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D What we are ......

‘ An I1SO 13485 certified IVD Manufacturing Company

Manufacturing of reliable quality diagnostic kits, reagents & _
laboratory instruments

Regulatory compliance, Robust quality systems, Ethical practises and Advanced
‘ Infrastructure coupled with best employee working conditions are the core
competency
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Goal & Aspirations......

Vision

To become India’s trusted and
professionally managed IVD
manufacturing partner enabling
accessible and quality
dependent diagnostic solutions
nationwide.

Mission

To deliver reliable and cost
effective diagnostics solutions
through in house manufacturing
complying with stringent quality
systems and responsible
customer supportive systems.
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llances & Certifications......

Govermment of Telangana

o

A DRUGS CONTROL ADMINISTRATION

Certificate of Registration

- .ge s I .
ertificate of Registration ——E ;
~ GMCSPL herehy certify that the onganization p ERTIFICATE NO
(MCSPL hevery covtofy that the organizaton s G
SAWIN BIO MEDICALS PVT.LTD. %
SAWIN BIO MEDICALS PVT.LTD. File No. MFG/IVD/2024/138064 Dated: 22-11-2024 <
T =
/s SAWIN BIOMEDICALS PRIVAT! Plox No.ME2, Medical Devices Park., Subtangros, X
Pt N A2, Mestunl Devaces Park, Subangur, PLOT NO.1, H.NO 7-136, "‘;m%n - Ameenger Mandal, Sangareddy Dist 502319, <
Acoeeupur Mandal, Sangareddy Dis 502319, PRAGATHI NAGAR, KUKATPALLY, Hyderabad, Telangana (Indla) - 500090 Fiyderabad, Telangana, lodia. +
Hydbes sbod. Tbampama. lanlaa €
Ref: Your application vide Medical Devices portal dated: 06-11-2024 >
Huas etablabad sad smplecs o Mesdacal Devasn (ruality Mass gemen! Syeiom - P
o mrowdanc wih Mas extablished and applics 3 Qualsty Management System in accondance with >
With reference to your application cited, | herewith forward a license in .
1SO 13485:2016 Form MD-6 bearing License No. MFG/TVD/Z024/000109, dated 22-11-2024 valid ISO 9001:2015 >
from 22-11-2024 to 21-11-2029 to manufacture for sale or for distribution of =
For the scope of acivities the class B devices. For the scope of activities :
You are hereby i to the device in the Form 2 «
Manu/mtan oy ol Dingosie Kats, Reagents amd bapopmerts, MDé enclosed, as per the provisions of Medical Devices Rules 2017. Manufacturing of Diagnostic Kits, Reagents and Equipments, . 1=

. ; Trading of Diagnostic Kits and Equipments VALID UFTO
Toading of Dingnostic Kits aad Napuipmeats The manufacturing and testing activity shall be undertaken under direction

and supervision of competent technical staff only as per Rule 22 of Medical Devices

DATE OF ISSUE

w-230001 31 Jemawary 2023 o _ Qe I;Loann’r_ﬁ
Carnficats Numbes Dauie of Last lasac: You are directed to comply with the requirements of the Quality Oein
Management System as specified under the Fifth Schedule and you are also 19 October 2024 18 October 2026
30 Jamuary 2026 directed to comply with the Conditions for Manufacturing License as per Rule 26 e of Initial Registr T Daie of Audit Due
Initial Registrasion ‘of Audit Due
Gatn ol hadit B of Medical Devices Rules 2017. i .
E E In case of change in constitution you shall inform the State Licensing = = E E
Authority within forty five days and shall make an application under sub-rule (1) of . .
rule 20 as the case may be, for grant of license within a period of one hundred M
eighty days from the date of such change in constitution: and the existing license A 27 =],
Globel MCS m shall be deemed to be valid till such time, a fresh license is issued. Glebal MCS e

Tt 9 303 T 5 10 TR e B lo s
TITERRIT L T PR € Al !EE:_'ﬁ -
At e ot bt et b ol 0k Seret = okaT 4 cowT,

Yours faithfully,

e i~
e

St Skl G
‘I“ n ““w Giobal Monogement Cerfification Services Pyt Lid
\-lum)! :ﬂ:a"uw'&‘ \.l-"r.:hm ‘t:;lf':‘d"n.ll.‘ T i h = 1 Sl o w
: g JOINT DIRECTOR & LICENSING AUTHORITY S L e
DRUGS CONTROL ADMINISTRATION e T
TELANGANA STATE.
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o The Team......

