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Concept note on certification of medical devices

Mission statements

Blood centre Setting: "To ensure the highest standards of safety and quality in medical
devices for blood bank equipment through rigorous compliance with CDSCO certification
requirements. We are committed to safeguarding public health by proactively monitoring,
evaluating, and certifying devices that meet superior standards. Our goal is to support
healthcare providers in delivering safe and effective blood bank services, thereby
contributing to the well-being and safety of patients nationwide.

Healthcare Setting: "Committed to excellence in patient care and staff safety, our mission
is to uphold the highest standards of indoor air quality within healthcare facilities. We strive
to mitigate airborne contaminants, allergens, and pathogens through advanced filtration
systems, rigorous monitoring protocols, and continuous improvement initiatives. By
prioritizing clean indoor air, we support healing environments and ensure optimal health
outcomes for patients and healthcare providers alike."

Regulatory Compliance

Regulatory Compliance and Sustainability:cpsco MDR 2017 (MD-5) Overview: The Medical Device
Rules (MDR) of 2017, implemented by the Central Drugs Standard Control Organization (CDSCO) in India, provide the regulatory
framework for the manufacture, impont, sale, and distribution of medical devices in the country. gazette notified on 2 june 2023
Starting from October 1, 2023, all categories fall under a licensing regime. Any manufacturer or importer intending to sell and
distribute medical devices in India must possess a valid license (MD -5) from the Central Drugs Standard Control Organization
(CDSCO).

Benefits

*Improved Health and Safety *Reduced Respiratory *Risks Enhanced Infection Control
*Optimized Healing Environment *Enhanced Productivity and Performance

*Improved Cognitive Function *Reduced Sick Days * Ensure compliance with occupational
health and safety regulations (OSHA) and healthcare guidelines (CDC, WHO) *Reduced
Healthcare Costs *Peace of Mind and Comfort *

Explanatory note

The Indian Medical Device Rules 2017 mark a pivotal moment in the regulation of medical
devices in India. By establishing a comprehensive regulatory framework, the MDR 2017
As blood centres are required to obtain licenses from CDSCO to operate legally (in form

28C), similarly medical device manufacturers producing blood centre equipment must secure
licenses before manufacturing and their products for sale in India ( in form MD-5). Both
blood centre equipment Manufacture and the blood centres themselves fall under the
licensing regime introduced by Central Drugs Standard Control Organization (CDSCO)
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Area of Working: Manufacturing and Supply of Maedical, Scientific,
Blood banking, Human Milk Banking, Air sterilisation Equipment etc
Introduction: Authentic Instruments is a prominent player in the 4
manufacturing and supply of a wide range of medical cold chain equipment,
lab and scientific equipment, and blood bank and milk bank equipment. s J
Established in 1998 by the visionary Mr. Om Prakash Singh, our journey has Mr. O.P. Singh

been marked by a relentless commitment to innovation and excellence. Our
dedication to innovation and excellence has established us as leaders in this
field.

State-of-the-Art Infrastructure: We have developed a state-of-the-art manufacturing
infrastructure that spans across a vast area of 90,000 square feet. This facility is designed
according to modern architectural standards, incorporating high-tech machines and advanced
technology. This setup allows us to utilize resources efficiently and maintain a high production
capacity, enabling us to meet the increasing demands of our clients effectively.

Registered MDR-2017 by indian regularity CDSCO The Central Drugs

Standard Control Organisation(CDSCO)under Directorate General of Health
Services,Ministry of Health & Family Welfare,Government of India

1. Development Department: Focused on continuous research and development to drive
innovation.

2. Manufacturing Unit: Equipped with advanced machinery to handle high-volume
production.

3. Quality Testing Section: Dedicated to ensuring that all products meet stringent quality
standards.

4.  After Sale service: Our team of professionals is dedicated to managing these departments
with dexterity and expertise. Their commitment ensures that all operations are carried out
smoothly and efficiently, maintaining the highest standards of quality and productivity by
support of web based self accessed service logs.
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Certifications and Compliance

we Authentic instruments Our manufacturing site adheres to all mandatory
compliances and certifications to manufacture medical equipment as per Government of India
rules, ensuring the highest quality and safety standards.

We hold a Fire Safety NOC, Pollution noc Certificate, and the prestigious Zero Effect & Zero
Defect Certification.

As a registered MSME (Micro, Small & Medium Enterprises) and SSI (Small Scale Industries)
unit, we are also accredited by NSIC (National Small Industries Corporation).

Our quality management systems are robust, with ISO 9001 accreditation by IAF
(International Accreditation Forum) and I1SO 13485 certification from NABCB.

We meet international safety standards with CE 4-digit Notified Certification from the
European Union and hold CDSCO licenses for manufacturing Class A & B medical devices as
per MDD 2017 & Electrical Safety Certificates 61010-1 and 60601-1.

Additionally, we are a verified OEM by QCI (Quality Council of India) Vendor Assessment GEM.

( MSME Unit registered- since 1998 .

: |

European CE 4 digit notified-in 2020 )

C NSIC & SSI Registered since 1998 .
. CE Compliance for IEC-61010, IEC 60601 )

CDSCO MDR 2017 Manufacture License

(MD-5) License No.:MFG/MD/2023/001049

ISO 13485:2016 (Medical Device Quality
Management System) From NABCB
ZED Certificate from Govt, of India
ZED- zero effect zero defect
_ I1SO 9001:2015 Accredited by IAF)
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www.authenticinstruments.com




CDSCO MDR 2017 (MD-5) Overview under licence regime since june 2023

CDSCO MDR 2017 (MD-5) Overview: The Medical Device Rules (MDR) of 2017, implemented by the Central Drugs Standard
Control Organization (CDSCO) in India, provide the regulatory framework for the manufacture, import, sale, and distribution of medical
devices in the country.
Starting from October 1, 2023, all categories fall under a licensing regime. Any manufacturer or importer intending to sell and distribute
medical devices in India must possess a valid license (MD -5) from the Central Drugs Standard Control Organization (CDSCO).

Making the World Safer, Healthier and More productive

.g: ) Page
S.no Certificate Name Issued By Valid to No
MSME (UDYAM 6
1 REGISTRATION) MSME
District Industrial & Commerce g
2 price preference certificate Centre
3 NSIC NSIC 17/07/23| 11
4 CDSCO License MD-5 CDSCO RAJASTHAN 14
5 CE Certificate 4 digit Technicka inspekcia 23/05/26| 19
6 Pollution Certificate Pollution control board Rajasthan 20
7 Fire Certificate Fire Department Rajasthan 22
8 SSI District Industrial Centre 23
9 ZED Bronze MSME 10/07/26| 24
10 |CE Compliance OCV 07/08/24| 25
11 ISO 13485 BSCIC 16/11/26| 26
12 ISO 9001 AQC MIDDLE EAST 02/12/24 27
13 ISO 9001 ICV ASSESSMENTS PVT. LTD 12/06/27| 28
14 WHO-GMP OoCcv 15/08/27| 29




Print : Udyam Registration Certificate 04)05/2023 16:47

— —
WA BTN — —
Government of India e b

He&H, oY U9 O H I0H 59Tl
Ministry of Micro, Small and Medium Enterprises

UDYAM REGISTRATION
NUMBER UDYAM-RJ-17-0016209
NAME OF ENTERPRISE AUTHENTIC INSTRUMENTS
SNo. | Classification Year | Enterprise Type | Classification Date
- 1 2022-23 Micro 26/06/2022
TYPE OF ENTERPRISE 2 2021-22 Micro 16/05/2021
3 2020-21 Small 03/02/2021
MAJOR ACTIVITY MANUFACTURING |
SOCIAL CATEGORY OF
ENTREPRENEUR GENERAL
SNo. Udyog Aadhaar Unit(s) Name
NAME OF UNIT(S) Memorandum
1 RJI17TBN025369 Authentic Instruments
Flat/Door/Block | 31,Rrico Indl :::::;;/ Authentic Instruments
No. Area
Building
ENTERPRISE Road/Street/Lane ﬂe:‘;c:ot'\ﬂn City Jalpur
State RAJASTHAN District  JAIPUR , Pin 302012
Mobile 9314529100 Email: support@ authenticinstruments.com
DATE OF
INCORPORATION/
REGISTRATION OF 2008/2016
ENTERPRISE
DATE OF
COMMENCEMENT OF 31/01/2002
PRODUCTION/BUSINESS
T 1

nipsfludyamregistration.gov.in/Udyam_UserfUdyam_FPrintApplication.aspx Page 1 0of 2



