@ Divine Toach Medi- Clinic

(An ISO 9001: 2015 Certified Multispeciality Clinic & Diagnostics Centre)

Date: 12/12/2023

Ref. Lab MELT ID: NABL/NABLBCL006736

To,

Chief Executive Officer

National Accreditation Board for Testing and Calibration Laboratories
NABL House

Plot- 45, Sector 44,

Gurgaon - 122002, Haryana

Near HUDA City Centre Metro Station, Behind Fortis Hospital

Tel. no.: 91-124-4679700 (30 lines)

Fax: 91-124-4679799

Website: www.nabl-india.org

Sub: Declaration regarding conversion of Partnership Firm to Limited Liability Partnership (LLP)
Firm.

Dear Sir,

We, DIVINE TOUCH MEDI CLINIC, located in Agartala, Tripura bearing user name no NABLBCL006736,
would like to declare we are in the process of initiation of conversion of the Partnership Firm to Limited
Liability Partnership (LLP) Firm or any other legal entity as per NABL notifications and regarding this we
shall require some time . We understand the importance of maintaining compliance with NABL regulations,
and we are committed to ensuring a seamless transition that adheres to all applicable standards. As part of
this conversion process, we anticipate that certain governmental administrative procedures and
documentation requirements will need to be fulfilled which is time consuming, However, considering the size
and scale of our laboratory, we anticipate that this conversion may take some time to complete but we assure
that we try utmost to complete the process within 31.12.2023.

Thank you for your understanding and cooperation in this matter, We look forward to your positive response
and appreciate your continued support.

With regards

Mr. RBIL Roy “ "7 — I
(Partner /Laboratory Head)
M-8014251101

A Multi-speciality Health Care Destination
onel Chowmuhani, Agartala, Tripura (W), Pin-799001, Contact Us : 9089016161, 8575092597, E-mail : divinetouch.mediclinic@gmail.com
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DEED OF PARTNERSHIP

' THIS DEED OF PARTNERSHIP
g 30 th day of AUGUST 2015 A.D,

o

is made on this the .

b SO s J
5 e :{;‘,J"'-" AMONG.
| CTad :
oo e YF 1) SRI SAMIR RANJAN BHATYACHARJEE, Son of Late Sati Rani
o o Ranjan
, gl Bhattacharjee Roy ,resident of Ramnagar Road No.8, P.S. West i
| d
}

. Agartala ,District, West Tripura, PIN 799002 ,by faith Hindy
- occupation Business ,Indian by nationality,
FIRST PARTY.

by
Here-in-after Called the

Contd...P/2.
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2. SRIL. LITAN SAHA , Son of Shri Mrityunjoy
Shibnagar, College Road, P.O. Agartala College
Agartala ,District, West Tripura by faith Hindu by occupation
business, Indian by nationality, Here-in-after Called the

SECOND PARTY.

Sa@resident of
p.S. East

3. SRI SUBHADEEP ROY CHOUDHURY , Son of Shri Sankar
e - ? -
Kumar Cohoudhury resident of Shibnagar College Road , P.O.

Agartala College , P.S. East Agartala ,District, West Tripura by
n by nationality,

faith Hindu by occupation business, India
Here-in-after Called the THIRD PARTY.

AND

4. SHRI RAJIB ROY, Son of Shri Pradip Kumar Roy,
Amtali, Uttar Madhya Para P.S. Amtali ,District, West Tripura
by faith Hindu by occupation business, Indian by nationality,

Here-in-after Called the FOURTH PARTY.

resident of

WHEREAS the above named persons have decided to form a
partnership firm in the name and style of M/S DIVINE TOUCH
MEDI CLINIC or this day the 11 day of May, 2015 with the
object run a multi facility Diagnostics and Health Care OPD and
related business. This firm may be engaged with any type of legal
business and may enter into agreement deals with any individual,
firm, Pvt. Ltd. Co Public limited company societies etc. The place
of business will be a Colonel Chowmuhani, Agartala , West Tripura
,Tripura State(India) or any. other place/places in India with
proper licences from the appropria'the authority and firm may opem

chain of business as the case may be.

_,.-—-"'"'_'_r—_-_—_ ; e

Contd...P/3.
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NOW THIS INDENTURE ISL WITNESS AS FOLLOWS:-

1)

2)

3)

4)

3)

. shall not exceed as under.

That, the parties referred above shall carry on the business
o.f multi facility diagnostic and health care OPD and related
business in the Partnership firm under the name and style
of I\il_/E DIVINE TOUCH MEDI CLINIC at Colonel
Chowmuhani, Agartala , West mr
(hereinafter referred to as the Firm) but by their mutual
consent may start and carry on any other business or
business under any other name or names at any other

places of place(s).

That, the business of the Partnership pursuant to this Deed
partnership shall be deemed to have commenced with
effect from 11" day of May, 2015.

That the capital required for the business of partnership
shall be contributed time to time by the parties in such
manner in all respect as may be agreed to among them
and such capital may be paid interest as may be mutually
agreed from time to time at the rate of rates not

exceeding 12% per annum.

B ——

That, all the parties referred above shall be working
partners and shall attend diligently to the business of the
partnership and carry on the same for the greatest

advantage of the firm.

That, all the working partners may be paid salary w.e.f.
11% day of May, 2015 for the work of the Firm as may be
agreed mutually form timé to time among all the parties
in accordance with the provision of Income tax laws as well
as busiﬁess necessities and other factors, subject
however, that the monthly salary to each such partners

Contd _P/4.
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a) Stl Samir Ranjan Bhattacharjee Rs.12000/~ per month
b) Srl Litan Saha Rs.12000/~- per month.
c) Srl Subha Deep Roy Chowdhury Rs.12000/~ per month,
d) Srl Rajlb Roy Rs,12,000/- per month.
(’/

6) That, all business expenses shall be borne by the Firm.

7) That, the profits/Loss as case may be of the Partnership
business shall be divided among the partners as under.

Name of working Partner Profit Loss
a) Sri Samir Ranjan Bhattacharjee 35% 35%
b) Sri Litan Saha 25% 25%
c) Sri Subha Deep Roy Chowdhury 25% 25%

15%

d) Sri Rajib Roy 15%

8) That, the duration of the partnership shall be at will

subject to clause 9.

9) That, any partner may retire from partnership firm after
giving a notice to the other partners of not less than one
month in writing and at the expiry of such notice period he

shall be deemed to have retired.

10)  Upon mutual understanding, each partner or his duly
authorized agent shall have free access to the account
books of the partnership and shall be entitled to take
copies extract from any or all such books and records of

the partnership business.

Contd...P/5.
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11)

12)

13)

14)

15)

16)

17)

Page No.5.

