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» Blood Bag Letting

Manufactured by

Usage To collect useless human blood

Packing V pack type with steril indicator-ETOconforming to 1SO3826-1
standard

Standard 1SO13485

Validity 30 month

Sterilization Using autoclave ethylene oxide(ETO)

Plastic Tube Transparent medical grade of PVC

Labels Complying with 1SO3826-1; Bath number and product identification
code are reported also in barcode system according to the ISBT
standard

Needle G16

Needle Of hard pp(polypropylene) to protect the needle collision with the

Protection operator after bleeding

Clamp Clamp is used for connecting and disconnecting blood flow

Bag volume 450 ml
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» Transfer Bag(Non Injectable)

Manufactured by

Usage To collect waste components of the blood

Packing V pack type with sterile indicator-ETO conforming to 1SO3826-1
standard

Validity 30 month

Sterilization Using autoclave ethylene oxide(ETO)

Standard 15013485

Blood bag From350to400ml medical grade with three duct blood bag

Plastic tube Transparent medical grade of PVC

Labels Complying with 1SO3826-1; Bath number and product
identification code are reported also in barcode system according
to the ISBT 128 standard

Spike The Single path(without air duct) from ABC with PP cap
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» Transfer Bag (Injectable)

Manufactured by

Usage

To transfer blood components, stem cells and transplants that are usable in
practice ...

Specification

30 months from the date of manufacture in the standard conditions,
durability at temperature 40- to 130+ ° C for 4 years and a shelf-life of
10-8 ° C 130+ for 3 years

Packing V pack type with sterile indicator-ETO conforming to 1SO3826-1
standard

Validity 30 month

Sterilization Using autoclave ethylene oxide(ETO)

Standard 1013485

Blood bag From350 to 400 ml, 400 to 500 and 500 to 600 ml medical grade with
three duct blood bag

Plastic tube Transparent medical grade of PVC

Labels Complying with 1ISO3826-1; Bath number and product identification
code are reported also in barcode system according to the ISBT 128
standard

Spike The Single path(without air duct) from ABC with PP cap
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» Double Transfer Bag
Manufactured by
Usage To collect waste components of the blood
Sterilization Using autoclave ethylene oxide(ETO)
Standard 15013485
Validity 30 month
Packing V pack type with steril indicator-ETO conforming to 1SO3826-1
standard
Blood bag 450ml+top and bottom 450ml blood bags medical grade with three
duct.
Plastic tube Transparent medical grade of PVC
Labels Complying with 1S0O3826-1; Bath number and product
identification code are reported also in barcode system according to
the ISBT 128 standard
Spike The Single path(without air duct) from ABC with PP cap
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» Single Blood Bag(Autolouge)

Manufactured by |

Bag volume(Usable) ' 450ml

Anticoagulant ' CPDA-1 63ml

Usage Single bag CPDA1-450ml for storage and whole blood collected
Validity ' 30 month

Certification CE MARKED

Sterilization - Super heated water spray

Needle 16G

Needle Protection

The needle protection is welded. This avoids occasional opening and
guarantees the product integrity

Clamp

Break-off connectors

“Y” connectors
Labels

Packing

Clamp is used for connecting and disconnecting blood flow

A cone mode cause that passes easily and without damaging the flow of
blood components.

Y connectors is used to divide the volume of blood flow .to avoid
turbulence to the blood components flow

Complying with 1SO3826-1; Bath number and product identification
code are reported also in barcode system according to the ISBTstandard
Three- layer aluminum with thickness of 90 micron according to
ISO 3826-1 standard.
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» Single blood bag with sampling arm system

Manufactured by

Bag volume 450ml

Anticoagulant CPDA-1 63ml

Usage For collection and storage whole blood

Validity 30 month

Certification CE MARKED

Sterilization Super heated water spray

Needle 16G

Needle Protection The needle protection is welded. This avoids occasional opening and guarantees the
product integrity

Sampling System In order to collect prototypes. the vacuum tubes are used to perform blood- donor tests.