#Print : Udyam Registration Certificate

NATIONAL INDUSTRY
CLASSIFICATION
CODE(S)

DATE OF UDYAM
REGISTRATION

2. MSME-DFO:

04)05/2023, 16:47

1. District Industries Centre:

printing:- 04/05/2023

For any assistance, you may contact:

nttps fludyamregistration.gov.infUdyam_UserfUdyam_FrintApplication.aspx

JAIPUR ( RAJASTHAN )

SNo. NIC 2 Digit NIC 4 Digit NIC 5 Digit Activity
1 28 - 2829 - 28299 - Manufacture of Manufacturing
Manufacture Manufacture other special-purpose
of machinery  of other machinery n.ec.
and special-
equipment purpose
ne.c. machinery
2 32 - Other 3250 - 32502 - Manufacture of Manufacturing
manufacturing Manufacture laboratory apparatus
of medical (laboratory ultrasonic
and dental cleaning machinery,
instruments  laboratory sterilizers,
and supplies laboratory type distilling
apparatus, laboratory
centrifuges ete.)
3 32 - Other 3250 - 32505 - Manufacture of Manufacturing
manufacturing Manufacture measuring instruments suc
of medical as thermometers etc.
and dental
instruments
and supplies
4 32 - Other 3250 - 32509 - Manufacture of Manufacturing
manufacturing Manufacture other medical and dental
of medical instruments n.e.c.
and dental
instruments
and supplies
27/09/2020

* In case of graduation (upward/reverse) of status of an enterprise, the benefit of the Government Schemes will be
availed as per the provisions of Notification No. S.0. 2119%E) dated 26.06.2020 issued by the M/o MSME.

Disclaimer: This is computer generated statement, no signature required. Printed from hips:/fudyamregistuation gov.in & Date of

JAIPUR URBAN ( RAJASTHAN)

Page 2 of 2



OFFICE OF THE DISTRICT INDUSTRIES CENTRE JAIPUR (URBAN)
CERTIFICATE
( SEE CLAUSE 10)

File No. F( ) PPC/DICCURBAN/640-641 Date: 17.03.2023

It is centified that Mis. Authentic Instruments , 31 Jhotwara Industrial Area,
Jaipur was inspected by Bh m Choudhary, Assistant Directo strie:
|mzouwwrmmmwwuwmmum record shown by
the applicant The enterprise is eligible for Purchase Preference under this notification. The
certificote is valid for one year from the date of it's issue .

i ar. 2131° :

Office Seal

r General )
District Industries & Commerce
Centre
Jaipur{Urban)
Enclosure-( 1) Application Form
( Part of PPC Centificate)
File No. F( ) PPC/DICC/URBAN/640-641 Date: 17.03.2023

Copy forwarded 1o the following for information and NECTSsary action:-
I. The Commissioner of Industries Rajasthan, Jaipur.
2M/s. Authentic Instruments ., 31, Jhotwara Industrial Arca, Jaipur




form

(Apply In Duplicate)

Application By MSME For Price Preference Or Purchase Preference or Both n Procurement Of Goods
To,

The General Manager

DIC, District-Jaipur Rajasthan

1. Nameg Of Apphicant with Post -Authentic Inttruments

2. Permanent Address 231 Riico Indl Area Jhotwara lapur-302012

3. Contact Details :OM PRAKASH SINGH

a. Telephone NONA

b. Mobile No.:- 9314529100

¢ FaxNo.:

d. E- Mail Address support@authenticinstruments.com

Name of Micro & Small Enterprises:

Office Address :-31 Riico Jhotwara Jalpur-302012

Address Of Work Plage *-
M&MemmwmwmmAm
Products For Entrepreneurs Memorandum-i /Udyog Asdhaar Memorandum Availed
Products For which are atpresent being produced by the enterprise -

10, Mm!w“&ﬁuﬂmummummmwla

BWNHB e

r—

. Products

Blood Bank Refrigerator, Blood collection monitor beo maxer with battery backup, Deep |
Freezer,

Donor couch,incubator,bod incubator,oven laminar air flow, b-oumyabmﬁuedwuh
pre-filter & heap filter,
water bath .environmental test chamber, humidity chamber, Blood mtube
Sealer,Refrigrated centrifuge, cryofugel blood component separator m/c, i
Contact Shock freezer, ultra-low deep freezer |

capacity s per capacity Assessment certificate (enciose photocopy of cagacity
Certificate)
Product Production Capacty

As per NSIC List Attached




12. mm'umammmm

13

14,

Serial No. | Name of Plant And Machinery Valuve

% CNC Bending M/C 01

2 CNC Shearing M/C 02

5. Nothing M/C 01

4, Panching M/C 01 Ust Attached
5. Fiber Lazer M 01

List Of Testing Equipment’s Installed

Serial No. | Name Of T E s Quantity Value

B Tensile Tm M/C 01

2. Tester 04

3, Ti 01

4. U.T.M 01 List Attached
MAWawmmmhww year and current financial

3. _Benefits Depositing Bid Security and

Last Financial Yeir —Lurrent Financial Year
Department Bid Security Security Performance
Security
NO NO NO NO

b, Details Of Supply Orders

i

Last Finandial Year
Department No.& Amount for | Amount Amount Amount of
Date of purchase Which Goods For Which goods
order \ Purchase Supplied Purchase | Purchase supplied
Order Order Order
Received Received

P
.

|,dommmmammhummunmaa%'
mmbmmmmwucwmhw %

. ‘M
i == SO
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Name of Applicant
Along with seal
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A THE NATIONAL SMALL INDUSTRIES CORPORATION LIMITED

:“s"nd: (A Government of India Enterprise)
S8 43982 4

Branch Office : NF/0/2, NEHRU PLACE, TONK ROAD, JAIPUR-302015
Ph : 01412742991 Fax : 01412741277
Email : bojai@nsic.co.in Website : www.nsic.co.in

GOVERNMENT PURCHASE ENLISTMENT CERTIFICATE

| Renewal Certificate (Valid From 18/07/2023 to 17/07/2025)

. Ref.No NSIC/JPR/RAJ/GP/1/1392 Date: 25/07/2023
s Factory Address:

M/s. Authentic Instruments 1 .31, RICO Industrial Area, Jhotwara, Near Kamani

31, RICO Industrial Area, Jhotwara, Near Kamani Chouraha

Chouraha JAIPUR, RAJASTHAN -302012

JAIPUR,

RAJASTHAN- 302012

Name of the Proprietor

Sh. Om Prakash Singh

Constitution: Proprietorship Udyam Registration Enterprise Social Class: Special Category:
Number UDYAM-RJ-17- GENERAL GENERAL
0016209

GOVERNMENT PURCHASE REGISTRATION NO: NSIC/GP/JAV2013/0001198
Monetary Limit: ¥ 227 lakhs (¥ Two Hundred Twenty Seven Lakh Only)
TURNOVER

(Rupees In Lakhs)
Financial Year Annual
Turnover
2019-20 221.39
2020-21 202.58
2021-22 454
{Monetary Limit [227

MSEsdeﬁhNSlCanemmwmdemMawbmsmdmdmm
Your name has been registered as a MSEUnReﬁgiblobrparﬁcbaﬁmhmecomGwmmsm.Pm

P me as the e Point Registration Scheme for the M m:MsMsh
| Name of the St;n(s)l Specification(s) Qualitative Capacity Quantitative Capacity '
Service(s!

PM.P.S.