That, no partner shall have the right to sale, mortgage or
transfer his share of Interest In the Firm to anyone else
except to his heir or heirs or any one of the existing
partners or to their heir(s). In the event of heir(s) selling
his/her share to anyone else, the existing partners shall .
have a right or permission in respect of such share(s)

sold,

That, the partners shall keep or cause to kept the books

of accounts of Firm at the principal places of its business
at make all entries therein , and that all such of books of

accounts kept shall be closed on 315t March every year.

R

That, no partners shall do any act or think whereby Firm.or
the Firm property may be prejudicially affected.

That, the terms of the partnership deed may be altered
added to or cancel by the written consent of the parties

to this deed.

That, for dealing business bank in the name of the firm
can be opened in any bank at any place in India . The
Bank account will be operated jointly by the first and

second party.
WY i
\'

'That, the firm can borrow loan from the bank/financial

institutions /individual/Firms for its business interest but
not interest of any individual partner(s).

That, in the case of any dl_spute arising out of this deed
between the parties of this deed, It shall be decided by
arbitration as provided for under the Indian Arbitration

Act- "-_’—’-——..’_—.__ ——
Contd...P/6.
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IN WITNESS WHEREOF the parties hereto have set and subscribed

their respective hands to these presents %0 th day of August,

2015 at Agartala .
1) ,Samt;( SMQL’\W
(First Partyg

2) oo fha

(Second Party)

/3)/_%/%%

'3“:: \QJ?'

Page No.6.

Kot %) 297

4)
(Fourth Party)

Witnesses:
1 Swoedh Des
> Gir Debodth—
Drafted and identified by : ____Rfs—aw‘-’ g“-f\/

Advocate.

-QW 4 ' W

Computed printed by :
(SUDIP K R SAHA )

¥

(} Scanned with OKEN Scanner
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AGARTALA MUNICIPAL CORPORATION
AGARTALA
RENEWED

Municipal Licence No :-1/15/372
New Licence No:-001011500372

holding no : 1760/578 house no : 205478
wardno : 20 touji no :

Trade Address: COLONEL CHOWMUHANI PALACE COMPOUND AGT

The agartala municipal corporation hereby grants this provisional licence to

M/S DIVINE TOUCH MEDI CLINIC

Sl No Licensee Name Father/Husband Name Address

2 SRI LITAN SAHA S/o SRI MRITYUNJOY SAHA COLONEL CHOWMUHANI PALACE
COMPOUND AGT

1 SRI SAMIR RANJAN S/o LATE SATI RANJANJAN COLONEL CHOWMUHANI PALACE
BHATTACHARJEE BHATTACHARJEE COMPOUND AGT

3 SRI SUBHA DEEP ROY S/o SRI SANKAR KUMAR ROY COLONEL CHOWMUHANI PALACE
CHWDHURY CHWDHURY COMPOUND AGT

4 SRI RAJIB ROY S/o SRI PRADIP KUMAR ROY COLONEL CHOWMUHANI PALACE
COQMBPOUIND AGT

Under section 121/201/182 of T.M Act for use of aforesaid premises or a part there of for running gainful activities of (name
of business / profession) MEDICINE SELLER (RETAIL) Big; PATHOLOGICAL DIAGNOSIS CENTRE (Big) subject to the
terms and conditions given below and acknowledge to have received the sum of Rs 3660 only being the lisence fees for
the year 2023 - 2024



AGARTALA MUNICIPAL CORPORATION
AGARTALA
RENEWED

( This Licence is valid upto :- 31 Mar 2024 )

CONDITI ONS

1)  That the premises shall not be caused to be used/maintained in a manner likely to cause injury, danger annoyance or offence to
the sense of sight, smell or hearing for person residing in the neighborhood and that they shall not cause or maintain in a manner
so as to cause any danger to life or injury to the health of persons employed in same business or residing in the neighborhood or
injury to any property or in any other way cause or maintain in a manner so as to cause inconvenience to the public.

2) Thatis the Licence is not transferable in respect of place or person.

3) Thatis only relates to the permission as define above and for which it is granted.

4)  That is only relates to such trade or permission as specified in it.

5) That no alternation should be made in the area of the land or in the building to which Licence relates without permission of AMC .

) That is the licence shall be reliable to cancellation for breach of any of the above conditions.

) This licence should be return to this office if the business/ profession is closed/terminated, immediately after closure etc.

) Aloudspeaker or public address system shall not be used at night (between 10.00 pm to 6.00am).

) The sound level shall not crossed/exceeds the ambient noise standards as prescribed by the noise pollution (regulation and
controljrules, 2000 and state govt. notification.

10) This trade licence does not confer any property right over the premises place of trade in favour of the holder of the trade license.

w0 o~

11)  In case the holder of the trade licence applies for bank loan, the bank /financial institutions are advised to exercise their own due
diligence and AMC shall have no liability in this regard.
12)  The trade licence shall be liable to be cancelled within 7 days notice if the holder of the trade license violates the Govt. of India /
Govt. of Tripura Orders/Notifications regarding use of poly bags /plastics.
13) RBI to operate as NBFC-MFI without accepting deposits from the public.(It's applicable only for Finance Business)
curreantrs : 3660 arrear (ifany )rs: 0.00 penalty (ifany )rs: 0

total rs : 3660 _ challan no:  1/MSCI23/2453 dated: 12 Apr 2023

Asstt Municipal Commissioner
Agartala Municipal Corporation

N.b:- This licence is purely provisional but renewable. this shall not confer any kind of right to the land/ building of the amc/govt.
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YAM REGISTRATION CERTIFICATE

UDYAM RE
. GI
NAME UDYAM—TR—OS—OOGZSGI
M/S DIVINE TOUCH MEDI CLINIC
I'YPE OF ENTERPRISE * Classification Date
26/06/2022
3122021 '
MAJOR ACTIVITY
SOCIAL CATEGORY OF ' ;
ENTREPRENEUR GENERAL
np—
0 |
NAME OF UNIT(S) S.No. ‘ \:ﬁ ::,f:::: Unit(s) Name !
1 | TROSE0000421 DIVINE TOUCH MEDI CLINIC |
Flat/Door/B [ Name of -; f'
at/Do lock i
i il - Premises/ | COLONEL CHOWMUHANI }
Bullding
vi
OFFICAL ADDRESS OF ENTERPRISE [ " 2‘;"“‘““‘ oach Saban !
Road/Street/Lane T[-cl’,l\glj:[éi:]\{':'? d City | AGARTALA
State TRIPURA District WEST TRIPURA , Tin 793001
Maoblle 9436124765 | Ematl: diviuelnuch.m-:d.iclinlc@gmaﬂ.conll
DATE OF INCORPORATION /
REGISTRATION OF ENTERPRISE 11/05/2015
DATE OF COMMENCEMENT OF
PRODUCTION/BUSINESS 07/04/2016
N iSNo.| NIC2Digit | NIC 4 Digi i : - I ;
N ATIONAL INDUSTRY I, 0. C 2 Digit : C 4 Digit L ~ NIC 5 Digit {’““""’E
CI.ASSIFICATION CODE(S) E'f 386- foman 8690 - Other human | 86905 - Activities of independent | Service |
. | | health activities health activities | dizgnostic/patholegical Laboratories 1 \

28/12/2021

DATE OF UDYAM REGISTRATION
* In case of gradonadon (upward/reverse) of status of an enterprise, the benefit of the Government Schemes will be availed as per the provisions of Natification
No. §5.0. 2119(E) dated 26.06.2020 issued by the M/o MSME.