Clamp Clamp is used for connecting and disconnecting blood flow

Plastic Film Medical grad PVC (class VI) complying with US pharmacopoeia and with 1SO 3826-
1specification. Plasticizer DEHP. Over raping is purchased from valid certificate
sources.

Break-off connectors A cone mode cause that passes easily and without damaging the flow of blood
components.

“Y” connectors The Y connectors is used to divide the volume of blood flow .to avoid turbulence to
the blood components flow

Labels Complying with 1SO3826-1; Bath number and product identification code are reported
also in barcode system according to the ISBT standard

Packing Packing Film and aluminum foil
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Manufactured by N
Bag Volume 450/350 ml
Anticoagulant CPDA-1 63ml
Usage For collection of whole blood , preparation and storage of red blood cell.
Validity 30 month
Certifications CE MARKED
Sterilization Super heated water spray.
Needle 16G
Needle Protection The needle protection is welded. This avoids occasional opening and guarantees the
product integrity
Clamp Clamp is used for connecting and disconnecting blood flow
Plastic Film Medical grad PVC (class VI) complying with US pharmacopoeia and with ISO 3826-
1specification. Plasticizer DEHP. Over raping is purchased from valid certificate sources.
Break-off connectors =~ A cone mode cause that passes easily and without damaging the flow of blood
components.
"Y" connectors The ((Y)) connectors is used to divide the volume of blood flow .to avoid turbulence
to the blood components flow
Labels Complying with 1SO 3826-1 standard. Batch number and product identification code are
reported also in bar code system according to the ISBT standard.
Packing Complying with ISO 3826/1 Standard
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» Double blood bag with sampling arm system

Manufactured by

Beasat industrial complex

Bag VVolume 450/350 ml

Anticoagulant CPDA-1 63ml

Usage For collection of whole blood preparation and storage of red blood cell
Validity 30 month

Certifications CE MARKED

Sterilization Super heated water spray.

Needle 16G

Needle Protection

The needle protection is welded. This avoids occasional opening and guarantees the
product integrity

Clamp Clamp is used for connecting and disconnecting blood flow
Sampling system " In order to collect prototypes. the vacuum tubes are used to perform blood- donor tests.
Plastic Film Medical grad PVC (class VI) complying with US pharmacopoeia and with 1SO 3826-

Break-off connectors |

"Y" connectors

1specification. Plasticizer DEHP. Over raping is purchased from valid certificate sources.

A cone mode cause that passes easily and without damaging the flow of blood
components.

The Y connectors is used to divide the volume to avoid turbulence to the blood components flow.

Labels

Packing

Complying with ISO 3826-1 standard. Batch number and product identification code are
reported also in bar code system according to the ISBT standard.
Complying with ISO 3826/1 Standard
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» Triple Blood Bag
Manufactured by |
Bag Volume 450/350/350 ml
Anticoagulant ' CPDA-163ml
Usage For collection of whole blood , preparation and storage of products like plasma ,
red blood cell and platelet.
Validity 30 month
Certifications CE MARKED
Sterilization ' Super heated water spray.
Needle 16G

Needle Protection The needle protection is welded. This avoids occasional opening and guarantees
the product integrity

Clamp Clamp is used for connecting and disconnecting blood flow

Plastic Film Medical grad PVC (class VI) complying with US pharmacopoeia and with ISO
3826-1specification. Plasticizer DEHP. Over raping is purchased from valid
certificate sources.

Break-off connectors | A cone mode cause that passes easily and without damaging the flow of blood

components.

"Y" connectors The ((YY)) connectors is used to divide the volume to avoid turbulence to the blood
components flow.

Labels Complying with ISO 3826-1 standard. Batch number and product identification
code are reported also in bar code system according to the ISBT standard.

