?mma Pharmed Medical Industries Blood Bags «@

Medical Industries o8 Sy pbuo (95 s A

8 3,5 aaus !
25Sn 518 0olitul 050 3 (Sl (6555 5 pledl 55 65l ez az 55 Sl S

gmlS il Al

5 a5l (oo Bran LS aa) 55 Gl S el oad 8 L5 o (55 sl i g Ll 053 sl ez ln 055 S
Al aLBAS (PP (guuy i) adgl (o iy (50 5L 5l 55,10 51 G ST pioren 09 bral annS sl (69 50 ooliinl (LSS 5l as
g o3liiul (93 A cnl 5l ls

b lods 1o

iled ol labl b aiy (1352 @ls 51 B a1 3 )

155 5 il s 395 Jonn 3o S 5 50 s (5 e o a3 § s ¥

03,5 oolitul wls Sygo (nl 2 jo b0y asT 2 5l g)le 59,5 A dilette bt Sy b Jgames S5-I 30 39250 Jolome -V
WSS oolatul e 4S5l oIS 4365 e saalin &jse jo -F

AaS Jae of il az s ¥r B V0 sleo b e 4y 1) 95 S (B yae ) LB -0

D% 6 S5l 5 sledl b ules 517

D93 (S lgn -V

oS 5 sty il ol s K s o Sl s s solicil &y bigy e s A

5 5 s om0 Ugame (il 15 &S Siiglses s oysl 5 el DEHP T 00iiS o5 5 celys ) aolis Jo b (sllas oslicil 5,50 PVC -2
(e TOTM a5 p 5 (g5l =5 AS) ity VLS (g5l ilgs g oS s

Span g dylge ) ©

Sgdani dpogi 103k 015 5 00 (5 (5355 sl o olital (53 sl aueS PVC 0 DEHP o525 Joy

b blasl i

505 pyne oS sl & 05 Sl o oSl el S b (Kb b (55 4

il oo ooliial BB (0mag) addsl (st iy 05 5L 51 e 59y Ve SSTas Y

SO PRSI TC QORI [ S PRECJUIDEIIRNUS 15 SR 0 W

S 1) (g 59 65 095 5l BB Y

05 )8 i s ol 5 oy slo e 55 U5 L3S 2 S L S 50 4 2 55 5l o sl S D
g pgdas ol s, bl 093 A Sl nlo 5 055 sl ez W5l jge F
oo lasiw! Jord! yguiws 1

(O JS805  asS 5 S 2l Saly Cand 511, Blad sy 4y )

Slegil oSn 53 2 55 ) ol Sl i 5 5 oSl sl 25 6 meil B0 alols 31, (5 S Y
iloe o

Sles ool (P mmHE) [Lad aizws b g o b G 5-Y

AS o 1y cslin §) 0aisS ol (5550 0 -F

Saled Sedeas oS sk 4]y 655 S5, Jore -0

25k 4Ll 1y (3530 (i3 oo &2 ol 51 65l Sz Bz ) O Gignyo 9 48l 4SS 1) (g aily 1 jsm (o0 B0 —F
(V J58) s Gl 1) )l B3k (0w il (595 2 ol JB o 53500

Saled GualS 1) (3,69) (ol 4 4 Jate g -V

23S cslie Sy 35l 1y 035m0 —A

Doc. Code Rev. No.: Date Of Issue Page

F72300RD35 RO7 99/12/01 (19/ Feb./2021) 1of2




?mma Pharmed Medical Industries Blood Bags «@

Medical Industries o8 Sy pbuo (95 s A

(F US2) ailos zasT al8l3T g asS sl ol s gy o 53 (6505 Wiges A 4Sile -

Do S glo g e o8 K5 LT, (9)58) 10! e 30 (VgilS) oS o iy |y enlS (6 25 digd desS (30 3 5l g ) ¢
(FUSE) (ol 00y adeitin S dalad (S gl 9 ¥ g ) 5Lid Jlosl e 085 shol 4 sl (55 b

s 1y 55 S el by 5 Sl IS ol b gl 555 JolS BN | plesabl S 95 591 o Jsb 3 )
a5 g 00,5

Slply 608 dged ducS .y )lo 5 s CltSI L gy aiws 4y Jlad 0 S o)lg L) e 6)5'16“?‘“9] Oosy VY

(FUS2) amles GogSine )] (s a2 152 65550 (0,5 ol 51 bl

bsgi aigal (aiiz 055 (o0 63l @z 00l B, (53 Aiged 5 005 18 (55 sl ez gl B 1) (alesT algh) sl VY
S5d 48,5 Wy e il iglesT slo o)

Ao bl anlS” Lo (g9 ouds Al Jaie 4 4z g L) (6,85 Jlade ) F

1 190! o Alg) s 035 5o 1) (53 Oy 9 A |y Ml 95 e (0] ploil 5 23 (155 i (5] oz 5l e -10
Aol o (0 wlilse @meg)ﬂlSUJLaslsoywwb)

