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A. Intended Use

A Phlebotomy Bag is used to collect a specific volume of human blood.

Pharmed Medical Industries Company has two models of Phlebotomy Bag without water (Phlebotomy Bag
WL) and Phlebotomy Bag with water.

B. Indication
This product 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.

C. Contraindications
Do not use this product for people who have skin problems, hematoma, or the possibility of blood infection
(such as the transfer of bacteria from the surface of the skin to the blood).

D. Cautions and warnings

1. Do not use this product for any other purpose.

2.This product is Single use.

3.The water inside the bag should be clear and transparent.

4. If the package or product is damaged, do not use it.

5. Before use, pay attention to the volume mentioned on the product label.

6. Phlebotomy Bag after blood collection should be disposed in a safe manner.

7. Do not open the carton with sharp things. Sharp tools may damage the product.

8.The Phlebotomy Bag shall not be used more than 10 days after opening the packaging.
9. It is better to use with a physician's advice.

10. Pharmed Medical Industries will not be responsible for bad storage and transportation, abnormal use.
11.The expiry date refers to undamaged and properly stored product.

E. Instruction for use

1. Open the overwrap using the corner flap peeling.

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

3. Disinfect venipuncture site thoroughly.

4. Hold the Needle hub and twist the cap, the black spot on the needle hub indicates bevel side.

5. After fixing the needle, open venipuncture and allow the bag to fill.

6. For blood concentration cases or increasing process the donor can move patient 's hand gently.
7.Fordisconnect needle from patient at first clamp the tube then with fixing safety guard, pull tubing smoothy
until the needle is locked into the needle guard place sterile gauze over puncture site.

8. Dispose the Phlebotomy Bag in a safe manner.

F. Generic name of the raw material

Generic name of the raw material adsl lgo ogos ol
Polyvinyl chloride QLIS L
Polypropylene sn b
Stainless steel needle with Smooth Siliconized Blo SsSdew ¥ b 55 a5 50Ys8 (im0
layer
Doc. Code Rev. No.: Date Of Issue Page

F72300RD53 R0OS5 1402/07/26(18/0ct./2023) 1of3




PHRMED PLOPharm® ,
sy mstia e Instruction for use of Phlebotomy Bag “@
:—ﬂj ® 9> b a3l ool ol g 1CD GROUP
G. Product Specifications
Phlebotomy Bag model Product Code Content of Phlebotomy Bag Sterile method
Sab dueS o Jyame oS 05> b deS Slgioee Jorel s,
Phlebotomy Bag 350 ml .
) e Y0+ 55 b &S 4512320 35 cc of purified water Steam (Autoclave)
Phlebotomy Bag 450 ml -
) e Y0+ g b 4 4512310 35 cc of purified water Steam (Autoclave)
*Phlebotomy Bag WL - 350 ml .
) n Y0 = WL 535 b S 4512330 without water ETO
*Phlebotomy Bag WL - 450 ml .
) e T WL 5 b as 4512340 without water ETO

*This model of Phlebotomy Bags manufactured by Pharmed Medical Industries Company
does not have CE mark.

Note: Gauge 16 Needles, are used in all Phlebotomy Bags.

il oo CE (las gy e )8 Sy mlio 93 duad anS 5l Jow
D9 g0 03latwl V7 S L 1y 30m 3l (95 Suad desS 0o )8 (S aolis &S 58 S gasee (ool (014355

H. Symbols
( N
Read the instructions Do not ste i j
before use nots| o] &Yﬁll JDorlot (i;i‘ebn with sharp object
25 58 s, A 555 5 55 eIl
5 anzlie Joall s & oolinal 5l L3 ’
Single use ' This device contains DEHP Manufacturer
@ Gy b S Vb gyl u oaSalys
ac | Keepat5C-40°C i Keep dry Authorized representative
SBCJ/ S Rl az 0¥ 1 slos 3 o e T SERPSIVE X TERPIN l:[fﬁliéaecn Community
2909
Fluid path non pyrogenic 11 The side up Conform with relevant EU directive
}( 155 1 ol — 355 4Lils a5 b oy b Sl 3llaa
Handle with care %%”m‘gggg if package is @ Caution
33 Joo Llaslly o0 o] A ezl s
SIS o395 e |
7 Max stuck >/‘+'< Keep away from sunlight % Do Not Resterilize
— ol Sl /.\\ 355 60 s> y5i 3l yg % 095 Ja il Sl 90
Sterile barrier system Medical device Sterilized with ETO
iyl Bilovo s S8 ey @ ST kil 38 b oy il
The Phlebotomy Bag shall not be more than 10 days after opening the packaging =1|  Sterilized with Steam
Todays | bl o0 odlitl B 59500 U 25> wuad S i 33,5 3 51 E e b ous oyl
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I. Manufacture c €
2195

Name: Pharmed Medical Industries
il Factory: 2" Bustan, West Hafez Blvd., Eshtehard Industrial Zone, IRAN

Telefax: +98 (26)37777620-5
Office: fourth floor, No. 44, Saadat Abad Ave., 1998898638, Tehran, IRAN

Telefax: +98 (21) 22073102-3
Email: info@pharmed.co Website: www.pharmed.co

J. European Representative

Ec|Rerl NephroCan

NephroCan S.r.l.,via savoia 78 ,00198 ROMA, ITALY
Tel Office: +39 06852371 Fax: +39 0685350187
www.NephroCan.com/EU-Rep
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