Packing - Complying with 1SO 3826/1 Standard

11




6)::5‘\39*369)'[%[%@[3‘\“()95“%:&54

oA.:.;SA.:Jﬁ
350/350/450ml o e o>
CPDA-163ml Slasil o gg,lo
‘RBC (5,0 455 5 405 ( Jol5' 055 9] o sl SO
Lowdly 9 Sy eZmgloil 5
ool o lailiul g ls a5 Loyl jo 0t b 5l ol o Bk
CE ULM s2lss
NS g3l 5l oalaul b !
16G Ojg
Slotee e 1) Jpame (ol (pal (0 5 S5l o (BT 0 b5l G5gm ool Liloee @i =l
.).))f ) oolaiwl Q9’> S 03D a_:Lw)Lo)] 'al?o‘ Ls‘)” > LSLQ 4.)5.‘ 4.1.»..»5_» <LJ5| LQLQ 445.0.: ‘5)5—‘ foacg )5.|a...n LY Lg).f 4.;94.: RSN
g (oo olital (o3 b Jog 5 ald S ‘ ks
ISO3826-1 s Juiliw! § 455k ,ls b Gollae PEHD 5L ol L (V) (oI5 o5 JS60PVC S Ay ok
355 50 09> Izl Olz & puiley asso (9 5 el ygee Sl a5 (g e 2> (S daled
55 0 o9 Sl G105 b el 51 5T e o5 Gl oo 055 Ol 2 e psliie | S sly oaies Ll
eobs g AL 53l ISBT o5 s L ol 00 1SO 3826-1 o st slhas | I
ISO 3826-1 s ,lustewl b s:llas S A
Manufactured - N )
by
Bag VVolume 450/350/350 ml
Anticoagulant | CPDA-1 63ml
Usage For collection of whole blood, preparation and storage like plasma , red blood cell and platelet.
Validity 30 month
Certifications | CE MARKED
Sterilization Super heated water spray.
Needle 16G
Needle The needle protection is welded. This avoids occasional opening and guarantees the product integrity
Protection
Sampling In order to collect prototypes. the vacuum tubes are used to perform blood- donor tests.
System
Clamp Clamp is used for connecting and disconnecting blood flow
Plastic Film Medical grad PVC (class VI) complying with US pharmacopoeia and with 1SO 3826-1specification.
Plasticizer DEHP. Over raping is purchased from valid certificate sources.
Break-off A cone mode cause that passes easily and without damaging the flow of blood components.
connectors
"Y" connectors | The ((Y)) connectors is used to divide the volume to avoid turbulence to the blood components flow.
Labels Complying with 1SO 3826-1 standard. Batch number and product identification code are reported also in
bar code system according to the ISBT standard.
Packing Complying with ISO 3826/1 Standard
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» Triple blood bag with filter for whole blood

Manufactured by

Bag Volume 450/350/350 ml

Anticoagulant ' CPDA1 63ml

Usage Preparation of: Concentrated and filtered red cell. Platelet poor plasma
(PPP).

Validity ' 30 month

Certifications CE MARKED

Sterilization ' Super heated water spray.

Needle 16G

Needle Protection

The needle protection is welded. This avoids occasional opening and
guarantees the product integrity

Sampling System

In order to collect prototypes. the vacuum tubes are used to perform blood-
donor tests.

Filter

Filter for leukocyte removal from one unit of whole blood.
The mechanism of filter to removal leukocyte is ABSORPTION and
blockage of leukocytes.

Filtering matter

Biocompatible polyester.

Leukocyte removal | <1.0x10E6
efficiency

Platelet removal > 90%

Red cell recover \ > 90%

Clamp

Clamp is used for connecting and disconnecting blood flow

Plastic Film

Medical grad PVC (class V1) complying with US pharmacopoeia and with
ISO 3826-1specification. Plasticizer DEHP. Over raping is purchased
from valid certificate sources.

Break-off connectors

A cone mode cause that passes easily and without damaging the flow of
blood components.

"Y" connectors

The ((Y)) connectors is used to divide the volume to avoid turbulence to the
blood components flow.