“As per List Attached" (14 item only )

Disclaimer:-1.The purchasing agmduamadvbodtommemmmmmwhumm
doing the Technical Evaluation slsgebo‘oroplachgtholondeflovdotonmeuﬂts.oeniﬁodbyNSlC.
2.mbmeﬂeﬁluwmmwmord@ﬁmwomhmmhdhmmmu
classification of Micro, Small Enterprises as per MSMED Act).

M/s. Authentic Instruments

CIN : U74140DL1955G01002481 Conditions overieat. _—=|H=}




TIter oy 3IEor fErorar &fes

THE NATIONAL SMALL INDUSTRIES CORPORAT

(A Government of India Enterprise)

F- :Q!E

Branch Office : NF/0/2, NEHRU PLACE, TONK ROAD, JAIPUR-302015
Ph : 01412742991 Fax : 01412741277
Email : bojai@nsic.co.in  Waebsite : www.nsic.co.in

Renewal Certificate (Valid From 18/07/2023 to 17/07/2025)
ANNEXURE TO GOVERNMENT PURCHASES ENLISTMENT CERTIFICATE
NO. NSIC/GP/JAV2013/0001198 D.T. 25/07/2023
ISSUED TO M/s. Authentic Instruments, RAJASTHAN

STORE DETAILS CERTIFICATE

31, RIICO Industrial Area, Jhotwara, Near Kamani Chouraha, JAIPUR, RAJASTHAN-302012

ION LIMITED

Sno Store(s)/ Specification(s) Qualitative Quantitative Remarks
Service(s) Name Capacity Capacity
PMPS
1 |Blood Bank S.5.202/304/316 & MS WITH 50 to 600 bags, 25 Nos. OR Manufacturer
Refrigerator POWDER COATING,
ELECTRICAL
NIC code: 28299 ITEMS, Compressor + cooling
system
2 |Blood Collection S.5.202/304/316 & MS WITH |Up to 900 mi 25 Nos. OR Manufacturer
Monitor/Bio POWDER COATING,
mixer with Battery Back |ELECTRICAL
up ITEMS, Compressor + cooling
system
NIC code: 32505
3 |Deep Freezer S.5.202/304/316 & MS WITH | 100 to 1000 Liters 25 Nos.OR Manufacturer
POWDER COATING,
NIC code: 32509 ELECTRICAL
ITEMS, Compressor + cooling
system
4 |Donor Couch 5.5.202/304/316 & MS WITH Overall Length X (30 Nos. Manufacturer
NIC code: 28299 POWDER COATING, Width: 6 x 2 OR
ELECTRICAL
ITEMS
5 |Incubator/BOD S$.5.202/304/316 & MS WITH |up to: - 600 Liters 30 Nos. Manufacturer|
Incubator/Hot Air Oven  |POWDER COATING, OR
NIC code: 28299 ELECTRICAL
ITEMS, Compressor + cooling
system
6  |Laminar Air Flow/Bio S.5.202/304/316 & MS WITH |Size of Working |30 Nos. OR Manufacturer
safety POWDER COATING, Table: 2x2x2,
Cabinet fitted with ELECTRICAL 3x2x2, 4x2x2,
prefilter & hepafilter ITEMS, Compressor + cooling | 6x2x2 Feet
system
NIC code: 32509
7 |Water Bath/Plasma $.5.202/304/316 & MS WITH |Up 10 400 Liters |40 Nos. OR Manufacturer
Thawing POWDER COATING,




o

= ersser oy 3vor Eroror Bfes =—‘-TT
B THE NATIONAL SMALL INDUSTRIES CORPORATION LIMITED
:a": 'i‘: (A Government of India Enterprise)

se.00g;. £93042

Branch Office : NF/0/2, NEHRU PLACE, TONK ROAD, JAIPUR-302015
Ph : 01412742991 Fax : 01412741277
Email : bojai@nsic.co.in Website : www.nsic.co.in

STORE DETAILS CERTIFICATE

Bath/Cryo Bath ELECTRICAL
NIC code: 32505 ITEMS, Compressor + cooling
system
8 |Blood Bank Tube Sealer [S.S.202/304/316 & MS WITH |2to 6 mm 15 Nos. OR Manufacturer
NIC code: 32509 POWDER COATING,
ELECTRICAL
ITEMS
9 |Environment Test S.5.202/304/316 A MSWITH |Upto 1000Ltrs |30 Nos. OR Manufacturer,
Chamber/Humidity POWDER COATING,
Chamber ELECTRICAL
NIC code: 28299 ITEMS, Compressor + cooling
system
10 |Incinerator $.8.202/304/316 & MS WITH |Up 1o 4 liter/hr. 10 Nos. OR Manufacturer
NIC code: 28299 POWDER COATING,
ELECTRICAL
ITEMS, Compressor + cooling
system
11 |Refrigerated centrifuge/ |S.5.202/304/316 & MS WITH |6 to 12 buckets 25 Nos. OR Manufacturer
cryofuge blood POWDER COATING,
component ELECTRICAL
separator machine ITEMS, Compressor + cooling
system
NIC code: 32502
12 |Contact Shock Freezer/ |S.S5.202/304/316 & MS WITH (6 to 24 bags 25 Nos. OR Manufacturer
Blast Freezer POWDER COATING,
NIC code: 32509 ELECTRICAL
ITEMS, Compressor + cooling
system
13 |Uitra-Low temperature  |S.S.202/304/316 & MS WITH |100 to 1000 Liters 30 Nos. OR Manufacturer
Deep POWDER COATING,
Freezer ELECTRICAL
NIC code: 32509 ITEMS, Compressor + cooling
system
14 |Platelet Agitator & $.5.202/304/316 & MS WITH |10 to 200 bags 25 Nos. Manufacturer|
Incubator POWDER COATING,
NIC code: 32509 ELECTRICAL
ITEMS, Compressor + cooling
system
Comments / Note

(Optional): MSME-DI(JYNSIC/04/2005-06/4232 dated 27.11.2013 & SGS Inspection Report
No:IN'GUR/IND/NSIC/01973/2019 Dt.23/10/2019 & IN'GUR/IND/NSIC/03997/2023 Dt121.07.2023

Disclaimer:- "MSEs engaged in Re-packaging, Re-Calibration, Re-sizing, Re-Assembling may need vendor assessment
for GeM registration as per their policy.”

:lliﬁahmbommmughmmw:
' CIN : U74140DL1955G01002481




CDSCO MANUFACTUER LICENSE

Government of Rajasthan
Food Safety and Drug Control Commissionerate,
Swasthya Bhawan, Tilak Marg, Jaipur- Rajasthan

Contact no. 0141-2221670 E- mail: drugcontroller|.mh@rajasthan.gov.in
F NO : RJ/MD/2023/000086 Date : 11/12/2023
To,

M/s Authentic Instruments,
31, RIICO Industrial Area, Jhotwara,
Jaipur, Rajasthan (India) - 302012

Subject Grant of Licence to Manufacture for Sale and Distribution of
Class A or Class B Medical Device.
Ref. - Your application MFG/MD/2023/87350 Dated 14 Mar.. 2023
received at on-line portal of Medical Device of CDSCO.

As applied by you, please find herewith enclosed manufacturing licence granted to you
in Form MD-5 10 manufacture “Medical Devices™ under Drugs & Cosmetics Act, 1940 and
Medical Devices Rule, 2017. You shall observe the mandatory requirements of said Act &
Rules. You are directed to submit the data of first 3 batches of the products (batch records,
certificate of analysis, etc.) which will be treated as trial batches, you shall not sell these
products, get these products tested in NABL accredited laboratory and submit the reports.