2583l b g 005 035 iz oS Il (5S35 e (595 9 MBSt 9 S 1 Gige g 005 L L wn Gl -V

Soles adss 4S5l a4 Jg, Lwgs 56l o> b 1, (cord) hol s 10 35290 55 15 195 plasl 5l VY

JB g, Lblms (218 0pil alls az i aed OS5 (g il Sae | (g Lablons 15 5 aiged 5 (5 4S5l o VA
¢ JS8) bl e olows

Dl odpid (g il JiB glas 4 sla B oo )8 colas Lidle J5Is 4 ceade L) 55 s =)

S padne 5 00 5,8 53 (59l ez Ayl Ul o | Ldlee Y

Sbl sy

Awled sbul laal g dg) 5 plio Gl Joee 35 b L) ola 5w

(Wl 885" JUyow 05lond (59 22 Juw Jomo uiS blia g dunlod £9 0% g8 (Slodtl U Jod 5 omy o3 311 133,5" Joww)

sle S jekaie 4y i slaanl 3 ol Jl lo S lais 4 wilyy oo Bl JB Gl 4SSO e annS 5l e
b oolaiuwl (Je> sl 08,5058 4y o lailiul

ol ol 0010 LISV g guai jo JWEG! Oy 3l ool ogx 14 o5

c € 0w jlw uu)éi ‘z
2195 b s o masads o0 gl
CYPIWVVY VEY -0 1 oSals cpgo oyliwss o o2,8 La8la Jlol o)Ll siniio S s o)l pl s IS0
£ il 0P 5 (e G e S e 5 ) o] Sl G S 255 8
CGYDYYY YV Y-Y e uSals VAAAAASYA - g aS
www.Pharmed.co  :cule o9 u,.:)QT info@Pharmed.co Hg N U,J)J
CANVPYTPATA: 6 ie Dloas o )les

Ec [Rer|  NephroCan

NephroCan S.r.l. sl
NephroCan S.r.1. VIA SAVOIA 78, 00198 Roma, Italy. :0s,
www.NephroCan.com/EU-Rep <ol o5 439 (06) 8535 0187 :0%¢ 439 (06) 85 2371 :¢sli

Doc. Code Rev. No.: Date Of Issue Page

F72300RD35 RO7 99/12/01 (19/ Feb./2021) 20f2




?mma Pharmed Medical Industries Blood Bags «@

Medical Industries o8 Sy pbuo (95 s A @

A. Intended use
Intended for the collection of human blood and the preservation of blood compartments.
A1. 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. Warnings
1- Inspect overwrap and pack.
2- The product is sterile and non-pyrogenic only if the package is intact and all caps are in place.

3- Do not use the product unless solution is colorless or faintly yellow, clear liquid, practically
free from particles.

4- Do not use the product if observe any damage on component.

5- Bring the product to a temperature between +15°C and +30°C before use.
6- Avoid contact of product with sharp objects.

7- Do not vent.

8- Risks linked to the reuse: septic risk, coagulation risk, loss of efficacy.

9- The PVC complies with the European pharmacopeia. The plasticizer is DEHP the biological
products stored and/or circulating in these devices could contain phthalates. (Platelet bag
contains TOTM Plasticizer)

B1. Contraindication :

.The plasticizer is DEHP and it not recommended for childrcn,pregnant and nursing women
C. Precautions

1- Pharmed's Blood Bag is single use only. Discard entire set after use.

2- If the Primary package is opened more than 10 days, do not use it.

3- If the Aluminum package is opened more than 30 days, do not use it.

4- Do not remove the needle cap before blood collection.

5- Put the filled bags in centrifuge cups with minimum dead space firmly.

6- The needle, blood collection tube and any other component should be disposed in a safe
manner.

D. Instruction for use
1- Peel open the transparent overwrap using the corner flap. (Figure 1)

2- Place blood bag pack at a distance of ~ 50cm below donor arm, ideally on an automated
blood mixer.

3- Apply tourniquet or pressure cuff (60 mmHg).
4- |dentify the appropriate Vein.
5- Thoroughly disinfect site of Venipunctures.

6- remove the needle cap: Hold the hub and twist the cap. remove the cap in a straight line to
g\)/oid any damage to needle tip. The black spot on the needle hub indicates bevel side. (Figure

7- Clamp the main tube (Cord) assembled to collection bag.
8- Insert the needle into the appropriate vein.
9- Do not dangle sampling bag, while is filing. (Figure 3)

10- After filling the sample baﬁ, clamp this path and open the clamp on the main tube (cord)
assembled to collection bag then break the breakable valve on the donation line with a side to
side motion. (Figure 4)

Doc. Code Rev. No.: Date Of Issue Page

F72300RD35 RO7 99/12/01 (19/ Feb./2021) lof2




?mma Pharmed Medical Industries Blood Bags «@

Medical Industries o8 Sy pbuo (95 s A @

11. During blood collection, occasionally and gently invert or shake blood bag to ensure
thorough mixing of blood and anticoagulant.

