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Device Description

Tiemann Catheter is a single use device used for routine drainage of the bladder. Duration of Contact with the body is not more than 60 minutes.
The configurations available include:

Family Size (Fr.) Length (cm) Catalogue Number Color

10
12
14 35 AMPLCTO014 Translucent
16
18

Tiemann Catheter (TC)

Intended Purpose

Tiemann Catheters are generally used to aid in urination for men who have enlarged prostates or suffer from benign prostatic hyperplasia. Tiemann catheters
can also sometimes be used for women, although a Tiemann tip is usually designed to aid in permeating a small opening. The device is intended for use by
laypersons.

Performance Characteristics of the Device
Tiemann Catheter is used in patients with narrow urethral path or prostatic obstruction. The tip configuration in Tiemann Catheter aids in providing a directional
stability or negotiating the upward bend in male urethra and allows an easy insertion especially in obstructed areas.

Indications
e Used to drain the urine from the bladder in patients who have a narrow urethral path.
e Enlarged Prostate (Benign Prostate Hyperplasia)
e  Patients who have undergone bladder surgery
e  Obstructive conditions in lower urinary tract

Contraindications
e Low bladder volume or Compliance
e  Pressure sores/ external infection of the urethra
e  Anatomical, functional or cognitive disorder that does not allow the catheterization.
e Recurrent macrohematuria or urethrorrhagia
e Urethral Pain

Precautions & Warnings
Carefully read all instructions for use and product labeling. Do not use this product without reading and understanding the complete instructions enclosed
herein. The device shall only be applied for its intended use and in accordance with these instructions. Observe all cautions and warnings throughout these
instructions. Failure to do so may result in complications.
Precautions:

e The Intended user of the device can be a urologist or health care provider/patient who are trained in the proper use of the device by a trained urologist

specializing in the treatment of urinary system disorders and related urological producers.

e  Confirm the information on the label and that the product has not reached its expiration date and there is no damage to the packaging or device.

e Device is not recommended for use in patients with the above-mentioned contraindicated conditions.

e  Store the CIC Catheter at a temperature between 12-35°C and a Humidity range of 30-70%.

e Storein adry, cool place. Avoid extended exposure to sun light.

e Wear sterile rubber gloves, if desired, to keep hands sterile while performing this procedure or wash the hands using soap and water.

e Wash your genitals with soap and water or an antiseptic towelette. This lowers the infection risk.
Warnings:

e The device is for single use only.

e The product must not be re-used. Reusing single use device can lead to potentially serious consequences for the patient such as Bio-contamination due
to release of infectious agents from device into the body which further may result in Urinary Infection.

e Do not use the device if there is any indication that the sterility of the device has been compromised. If the sterile package is damaged or possibly
opened, do not use. Contact “Manufacturer or Distributor” and replace the product.

e Do not re-process or re-sterilize, reprocessing or re-sterilization may compromise the structural integrity of the device and/or lead to failure which, in
turn, may result in patient injury.

e If you have not been properly trained in inserting a catheter, do not attempt.

Intended Patient Population
Tiemann Catheter is used in male patients who are above the age of 18yrs.

Shelf-life
The shelf life of the Tiemann Catheters is 3 years (Indicated on product label with the use-by symbol).

Sterility — This product is Sterile unless the package has been opened or damaged
e The Tiemann Catheters have been sterilized by exposure to Ethylene Oxide. Sterility indicators are on each package. The imprinted label will change
colour from blue to brown after ethylene oxide exposure. Do not use the product unless the sterility indicators are the correct colour.

e  Exposure to high levels of Ethylene Oxide may result in presence of residual ETO which leads to Toxic Reaction in the body resulting in tissue damage of
Urinary System.

e The Tiemann Catheters are packed single. Product in each pack must be utilized immediately when opened.
Directions for Use
1)  Open the package from the Chevron side (‘V’ Notch) of the pouch.
2)  Suggested instructions for using Tiemann Catheter:
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3)  Wash hands with antibacterial liquid or soap.
4)  Wash the genitals with soap and water or an antiseptic towelette.
5) Select a clean and hygienic area where the catheter will be inserted.
6) Remove the catheter from its package being careful to keep it very clean.
7)  Apply a water-based lubricant on the tip and top two inches of the insertion end of the catheter if needed.
8)  Slowly insert the catheter with the tip facing up. Try to keep the catheter as straight as possible when you are inserting it.
9)  Wait until urine begins to flow into the catheter. If the catheter slides out, even if you are getting urine flow coming from the catheter, the catheter is
inserted wrong. Start the process again with a new catheter.
10) When the urine flow stops, press down on the lower abdomen to ensure complete drainage.
Instructions for Self-catheterization:
Regardless of gender, the steps for performing self-catheterization are generally the same. To perform self-catheterization:
1)  Sit on the toilet.
2)  Use firm, gentle pressure to insert the lubricated end of the catheter into the urethra until the urine begins to flow.
3)  Hold the other end of the catheter over the toilet bowl or container (urine bag).
4)  Then follow from step eight as mentioned above.
5)  Consult a healthcare professional if you experience the following symptoms: Bladder Spasms (Sudden painful cramps and unexpected leaking of
urine), Blood in urine (hematuria), difficulty inserting the catheter.

Removal Instructions
Gently remove the catheter once complete drainage of urine is ensured.

Disposal Instructions

Dispose of all equipment, in appropriate containers. After use, this product may be a potential biohazard. Handle and dispose of in accordance with accepted
medical practice and applicable local, state and federal laws and regulations.

Explanation of symbols used on label

Title of Title of Title of Title of Title of
Symbol Symbol Symbol Symbol Symbol
Symbol Symbol Symbol Symbol Symbol
R E F Catalogue Number C €2803 CE Mark Do not Re sterilize @ Country of M D Medical Device
Manufacture
!4
‘ ‘¢ Single Sterile
barrier system
Manufacturer Date of Keep Dry Caution with protective
manufacture packaging inside
LOT \\g/ Keep Away from
Batch Code Use by D. //I < Sunlight Do not re-use U DI Unique Device
se by Date AN Identifier
35°C i
Consult Do Not Use ll:::::::riitive
i . if Package i
STERILE m Sterilized us.lng Instructions for Temperature Limit 'TPackage Is EC REP in the European
ethylene oxide Use . Damaged B
127 4
75%
Humidity Limit
>
30%

Aster Medispro Pvt. Ltd

S.P.181, 10th Main, 1st Stage,
DR.B.R.Ambedkar industrial Estate (KSSIDC)
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Tel: +91 80-42062716

Email: info@astermedispro.net

Web: www.astermedispro.net

M/sCMC Medical Devices& Drugs S.L

located in C/Horacio Lengo N° 18, CP29006,
EC REP MAlaga, Spain

Tel : +34951214054, Fax +34952330100

E-mail : mmateos@cmcmedicaldevices.com
Web : www . cmcmedicaldevices.com
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Requirements
e ENISO 20417:2020 — Medical Devices- Information to be supplied by the manufacturer
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