Disclaimer: This is computer gencrated statement, 00 signature required. Printed from feips iy e

ceistrativn govin & Date of printing:- 18/02/2023

For any assistance, you may contact:

1. District Industries Centre: WEST TRIPURA ( TRIPURA)

2. MSME-DFO:

AGARTALA ( TRIPURA)

113
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@ Divine Toach Medi- Clinic

(An ISO 9001: 2015 Certified Multispeciality Clinic & Diagnostics Centre)

DTMC/CMO/ 9 5% /23 / Dt.03/10/23
To

The District Registering Authority,
Chief Medical Officer
West Tripura,Agartala.

Re:-  Provisional Registration under TCE Rules 2021
Ref:-  Your letter NO.F.9(306)-CMO(W)-CLE/2015/9812-13 Dt.02/09/2023

Dear Sir,

With reference to above we are submitting herewith following documents :-
1. Copy of Atomic Energy Regulatory Certificate
2. Up to date Tripura State Pollution control Board Certificate
3. Copy of Lease Deed executed by the legal owner of the premises wherein

clearly mentioned the permitted activities of our clinic.

4. Copy of Addhar Card of all staff including doctor.
5. Copy of Parcha.
6. Copy of acknowledgement of Fire NOC application

We would like to submit here that Fire department has paid visit at our clinic twice
and satisfied with the arrangement of fire protection equipments but NOC is still pending
with them. It will not be out of place to mention here that we are running OPD
service/Diagnostic and Medicine under single roof. There is no provision of any procedure
and patient stay in the clinic.

Our unit was registered under TCE in the year 2015 since then we are running it with
all standard protocol and rules and regulation. By these times we have standardised our
Laboratory as per NABL protocol and expecting NABL accreditation within near future.

We would humbly request you to kindly renew our registration so that we can serve
the people with quality.

Yours faithfully,

2! Samdr K% MW
' ( S.R.Bhattacharjee)

PARTNER
Enclo:- As above

—_

A Multi-speciality Health Care Destination
Colonel Chowmubani, Agartala, Tripura (W), Pio-799001, Contact Us : 9089016161, 8575092597, E-mail : divinetouch.mediclinic@gmall.com
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A Multi-speciality Health Care Destination

Divine Toach Medi- Clinic

%ar Aealih Cur Mission
(An ISO 9001: 2015 Certified Poly Clinic & Diagnostics Centre)
RefDTMC/CMO/ 7O/ 123 , =, 12/04/2023

To

The Chief Medical Officer,
West Tripura District,
Agartala

Sub: Renewal of Registration under TCE Act.

Ref: Your Show Cause Notice No.F9 (374)-CMO (W)-CLE/2018/
21493-612 Dt.23/03/2023.

Dear Sir,

Kindly refer to above and we would like to inform you that we have received
above letter today.
In compliance with your show cause notice we would submit that our clinic was
registered in the year, 2015 and every year we used to application for renewal of
registration maintaining all norms and protocol of TCE Act. You are also conducted
regular inspection of our laboratory every year. As per norms we have submitted
prescribed application vide No.DTMC/CMQ/597/22 Dt.12/07/2022 along with all
relevant documents except “Fire NOC" (the clause newly added in TCE rule, 2021).
However to comply with your requirement we applied for fire NOC by depositing
requisite fees.(Copy of acknowledgement is enclosed). They have made inspection
and satisfied with the fire fitting equipments installed in your premises. But they have
not issued NOC till to date for unknown reason.
In view of above, we would like to inform you that we are running the unit in rented
premises since inception and building is well maintained. There is no provision of
inpatient stay in the premises. We are rule abiding establishment and follow all
protocols of laboratory and clinic. We have given appointment to a good number of
unemployed paramedical/qualified boys and girls.
We therefore, request you to kindly relax the clause fire NOC and issue Registration
of our unit. We shall deposit the Fire NOC as soon as received by us.

Yours faithfully,
~ Ax abh e ;./v

A
u)2’
Samir Bhattacharj}a(g‘
Partner, Divine Touch Medi Clinic

Colonel Chowmuhani, Agartala, Tripura (W), Pin-799001, Contact Us : 2310117, 9089016161 » E-mail : divinetouch.mediclinic@gmail.com



GOVERNNMENT OF TRIPURA
OFFICE OF THE REGISTERING AUTHORITY
WEST TRIPURA:: AGARTALA

No.F.9(306)-CMO(W)-CLE/2015.

CERTIFICATE OF RENEWAL OF REGISTRATION

(Under Section 6 of the Tripura Clinical Establishment Act, 1976)

This is to certify that the Registration issued vide No.F.9(306)-CMO{W}/CLE/2015

Dated 03-11-2018 under the Tripura Clinical Establishment Act, 1876 in Respect

ot “Divine Touch Medi-Ciinic”’_{Path Lab) situatedat
Colonel Chowmuhani, Agartala, Tripura West ishereby

renewed up to 31-03-2021.

J{?h u'e-‘A\ r‘l
¥ ; - _«v\,
r\ % [ M/A\ A E\t{;\m\
District Registering Aurhonry, Supervising Authority
Ihe Trioura Clinical Fsit. Art R Buloe Tha Trinura Climica! Eoit, Act & Rulc
0O/o the CMO{W] Agartala, ﬂl’n the {"MO (\W\, Agartala,
(District Registering Authority) (District Supervising Authority)
The Tripura Clinical Establishment Act The Tripura Clinical Establishment Act
Chief Medical Officer (West) B Chief Medical Officer (West)
AGARTALA . AGARTALA
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INSTALLATION QUALIFICATION

For

FULLY AUTOMATED CLINICAL CHEMISTRY ANALYZER

MODEL : MISPA CLINIA

AGAPPE DIAGNOSTICS LTD.

