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A. Intended Use

Intended for collection of specified volume of human Blood.

ALl. Indication:

The phlebotomy bag is used in treatment of certain diseases in which the hemoglobin rises abnormally or red
blood cells number exceeds the upper normal level, such as hemochromatosis and polycythemia. the
collected blood should be discharged. It cannot be used for any other treatment.

B. Warning

1. Inspect overwrap and pack before use.

2. Avoid contact with sharp objects.

3. The water inside the bag should be clear and transparent.
4. The product is sterilized and non-pyrogen only if the package is undamaged

5. Reuse risks: Septic risk, Coagulation risk, Loss of efficacy and effectiveness.

6. the Phlebotomy bag shall not be used more than 10 days after opening the packaging

7. Use immediately after opening the needle cap.

B1. Contraindication:

1.Skin conditions like cellulitis or abscess that can cause

2.Direct seeding of infectious agents (e.g. bacteria) into the blood.

3.Presence of a hematoma (bleeding under the skin)

C. Caution

1. Pharmed Medical Industries's Phlebotomy Bags are single use. Discard entire set after one use.

2. Be careful to avoid accidental needle stick, when using it.

3. Phlebotomy bag after blood collection should be disposed in a safe manner.

4. To be used only by prescription.

5. Pay attention to the volume mentioned on the label.

D. Instruction for use

1. Open the transparent overwrap using the corner flap peeling. (Figure 1)

2. After applying tourniquet, the venipuncture area is obvious.

3. Disinfect venipuncture site thoroughly.

4. To remove the needle cap: Hold the hub and twist the cap. The black spot on the needle hub
indicates bevel side; remove the Cap in a straight line to avoid any damage to the needle tip. (Figure2)
5. After fixing the needle, open venipuncture, and allow the bag to fill.

6. Perform the phlebotomy.

7. For blood concentration cases or increasing process the donor can move his hand gently.

8. When good blood flow is established, slide the Safety Guard (Figure 3) over the needle hub. Leave
the front third of the needle hub exposed for access. Stabilize the front of the Safety

Guard to arm with Medical tape. (Figure 4)

9. Once the required quantity has been reached according to physician recommendation, Clamp the
tubing before disconnecting of needle from patient's arm.

10. to disconnect needle from patient's arm, the Safety Guard should be stationary. Place folded sterile
gauze over puncture site and hold in place with finger tip without exerting pressure .Hold sides of needle
guard near the front, between the index finger and thumb. Pull the tubing smoothly until the needle is
locked into the needle guard. (Figure 5)

Confirm the needle lock by:

- Listen for the first “click” as the needle is drawn into the Safety guard .

- Ensure the tubing cannot be pulled the Safety guard.

11. Dispose the Phlebotomy Bag in a safe manner.

safetyguard  Needle 16G
(Needle protector)
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Figure 1 Figure 2 Figure 3
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Figure 4 Figure 5

E.Manufacture

Name: Pharmed Medical Industries

“ Factory: 2™ Bustan, West Hafez Blvd, Eshtehard Industrial Zone, Iran
Telefax: +98(26)3777 7620-5
Office: fourth floor, No. 44, Saadat Abad Ave., 1998898638, Tehran, Iran
Telefax: +98(21)2207 3102-3
Email: Info@Pharmed.co Website: www.pharmed.co
Post market service: 02637777620-3340

F: European Representative

NephroCan S.r.I. VIA SAVOIA 00198 ,78 Roma, Italy

Tel: +39 (06) 852371
“NephroCan www. NephroCan.com/EU-Rep

Note: Pharmed Medical Industries is not responsible for any shipping accidents, bad storageand
abnormal use
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