Labels Complying with ISO 3826-1 standard. Batch number and product
identification code are reported also in bar code system according to the
' ISBT standard.
Packing ' Complying with 1SO 3826/1 Standard
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» Quadruple Blood Bag

Manufactured by

Bag Volume 450/350/350/350 mi
Anticoagulant CPDA-1 63ml

Validity 30 month

Certifications CE MARKED
Sterilization Super heated water spray.
Needle G16

Needle Protection

The needle protection is welded. This avoids occasional opening and guarantees
the product integrity

Clamp

Clamp is used for connecting and disconnecting blood flow

Plastic Film

Break-off connectors

"Y' connectors

Medical grad PVC (class VI) complying with US pharmacopoeia and with 1ISO
3826-1specification. Plasticizer DEHP. Over raping is purchased from valid
certificate sources.

A cone mode cause that passes easily and without damaging the flow of blood
components.

The ((Y)) connectors is used to divide the volume to avoid turbulence to the blood
components flow.

Usage For collection whole blood , preparation and storage of RBC , Granulocyte |,
platelet and plasma

Labels Complying with ISO 3826-1 standard. Batch number and product identification
code are reported also in bar code system according to the ISBT standard.

Packing Complying with 1SO 3826/1 Standard
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» Quadruple Blood Bag with sampling arm system

Manufactured by
Bag Volume
Anticoagulant
Validity
Certifications
Sterilization
Clamp

Needle

Needle Protection

Sampling System
Plastic Film

450/350/350/350 mli
CPDA-1 63ml

30 month B
CEMARKED
Super heated water spray.
Clamp is used for connecting and disconnecting blood flow

16G

The needle protection is welded. This avoids occasional opening and guarantees the product
integrity

In order to collect prototypes. the vacuum tubes are used to perform blood- donor tests.

Medical grad PVC (class VI) complying with US pharmacopoeia and with 1SO 3826-
1specification. Plasticizer DEHP. Over raping is purchased from valid certificate sources.

Break-off connectors

A cone mode cause that passes easily and without damaging the flow of blood
components.

"Y" connectors

The ((YY)) connectors is used to divide the volume to avoid turbulence to the blood components
flow.

Usage For collection whole blood , preparation and storage of RBC , Granulocyte , platelet and
plasma.

Labels Complying with ISO 3826-1 standard. Batch number and product identification code are reported
also in bar code system according to the ISBT standard.

Packing Complying with ISO 3826/1 Standard
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» Quadruple blood bag with filter for RBC

Manufactured by

Bag Volume
Anticoagulant

Usage

450/450/450/350ml
CPD 63ml / SAGM 100ml

Preparation of:

Concentrated and filtered red cell)

CPD solution is used for collecting and storage whole blood for 35
days. SAGM solution is used for

Storage red blood cell for 42 days.

Validity 30 month

Certifications CE MARKED
Sterilization Super heated water spray.
Needle 16G

Needle Protection

The needle protection is welded. This avoids occasional opening
and guarantees the product integrity

Sampling System

In order to collect prototypes. the vacuum tubes are used to perform
blood- donor tests.

Filter

Filter for leukocyte removal from RBC.
The mechanism of filter to removal leukocyte is ABSORPTION
and blockage of leukocytes.

Filtering matter

Biocompatible polyester.

Leukocyte removal efficiency

< 1.0x10E6

Red cell recover

> 90%

Clamp

Clamp is used for connecting and disconnecting blood flow

Plastic Film

Medical grad PVC (class VI) complying with US pharmacopoeia
and with ISO 3826-1specification. Plasticizer DEHP. Over raping
is purchased from valid certificate sources.

Break-off connectors

A cone mode cause that passes easily and without damaging the
flow of blood components.

"Y' connectors

The ((Y)) connectors is used to divide the volume to avoid turbulence
to the blood components flow.

Labels

Complying with 1SO 3826-1 standard. Batch number and product
identification code are reported also in bar code system according
to the ISBT standard.