ADLAOOSERAODBS 13-24

ADLFO/MCD D64/ 2015/R00
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l;m-l:l.l.u:-:rn.-l.uuun.u'l EREFUMEAT PLERD EOLENTA B R

?ﬂ- H:l:liman;niqj:ml.l asE] badi A, b b, 1, AR Sl i e P O, il Bl Pl W), B A, SR B,

Pl Cachin. Dorala, - B85 18 T +10 054 370 AaT? Sabll L Ty, Seidhalld - 104300
TR S Tk 81 |11:-|:nuu| Lk b
MR PSR TISCD R LA 2IFEE Al L CFINE
ull.auiﬂ:‘lm uﬂ.uﬂnm L2THE, 1T EF e, 5 Flood, DT T, Shfva ing, S, B g, ] . s g i i R,
ol Ao, T, Mot T, B - SO0 TTL i P Tl w - TR U, bl Bagiiode - S3000. Fed, +51 80 003 AR

Yk T T L PO LR T N B Vo= A Rl Dol Pl B P 1 fr LR R e



B i MRALTING

Py AGAPPCE

/S

ST T R Ton
I H L EASI R

TABLE OF CONTENTS

SNo. | Contents | Page No.

i | Appmwi-uf ihe_h‘-.'l-;:lmredure . 3
I : Instructions . 4 :
] .Smpa- ] ~
L) | Installation Qualification . A A= T 17 |

{ —
L) Comments | 11
| | SI\Istem_C;_ll.'ti'-rlc.'.J:L.lnn i ! - 1; { :

! a 3 = L |

AL PO MCE 064/ 1015 00

AGCGAPPE DIAGRNOSTICS LT, 5090030 |55 (14852018 [ERTRED COESAN [N 138X WHER 0I5

CORPORKTE BIBHE [ ECIHT FLE OTEPEEAT FLHT O PN SFFAT
HEls Aabientfor (RS, 0. Erutiatay, Bpey - 541 %, s g DR . 0 e vl drial Pl :&mim Fb:ﬂn; gﬁmlﬂm L

¥ | imah W, Cocin, Bevads, a8 721 Pk o 404 208 1971, iy, Koy - T
A TETEEs T Ty se—rs ait, e O B
MUY [EDAILE DALY BELR m}r DEIE
4 & 403, 4" Flecr,_laasdogh Brvwess: Cewer, 11, e R T P T iy " Flhoer, B Lo, Dibarcan, ot e [owew Bl
Sghu Boged, Ferinly, mdien | LAY Muchid - 400 DS%, bt wem b 110 15, wia Ern-'ﬂm Ted =9 8D I R
Tol =91 52 AR 00 | aat nm e e w g et (IR THT FEF E TP o Pt e o [EE DT T R



B EIRATING

o AGAPRPCE

BTG OO0 BRI T

SEYIFINT ELLE MM

L L OF THE INSTALLATION RE

Both DIVINE TOUCH MEDI CLINIC, AGARTALA, TRIPURA and AGAPPE DIAGNOSTICS LTD. are
jointly responsiole for the installation of MISPA CLINIA with serial number YM-84001332 as per
the attached Installation Qualification protocol.

Protocol Performed By: Reprezantative of AGAPPE DIAGNOSTICS LTD.

Mama i | Debashis Bhattacharjee Ergnature

iTitEe : | Manager - Customer Service Datt
icnh‘rpan',r : | AGAPPE DIAGNOSTICS LTD.

Validation Team from DIVINE TOUCH MEDI CLINIC, AGARTALA, TRIPURA

Name : .._':rh sl h“'ﬂ =5 e | signature: ‘a{"'j’e)

Designation : LF" B TEEH Date : 5|32

Department : ([ LAR
Customier Authorications:
Name : Shoasdhiia Solhe -\
Title 1 INSTALLATION QUALIFICATION Signature i ){'{'de

L
Lok
ADL/FOWICDY 064/ 2005/ RO0

AGAPPE DIAGHRNOSTICS LTI, 0o s b oemeen oos e N iisHrmsciE:
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ll. INSTRUCTIONS

1. An authorized AGAPPE DIAGNOSTICS LTD. representative will check and enter the
specific data as outlined In the Installation Qualification. Fach result will be noted and
dated.

2. The concerned employees of DIVINE TOUCH MEDI CLINIC, AGARTALA, TRIPURA will
verify each result and sign in each page. The member of the validation team will carry

this out.
3. ALL deviations from the acceptance criteria detaited in this document will be noted in
the COMMENTS section 2t the end of the IQ protocol. All resolution to such problems

will also be noted in the COMMENTS section, and must be resolved prlor to issuance
of a SYSTEM CERTIFICATION.

ADLFO) MO0 D64/ 2015/R0D

AGAPPE DIAGNOSTICS LT, oMo oS0 45106 CERTINED (U] OF ; Iessnsei LI

Aggigisd H, Ui riroy PO, D6 [rrandam, Govals - RETSEE ks, L] Bord B i BRL Sl Ldaoral e, A, v S P e 1, B D, S W
Trkcw 00 LB 204 P00 | Lol aga iR T Il Cagkin, Wiy, hedig - B0 Ty T4 Ab9 2 Ty, Sl L Iy, OBl - 139 YL
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This Installation Qualification protocol will be perfarmed on the MISPA CLINIA at DIVINE
TOUCH MEDI CLINIC, AGARTALA, TRIPURA. This (nstallation protocol will define the
documentation that will be used to evaluate the instruments installation in accordance with the
manufacturer's specifications and intended use. Successful cempletion of this protocol will verify
that the instrument identified has been installed in accordance with the Intended usage.

Trained, knowledgeable personnel will perform gualification studies. Any exceptional
conditions encountered during the gualification studies will be Identified for review. Exceptional
conditions will be investigated and the appropriate course of action determined. All documents
will be initialed and dated.

ADLSFOMCD/064,/2005/R00

AGAPPE DIAGNOSTICS LTD, sk TER ) L5000 CERTIRAE CXOMPARY | O - B MR L LI

ATERSE MO TML | AEASERT AT EQLEAu T FLART FEELTL [FTHE

00 T e S €358 e oy e e W S e e 2
“a G AR 185 TR T 3 X 2nr fimy. Kot n -
B vl B0 5001 B | Do bl il b g
SR JIETEED O L DE T BAMCM ST (a0
A AR, o Mmqmmm-mm 50, 3 A e, [XF T, S M, 5, 17 i, Bl Do, ibancans, e Pl Bl
Apdkrurl ). Mawind - d0{390, man s e - 1T, il Rk s - 520001 Teb =4y 88 22r K280

by Snad, Tarpiagely,
Tel 50 B AN A 1P A i DTV R e T =¥1 1 938 Al 2 Bl - pendoiB i jane Eargadin e a gaope



NAGARPIPC

S g INSTALLATION QUALIFICATION

A, Instrument Identification Verified Date: 05-03-2021
1. Model MName = MISPA CLIMIA
2. Serial Mumber £ YM-B4001332

B. Following is a list of accessories fronsumables verified:

5 No. Component ;:f;'ﬂ":} Verified By Comments
01 | Analyzer Main unit '*ﬁ" aa'-'_ i *ﬁF i D Lr.; 5}
a2 Computer VE= /@ﬁ" ad
03 | Printer VES |~ B ol
04 | RS232 Connector cable l vge |, 9" pK
05 Power cord l YEL /ﬁ’ DK
& Waste can l VYIEL *}Qﬁ o
07 | Water can | vE£ A4 il
08 | Water connector tube Y ES H}'Q B r1ke
09 | Waste connector tube YES ; ﬁ}ﬁ 18
10 | Water pre filter yES 'f;ﬁ' Ik
11 | Probe assembly yES _JQ‘J oK
12 | Mixer assembly yEL LE- 0K
13 | Reagent tray Y& & ﬂ:}' 1K
14 | Cuvette blocks YEL - ol s
15 Reagent bottles JE S :QZ‘ T £ =
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AGAPTIPCE

