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Government of lndia
Directorate General of Health Services

Central Drugs Standard Control Organisation
tvlinistry of Health and Family welfare

(Medical Device and Diagnostic Division)

FREE SALE CERTIFICATE

FSC Number : FSC]MDj2O}4]OOO1}4 Dated : 2110212024

ThisistocertifythatM/S.SEGURoLIFESCIENCES'seguroLifesciencessituatedat

"io-,"."-plor'zf 
iln rplp pHnse 't, JHARI\,1AJARl, BADDI ,solan-BBN Himachal

Pradesh,173205,'9816015678' lndia is holding Manufacturing License no'

r,rri6irraoizozglooo52E issued on 24_MAy -2023 Underthis ticense, the said firm is

F;iii"; to;;;;iacture the products for their manufacture and sale in domestic market as

per lndian Law and for export as per law of importing country (ies):-

Name of the products with their product name and dimensions if any mentioned below :

2. Brand Name :SEGURO/ULTIMA,/MAGNA
3. Notified Category :Disposable Hypodermic Syringes

4. Class of Medical Device :Class A
5. Shelf life :3 Years
6. Sterile/Non-Sterile:Sterilized
i. fntenOeO Use :Control Device is precisely designed for use during PTCA and

oif,"r intt"u"""ut", therapeutic procedures that need to inject die or any other

fluid material
8. Material of Construction: Polycarbonate (PC), Acrylonitrile butadiene

styrene (ABS) and Silicon
9. Dimension: NA
ib. rr,roJ"ilc"trrogue No./Name :SLSi SCDiToo l0l - Control Device (2 l3l 5l
10 112 l2oml

'1 Generic Name :Control Device
1

2. Brand Name :SEGURO/ULTIMAJMAGNA
3. Notifled Category :Catheters
4. Class of Medical Device :Class A
5. Shelf life :3 Years
6. Sterile/Non-Sterile:Sterilized
7. Intended Use :Torque Device is design to facilitate steering of 0 010" to

0.0'14" guide wires inside the vasculature.
g. U"t"ii"f of Construction: Acrylonitrile butadiene styrene (ABS) and Brass

9. Dimension: NA
iO. MoOetlCatatogue No./Name :SLS/STD/900101 - Torque Device up to 0 014

ln

1. Generic Name :Torque Device
2
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1. Generic Name rFemo Seal Pad
2. Brand Name :SEGURO/ULTIMtuMAGNA
3. Notified Category :Disposable Perfusion Sets
4. Class of Medical Device :Class A
5. Shelf life :3 Years
6. Sterile/Non-Sterile:Sterilized
7. lntended Use :This product is an auxiliary device used for the compression
of Femoral artery after Trans Femoral interventional procedure. The device is
also indjcated in the reduction of active compression time in femoral artery
cannulalion following diagnostic and interventional procedures.
8. Material of Construction: PU and PVC
9. Dimension: NA
10. Model/Catalogue No./Name :SLS/FSPI130'101 - Femo seal Pad
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1. Generic Name :Trans Redial/Femoral Compression Device
2. Brand Name :SEGURO/ULTIMA./MAGNA
3. Notified Category :Disposable Perfusion Sets
4- Class of Medical Device :Class A
5, Shelf life :3 Years
6. Sterile/Non-Sterile:Sterilized
7. lntended Use :Trans Radial compression device is an auxiliary device used
for the compression of redial artery after Trans radial interventional procedure.
Trans femoral compression device is pressure assisted devices are to assist for
maintaining Hemostasis. The device is also indicated in the reduction of active
compressjon time in femoral artery cannulation following diagnostic and
interventional procedures
8. Material of Construction: PVC, PU and PC
9, Dimension: NA
10. Model/Catalogue No./Name :SLS/RCD/100101 - Trans Radial Compression
Device Small (24cm wrist band),SLS/RCD/100102 - Trans Radial Compression
Device Larqe (28cm wrist band),SLS/FCD/100103 - Femoral Compression Device
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1 . Generic Name :lntroducer Needle
2. Brand Name :SEGURO/ULTIMtuMAGNA
3. Notified Category :Disposable Hypodermic Needles
4. Class of Medical Device :Class B -
5. Shelf life :3 Years
6. Sterile/Non-Sterile:Sterilized
7- lntended Use :lntroducer Needle is an accessory to puncture lhe femoral
adery for introducing the Guide wire within the body during Angioplasty.
lntroducer Needle is precisely designed for use during Percutaneous Trans
luminal Coronary Angioplasty (PTCA) and any other intravascular therapeutic
procedures that utilize a guiding catheter.
8. l\ilaterial of Construction: Stainless Steel 304 Medical Grade, poly
carbonate
9. Dimension: NA
10. Modei/Catalogue No./Name :SLS/lNG/800101 - Guide Wire lntroducer
Needle 18G ,SLS/|NG/800102 - Guide Wire Introducer Needle 20G ,