12- Remove the cap of the blood collection tube gtube holder), by pushing the handle of the cap
with a thumb to release. Invert the sampling bag to ensure any air is directed to the bottom of
the bag. (Figure 5)

13- Insert a vacuum test-tube to the Tube holder. Undiluted sample blood is collected. Multiple
samples can be taken by exchanging vacuum test-tubes.

14- Blood collection done according to capacity on the label.

15- After end of blood collection, remove the needle from donor then weld the tube assembled
to Uconnector and other component.

16- Release tourniquet and withdraw needle from vein and on the donor arm, adhesive will be
wound or bandaged on the bleeding site.

17- Immediately after bleeding, empty the blood in the main tube (cord) as much as possible by
roller into the bag.

18- After donation and sampling, move the safety guard to the hub of the needle arrow on
safety guard in front of the needle eye. (Figure 6)

19- Remove the donation needle, and then gently lower the needle into the barrel of the safety
guard until a click is heard.

20- Insert the safety guard (needle protector) into the blood collection tube (tube holder) and
discard.

F. Final phase

Separate segments by sealing appropriate locations of donor tube.

after needle part seal the tube up to end and be careful not seal on serial number of cord.
Except Single Blood Bag units, the empty satellite bags may now be used as transfer bags for
further processing according to standard compartment processing techniques.

Note: the using method of membrane port (Blood Injection Port) shown in figure 7.

G.Manufacturer c € 2195

Name: Pharmed Medical Industries

Factory: 2nd Bustan, West Hafez Blvd, Eshtehard, Industrial Zone, IRAN
Telefax: +98(26)377 77620-5

Office: fourth floor, No. 44, Saadat Abad Ave., 19988 98638, Tehran, IRAN
Telefax: +98(21)220 73102-3

Email: Info@Pharmed.co Website: www.pharmed.vo

Post market service: +989123346849

H. European Representative

ec[rRer]  NephroCan

Name: NephroCan S.r.l.

Address: NephroCan S.r.l. VIA SAVOIA 78, 00198 Roma, Italy .
Tel: +39 (06) 85 2371

Fax: +39 (06) 8535 0187

Doc. Code Rev. No.: Date Of Issue Page

F72300RD35 RO7 99/12/01 (19/ Feb./2021) 20f2




Medical Industries o8 Sy pbuo (95 s A

?mma Pharmed Medical Industries Blood Bags «@

Figure 1 Figure 2

(V) Jss (V)

oy e vy ¥ Bal

Hee)

1=
Figure 3 Figure 4
(1) o5z (1) o5
7' i
\ 8
| t
&
2
Blood Collection Tube
05> Sl oz 4
Figure 5
(¢) S5&
Doc. Code Rev. No.: Date Of Issue Page
F72300RD35 RO7 99/12/01(19/ Feb./2021) 3of4




PHRMED

Pharmed Medical Industries Blood Bags

Medical Industries

S0y (b i @luo (95 b dnaS’

Hl
%]
: H
<
...... Sl 3L —_ Dlx
o
: i d
Figure 6 _ Safety Guar
i . "
(P& | T d O s Lailas
1 3
-
Figure 7
(V) 5=
N
Symbols : _ea)u:
( Read thei i )
ead the instructions - i i
Dﬂ before use ?q nj)t zrssltie"rmze 9‘3'! E)Ortot oLriﬁn with sharp object
3945 axzxl yo Joadlygiand 43 ooliias! 31 Jud Ll A S e e
Single use 'w This device contains DEHP Manufacturer
@ < uan HluSy, \% ECEIPNES u [XSEWY
J,Ad’c Keep at5°C - 40°C .. | Keepdry Conform with relevant EU directive
. IE e a3 Fe 1D slos 5 g o A S Sas gl CE L | syl ke
Lot number The side up Fluid Path
Rl t—1 5 4l a5V b oy j b e
Date of Manufacture @ Do not use if package is Catalog number
o damaged e
m gl s djm,sg e 020 o] (512 Al il #bSSIS
X A, .
g Expiry date >,‘$§ Keep away from sunlight % B e o e e eickage.
slailz b a 39 (5SS 393 538 3l 9 s | 2k iv& . ;,)\4 b (g S
s madind (oot ) 4l sttsaton
Sterilized with Steam Max stuck Do notvent
E Jlioas Jy —i St il @ Emakel
Authorized representative . i
in European Community A Caution EI 'fSP]Eymge”'C
s Joaniles Lol T
N\ J
Product code:
Type of Ba Single- Single- Double- Double- Triple- Triple- Quadruple- Quadruple
P & CPDA-1 CPD CPDA-1 CPD CPDA-1 CPD CPDA-1 -CPD
Product Code 4512250 4512240 4512260 4512265 4512220 4512230 4512280 4512272
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