L. 1 llati
Purpose: To make sure that the instrument is received with all the major components
necessany for operation
SNo. | Component (Yes/No) | Verified By | Comments
Major components and accessorles | |, - - i s -
1 are present L 2 b =
There is no physical damage to the T e e
: companents ¥ Es I”"ﬁ oR
. e

3 Ambient temperature is available | \/f £

instrument ks installed in the floor | N
and leveled properly pL==E

5 Power supply Is correct YE & j 3 o L
Electric connections are tight, yEL

§ weatherproof & earthed Iﬁ £

7 Analyzer unit installed as per the JE < o
mﬂﬂuﬁﬂufﬂfi remmmlﬁnd:lllnns. N
Water supply and waste drainage W ; B

8 | facilities checked fES K-

g | Mispa Clinia Detergent Available | YES | LB A

Summary:

The information is recorded against each data and the deviations if any is justified /

explained properly.
Acceptance criteria:

PARAMETER
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D. Instrument Installation

Date of Installation  :05-03-2021

=g oy 5 E
installed by CTHERASHIS BHATTA CHA RIE
SMo. | Parameter Done by Comments
i Bt Ll =
=
01 | installation of the main unit ;E__,JI;% e la
02 Installation of the computer system ﬂ'ﬁa — al
03 | Installation of the printer _{_’{i- A
04 | Connecting the waste tubing d@{% e
05 Connecting the system water tubing {;E._ ; £
06 | Installing the reagent tray KB OR
07 | Installation of the probes ;f;fl-t ol o
08 | Installation of the mixers J;ﬂ : 0
09 Imstalling the cuvettes At:-'_‘p A 1
10 | Installation of Wash Station g—ﬁ £

Acceptance criteria i System should be “Ready” after daily maintenance without any errer
FARAMETER _~PASS FAIL

Parameter values for verification: System found “Ready” after daily maintenance
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Purpose: To check the cuvettes run Cuvette Check

Procedure: Manually put more than 40ml Mispa Clinia Detergent in pesition D of reagent
ditk and more than Sml Mispa Clinia Detergent in position D2 of sample disk. Then select
Perform Cuvette Check and click Continue to proceed,

Acceptance criteria;

= Mo error Messages displayed

* Alf Cuvettes should show acceptance
PARAMETER PASS FAIL

Parameter values for verification: No Error Messages
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Purpese: To check the internal tubing's and flow of liquids

SNo | Activity Done By Date

01 | Doalichecks in Hydro Unit 'Qf? 5152 ]

TR = b

%
i
|

TN

Acceptance criteria;
s Noerror message of air bubbles in the intemal tubling’s
s Al hydraulic units warking well without air bubbles / leakage

PARAMETER, PASS FAIL

Parameter values for verification: Mo Error Messages
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VI, SYSTEM CERTIFICATION

Study data has determined that the system described in this document either meets all
criteria outline in this installation Cualification Protocol, or exceptional conditions have been
identifizd and documertation included, Exceptional conditions, if any, have been addressed. The
system is ready for Operational Qualification.

Repart Performed By: AGAPPE DIAGNOSTICS LTD. Represantative
Mame : Debashis Bhattacharjee

Designation  : Manager - Customer Service
Signature 2 L

Company t AGAPPE DIAGNOSTICS LTD. Date

Customer Authorizations: DIVINE TOUCH MEDI CLINIC, AGARTALA, TRIPURA
. SHAS TR TA 5 FHA

Mama —
Designation 2 LA™ TECH Signature : }/H’L
Title ¢ INSTALLATION QUALIFICATION Date - 53[1-111
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OPERATIONAL QUALIFICATION

For

FULLY AUTOMATED CLINICAL CHEMISTRY ANALYZER

MODEL : MISPA CLINIA

AGAPPE DIAGNOSTICS LTD.

AL KO/ SER 08 13-24
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L. APPROVAL OF THE OP ON ALIFICATION PRO

Both DIVINE TOUCH MEDI CLINIC, AGARTALA, TRIPURA and AGAPPE DIAGNOSTICS LTD. are

Iointly responsible for the installation of MISPA CLINIA with serial number YM-84001332 as per the
attached OPERATIONAL QUALIFICATION protocol.

Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD.

Name | | Debashis Bhattacharjee Signature : }:H

Designation | : | Manager - Customer Service | Date . #5135 12020

Company i AGAPPE DIAGNOSTICS LTD.

Validation Team from DIVINE TOUCH MEDI CLINIC, AGARTALA, TRIPURA

| Hame i | ShevsH B e Sabe | Signature : 'ZF:I‘:
Designation s | LP B TECH Date - ‘?-.."I"f:."r? f

Department | {-5.5' r'i"uﬂ-"?"jﬂ'”'r'j

usbomer rizati

Name : Shashida Seahe

A T,
Title  : OPERATIONAL QUALIFICATION Signature ; r.%i J-_
L oy - ATy o 1 'r-r-.r-\. = 1 2
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Il INSTRUCTIONS

1. Anauthorized AGAPPE DIAGNOSTICS LTD representative will check and enter the specific
data as outlined in the OPERATIONAL QUALIFICATION. Each result will be noted and
datad,

2. ALL deviations from the acceptance criteria detailed in this document will be noted in the

COMMENTS section at the end of the OQ protocol. All resolution to such problems will
also be noted in the COMMENTS section, and must be resolved prior to Issuance of a

SYSTEM CERTIFICATION.
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. SCOPE

This Operational Qualification protecol will be performed on the MISPA CLINIA at DIVINE
TOUCH MEDI CLINIC, AGARTALA, TRIPURA, This Operational protocol will define the documentation
that will be used to evaluate the instruments Installation In accordance with the manufacturer's
specifications and intended use. Successful completion of this protocel will verify that the
Instrument identified has been installed in accordance with the intended usage. Trained,
knowledgeable personnel will perform qualification  studies, Any exceptional conditions
encountered during the qualification studies will be identified for review. Exceptional conditions will

be investigated and the appropriate course of action determined, All documents will be initialed
and dated.
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V. OPERATIONAL QUALIFICATION

A Instrument Identification

1. Model Rame
2. Serial Number

B. Following is a list of tests to be performad and verified:

: MISPA CLINIA
: YM-BA001332

AGADPPCSE

Verified Date :

