % relativni vlhkosti
Atmosféricky tlak: 700 az 1060 hPa
« Skladovani :
Skladovaci teplota: 5 °C az 25 °C
Vlhkost: 30 % relativni vlhkosti aZ 80 %
relativni vihkosti
Atmosféricky tlak: 700 az 1060 hPa
« Rozméry produktu: 50,8 mm x 51,5 mm x 18 mm
« Minimalni Zivotnost: 5 let
« Verze softwaru: V3.3

« Podkladovy material: netkana textilie

« Bezpecnost: Biokompatibilita gelu G607 pouZitého v tomto vyrobku je v souladu s normami.

IS0 10993-5, IS0 10993-10

« Zivotnost: 3 roky v uzavieném obalu, skladovat pFi pokojové teploté nebo v chladu

(5C° & 25C°) a chranénk pred primym slune&nim zafenim.
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1. Nepouzivejte tento pfistroj, pokud mate kardiostimulator, implantovany defibrilator nebo jiné
implantované kovové Ci elektronické zafizeni. Takové pouziti by mohlo zpUsobit elektricky ok,
popaleniny, elektrické ruseni nebo smrt.

2. Pristroj nesmi byt pouZivan, pokud se v oSetfované oblasti nachazeji rakovinné nebo jiné léze.
3. Stimulace nesmi byt aplikovana na oteviené rany nebo kozni vyrazky, ani na oteklé, zarudlé,
infikované nebo zanicené oblasti (napt. flebitida, tromboflebitida, kreCové Zily, obliterujici
arteriosklerdza atd.).

4. Umisténi elektrod se musi vyhnout oblasti karotického sinu (pfedni ¢ast krku) nebo
transkranialnimu umisténi (pres hlavu).

5. Uzkostni uZivatelé — pouZiti elektrické stimulace vyZaduje spolupraci uZivatele, proto se
procedura nesmi provadét u uzivateld s komunikaénim postizenim nebo mentalnim postizenim.
6. UZivatelé s cerebrovaskularnimi problémy — uzivatelé s anamnézou aneuryzmatu, cévni
mozkové piihody a prechodné ischemie by neméli byt léCeni elektrickou stimulaci, protozZe ta
stimuluje periferni krevni tok, coz mGZe byt v takovych pfipadech smrtelné.

7. UZivatelé s epilepsii — elektrické stimulacni impulsy mohou vyvolat epilepticky zachvat.

8. Pripady akutni bolesti/bolesti neznamé etiologie — pouziti elektrického stimulatoru v
nediagnostikovanych pfipadech mdZze branit diagnostice.

9. Akutni zanét a otok urogenitalniho systému, nadory, mocové kameny, anamnéza onemocnéni
nervového systému a dalSich onemocnéni.

10. Nepouzivejte béhem téhotenstvi, zejména v prvnim trimestru.

11. Pfitomnost zavazného systémového onemocnéni, jako je sklerodermie, diabetes mellitus s
tézkymi komplikacemi, myopatie, roztrousena sklerdza, Parkinsonova choroba, myelopatie nebo
zavazna onemocnéni jater, plic, ledvin, hematologicka onemocnéni nebo jiné komorbidity.

Pouzivani pristroje je tfeba prerusit v nasleduijicich pfipadech:

1. Pokud se necitite dobie nebo mate nepfijemné pocity, okamzité prestarite pristroj pouzivat.
Pokud se na kizi nebo téle objevi abnormality, poradte se se svym lékafem a postupujte podle jeho
pokyn(.

2. Pokud chcete béhem provozu presunout elektrodu na jiné ¢asti téla, pred presunutim vypnéte
napajeni. Pokud tak neucinite, mdZe dojit k Grazu elektrickym proudem.

3. Nepouzivejte tento pfistroj, pokud mate na sobé jiné elektronickeé zarizeni. Mohlo by dojit k poruse
téchto zafizeni (napf. porucha elektronickych hodinek).
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4. Podkozni pouZiti predstavuje vysoké riziko pro ¢lovéka nebo jiné pfistroje, proto je pouziti tohoto
pristroje zakazano.

5. Pouzivani pod dohledem je povinné u déti (starSich 7 let) a osob se zdravotnim postizenim. Riziko
urazu nebo nepohodli.