Dr P Gangadhar Rao Kiran Kumar K
Honorary Chairman MD & Founder Director

Srinath Rao K Lenin K

GM- Administration GM- Sales

Sarada P DrVV Rao
Manager - QA Manager - Production
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N’ Our Team...

ey 2
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N’ The Facility......
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D Products......

Clinical Chemistry Kits

f __“E Serology Kits

&

Semi & Fully Auto Biochemistry Analyzers

= 3&5 Part Hematology Analyzers &
Consumables
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Profile

i i Assessment of cardiovascular risk
G I ucose & ment of Kidney function ( ) (Essential for fluid balance, nerve

. . Total Cholesterol B funcrion)
(Diabetes monitoring) Blood Urea —— :
Nitrogen (BUN) e Sodium, Chloride
Triglycerides = & Potassium,
HbAlc y
(Long-term glycaemic :
control) C tinine 7 :
rea HDL Cholesterol
Calcium
Creatinine . ;
Uric Acid LDL Cholesterol&
D Dimer
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Alkaline
Phosphatase

Bilirubin

Albumin

arameteg

Ammonia
Ferritin

Homocysteine

Amylase
Lipase

LDH

)
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3. R Caliaor 180 (i) - 10 m|

frmmmm
M0anutactured in Indla by

Sawin Biomedicals Pyt L.
Address:- Kindly Refor Box

1007
MIREET packsa:2ml

it Conteats; =
i A CCP Buller - 5 ml |
22 Al P - S s
3.4 Lve Calbrre Sl 43 06!
= Ar.gc

Wi L e G280
o el b i by

Savin Biomedacak L. L.
Siiews: Kty e B3¢

CRP

i

CRP Bieciof 1 40180 po - gl
Kit Contents:
1.R1.CRP Bufor - 40 i
2.ReCHP Lotes - ml
3.0RP Cabraor 60 gl 05l

XZ’-&"(:
MRP : 26500/~

ﬂuﬂh:wlmﬂ

[ Manuiactnred in Indis by

Savin Biemedicals PV, Lid.
Kingy ocl. of ol haxes)

(2111033
Pack Size : 20 ml

Immunoglobulin € Test
A Matsod

Kit Contants:

11 IgE Bufter - 16 mi

2.7 WE Latex - S ml F

35 Level Calbaer Sal-S058 p o

W L Ne.: MFGIND/Z024800108
ol Masuctred i i by

Sawin Blomedicals Pvt s, MRP S
Redruss: Kind Rant s o 4
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Semi & Fully Auto Biochemistry
Analyzers

Model: - Winlab SB501+ (With Coagulation)
& Universal Incubator

Model: - Winlab 007 (India’s First in Semi Segment
Reagent Monitoring System)
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Semi & Fully Auto Biochemistry
- Analyzers

Model: - Winlab SB007 ‘Model: - Winlab SB251+ Model: - Winlab SB251
20 Years of Legacy With CoagUIatlon & Incubator Base Model
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5 Part Hematology Analyzer (Winlab SB61)
e 36 Parameters

e 3 Scatter grams

o 2 Histograms

 60S/H

3 Part Hematology Analyzer (Winlab SB22+)
e 24 Parameters

» Smart Counting Mode

o 3 Histograms

 60S/H
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e

3 Part Hematology Analyzer (Winlab SB60) ‘f“ _
e 21 Parameters | g
e 3 Histograms - b
. 60S/H ‘

3 & 5 Part Hematology Analyzers

3 Part Hematology Analyzer (Winlab SB21)
e 21 Parameters

o 3 Histograms
e 40+ S/H
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Pipettes — Fixed & Variable
h

. 7 ,
T _e’m 1

Fixed Pipette

2

-

Variable Pipette
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Mobile : 7816075705 / 08455-240822 , E-mall :info@sawinbio.com