Test
No. Test Name Test purpose Verified By and date
01 | startup To make the equipment J{_‘f A 2%
ready for operation .
i : L:.f”"' bk
0% | Daily maintenance | To clean appropriate modules - Il‘-:l:ﬁ
P
03 | Calibration To calibrate the system L'-ﬁl ek
To confirm that the system is -
04 | Qc check calibrated and working within ,4,']&-&'\'3 |
specifications f
ot Reproducibility To check the p-r?:-la.iun (7 IF T3
check [CV %] after calibration g
Sample (g,
06 | programming and | To run the samples e 2]
Analysis -
Shut down I:"EJ‘[ E"-...'l
| o7 ey To shut down the system : f—j a,|?
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Test 01: Starting the system

Purpose: To make the instrument READY for operation

Summary:
Instrument checks functioning of different parts of the instrument automatically, If there is
an error code, initialize the system and follow corrective action instructions provided for the error

MESSAEE,

Procadure:

® Wait for the instrument to get ready after initialization

= Check the room temperature and switch on the Air Conditioner

# Check the LIPS,

* Switch on the MISPA CLINIA by pressing the main switch, then switch on the computer and
then the sysiem power

= Double click the analyzer icon to inltlalize the system software

* [nput the password and do as prompted, the system menu pops up if start up Is finished

* Ifnat, initialize by again after solving the error displayed

* Follow instructions provided for the arror message

Acceplance criteria: System to display READY status
PARAMETER  PASS FAIL
Parameter values for verification: “READY™ on Status Area
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Test 02: Daily Maintenance

AGAPPCE

Purposa: To clean appropriate modules so as per the daily maintenance protocol

Method:
Refer detailed procedure for Dally Maintenance in the software

] 5 No. | Activity Done by Date
01 - Empty waste container }EJ-* & ;,lr'-': f2}
02 | Check Wash sclutions J{_-'Fl 4 I.l'*_; fal
03 | Check system water L & a2t
04 | Cheek Reagents o Iafar
05 | Clean Reagent Block ;J.__ﬁr 52
D6 | Clean out side area ;-;'ri 3 lf |
a7 | t::a::ﬁgfﬂ;nﬂ remove outdated and }b F—~ 5,_} 2_{']‘,:, i
08 | Check main menu screen e oy 21
09 | Perform Quality Contral E,-II’ AL -:,n" _'%Tr 2

Acceptance criteria: System should be “Ready” after dally maintenance without any error

PARAMETER

Parameter values for verlfication:

AGAPPE DIAGNOSTICS LTD.

CORPORATE BRHLET FEACE

FLAT
AR K TREL Dl Lribn i, Bevad - 45 509w,
SEAPCREAA P

<Pk o 3 BN S, T sk

_PASS FAIL

HOR AT 20
e gt

LR ST
o Tl - M0 O, il

Fpchimo 30 cowEs Srgd mewming Fak
L Dt Berray, rnfls -l THL Tk =51 4B J0 107

PR L I Flear, BiF Timar Skl iewg.
Tk 43 L WB5A Rl | B Ao v g b

System found "Ready” after daily maintenance
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: Calibration of the system

ARG - ST os
EEVTNG FLANETND

Purpose: To calibrate the system

Procedure;

B |t I Done By Date
01 Preparation of the cal material E;:rﬁ ‘-=-|Fp-‘f.[ a)
B iR (B a2

e

Acceptance criteria: Calibration data shows concordance OD values in triplicate measurement

PARAMETER PASS FAIL
Parameter values for verification : Mo error message in the printout
Test 04: QC check

Purpose: To confirm that systems, reagents and consumabies are acceptable & working
within specifications for each assay used.

Procedure;
S No. | Activity I Done By Date
01 | Preparing Blochemistry control material £f <fal2)
02 | Creating QC file ,f‘;l;fi'* 122
03 | QCsample programming and analysis I,::.,,‘ ¢f3)2] |

Acceptance criteria: QC results within specified limits mentiened on the contral product insert
PARAMETER YPASS FAIL
Parameter values for verification: QC values within + 750

ADL/FO/MCD 065, /20615/R00
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oo e,

En hirabad 403 B, ks, s il - 1045, bl Faglony -SGREL T « 31 ED 158 S0RE
Pk 150 IT 4 10D D0 | D i ol b iopue w ok = L3 R4 1 ok denas e a Ervonid ramprbarc T B e i



NAGAPPCE

" Test 05: Reproducibility Check

Purpose: To check the reproducibility of instrument

5 MNo. | Activity Done By Date
01 | Preparing contral material/ sample ,{f -Hur '.‘n.-r 2.1
02 | Running triplicates Jl,{:,r":r ﬂ_-lf-;!,_l 2

Acceptance criteria; Results OV within specified limits
PARAMETER JPASE FaIL
Parameter values for verification: OV within the limits

Test 06: Sample programming and Analysis

Purpose: To run the samples

Procedure:

5 No. | Activity Done By Date
01 | Preparing and Processing of samples E iz l2 )
02 | Programming samples L,.!? a2
03 Aspirating thE samples .!'.‘_:E' ;.?r = j1 1
04 Viewing samples in process j-;':t}-'- L:;IIr :_"!-_.L"' I
05 | Review results: Monitoring results EE;,’- cTaf2)

Acceptance criteria: Samples Analysis without any error
PARAMETER -~ PASS FAIL

Parameter values for verification: Sample analysis without any error
ADLFO,NCD065,/ 201 5/A00

AGAPPE DIAGHOSTICS LT, o | s it mempen compayy | 0 Gl esisueiLi
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AiueE (ke TFET DE1H [ETIE EbiA DRE OFTHL
AR 8 HIL 5 Flomy, ot il b Tomr, 6, Bk AR, 1 Tl [0 Ty, il Mg S, 0 P, WA s s, W e [ Pl
Solulr e, Pl b (DL Mk - 2000 (54, e, i i (DL e Eampabore: - S0D 801 Wt - B0 L3 e

L R R e o e L AL Teh % S 4R S | Ermet detss oy mpppnin Br



ra.
2 Test07: Shut down

Purpose: To shut down the system

Procedure:
5No. | Activity Done By Date
E Preparing the system for shut down ‘,{Lﬁ : p; ! af2]
02 | Following the on screen instructions !ﬁ.l_’_a._ : & I,r' 2 21}
03 | Switch off the instrument when prompted ‘.-f.f_f_':-e £ .'r 5 "_ |

Acceptance criteria: Shut down without any errar
PARAMETER PASS FAIL

Parameter values for verification: Shut down without any error

V. OPERATIONAL PROCEDURE

Certificate of Training
1. Technician Training

This certifies that the technicians have received basic user training in the following

categories for the system described in this Operational Qualification,

S Me.  Training program Initials Date
1 i Instrument Setup "ol 1) 2)
2 IS'y'sl:em Operation “hone :;jl 2,/9 |
3 | Basic trouble shooting and Maintenance | =, - c13 fa
ADL/FO/MCD/0%5/2015/R00
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2. Operator Training

The users responsible for the operation of this equipment have been trained in the proper
usage of the system. Tralning focused on the basic operation and maintenance of the system.