Competent Technical Staff:-

|. Manufacturing : Mohammed Danish Khan — Manufacturing Chemist

2. Analysis : Sh. Om Prakash Singh — Analytical Chemist

Drug Controller,
Rajasthan Jaipur
F NO : RJ/MD/2023/000086 Date : 11/12/2023
Copy to:-
I. Drugs Controller General (India), FDA Bhawan, Kotla Road, New Delhi.
2. Dy. Drugs Controller (India) CDSCO, North Zone, Kamia Nehru Nagar,
Ghaziabad.
3. Asstt, Drugs Controller, Jaipur
4. Concerned file of Manufacturer/Guard File. /

Drug Controller,
Rajasthan Jaipur

Page | of |



FORM MD-5

[m-um«)ofnnzommummm]

Licence to Manufacture for Sale or for Dwstribution of Class A or Class B medical device

Ucence Number MFG/MD/2023/001049

1. M/s AUTHENTIC INSTRUMENTS, Plot No. 31 . RIICO INDUSTRIAL AREAJHOTWARA, Japur. Rajasthan (india) -
302012 Telephone No. 2314529100 FAX: 9314528100 has been Scanced 1o manufacture for sale or for distributon
1o bolow listed medical device(s) at the premises situated st M/s Authentic Instruments. 31 Riico Industriat

Area, Jhotwara, Jaipur Ragsthan-302012, Jaipur, Rajasthan (India} - 302012 Telephone No.. 8829017100 FAX
9314529100

2 Detads of medica device(s) [Annexad)

3 rmumamnmmuuwmm.zonwmmmmoMn

ANNEXURE

S.No Details Of Device(s)
Generic Name: )

Model No.:X1 B8R 50 - To store up to 50 blood bags of 350/450 ml X1 BBR 100 -
To store up to 100 bicod bags of 350/450 mi X1 BBR 150 - To store up 1o 150 blood
bags of 350/450 m| X1 BBR 200 - To store up to 200 blood bags of 350/450 mi X1
BBR 300 - To store up to 300 biood bags of 350/450 m| X1 BBR 400 - To store up to
400 blood bags of 350450 mi X1 BBR 500 - To store up to 500 blood bags of
350450 mi X1 BSRm-TOMupbWObeWUWSOM,XZBBRSO-
To store up 10 50 blood bags of 350/450 mi X2 BBR 100 - To store o to 100 blocd
bags of 350/450 mi X2 BBR 150 - To store up 10 150 blood bags of 3501450 mi X2
mm.romwnmmmamuomJamaoo-rouov-upno
mmmaamsom.msaam-romwuwobmmov
350450 mi X2 8BR S00 - To store up 1o 500 biood bags of 350/450 ml X2 BBR 800
« To store up 1o 800 biood bags of 350/450 mi

Intended Use . These are devices are intended for medical purposes that are Used

1o preserve blood by storing them at cold temperntures

Class of medical device:Class B
Mu-n-'ofconm:uswmw.mmssm
Dimension(if any).External d model (WxDxh)= 23" x 25" x 48" 10
46" x 31" x 80° #%
Sheiflite Nal
Sterily or Non stacile:Non
Brand ¥ 1 AUTHENT
% LR }
QD o,

Page 1 of 4



|

Name Biood storage relrigerator (Deep Freezer (-20C)
muo.:xtwwo-cmaaz,upmoommwzno-cn-ayupnzoom
X1 LD 300 - Capacity up o 300 litre X1 LD 400 - Capacity up to 400 litre X1 LD
&m-cm,upbmm)uLOM-C:MupDOOOIIh.XiLDTOO-
cmwwmm.xlwwo-c‘pmmbaoomxzwtoo-c.my
wbtoom.xzwzoo-mmymnmm.xuo:oo-cmupum
au-.xzwaoo-cmutyupwaoom.xzmsoo-c-pmupnsoom.xz
Loeoo~cw:yupooeoouu-.xzwroo-cwrywnorooh.xzwm-
Capacity up 1o 800 lare

preserve blood products by storing them ot heezing lemperatures

Class of medical device:Class B

Matacinl of construction MS outerbody powder coated, imner 88 304
Dh«w\(dmrm&muwmmmt 30" x 26" x 52" 1o
41" x 48" x 80"

Sheiflife NIL

Starde or Non sterile Non-Sterikzed

mam:ﬁsmmmw.mmssm
Mnnrmmuwmmmpwxwurm
417 x 48"« BO”

UDF

Capacity up to 200 litre X2 UDF 300 -

Capacity up to 300 tre X2 UOF 400 - Capacity up to 400 litre X2 UDF 500 -
Capacity up to 500 Mre X2 UDF 800 - Capacity up to 800 Utre X2 UDF 700 -

Capacity up to 700 litre X2 UDF 300 - Capacity up to 800 litre

Intended Use: These are devices mtended for modical purposes that are used 1o

preserve biood products by storing them at freezing tomperatures,

Class of medical device:Class B

Mam:usmmmw.mmssw

Dimension(if any):-External simension as per mode! (WxDxH) =26° x 27" x 62" 1o

38 x 51" x 00"

Sheiflife NIL

&Mummw ’»‘CM)
Ni \f regi

=

Q" —
Lasmon”
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Generic Name Blood sforage refngeraior (Contact Shock Freerer)

Model No X2 CSF 06 - capacity to freeze 06 plasma bags X2 CSF 12 - capacity 10
freeze 12 plasma bags X2 CSF 18 - capacity o freeze 18 plasma bags X2 CSF 24 -
Capacity to freeze 24 plasma bags

Intended Use These are devices intended for mecical purposes that are used to
preserve blood products by storng them at feezing temperatures.

Ciass of medical device Ciass B

Matarial of canstruction:MS outer body powder coated, inner body SS 304
Dimension(if any) External dimension as per model (WxDxH) 34" x 39" x 368" 1o
42 2 32" x 68"

Shelflife NIL

Modgel No. X1 RC 06 - Capacity 1o separate 6 blood bag X1 RC 08 - Capacity 1o
separate & blood bag X1 RC 12 - Capacity 1o separate 12 biood bag X1 RC 16 -
Cu«nynmtsmm.xzncm.cwmmemmxz
RC 08 - Capacity to separste 8 biood bag X2 RC 12 - Capacity 1o separsie 12 Siood
bag X2 RC 16 - Cagacity to separate 18 biood bag

Intenced Use intended {0 separaie bivod components of & suspension by
appacation of centrifugal force

Class of medical device:Class A

Material of construction: MS ouler body powder coated, inner body SS 304
Dimansion(if any) External dimension as per model (WxDxH) =32" x 42" x 37" 10
325" x4 x 288"

Shelfiife:-NIL

Model No X1 PIA 20 - Capacity 1o store 20 plateiet bogs X1 PIA 60 - Capacity 1o
stoe up 1o 60 platelet bags X1 PIA 120 - Capacity to store up 10 120 platelet bags |
X1 PIA 200 - Capacity to store up to 200 pistelet bags X2 PIA 20 - Capacty to store
up 1 20 piatelet bags X2 PIA 60 - Capacity 1o store up 19 80 platolet bags X2 PA
120 - Capacity 1 store up 1o 120 platelet bags X2 PIA 200 - Capacity to store up to
200 platelet bags

Intended Use A refrigeraled environmental chamber for storage of platelet
concentrate Is a device used 1o hold platelet-ich plasma within a preselected
terrparaturs range

Class of medical devce Class B

Material of construction: MS outer body powder conted, inner body 5SS 304
Dimengon(d any ) External dimension as per model (WxDxH) =23 x 25" x 46" 10
29" x 26"z 517

Sheiflife NIL

Ge- N 31000 db d d ces (B 20
Model No. X1 BCM - Wi Range 0-998gm X2 BCM - Range 0-9#gm

intended Use:A blood mixing devica is  device intended for medical purposes that
18 Used 10 mix Bood or blotd components by aglaton, Also imended 10 wesgh blood
or blood components as they are collected,

Class of medical dovice:Class A

Mater:al of construction: MS outer coated
Dimension(if any) External x 10" x 10"
Shetflife NIL