6. Nepouzivejte tento pfistroj v koupelné nebo v mistnosti s vysokou vlhkosti. NepouZivejte béhem
koupele nebo sprchovani. Mohlo by dojit k silnému trazu elektrickym proudem.

7. Nepouzivejte béhem spanku. Mohlo by dojit k poskozeni produktu a posunuti elektrody by mohlo
zpUsobit nepohodli.

8. Nepouzivejte pfi fizeni. Mohlo by dojit k nehodé v dlisledku silné stimulace.

9. Nenechavejte elektrody nepfetrzité na téle. Mohlo by dojit k podrazdéni kiize.

10. Nedotykejte se elektrody kovovym pfedmétem. Mohlo by dojit k Grazu elektrickym proudem.
11. Pouziti v blizkosti hrudniku mGzZe zplsobit nepfijemné pocity v srdci. Pfedem se poradte s
lékarem.

12.V pripadé pochybnosti se poradte se svym lékarem.

13. Pokud pfi pouzivani pocitite nepohodli, pFestaiite zafizeni pouzivat a nezvy$ujte intenzitu.

14. Kabel elektrody nesmi byt omotany kolem krku, aby nedoslo k uskrceni.

15. Zafizeni neupravujte. Pouzivejte originalni pfislusenstvi, pouziti pfisluSenstvi jinych vyrobcd z
trhu mGZe zpUsobit nefunkénost zafizeni.

16. Uchovavejte mimo dosah déti, aby nedoslo k vdechnuti nebo spolknuti malych ¢asti.

1. Pokud mate kozni alergii, méli byste okamzZité prestat pfistroj pouZivat.
2. Stimulace nesmi byt aplikovana pres nebo na hlavu, pfimo na o€i, pfes Usta, na predni ¢ast krku
(zejména na karoticky sinus).

1. UZivatelé mohou pocitovat podrazdéni kiiZze a paleni pod stimulacnimi elektrodami

priloZzenymi na k(zi.

2. UZivatelé mohou pocitovat bolest nebo nepohodli béhem aplikace nebo po ni.

Poznamka: Pokud uZivatelé pocituji neZzadouci reakce, méli by prestat zafizeni pouZivat a poradit se
se svym lékafem.
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Pinktens se zapina a vypina stisknutim bilého tlacitka uprostied zafizeni. Zde je
vysvétleni vstupd, vystupd a tladitek zafizeni.

- Tlacitko pro sniZeni intenzity
Tlacitko pro zvySeni intenzity

Kontrolky intenzity

(kazda Ctvrtina predstavuje 15 urovni):
Ctvrtina 1: intenzita 1 a# 15

Ctvrtina 2: intenzita 16 aZ 30

Ctvrtina 3: intenzita 31 aZ 45

Ctvrtina 4: intenzita 46 aZ 60

Viystup pro nabijeci kabel a kabel
. - elektrod

23



NABIJENI BATERIE

Pinktens se nabiji pomoci kabelu USB-C, ktery je soucasti baleni.

Doba nabijeni je priblizné 1 hodina.

KdyZ je baterie nabita na méné nez 20 %, kontrolka nabijeni blik& oranZové. Tato kontrolka z(istane
oranZova po celou dobu nabijeni a zhasne, jakmile je baterie plné nabita.

Doporucujeme nabijet zafizeni pomoci kabelu USB-C pfipojeného k pocitaci.

Pokud chcete pouzit sitovy adaptér, ujistéte se, Ze je jeho vykon kompatibilni.

[ lektricky
é —e— o s

Baterie se dobiji v priméru jednou za mésic, pokud je zafizeni pouzivano jednou za dva dny.

Poznamka:

« Toto zafizeni nelze béhem nabijeni pouZivat.

« Sitovy adaptér musi byt v souladu s normou IEC62368-1, spliiovat alespoin 2 MOOP a
mit vystup 5 V/1 A.

24

PRIPOJENT ELEKTROD

Postup pfipojeni:
1. Kratky kabel elektrod + 2 elektrody (S nebo M)

=S
£

2. Dlouhy kabel elektrod + 2 elektrody (S nebo M)

25



Aplikace Pinktens je dostupna na Google Play a Appstore.

~ Disponible sur Disponible sur
@& AppStore P Google Play

Aplikace je kompatibilni se smartphony:

iPhone: i0S 13 a vyssi

Android: Android 10 a vy$si

(Upravené verze Androidu mohou zpUsobit nekompatibilitu aplikace) Stahnéte si a nainstalujte

aplikaci podle svého smartphonu.