£ No. Operators Department Imitials Date

1 | Ghasihiia Sabha E”.:-riﬁm'-gh-ﬁ ﬁ;ﬂ Alafa}
S| &

& ! Fa 'il .
ﬂ W Eﬁ&ﬁ i N T'I]-| r‘:u,:_.'_lg?l L-I-ﬂh _.ﬁ.-:i_ﬂ__ !‘:}':'?J‘IE.I

A. Eu_(."ﬂrm- < AT f"m-fh_-.-lbz_;]g:] g#f__ ﬁfE:,.n'?.f

4. |Merali=sa Debbaren| Lob @ g2l
Lok I'EL-' A E;-."Fq-qu'l

. i:l;;l.l ST Pg:rxj
L
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= @0 i s TR T AAGs, fora. geral, bintl AS 71 Tk - RS TOH AR Sl L Gy, el - TDOBIL

Ted 50 10 £ (7 Fril- bl aclfiomdaga e

N R TR o e biE FIEE ARLCHSET SHKT
S -8R L Flear, oniegh Griees Costes, [FL e L B U, DUF Tewserd, vl i, 6T Fmon. B Troas Flowae, W3S Face e oo,
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Vi. COMMENTS
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VIl. SYSTEM CERTIFICATION

Study data has determined that the system described in this document sither mests all
criteria outline in this Operational Qealification Protocel, or exceptional conditions have been
identified and documentation Included. Exceptional conditions, if any, have been addressed. The

system is ready for Performance Qualification.

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

Mame : Debashis Bhattacharjee

Designation  : Manager - Customer Service

Signature 3 II‘EJ,:.

Company : AGAPPE DIAGNOSTICS LTD. Date

Customer Authorizations: DIVINE TOUCH MEDI CLINIC, AGARTALA, TRIPURA

Mame S aHhore S ah &

o & TECH o
Designation : L& . signature ;="
Title ¢ OPERATIONAL QUALIFICATION Date . €13f2)

ADL/FO/MCD 063/ 2015/R00
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PERFORMANCE QUALIFICATION

For
FULLY AUTOMATED CLINICAL CHEMISTRY ANALYZER

MODEL : MISPA CLINIA

AGAPPE DIAGNOSTICS LTD.

ADLKO/SER 00T/ 23-24

ADL/FO/MCD/O6E/ 2015 /100
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L. APPROVAL OF THE PERFOR E IFICATION PROCEDU

Both DIVINE TOUCH MEDI cLINIC, AGARTALA, TRIPURA and AGAPPE DIAGNOSTICS LTD.

are Jointly responsible for the installation of MISPA CLINIA with serial number YM-24001332 a:
per the attached PERFORMANCE Qualification protocaol.

Protocol Performed By: Reprasentative of AGAPPE DIAGNOSTICS LTD.

Name |1 | Debashis Bhattacharjee Signature : »ﬂﬂﬂ_
[ | . ; | pibat ___., L{;\'j_l'u
 Designation | : | Manager - Customer Service' | Date ; HL
[ |

Company : | AGAPPE DIAGMOSTICS LTD. [

Validation Team from DIVINE TOUCH MEDI CLINIC, AGARTALA, TRIPURA

MName : ! :1,515 K,Zg ;{Lﬁ I;"',.;; A Signature ri':;_
Designation | ; .I_'ﬁti i f-'“" | Date -, F’(#ﬂ?‘lﬂ 7 |

| .-J -
| Department | : H..f:i,&:m_;..{:f&;'? . |

tome th ns:
L.l Ll
Name AM@’.:L-'{’P‘-{‘ AP
T
Tite : PERFORMANCE QUALIFICATION signature ;1
Site i H-:r'rﬁ'l-ﬂ::{"{&,;ﬁ- Date . E”:/ﬁ?‘-flrﬂl-
ADLFOMED DB/ 2045 fR0n

AGAPPE DIAGNOSTICS LT, s0meeiaos (59 15 645005 CERTFIED COMPAVY) (1N | L2420 SN TSIPLSiTS1
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Il. INSTRUCT

L. An authorized AGAPPE DIAGNOSTICS LTD. representative will check and enter the
specific data as outlined in the Perfarmance Qualification. Each result will be noted and
dated,

4. The concerned employees of DIVINE TOUCH MEDI CLINIC, AGARTALA, TRIPURA will
verify each result and sign in each page. The member of the validation team will carry

this out,
3. Al deviations from the acceptance criterla detailed in this document will be noted in
the COMMENTS section at the end of the PQ protocol. All resolution to such problems

will alse be noted in the COMMENTS section, and must be resolved prior to issuance of
2 SYSTEM CERTIFICATION,
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IIl. scopg
This Performance Qualification protocel will be performed on the MISPA CLINIA at DIVINE TOUCH
MEDI CLINIC, AGARTALA, TRIPURA. This Performance protocol will define the documentation that

will be used to evaluate the Instruments installation in accordance with the manufacturer's

spedifications and intended use. Successful completion of thic pretocol will verfy that the
instrument identified has been installed in accordance with the intended usage. Trained,
knowledgeable personnel  will perferm  gualification studies. Any exceptional conditions
encountered during the qualification studies will be identified for review. Exceptional conditions
will be investigated and the appropriste course of action determined. Al documents will be
initialed and dated.
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IV. PERFO E IFICATION

A. ru tid [ Verified Date ;
1. Model Name : MISPA CLINIA
2. Serial Murmber PYM-B4001332

B. Following is a list of tests to ba performed and verified:

Test

No Test Name Test purpose Verified By and date

To make the equipme for b £

01 |Startup 0 mare the equipment ready /9"1 "n?g \
operation s -ﬂ-".; :

02 | Daily maintenance To cdean appropriate modules i

03 | Cell blank To check the cuvettes y

04 | Priming To check the tubing’s, and flow s
To check the cuvetts and

05 | Auto gain photometry system b

06 | Calibration To calibrate the system b
To confirm that the system and .

07 | OF check reagents ere acceptable and

working within specifications

. Tao check the precision
R /
08 eproducibility check 1oV %) 1
] Sample programming Tao run the samples ¥

and Analysis

10 | Shut down procedure | To shut down the system

ADLAFOMACD 06620 8 fann
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Test 01: Starting the system

Purpose: To make the instrument READY for operation

Summary:
Instrument checks functioning of different parts of the instrument automatically; if thers
s an error code, Initialize the system and follow corractive action Instructions provided for the

BITOf message.