SLS/ING/800103 - Guide Wire lntroducer Needle 21c
o

1- Generic Name :Manifold
2. Brand Name :SEGURO/ULTIMtuMAGNA
3, Notified Category :Disposable Perfusion Sets
4- Class of Medical Device :Class B
5. Shelf life :3 Years
6. Sterile/Non-Sterile:Sterilized
7. lntended Use :Manifold is indicated for fluid flow directional control and for
providing access po(s for administration of solutions. Typical uses include
pressure monitoring, intravenous fluid administration and transfusion.
8. t\4aterial of Construction: Polycarbonate (PC) and Acrylonitrile Butadiene
Styrene (ABS)
9- Dimension: NA
10. Model/Catalogue No./Name :SLS/MTP/400'10'1 - 2 Port lvlanifold Right
(Off),SLS/MTP/4oo102 - 2 Port Manifold Right (On),SLS/MTP/400'103 - 3 Port
Manifold Riqht (Off),SLS/MTP/400104 - 3 Port Manifold Rioht (On)
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7. lntended Use :Pressure l\4onitoring Line is precisely designed for use during
PTCA and any other inlravascular therapeutic procedures t[at need to monitor
pressure of any fluid or blood.
8. Material of Construction: potyvinylchloride (pVC) and polycarbonate (pC)
9. Dimension: NA

1

2
3
4
5
6

Genericf\la
Brand Nam
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Notified Category :Catheters
Class of l\,4edical Device :Class B
Shelf life :3 Years
Sterile/Non-Sterile:Sterilized

I

7. lntended Use:Y CONNECOTR: y-Connector: (push Click Type, push pull
Type, Screw Type), Y Connector intends to provide two tunnels into tne btood
vessel; this can introduce the contrast medium andjuide wire or catheters
during the interventional surgery. y Connector valviintends to prevent blood
lost. lt provides a mean for inserting guide wires or catheters aeej into fhe
vasculature, and positioning and locking them into a desired place. y_conneclor
includes a straight and a side access rumen. The hemostasis vaive rocated at the
proliryl gld of the_straight tumen can be opened or ctosed by operation of the
Push-click button. The distal end has a rotating male luer lock. Tire side access
lumen allows pressure monitoring and perfusidn. Blunt lntroducer flnsertion
I ool):..|t is an accessory design to facilitate the introduction of guide wires (up to
0.018") used in conjunction with interventional devices during iascular
interventional procedures. Blunt introducer inserts the valve;f y connector,
making a tunnel for guide wire to get through and protecting guide wire tip.
Torquer: Torquer holds guide wire and maies torque guide-viire move easily. lt is
design to facilitate steering of O.O1O,,to 0.014,,guide w-ires inside the
vasculature.

1:.Materlal 
ol CgTtruction: Potycarbonate (pC), potyvinytchtoride (pVC),

Silicon. Acrytonitrile butadiene styrene (ABS), Brass, Stjintess SteLt SO+
9. Dimension: NA
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Generic Name :Hem
Brand Name :SEGU
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Notified Category :Catheters
Class of Medical Device :Class B
Shelf life :3 Years
Sterile/Non-Sterile:Sterilized
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2. Brand Name :SEGURO/ULTtMA,TMAGNA
3. Notified Category :OthersCardiovascular lntervention Devices
4. Class of Medical Device :Class B
5. Shelf life :3 Years
6. Sterile/Non-Sterile:Sterilized
7. lntended Use :Balloon inflation device is precisely designed for use during
PTCA and any other intravascular therapeutic procidures-that utitize a balloon
catheter and pressure monitoring.
8. lvlaterial of Construction: polycarbonate, Silicone
9. Dimension: NA

1. Generic Narne Balloon I tion Device

odeM V0 Cata u Ne ./No me L TS/BG 00t2 Ilog 0 De rce
GT S RLS/B T1200 02 alB oon n afl tion Device aMeg

LS MSiB T t200 05 Ba onllo nfl oati Dn evl U Itima T TU

stopcock),SLS^/PC/300 1 (Push
stopcock),SLSIYPP/300 1 Hemostasis side

introducer 05 Hemostasis Y Connector

RT,

1 Balloon lnflation.
(Gun Type) Tvpe)



2. Brand Name :SEGURO/ULTIMAJMAGNA
3. Notified Category :Catheters
4. Class of Medical Device :Class B

5. Shelf life :3 Years
6. Sterile/Non-Sterile:Sterilized
;. i;;il U"; ;ngio Dye connector is precisely designed for use during

piCX 
"nO 

oin", intrivascutar therapeutic procedures that need to inject die or

anv other fluid material
i. 'l,rriiii"i 

"ic""iiiuciion: 
Polvcaroonate (PC), Polvvinvlchloride (PVC)'

ConnectorodyeNamecenGen Ang

ectorConn1 lo000I110. Model/ Cata ue No./Name:SL
9. Dimension: NA
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