Poznamky:

Pouzivani aplikace vyZaduje aktivaci Bluetooth.

Smartphony s operac¢nim systémem Android musi také povolit aplikaci pfistup k lokalizaéni sluzbé.

Aplikace Pinktens nema pfistup k zadnym udajdim, tato podminka je vyzadovana verzemi Androidu

pro stabilizaci Bluetooth.
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Hello Anna!

Endomdtriosis

Urinary incontinence

Painful paricds

Post partum

> Vyberte si z hlavnich funkci na
domovské strance:

15 programd pro zmirnéni bolesti

Lécbha inkontinence, poporodni rehabilitace,
prolaps

Prevence a sexuaalni komfort
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« Po skonceni pouzivani odpojte kabely od zafizeni.
« Pokud je zafizeni znecisténé, oCistéte jej mékkym hadrikem.

« V pfipadé potfeby pouzijte k ¢iSténi vlhky hadfik s neutralnim Cisticim prostfedkem ¢i alkoholem.

« K Cisténi nepouzivejte fedidlo ani benzin.

« Na panelu s hodnocenim nepouZzivejte alkohol.

= NepouZivejte jiné Cistici prostifedky.

« Chrarite zafizeni pfed vodou a jinymi tekutinami.

« Chrante pred slunecnim zarenim, teplem, vlhkosti a prasnym prostredim.

«Nepouzivejte s elektrodami zadny dalsi gel.

« Elektrody vzdy vkladejte a uchovavejte na spravné strané plastové félie urcené k tomuto Gcelu.
« V pfipadé potreby elektrodu oCistéte trochou vody.

« Neumyvejte.

« Elektrodu neutirejte hadfikem ani papirem.

« Zivotnost elektrod se pohybuje mezi 30 a 50 pouZitimi v zavislosti na kvalité pokozky, ochlupeni,
potivosti a péci o né.

« Elektrody jsou spotfebni material, pokud jiZ nepfilnou k pokoZce, je to znameni, Ze je tfeba je
vymeénit.

« Elektrody neskladejte na sebe ani je neohybejte.

« Nedotykejte se gelu prsty.

« Aplikujte na Cistou a suchou pokoZku bez krému nebo oleje.

28

Zafizeni nesmi byt vyhozeno do bézného odpadu.

Spotrebitel je ze zakona povinen odevzdat elektricka zafizeni do sbérného dvora ve svém méste.

Dalsi informace ziskate na méstském Gradé nebo u prodejce.
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Informace nezbytné pro spravné pouzivani jsou oznaceny prislusnymi symboly. Nasledujici
symboly jsou uvedeny na zafizeni a na Stitku.

IP kéd zafizeni: stupeii ochrany tohoto zafizeni proti vniknuti cizich pevnych
pfedmétd -- < 12,5 mm v prdméru (a proti pfistupu k nebezpeénym &astem

Ip22 prstem); stupen odolnosti proti pronikani kapajici vody (sklon 150).
" Likvidace v souladu se smérnici 2002/96/ES (OEEZ)
ﬁ Tato strana nahoru
ﬂ Datum vyroby
Kod Sarze
C€oaz Oznaceni CE, certifikat vydany TUV SUD.
e Vyrobce
PouZita ¢ast typu BF
@ Pozor, abyste predesli riziku zranéni, peclivé si prectéte navod vyrobce.

Symbol pro ,,AUTORIZOVANEHO ZASTUPCE V EVROPSKE KOMUNITE“
Krehké, zachazejte opatrné

Skladujte produkt na suchém misté. Chraiite pied vodou a destém.

Obal produktu je recyklovatelny

!
e
O
@ Dovozce

Zdravotnicky prostfedek
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Nas zakaznicky servis vyfizuje vSechny Zadosti o radu nebo poprodejni servis pfimo. Nasi
pracovnici jsou rychli a dostupni na e-mailové adrese support@pinktens.com. Odpovéd vam bude
zaslana b&hem jednoho dne (kromé vikendl a svatk(). Podivejte se na online napovédu
https://www.pinktens.com/fr/content/28-depannage .