Stenie or Non sterile




c«mnmmﬂmﬁm
Model No.:DP8-X1 - DIGITAL DISPALY ,OPB-X2 - TOUCH SCREEN DISPLAY .- _- -

hmwmm-amwobooaummwnmn

centrifuge bucket

Class of mecical device .Class A

Materiat of construction'MS Sheet with pawder coated body

Wnuy):mmddnmbnawmmtwwxmsm'l 10" x 10°

Shelfiife NIL

Sterile or Non sterile-Non-Sterilized
¢ T 1 - NTIC

10

ovice ]
Mogel No - TS-X1 - Seal up to 8 mm blood bag tube
mmu«ﬁmmmn-mmumnwwmm
uses heat 1o seal plastic bags containing blood or blood components.
Cilass of medical device Class A
m-umwmussmmpmwm
Wum):emndmmanmwmm:e.rno.w 5"
Shetfifo NIL

"

Mode! No \LAF 222 H - SIZE 2X2X2 FEET LAF 322H - SIZE 3IX2X2 FEET LAF 422H .
SIZE 4X2X2 FEET LAF 622H - SIZE 6X2X2 FEET LAF 222V - SIZE 2X2X2 FEET LAF
322V - SIZE 3X2X2 FEET LAF 422V - SIZE 4X2X2 FEET ,LAF 622V - SIZE 6X2X2 FEET
Intendod Use Provice a class | blosafety lovel (BSL) 10 the operator and the
mmhmdmmmm

hazardous materials

Ciass of medical device:Class B

Material of construction:MS Sheet with powder costed body with $S 304 table
Dimansion( any).External dirg e mogdel (WxDxH) = 26"x 37°x 37" 1o

Date11-Dec-23 Authority

Drugs Controler
mgg.sm.'ln. Japur
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CE notlfled certificate

Technlcké inSpekcia, a.s.

Trnavska cesta 56, 821 01 Bratislava, Slovenska republika

CERTIFICATE
No.: 1786/1/2023

to technical file of equipment issued according of EN ISO/IEC 17020

Date of Issue:

Name of equipment:

% Mamlacuarer.

/.\'ppicanr
Basb !or certificate issuing:
Appﬁcqble standards.

AN

23 May 2023

BLOOD STORAGE REFRIGERATOR, models: X1 BER-50, X1 BBR-80, X1
B8BR-150, X1 BBR-200, X1 88R-300, X1 BER-400, X1 B8R-500, X1 BBR-
500, X2 BER-50, X2 BBR-80, X2 BBR-150, X2 BBR-200, X2 BER-300, X2
BBR-400, X2 BER-500, X2 88R-600

ULTRA DEEP FREEZER (UP TO -80°C), models: X1 UDF-100, X1 UDF-200,
X1 UDF-300, X1 UDF-400, X1 UDF-800, X1 UDF-600, X1 UDF-700, X1 UDF-
800, X2 UDF-100, X2 UDF-200, X2 UDF-300, X2 UDF-400, X2 UDF-500, X2
UDF-800, X2 UDF-700, X2 UDF-800

DEEP FREEZER (UP TO -40°C), models: X1 DF-100, X1 DF-200, X1 DF-300,
X1 DF-400, X1 DF-500, X1 DF-800, X1 DF-700, X1 DF-800, X2 DF-100, X2 DF-
200, X2 DF-300, X2 DF-400, X2 DF-500, X2 DF-800, X2 OF-700, X2 DF-800
CONTACT SHOCK/BLAST FREEZER, models: X2 CSF.06, X2 CSF-12, X2
C8F-18, X2 CSF-24

BLOOD BANK COMPONENT CENTRIFUGE, models: X1 RC-06, X1 RC-08,
X1 RC-12, X1 RC:18, X2 RC-08, X2 RC-08, X2 RC-12, X2 RC-16

AUTHENTIC INSTRUMENTS
Address: 31, RIICO INDUSTRIAL AREA, JHOTWARA, JAIPUR,
RAJASTHAN, INDIA, 302012

Sco manufacturer
Inspection report No. 1786/1/2023
IEC 61010-1:2010

Wil After evaluation of submitted decumentation of equipment (TCF) in accordance
A AL with Direclive 2014/35/EU, Technicka inspekcia, o. &. Issues this

certificate

- th. t#chnlcal file of equipment fulfills safety requirements and it is in accordance
s & Y with Low Voitage Directive 2014/35/EU,

it

P

srwavk‘ 23% May 2023

@ TARGET CONFORMI NT SERVICES. For a%/quessions

4 notified body nos 1354, website where this certificate shown
https:/ec.europa.eu/growth/single-market/ce- marking_en and who is
issued to authentic ce certification website www.tisr.sk/en. this

. lmm)lmmmymommIommmwmmeumaw&oﬁolooMo«mymm!mvdemb15
&Y&wmdmvwmum-m Ce,mmwmnwcwngummnurdundnam
Thomrm.( wm!n(onn'l’mwmbomu azout every modification that can affect safely of the equisment.

- This certificate is valid to 23* May 2026

information is provided by authentic



http://www.tisr.sk/en

Regional Office Jaipur
Rajasthan State Pollution Control Board

E Opp. Road No 5, VKIA, Sikar Road, Jaipur

—r

W Phone: 0141-2332263
Registered

FileNo : F(Tech)/JAIPUR(Jaipur(VKIA))/6968(1)/2023-2024/1099-1100
OrderNo: 2023-2024/Jaipur/12095 Dispatch Date:  Jul 14 2023 9:13PM

Unit Id : 125949
M/s AUTHENTIC INSTRUMENTS
31, INDUSTRIAL AREA, JHOTWARA, JAIPUR-302012,
JHOTWARA Tehsil:Jaipur(VKIA)
District:JAIPUR
Sub: Consent to Establish under Section 25/260f the Water (Prevention & Control of Pollution)
Act, 1974 and under Section 21(4) of Air (Prevention & Control of Pollution) Act, 1981.
Ref:  Your application(s) for Consent to Establish dated 22/03 /2023 and subsequent correspondence.

Sir,

Consent to Establish under the provisions of Section 25/26of the Water (Prevention &
Control of Pollution) Act, 1974 (hereinafter to be referred as the Water Act) and under
Section 21of the Air (Prevention & Control of Pollution) Act, 1981, (hereinafter to be referred
as the Air Act) as amended to date and rules & the orders issued thereunder .is hereby
granted for your INDUSTRY plant situated [/ proposed at 31, INDUSTRIAL AREA,
JHOTWARA, JAIPUR-302012 JHOTWARA  Tehsil:Jaipur(VKIA)  DistrictzJAIPUR Rajasthan
under the provisions of the said Act(s). This consent is granted on the basis of examination of
the information furnished by you in consent application(s) and the documents submitted
therewith, subject to the following conditions:-

1 That this Consent to Establish is wvalid for a period from 22/03/2023 to 29/02/2028 or
date of commencement of production / commissioning of the project or activities
whichever is earlier.

2 That this Consent is granted for manufacturing / producing following products [/ by
products or carrying out the following activities or operation/processes or providing

following services with capacities given below:

Particular Type Quantity / Capacity
FABRICATION OF MEDICAL DEVICES Product 5,000.00 NOS.PER
AND LAB EQUIPMENTS YEAR

3 That in case of any increase in capacity or addition / modification / alteration or change in
product mix or process or raw material or fuel, the project proponent is required to
obtain fresh consent to establish.

Page 10of 4

Signature Verified

Digitally signed by Yijay Sharma
Date: 2023.071 1:13:18 IST
Reason: Self ed

Location:




Regional Office Jaipur
Rajasthan State Pollution Control Board

—Dansan z
e —— Opp. Road No 5, VKIA, Sikar Road, Jaipur
A s
W Phone: 0141-2332263
Registered
FileNo :  F(Tech)/JAIPUR(Jaipur(VKIA))/6968(1)/2023-2024/1101-1102
OrderNo: 2023-2024/Jaipur/12096 Date: Jul 142023 9:13PM
Unit Id : 125949

M/s AUTHENTIC INSTRUMENTS

31, INDUSTRIAL AREA, JHOTWARA, JAIPUR-302012,
JHOTWARA Tehsil:Jaipur(VKIA)
District:JAIPUR
Sub: Consent to Operate under Section 25/26of the Water (Prevention & Control of Pollution)
Act, 1974 and under Section 21(4) of Air (Prevention & Control of Pollution) Act, 1981.
Ref:  Your application for Consent to Operate dated 22/03 /2023 and subsequent correspondence.