Packing

Complying with ISO 3826/1 Standard
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» Blood bag CPD/SAGM

Manufactured by
Bag Volume
Anticoagulant
Certifications
Sterilization
Preservation solution
Needle

Needle Protection

Clamp
Plastic Film

450/450/350 ml

CPD 63ML

CE MARKED

Super heated water spray.

SAGM 100ML

16G

The needle protection is welded. This avoids occasional opening and guarantees the
product integrity

Clamp is used for connecting and disconnecting blood flow

Medical grad PVC (class V1) complying with US pharmacopoeia and with 1SO 3826-
1specification. Plasticizer DEHP. Over raping is purchased from valid certificate sources.

Break-off connectors

A cone mode cause that passes easily and without damaging the flow of blood
components.

"Y" connectors
Validity
Usage

Labels

Packing
19

The ((Y)) connectors is used to divide the volume to avoid turbulence to the blood components
flow.

30 month

CPD solution is used for collecting and storage whole blood for 35 days. SAGM solution
is used for storage red blood cell for 42 days and secondary bag is used for collecting
platelet

Complying with ISO 3826-1 standard. Batch number and product identification code are
reported also in bar code system according to the ISBT standard.

Complying with 1SO 3826/1 Standard
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» Blood bag CPD/SAGM with sampling arm system

Manufactured by
Bag VVolume
Anticoagulant
Validity
Certifications
Sterilization
Preservation
solution

Usage

Needle
Needle Protection

Sampling System

450/450/350ml

CPD 63ML

30 month

CEMARKED
Super heated water spray.
SAGM 100ML

CPD solution is used for collecting and storage whole blood for 35 days. SAGM solution is used
for storage red blood cell for 42 days and secondary bag is used for collecting platelet .

16G

The needle protection is welded. This avoids occasional opening and guarantees the product
integrity

In order to collect prototypes. the vacuum tubes are used to perform blood- donor tests.

Clamp
Plastic Film

Clamp is used for connecting and disconnecting blood flow
Medical grad PVC (class VI) complying with US pharmacopoeia and with ISO 3826-
1specification. Plasticizer DEHP. Over raping is purchased from valid certificate sources.

Break-off connectors

A cone mode cause that passes easily and without damaging the flow of blood
components.

"Y" connectors

The ((Y)) connectors is used to divide the volume to avoid turbulence to the blood components
flow.

Labels Complying with 1SO 3826-1 standard. Batch number and product identification code are
reported also in bar code system according to the ISBT standard.
Packing Complying with ISO 3826/1 Standard

20




2358 Lewdly Sl s

odS A,J}:
| BB 055 5l g5 sl 00518 (il 25,8
| G S 8 sl Lyl 25 5o adgs gu b 5lele Yo & Bk
(ETO) o5l 5l anliiwl L il
1SO13485 5 skl
REF BHSO0125 ;s ooy Byae lakd dcgammo | L ylo o
PCS2 oK ) Lgﬂf)lig o= JS,.: 6‘ 4;‘9....»‘ O yge lalad AS goro 695
REF BB1111 )5 ous 3,20 Slaad dcgame | yauil 5 aucS
3kl b ollae ETO — b yiul ,95lail b 5 (59 645 5 (@8 B
» Plasmapheresis Set
Manufactured by
Usage For the separation of blood products from the whole blood.
Packing V pack type with steril indicator-ETO conforming to 1SO3826-1
standard
Validity 30 month
Sterilization Using autoclave ethylene oxide(ETO)
Standard 1SO13485
Hurence set The set of components introducted in REF BHS0125
pellet Component parts are cylindrical shaped for use on pcs2 set.
Transfer bag The set of components introduced in REF BB1111.
Paking V pack type with steril indicator- ETO conforming to the standard.
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» Single bag containing sodium citrate
solution 4%

Manufactured by

Usage A solution for washing or seprating the plasma from the full blood.

Packing V pack type with steril indicator-ETO conforming to 1SO3826-1
standard

Validity 30 month

Sterilization Super heat water autoclave.

Standard USP

Solution bag 350 to 400cc medical grade pvc with three duct Solution bag.