Na zafizeni Pinktens se vztahuje dvouleta zaruka, kterd se nevztahuje na Skody zplsobené
nespravnou Udrzbou nebo pouzivanim v rozporu s prislusnou dokumentaci, nehodami (naraz,
ohen, tekutiny), Upravami, opravami, zneuzivanim nebo béznym opotrebenim. Tato zaruka se
vztahuje na vady materialu nebo vyroby. Tato zaruka se vztahuje pouze na produkty zakoupené
pfimo od spole€nosti Bluetens nebo od autorizovaného prodejce Bluetens. V pfipadé zavady
pokryté zarukou vam spolecnost Bluetens zasle zpatecni poukaz a bude odpovédna za opravu
nebo vyménu vaseho zafizeni a jeho vraceni.

Na vase zafizeni se vztahuje zaruka 2 roky od data prijeti produktu v pfipadé nakupu online nebo
od data nakupu v pfipadé produktu zakoupeného u fyzického prodejce.

Elektrody, kabely a pfislusenstvi obsaZené v baleni nejsou touto zarukou kryty.

Spole¢nost Bluetens neudélila Zadné agentufe opravnéni k opravam svych vyrobkd. Pokud ma
vase zafizeni problémy, kontaktujte nas. Spole¢nost Bluetens nenese odpovédnost za vysledky
oprav provedenych neopravn&nymi osobami. Zasah tfeti strany do nasich vyrobk méa za nasledek
zanik dvouleté zaruky.

Pouziti elektrod nebo pFisluSenstvi tfetich stran mize zplsobit nespravnou funkci zafizeni a zrui
zaruku. UZivatel se nesmi pokousSet opravovat zafizeni nebo jeho pfislusenstvi sam. Kazdy pfistroj
byl zkontrolovan systematickou validaci. Vykon je stabilni a nevyzaduje kalibraci ani validaci. Pokud
vas produkt nedosahuje ocekavaného vykonu a zakladni funkce se pfi béZném pouzivani zménila,
kontaktujte nas. Vezméte prosim na védomi, Ze spolecnost Bluetens nenese odpovédnost za
problémy s kvalitou zplisobené nespravnym pouzivanim.
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RECOMMENDED ELECTRODE PLACEMENTS

Doporucené rozmisténi elektrod

[ LOWER ABDOMEN J

SPODNI CAST BRICHA

DESCRIPTION OF CURRENTS OUTPUT

Popis vystupnich proudd

Okamzité elektrické napéti/proud pfi pouZiti elektrod:
Zatizeni 500Q: MAX 120V / MAX 240mA Zatizeni
1000Q: MAX 150V / MAX 150mA

Instant electric voltage/current when using Electrodes:
Load 500Q: MAX 120V / MAX 240mA Load 1000Q:
MAX 150V / MAX 150mA

[TENS

N° PROGRAM OUTPUT PARAMETERS
Endorphin 1 | Frequency: 5Hz - Impulse: 250ps - Treatment time: 30 minutes
Chronic pain 1 | Frequency: 80Hz - Impulse: 200ps - Treatment time: 60~120 minutes

PROGRAM OUTPUT PARAMETERS
5 |End0rfin 1 Frekvence: 5 Hz - Impuls: 250 ps - Doba oSetfeni: 30 minut

‘ 6 |Chr0nickél bolest 1| Frekvence: 80 Hz - Impuls: 200 ps - Doba o3etfeni: 60~120 minut

OTHER LANGUAGES

Dalsi jazykové verze

THIS USER MANUAL IS AVAILABLE IN OTHER LANGUAGES AT THE
} ~_ FOLLOWING LINK: . )
TATO UZIVATELSKA PRIRUCKA JE K DISPOZICI V JINYCH JAZYCICH NA
NASLEDUJCIM ODKAZU:

um.pinktens.com
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ELECTROMAGNETIC COMPATIBILITY

The device has been thoroughly tested and inspected to assure proper performance and operation.