Sir,

Consent to Operate under the provisions of Section 25/260of the Water (Prevention &
Control of Pollution) Act, 1974 (hereinafter to be referred as the Water Act) and under
Section 21 of the Air (Prevention & Control of Pollution) Act, 1981, (hereinafter to be referred
as the Air Act] as amended to date and rules & the orders issued thereunder is hereby
granted for your INDUSTRY plant situated at 31, INDUSTRIAL AREA, JHOTWARA,
JAIPUR-302012 JHOTWARA Tehsil:Jaipur(VKIA) District:JAIPUR |, Rajasthan, subject to the
following conditions:-

1 That this Consent to Operate is valid for a period from 22/03 /2023 to0 28/02/2033 .
2 That this Consent is granted for manufacturing / producing following products / by

products or carrying out the following activities or operation/processes or providing
following services with capacities given below:

Particular Type Quantity with Unit
FABRICATION OF MEDICAL DEVICES Product 5,000.00 NOS. PER YEAR
AND LAB EQUIPMENTS

3 That this Consent to Operate is for existing plant, process & capacity and separate Consent
to Establish/Operate is required to be taken for any addition / modification / alteration in
process or change in capacity or change in fuel.

4 That the quantity of effluent generation along with mode of disposal for the treated
effluent shall be as under:

Page 1 of 5

Signature Verified

Digitally signed by ijay Sharma
Date: 2023.071 1:13:58 IST
Reason: Self. d

Location:
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Signature Not Verified

Digitally signeu'C;Sar a
Designation : DCIE ommissioner

Date: 2023.07.0 16:22 IST
Reason: Approveﬂl




L. .

<=yl

e o ¢ e
- - - ;ﬁ_""'ﬁ. il v

o do ot i - e oy

B e ",‘-W "




ZERO EFFECT & ZERO DEFECT CERTIFICATE

H&H, 7Y R A ITH HaAed
MINISTRY OF

MICRO, SMALL &
MEDIUM ENTERPRISES

ZED BRONZE

~ ]

under MSME Sustainable (ZED) Certification Scheme
awarded to

Authentic Instruments

UNIT NAME

Flat No:- 31 Riico Indl Arca, Building:- Authentic Instruments, RoadiStrect:- Jhotwara,
Village/Town:- 31,Riico Indl Ares jhotwara, Block:- , City:- Jaipur, JAIPUR, RAJASTHAN-
202012

UNIT ADODRESS3

32-Other manufacturing

COCDE{ABPERNIC-2D0%;

UDYAM-RJ-17-0016209

UDYAMN REGISTRATION NUYPBER

[szucd on:
July 11, 22235

LAFES TATFERRCRA R T

Thres yaaes frors = die ol iccne Colficawe Bu, 11072023 J4G3E0
Il e =l relav o regeinmreands e Gl diseca i b

eraiaanle (A Jn Cemthoaran Sokame Guideliaes bor this Cerrificarion Level
Aavzrd ar chis Cortificars cies rar subsriture any lepcl wequeremenr aeeced bor ses=nz wa or apesasng o MSME Uiz,



CE Compliance

We hereby declare that the technical file of all the items in each product group complies with
the requirement of Directive Medical Devices Regulation (EU) 2017 /45-MDR Class -2

Manufacturer

Name : AUTHENTIC INSTRUMENTS

Address  © 31, RIICO INDUSTRIAL AREA, JHOTWARA, JAIPUR-302012,
RAJASTHAN, INDIA

Product - PRODUCTS DETAILS AS PER APPENDIX 1 & 2

The certification body has performed an audit of the above product quality system covering the design,
manufacture and final inspection of certified product. The quality system has been assessed, approved and is
subject to surveillance according to Directive Medical Devices Regulation (EU) 2017/45-MDR Class -2

This certificate ssued under the fellowing conditions:
L. Itapplies only to the quality system maintained in the maaufacture of ahove reverenced modets and it does not
substitute the design or type examination procodures, i requested
2 The certificate remains valid untd the manufacturing conditions or the quality system are not changed
3. The cortificate validity is conditioned by positive results of surveillance audies

The CE mark as shown above can be used under the respoasibility of the manufacturer after completion of an EEC
Declaration of conformity and compliance with all relevant EEC Directives. The statement ix based on a single cvaluation
of one sample of above mentioned product. It does not imply an assessment of the whole production

Date of Certification: 08™ August 2024 2™ Surveillance Date: 07* July 2026

1" Surveillance Date: 07* July 2025 Ceruficate Expiry Date: 07" August 2027
{Subject to the company maintaining
its system to the required standard)

Certificate Number: CE-8458

Validity of this certificate can be verified at www.ocicertin

Validity of thia Certificate is subject 1o successful Annuasl Surveillance audits to be done. This certificate
is the property of Optimum Certifications Inc. and shall be returned immediately upon request
Optimum Certifications inc. Is Accredited by UKSAF (www. uksaf.org.uk)

Suite 19, Regent Court, 70 West Regent Street, Glasgow, Scotfand, G2 2Q2




v APPE:I‘)IX -1 |

The appendix shall be an integral part of the certificate, all expressions and terms defined or used in the certificate
shall have the same meaning in this addendum, unless the context clearly required otherwise

MEDICAL EQUIPMENTS NAME

So0  Equipment Name Mode!

1 Wood Doner Couch X1 DOM, X2 DO

2 Mood Storage Relfrigerator/Blood Bank X1 BER S0.X1 BER S0.X1 BER 150.X1 BER 200.X1 NOR 100X1 BHR
Nefrigerator (up to 600 bag) 400.X1 BER 500.X1 BER 600, X2 BER 50.X2 BRR HOX2Z BER 150X2 RER

} 200X2 BER J0OXI BER 400.X2 BRR 500\2 RER 6000
K Laboratery Deep Freeser/Deep Freeser X100 100.X1 LD 200.X1 LD 300.X1 LD 400.X1 LD 500 X1 LD 600.X1 LD

S20°C (Up 1o 1000 L) 700 X1 LD 800, X1 LD %00, X1 LD 1000, X2 LD 100.X2 LD 200.X2 LD 300.X2
! LD 400.X2 LD S00.X2 LD 600.X2 LD 700.X2 LD #00.X2 LD %00, X2 LD 1000
4 Deep Freeser A0°C (Upte 1000 L) X1 DF 100.X1 OF 200.X1 DF 300.X1 DF 400.X1 DF 500 X1 DF 600.X1 DF

700 X1 DF 800, X1 DF 900, X1 DF 1000, X2 DF 100.X2 DF 200.X2 DF 300.X2
| DF 400.X2 DF S00.X2 DF 600.X2 DF 700.X2 DF 500,X2 DF 900, X2 DF 1000
I3 Ultra-Low Temperature Doep Freezer X1 UDF 100.X1 UDF 200.X1 UDF 100.X1 UDF 400.X1 UDF 500 X1 UDF
B6°C / Deep Freeeer 86°C (Up te 1000 L) 600.X1 UDF 700 X1 UDF 500, X1 UDF 900, X1 UDF 1000, X2 UDF 100.X2
UDE 200.X2 UDF 3100.X2 UDF 400.X2 UDF 500.X2 UDF 600.X2 UDF 700.X2
(UDF 500.X2 UDF 900, X2 UDF 1000

6 Wood Collection Monitor X1 BOM, X2 RO

7 Tebe Sealer _X1TS

] Centrituge Bucket Lqualizer [ Retor  OPB XL DPE X2
alance

9 Class | Wialagical Safety Cabinet (Laminar LAF 62 20LAFAZ2MAAF S22IAAF 2Z22ILLAF 622V IAFSZIVAAF 322V LAY
wir Bow)/Air Steribizer ,m'. Mmml-nu.nun XI-AS 02 X2-AS 03