Primary packing

According to 1ISO3826-1 of a 70 micron thick PET material.

Labels

Solution
The final package

1-complying with 1SO3826-1 standard.

2-batch number and product identification code are reported also
in barcod system according to ISBT 128 standard. Expiration date
from pvc.

Sodium citrate dehydrate 4%.

Three- layer aluminum with thickness of 90 micron according to
ISO 3826-1 standard.
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» The bag content of ACD-A soluble
Manufactured by
Solution bag 500cc medical grade.
Usage For the separation of plasma product from the whole blood.
Validity 30 month
Sterilization Super heat water autoclave.
Standard 1SO13485
Labels 1-complying with is03826-1 standard.
2-batch numbers and product identification code are reported also
in barcod system according to the ISBT 128 standard.
Packing Suitable for sterilation by super hot water spray according to
-] 1SO3826-1 standard
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» Cord b

ood set

Manufactured by

Usage

To transfer umbilical cord blood out of the umbilical cord blood

bag
Validity 30 month
Sterilization Using autoclave ethylene oxide.(ETO)
Standard 1SO13485
Spike The Single path(without air duct) from ABC with PP cap
Roller clamp From ABC to control blood flow.
Plastic tube transparents medical grade of pvc.
Packing V pack type with sterile indicator- ETO conforming to 1SO3826-1

standard.
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» Cord blood bag

Manufactured by

Blood bag 250cc medical grade whit three duct.
Usage To collect umbilical cord blood
Validity 30 month

Sterilization Sterile by super hot water spray method
Standard 1SO13485

Needle 16G

Needle Protection

Of hard pp(polypropylene) to protect the needle collision with the
operator after bleeding

Clamp Clamp is used for connecting and disconnecting blood flow

Plastic tube transparents medical grade of pvc.

Labels 1-complying with is03826-1 standard.
2-batch number and product identification code are reported also
in barcode system according to the ISBT 128 standard. expiration
date from pvc.

Packing V pack type with sterile indicator- ETO conforming to 1SO3826-

1 standard.
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» Y- type infusion set

Manufactured by

Usage is used.For injecting blood and blood derivatives through
peripheral venous catheter, scalp vein or any reposer vessels
with thinner solution and or simultaneous injection of two the
type of blood derivative . for use is manual plasmafrisise
processing.

Validity 30 month

Sterilization Using autoclave ethylene oxide ETO

Standard 1SO13485

Spike The Single path(without air duct) from ABC with PP cap

Drip chamber Include two pvc chamber with 170 micron mesh.

Roller clamp From ABC to control blood flow and soluble.

Plastic tube transparent medical grade of pvc.

Packing V pack type with sterile indicator-ETO according to 1ISO3826-1
standard.
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» |_eukocyte Reduction Bed Side Filter Set

Manufactured by

Usage For removal of Leukocyte from one single unit of packed red cells
or whole blood during blood transfusion at patient’s bed side.

Sterilization ETO

Performance Less them 1x10? residual leukocytes per unit.

Red cell recovery Averaging greater them 85%; filter housing hold up volume of up
to 30 ml.

Rapid filtration time Average 15 min.

Hold time 2 Years in unopened pack.
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Product

Blood Bag Letting

Transfer Bag(Non Injectable)

Transfer Bag (Injectable)

Double Transfer Bag

Single Blood Bag(Autolouge)

Single blood bag with sampling arm system

Double Blood Bag

Double blood bag with sampling arm system
Triple Blood Bag

Triple Blood Bag with sampling arm system
Triple blood bag with filter for whole blood
Quadruple Blood Bag

Quadruple Blood Bag with sampling arm system
Quadruple blood bag with filter for RBC

Blood bag CPD/SAGM

Blood bag CPD/SAGM with sampling arm system
Plasmapheresis Set

Single bag containing sodium citrate solution 4%
The bag content of ACD-A soluble

Cord blood set

Cord blood bag

Y- type infusion set

Leukocyte Reduction Bed Side Filter Set
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