The EMC Test Report Number of TUV: 68.730.20.0074.01. Model: CL2P

TEST CONFIGURATION

Configuration Description
AC Powered 230VACIS0Hz
100VAC/S0Hz & 240VAC/S0Hz
e Lowened (Only for Violtage dips and Voltage interruptions)

Mode

MODES OF OPERATION:

OUTPUT PARAMETERS

IMMUNITY TESTS EN 60601-1-2:2015, IEC 60601-1-2:2014

1Hz 10Hz 50Hz | 100Hz | 200Hz | S00Hz | 1KHz | 1,2KHz

400uS | 300uS | 100uS | 100uS | S0uS | SOuS | 34uS | 24uS

0-120V | 0-120v | O-110V | 0-85V | 0-85V | 0-57V | 0-57V | 0-57V

Description
The EUT's USB-C port is connected to a single-port USB-C cable (length: 80 cm) and is

| Test Condition: Group1, Class B Test Result \
Electrostatic Discharge (IEC 61000-4-2) Contact: +8kV
2KV £4kV t6kV £8kV £15kV Air: £2kV 24KV 28KV 15KV
Radiated Immunity (IEC 61000-4-3) 80MHz te | 10V/m, 80% Am at TkHz
2700MHz 10W/im 27VIm PM at 18Hz
385MHz 27Vim 28VIm FM £ 5 kHz deviation at
450MHz 28V/m 1kHz sine
TI0MHz, 745MHz, 780MHz 9V/m 9Vim PMat 217 Hz
B10MHz, 870MHz, 930MHz 28Vim 28Vim PM at 18Hz
1720MHz, 1845MHz, 1970MHz 28V/m 28Vim PM at 217 Hz
2450MHz 28V/m 28VIm PM at 217 Hz
5240MHz, 5500MHz, 5785MHz 9V/m Vim PM at 217 Hz
Electrical Fast Transient (IEC 61000-4-4)
For AC Power port: For AC port:

£2kV, 100 kHz repetition frequency
For si%nai input/output port:
+1kV, 100 kHz repetition frequency

Power supply lines: 22kV

Charging | charged by an AC / DC adapter.
The EUT is powered by a rechargeable 3.7VDC lithium battery. Its USB-C port is connec-
ted to a dual-electrode cable (4 ends, length: 110 em), and the electrode cable terminals
TENS + are connected to electrede (Size: 50 x 100 mm). The part of the electrode cable that
Lien BT is 40 cm away from the EUT is placed in 0.9% saline solution. The EUT is connected to

the APP via Bluetooth, and its processing functions are controlled by the APP or by itself.
Next, the EUT is set to TENS mode and adjusted to maximum power for operation.

Surge (IEC 61000-4-5)

For AC Power port:

*0.5kV, £1kV (Line to ling)

+0.5kV, £1kV, £2kV (Line to Ground)
For signal input/output port:
tZngULine to Ground)

For AC port:
(L-N): 0.5V £1kV

EMISSION TESTS

EN 60601-1-2:2015, IEC 60601-1-2:2014

_ Test Condition: Groupl, Class B Test Result
Radiated Emission 30MHz to 1000MHz Pass
Conducted Emission on AC 150kHz to 30MHz Pass
Harmonic Class A Pass
Flicker Pass
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Cenducted Immunity (IEC 61000-4-6)

For AC Power port, patient coupling port and
signal input/output port:

150KHz to BOMHz 3V (80% Am at 1kHz)

ISM and amateur radio bands between 150KHz
to BOMHz 6V (80% Am at 1kHz)

For AC port and patient coupling port: 150KHz
to 8OMHz 3V (80% Am at TkHz) ISM and ama-
teur radio bands between 150KHz to 80MHz 6V
(80% Am at 1kHz)

\‘.i"olltage Dips and Interruption (IEC 61000-
0%, 70%, 0% of UT

For AC power i:.ort:

0% for ‘5,% e (at 0°, 45° 907, 135°,180°, 225°,
270° and 315%), 0% for 1 cycle (at 0°), 70% for 25
cycles (at 07), 0% for 250 cycles

Power Frequency Magnetic Field (IEC 61000-

4-8) 50Hz, 60Hz 30A/m

50Hz: 30A/m
60Hz: 30A/m
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Zafizeni bylo dlikladné testovano a zkontrolovano, aby byl zajistén spréavny vykon a provoz.