10 Class 1 Welogical Safety Cabinet BSC I2IMESC 4220080

(WHesafety Cabinet Type A2/02) . 3

11 Phatebet Agitator & Incubator X1 PIA 200X0 FIA S0, X1 FIA 120, X1 PIA 200.X2 PIA 20, X2 PIA 60, X2 FIA
, 120, X2 MA 200,

12 Contact Shock/Ilast freeser KZCSF OO X2 OM 12 X2 OSF 1R X2 CSF 20

13 Hlood Bank Centrifuge /Refrigerated KIRCOG XTI RCOR X1 RC 12, X1 RC 16X2 RCO6, X2 RCO8, X2 RC 12, X2 RC
Blood Component Contrifuge (Upto 16 16,
bag)

14 Refrigerated Contrifuge X1 LRC OR X1 LRC 12, X1 LRC 24, X1 LRC 36, X2 LRC 08, X2 LRC 12, X2 LRC
| (24, X2 LRC 36
15 Lab Comtrifuge XTLC 1O, X1 LC 20, X1 LC 30, X1 LC 40, X2 LC 10, X2 LE 20, X2 LC 30, X2 LC
— ‘W0
(16 Flasma Thawing Bath XIPTHIZ X2 PTH 2

Certificate Number: CE-8458
Validity of this certificate can be verified at www.ocicertin

==X

Validity of this Certificate s subject to successful Annual Survelilance 3udits 10 be done. This certificate
Is the property of Optimum Certifications Inc. and shall be retumed immediately upon request
Optimem Certifications Inc. &5 Accredited by UKSAF [www uksaf org uk)

Suite 19, Regent Court, 70 West Regent Street, Glasgow, Scotiand, G2 202
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Cortificate of Complianee

APPENDIX - 11

The appendix shall be an integral part of the certificate, all expressions and terms defined or used in the certificate
shall have the same meaning in this addendum, unless the context clearly required otherwise

MEDICAL EQUIPMENTS NAME

17 me-mm/an Mopzx2aen

18 Serology Water Bath Alswe

19 Incubator AL101AK102AL 100

20 Mot Alr Oven ALIOTHAL 10ZMAL 1030

21 ML Convertor/ Single Pan balance X1 SPIL X2 S8

22 Comtral Monioring Sysem X2 oMy

2 BOD Incubator (up te 600 L) X1 50D 160, X1 SO0 200, X1 BOD 300, X1 BOD 400, X1 BOD 500, X1 BOD
600.X2 BOD 100, X2 BOD 200, X2 HOD 300, X2 BOD 400, X2 BOD 500, X2
BOD 00

2 €02 Incubator (up 1o 600 1) X100 100, X1 €O 200, X1 €O 100, X1 €0 400, X1 €0 500, X1 €0 600.X2 €O

| 100, X2 €0 200, X2 €O 300, X2 (0 400, X2 €O 500, X2 CO 600
25 Lab Refrigerator / kit Refrigerator X1 LR 100, X1 LR 200, X1 LR 300, X1 LK 400, X1 LR 500, X1 LR 600,X2 LR

{up 1o 000 L) 106, X2 LK 200, X2 LR 300, X2 LR 400, X2 LR 500, X2 LR 600
in Martuary Chamber /Froeser (up '»ummumumm»mu
10 12 bedy) e b
27 Ice Lined Refrigerator (up to 600 X1ILK 100, X1 ILE 200, X1 ILR 100, X1 ILR 400, X1 ILR 500, X1 ILR 600,X2
(3] LR 108, X2 IR 200, X2 1L 100, X2 ILR 400, X2 ILR 500, X2 ILK 600
m Masma Exprossor Mmooy
m Tube stripper ALTS
20 Vdrt/Rotaryshaker ALVRS
n Portable Danor Chair AlPiI
n Milk Pasteurizer ALMPOLAVMPO2,
33 Milk Lyophilizer AFMDL-001 AK-MDL-002

" Blood Transportation refrigerator X1 BTR 20.X1 BTR 40_ X1 BTR 60 X1 BTR 850

Validity of this certificate can be verified at www.ocicert.in
M"* L.
8 c €
e ——

Validity of this Certificate is subject 10 successiul Anaual Scrveillance sudits to be done. This certificate
Is the property of Optimum Certifications Inc. and shall be returned immediately upon request
Optimum Certifications Inc. is Accredited by UKSAF (www uksaf ong uk)

Suite 19, Regent Court, 70 West Regent Street, Glasgow, Scotiand, G2 202




ISO 13485 ACCREDITED NABCB

fivarg Limhed

Certificate

M
T

D CAL DEV E
N

I IC
MA AGEMENT
This is to certify that:

AUTHENTIC INSTRUMENTS

31, RIICO INDUSTRIAL AREA, JHOTWARA, JAIPUR - 302 012
RAJASTHAN, INDIA

E -
QUALTI Y SYSTEM

Hereby granted the Certificate number: BN22546/21470 Rov. 00

Subsequent to the Assessment of the organczabon, it has been found to be operating 3 Medical Device-
Cuaiity Management System which compiies with the requiremnents of

ISO 13485:2016

For the SCOP9
Design, Manufacture, Servicing & Supply of Blood Bank Refrigerator, Deep Freezer(-20°C),
Deep Freezer(-40°C), Deep Freezer(-86°C), Contact Shock Freezer, Blood Bank Centrifuge,
Platelet Agitator & Incubator, Blood Collection Monitor, Tube Sealer, Class 1
Biological Safety Cabinet, Bucket Equalizer
Technical arca:- Active (Non-Implantable) Medical Devices other than
Specified Above A.1.2.21

Originally 17-Nov-2023  1st Survailiance Duo on:  16-Nov-2024

For Registered:
BSCIC CERTIFICATIONS PVT.LTD. issue Date 17-Nov-2023  2nd Survelilance Due on: 16-Nov-2028
Expiry Date.  18-Nov-2026
T —_ N
g -'E i p >
Managing Director

(In case if Surveillance Audit Is not allawed to be conducted; this Cortificate shall be
Suspended/Withdrawn).

Pranss Pa-wubinte Ten owicmn § shon 3 waw bac <5 oom o MGG TRATION STATUS

This Carificate of Pagsinaton o gramid sty 5 misvied Srovaions of S BEOC Caficatons YT 110 Cormes Tems & Seharss b
Roganatnim Foms D008 (Lol Vierwin] Funass s DOLS of (0 wabtde sy Sac <0 1o

T corioms of Mepuirvtar remars e (roparty of B50IC Catficaturs VL 12 st s Do sl roned ~elauty v e aen

B30C Mednmrtion Kuork, 10 Poor. SIV1SA, Opes Mass Mol Fardatind - 121 007, Harywa, i

Page 1of 1

QM 030




ISO9001 accredited

This is to Certify that
Quality Management System of

AUTHENTIC INSTRUMENTS

31, INDUSTRIAL AREA, JHOTWARA, JATPUR -302012
(RATJASTHAN) INDIA.

has been assessed and foum{ to corvzform to the requirements gf

_for the following scope :

MANUFACTURE, MARKETING, SUPPLY, EXPORTS AND AFTER SALES SERVICE
QF BCIENTIFIC & LABORAT ORY EQUIPMENT & INSTRUMENT S, BLOOD BANK
EQUIPMENTS, HOSPITAL EQUIPMENT S AND STERILIZATION EQUIPMENTS.