Cislo protoko

lu o0 zkousce EMC TUV: 68.730.20.0074.01. Model: CL2P

Elektrostaticky V\<'/ o'g(IEC 61000-4-2)
+2 kV 4 kV £6 kV +8 kV 15 kV

Odolnost proti vyzafovani (IEC 61000-4-3)
80 MHz az

2700 MHz 10 V/m

385 MHz 27 V/m

450 MHz 28 V/m

710 MHz, 745 MHz, 780 MHz 9 V/m

810 MHz, 870 MHz, 930 MHz 28 V/m
1720 MHz, 1845 MHz, 1970 MHz 28 V/m
2450 MHz 28 V/m

5240 MHz, 5500 MHz, 5785 MHz 9 V/m

RXChlé elektrické pfechodové jevy (IEC
61000-4-4)

Pro port stfidavého napajeni:

+2 kV, opakovaci frekvence 100 kHz
Pro port vstupu/vystupu signalu:

+1 kV, opakovaci frekvence 100 kHz

Kontakt: £8 kV
Vzduch: £2 kV 4 kV +8 kV +15 kV

10 V/m, 80 % Am pfi 1 kHz

27 V/m PM pfi 18 Hz

28 V/m FM + 5 kHz odchylka pfi
1 kHz sinus

9V/m PM pfi 217 Hz

28 V/m PM pfi 18 Hz

28 V/m PM pfi 217 Hz

28 V/m PM pfi 217 Hz

9 V/m PM pri 217 Hz

Pro ACport: |
Napéjeci vedeni: +2 kV

AC napajeni 230VAC/50Hz
AC napajeni 100VAC/50Hz & 240VAC/50Hz
(Pouze pro poklesy napéti a preruseni napéti)
1Hz 10Hz 50Hz 100Hz | 200Hz | 500Hz | 1KHz | 1,2KHz
400uS | 300uS | 100uS | 100uS | 50uS 50uS 34uS | 24uS
0-120V| 0-120v | 0-110V| 0-85V | 0-85v | 0-57Vv | 0-57v | 0-57V
Nabijeni | Port USB-C zafizeni EUT je pfipojen k jednoportovému kabelu USB-C (délka: 80 cm)

a nabiji se adaptérem AC/DC.

TENS +

EUT je napajeno,dobijeci lithiovou baterji 3,7 V. DC. Jeho port USB-C je pripojen K
dvouelektrodovému kabelu (4 konce, delka: 110 cmi a svorky kabelu elektrody jsou
ﬁ{’pojenXOl( elektrodovym podlozkam (rozmeér: 50 x 100 mm). Cast kabelu elektrody,

| era je 40 cm od EUT,ge umisténa do 0,9% fyziologického roztoku. E,UTBa pfipojeno
Lien BT k aplikaci pres Bluetooth a jeho funkce zpracovani jSou fizeny aplikaci nebo
samotnym zarizenim. Poté je EUT nastaveno do rezimu TENS a nastaveno na
maximalni provozni vykon.
VyzaFované vyzafovani 30 MHz az 1 000 MHz Prosel

Vedené vyzafovani na stfidavém proudu 150 kHz az 30 MHz | Progel

Harmonické tfidy A Prosel

Mihotani

Prosel
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Prepéti (IEC 61000-4-5)

Pro port stfidavého napajeni:

+0,5 kV, +1 kV (vodi¢-vodic)
+0,5kV, +1 kV,/w_LZ kV (vodié-zlem)
Pro port vstupu/vystupu signalu:
+2 kV (vodié—zemy

Vedena imunita (IEC 61000-4-6)

Pro port stfidavého napajeni, port pro
p'rpo{em pacienta a port vstupu/vystupu
signalu:

150 kHz az 80 MHz 3 V (80 % Am pfi 1 kHz)
ISM a amatérska radiova pasma mezi 150 kHz
az 80 MHz 6 V (80 % Am pfi 1 kHz)

Poklesy a preruseni napéti (IEC 61000-4-11)
0%, 70 %,0 % UT

Pro AC port:
(L-N): +0,5 kV +1 kV

Pro AC port a port pro pfipojeni pacienta:

150 kHz az 80 MHz 3 V (80 % Am pfi 1 kHz)
ISM a amatérska radiova pasma mezi 150 kHz
a80 MHz 6V (80 % Am pfi 1 kHz)

Pro port stfidavého napajeni:

0 % pro 0,5 cyklu (pfi 0°, 45°,90°, 135°, 180°,
225°, 270° a 315°), 0 % pro 1 cyklus (pfi 0°),
70 % pro 25 cykld (pfi 0°), 0 % pro 250 cykl{

Magnetické pole sitové frekvence (IEC 61000-
4-8) 50 Hz, 60 Hz 30 A/m

50 Hz: 30 A/m
60 Hz: 30 A/m
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Take care of yourself
Pecujte o sebe

pinktens.com
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