Certificate No 1 211QJD41
Initial Registration Date ~ : 03/12/2021 Issuance Date @ 03/12/2021
Date of Expiry :02/12/2024
1st Surve. Due : 03/11/2022 2nd Surve Due : 03/11/2023

Director

ACCREDITED

Management Systems

Certification Body
MSCB-119

AQC MIDDLE EAST LLC

Head Office: Office No. 02. Ground Floor, Sharjafi Media Ciey, Sfarjafi, UAE. c-mail : infe@aqewerdd.con
Key Location: A-60, Sector - 2, Noida, Uttar Pradesh, 201301, India,

Vindidinry of ehe Certifficate is subject to successful ’
condicted, this ertificate shall be suspendedwith

gion of sierveillance madit our or before of due date. (i case surweillaee audie is not allowed 1o be
et

('(_rriﬁm_r(__\?_riﬁ(miv_»_l: Please Re-cheek shie validiey of cortificare ar finyffiemaupovortdcontfucti veclionss. asy or saossaqomvrlelcom ar Aaive Cliones,
Certificarte is the property of AQC Mididle Ease LLC avid shalll b renorned inowediarely sfiars damanded



ISO 9001 Accredited

Icv

Certificate of Registration

This Certificate certify that the M anagement System of

AUTHENTIC INSTRUMENTS
31,RICO, Industrial Area, Jhotwara, Jaipur-302012, Rajasthan, India.

has been audited by ICV and found tobe

in compliance with the requirem ents of the standard

1ISO 9001:2015

(Quality Management Systems)

This certificate is valid for
the following scope:

Manufacturer, Marketing, Supply and After Sales Service of Various Types
of Scientific & Laboratory Instruments, Blood Bank Equipment, Hospital
Equipment and Sterilization Equipments.

Certificate No. "IN/ 55713744/ 2268
Certificate Issue D ate 1340642024
1stSurveillance Due D ate 1340542025

2nd Surveillance Due D ate 1340542026
D ate of Expiry 1240672027

EGAC
Accredited
QMS Cartification
CAB # 011907A

) o]
AR RN .
CEO
ICYV ASSESSMENTS PVT.LTD.
25, FirstFloor, Prabhu Complex, Shiva Market, Pitampura New Delhi- 110034
+97-11-41548315, info@ icvassessments.com, www.icvassessments.com

«Validity of this Cetiicate is subjectte completion ef suweillance audit en oo befere of due date.In case
Suweillance audk net allewedte be conducted this Cendicate shallbe suspended wikthdianal

+ This Cetiicate & intellectual Paepeity of ICY and Cetdicate sheuld be ietwinedte ICY incase efnen
cemplianee ef eetitication preceduie. Suthenticiky of this ceatdicate can be verdied st www.itvassessments cem




WHO GMP

>

—————

This is to certify that

AUTHENTIC INSTRUMENTS

31, RIICO INDUSTRIAL AREA, JHOTWARA, JAIPUR-302012,
RAJASTHAN, INDIA

Has been assessed by Optimum Certifications Inc. and found to be
in compliance with meeting the requirements of:

WHO-GMP
Good Manufacturing Practice

For the following scope of activities:

MANUFACTURE, MARKETING, SUPPLY AND AFTER SALES SERVICE OF ALL TYPES OF
SCIENTIFIC & LABORATORY INSTRUMENTS, BLOOD BANK EQUIPMENT, HOSPITAL
EQUIPMENT AND STERILIZATION EQUIPMENTS

Date of Certification: 16% Aug. 2024 2% Surveillance Date: 15% July 2026
1* Surveillance Date: 15% July 2025 Certificate Expiry Date:15% Aug. 2027
(Subject to the company maintaining
its system to the required standard)
Certificate Number : WGMP-16082465

Validity of this certificate can be verified at www.ocicert.in

Syt L
PG

P

Validity of this Certificate is successful Annual Surveillance audits to be done. This certificate is the
property of Optimum Certifications Inc, and shall be returned immediately upon request
Optimum Certifications Inc. is Accredited by UKSAF (www.uksaf.org.uk)
Suite 19, Regent Court, 70 West Regent Street, Glasgow, Scotland, G2 2Q2
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CDSCO MDR 2017 (MD-5) Overview under licence regime since june 2023

CDSCO MDR 2017 (MD-5) Overview: The Medical Device Rules (MDR) of 2017, implemented by the Central Drugs Standard
Control Organization (CDSCO) in India, provide the regulatory framework for the manufacture, import, sale, and distribution of
medical devices in the country. gazette notified on 2 june 2023
Starting from October 1, 2023, all categories fall under a licensing regime. Any manufacturer or importer intending to sell and
distribute medical devices in India must possess a valid license (MD -5) from the Central Drugs Standard Control Organization
(CDSCO).

https://cdsco.gov.infopencms/opencms/en/Acts-and-rules/Medical-Devices-Rules/

CDSCO license For Class A & Class B Medical device

License
Holder

License Number Name Device Name(Brand Name)-Intended Use Approving Authority Device Class

10852 MFG/MD/2023/001049 Authentic Blood bank centrifuge (Blood Bank Centrifuge)(AUTHENTIC)-Intended to Rajasthan Class A
Instruments  separate blood components of a suspension by application of
force.,Blood mixing and blood weighing devices (Blood collection monitor)
(AUTHENTIC)-A blood mixing device is a device intended for medical purposes
that is used to mix biood or blood components by agitation. Also intended to
weigh blood or blood components as they are collected.,Blood mixing and blood
weighing devices (Bucket equalizer)(AUTHENTIC)-Intended to weigh blood or
blood component to balance in centrifuge bucket,Heat-sealing device (Tube
Sealer)(AUTHENTIC)-A heat-sealing device is a device intended for medical
purposes that uses heat to seal plastic bags containing blood or blood

components.
10853 MFG/MD/2023/001049 Authentic Class-I biological safety cabinet(AUTHENTIC)-Provide a class | biosafety level Rajasthan Class B
Instruments  (BSL) to the operator and the envi during the i ion of
microorganisms and other biological ials,Envil |

for storage of platelet concentrate (Platelet Agitator & Incubator)(AUTHENTIC)-A
refrigerated environmental chamber for storage of platelet concentrate is a device
used to hold platelet-rich plasma within a preselected temperature range,Blood
storage refrigerator (Deep Freezer (-86°C))(AUTHENTIC)-These are devices
intended for medical purposes that are used to preserve blood products by
storing them at freezing temperatures.,Blood storage refrigerator (Deep Freezer
(-20°C)(AUTHENTIC)-These are devices intended for medical purposes that are
used to preserve blood products by storing them at freezing temperatures.,Blood
storage refrigerator (Deep Freezer (-40°C)(AUTHENTIC)-Thsese are devices
intended for medical purposes that are used to preserve blood products by
storing them freezing temperatures of upto -40°C,Blood storage refrigerator
(Blood Bank Refrigerator)(AUTHENTIC)-These are devices are intended for
medical purposes that are used to preserve blood by storing them at cold
temperatures.,Blood storage refrigerator (Contact shock Freezer)(AUTHENTIC)-
These are devices intended for medical purposes that are used to preserve blood
products by storing them at freezing temperatures.



https://cdsco.gov.in/opencms/opencms/en/Acts-and-rules/Medical-Devices-Rules/

Industry first why rely on w

COmpletely hlgh end import International and DQ'IQ'OQ'PQ'MQ
indigenous industry substitute national compliances

[ under licence regime as CDSCO as per MDR 2017 comply }

self accessed communication after sale
service complaint log and update system

) Contact Blast ] .
{ Blood Colllectlon } [ Freezer } { Biological safety } { Blood Bag Tube
Mon]tor Cabinet Class I (Laminar Air Flow) Sealer
(up to 24 Bags )

Mother Milk Clinical . .
Air steriliser
L Blood Bank } L Bank } L Microbiology } L }

Customer care+91- 9352454200-400, support@authenticinstruments.com
Authentic Instrument Industries Limited



mailto:support@authenticinstruments.com

[www.authenticinstruments.com }

works,
31, industrial area jhotwara jaipur rajasthan- 302013

Customer care+91- 9352454200-400, support@authenticinstruments.com
Authentic Instrument Industries Limited

G!,3/422, singhal enclave chitrakoot AL AnCOSE ESFATE JASITPIE HEWIDED
scheme jaipur rajasthan- 302021

[ Corporate office, } [ Branch office, J

jagatpur (new) katak, odisha-754021