Procedure:

= Wait for the instrument to Eet ready after initialization

*  Check the raom temperature and switch on the Air Conditioner

s Check the Ups,

* owitch on the MISPA CLINIA by pressing the main switch, then switch on the COmpuer
ang then the system power

* Double click the analyzer icon ta initialize the system softwara

* Input the password and dao as prompted, the system meny POPS up if start up is finished

* I not, initialize by again after solving the error displayed

* Follow instructions provided for the error message

Acceptance critaria: System to display READY status
PARAMETER PASS FAIL
<

Farameter values for verification: “READY" an Status Area

ADLFO/MCD/056/ 2018,/ koD
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muﬂ:m_ Bria (R, [, Lok, L T TT g S TER—. Sl I Ml el [, Bl W3 P g Bl
Rk Piyid o o, WLarve, e U~ 0 S, g, o - 0 1, sipiies - B OGL ek 01 B3 S0 A080

Tk <50 0300 B0 i e et o e iy Te: o0 5 s Lol R e Erat L]



SRR SRR rE TN
TEINTEHD K AR

Test 02: Daily Maintenance

Purpose: To clean appropriate modules so as per the daily maintenance protocol

Method:

Refor detailed procedure for Daily Mantenance

AGAPPCE

1 |
5 No. | Activity Done by Date
01 | Empty waste container b { 2. | al bh 1 1
a = = J
02 | Check Wash solutions i [
03 | Check system water ‘ W
04 | Check Reagents Y .
05 | Clean Reagant Bloek b u
06 | Clean out side grea 7 4
o7 | Load supplies and remove outdated and . =
empty reagents W
08 | Check main menu screen ¥ o
09 | Perform Quality Contral b *

Acceptance criterla ; System should be “Ready” after dally maintenance without any errar

PARAMETER PASS”

FAIL

b <P
Parameter values for verification: System found "Ready” after daily maintenance
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Test 03: Photometer Check

Purpose: To check the photometer after ruRning some cycles of tests
Phatometer Check
1. Execute Photometer Check.

2. Make sure that the lamp has been tumed on for over 10 minutes. Operate
according to screen prompts.

3, Wthe Status field shows Normal, it indicates that the lamp’s light intensity satisfies
the requirements of measurement: if it shows “Light intensity is weak" in red, it
indicates that the lamp has Insufficient light intensity,

4. If an alarm oceurs during the check, operate as fallows:
= If an alarm Indicates the lamp s off, check if the lamp has been turned an_
* If the alarm indicates light intensity too stfong
= If the alarm indicates light Intensity weak, replace the lamp immediately.

Acceptance criteria:

* Noerror Messages displayed
* All checks acceptance

PARAMETER PASS FAIL
g
Parameter values for verification: Mo Error Messages
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Test 04: Priming

Purpase: To check the internal tubing’s and flow of liquids

SNo | Activity Dene By

01 | Doallchecksin Hydro Unit .ﬁ_ﬁ”’r % (B 1

* Noerror message or air bubbles in the internal tubing’s
* Al hydraulic units working well without air bubbles / leakage

PARAMETER J?v/ FAIL

Parameter values for verification: Mo Error Messages

WL
hunmum i ain Pl M L, Bt b9, e
Lakar :
Slnd Corhin, BEEDL Wi « mmhﬂﬂmm =I“nﬁq“lnn
_m ml-.ilull-. u:’ Lo P,

- bl DL Pl a0t
hnumlmum M



- é AGAPPDCE

SURGDED By e
SESNTNG WARTTED

Test 05: Workflow
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Acceptance criteria: The workFlow should be correct In order
PARAMETER PASS ' FAIL

Parameter values for verification i Naunwanted stopping in between
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Acceptance eriterla: QC results within specified limits mentioned on the contral product insert

|| ] QL sample progra MMing asned sl mir

PARAMETER PASS FAIL

Parameter values for verification: QC values within + 25D

Test 08: ReEmdu;inI-_t-n.: Check

Purpase: To chegk the reproducibility of instrument

e
|

| =
| 5 No. | Activity | e | s _l
‘3 | one By |

l | i — . :

1 I s A . 1

.l 01 I| Preparing control material/ sample | ) | Wl . |: ]

| 02 | Running triplicates

| L]

Acceptance criterias Results O Within specified limits
PARAMETER PASS FAIL

.
Parameter values for verification: OV% within the limits
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Test 07; QC check

Purpose: To confirm that systems, reagents and consumables are acceptable & working
within specifications for each assay used,

Procedure:
. : _l
5 No. | Activity Done By Date
01 | Preparing Biochemistry control material ﬁﬁ} A [ L?'I
£ i
02 | Creating QC file w b
03 [ OCsample programming and analysis | b >

Acceptance eriteria: O results within specified limits mentioned on the control product insert

e
PARAMETER rﬂ;s/ FAIL

Parameter values for verification: QOC values within + 250

Test 08: Reproducibility Check

Purpase: To check the reproducibility of instrument

SNo. | Activity Done By Date
- Ir'" 5
01 | Preparing contral material/ sample .e"m’}‘-'f' B ”'] M
Fd ; = |

02 | Running triplicates " * 4|
Acceptance criteria: Results C¥within specified limits
FPARAMETER PASS FAIL

s
Parameter values for verification:  CV% within the limits
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Purpose: To run the samples
Procedure:

5 No. | Activity Done By Date
7 ;

i dp ¢ .f}. Al £

01 Preparing and Processing of samples <HES e

0z Programming samples \e )

03 Aspirating the samples v 5

04 | Viewing samples in process b B

05 Review results; Monitoring rasubts Y v

[

Acceptance criteria; Samples Analysis without dny error
PARAMETER P FAaIL
Parameter values for verification: Sample analysis without any error

Test 10: Shut down

Purpose: To shut down the system
Procedure:

5No. | Activity Done By Date
01 | Preparing the system for shut down {fﬂ{"ﬁg sC |55 (1)
- i

02 | Following the on screen instructions I k

l 03 | Switch off the instrument when prompted k L

Acceptance criterla: Shut dqlwn without any errar
PARAMETER P : FAIL

Parameter values fof verification: Shut down without any error,
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Certificate of Traini

1. Technician Training

This certifies that the technicians have received basic u

NANGAPPDGE

ser training in the following

categories for the system described in this Operational Qualification,
3 No. | Training program Initials Date
L | Instrument Setup : ,&F? BE Ilﬁ‘hh !
i s 1 .
Z. | System Operation " b
3. | Basic trouble shooting and Maintenance v ¥

2, Operator Training

The users responsible for the operation of this equipment have been trained in the
Proper usage of the system. Training focused on the basic operation and maintenance of tha

system,
S No. Operators Department Initials Date
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VI. SYSTEM CERTIFICATION
Study data has determined that the #ystem described in this document sither meets all
criterla outline in this Performance Qualification Protocol, or exceptional conditions have been
identified and documentation included, Exceptional conditions, If any, have been addressed.
The system is ready for specified usage,

Report Performed By: AGAPPE DIAGMOSTICS LTD. Representative

Mame : Debashis Bhattacharjee
Designation  : Manager - Customer Service Signature  : "‘#:I‘gﬁ ﬂ &, o
Company : AGAPPE DIAGNOSTICS LTD. Date

Customer Authorizations: DIVINE TOUCH MEDI CLINIC, AGARTALA, TRIPLURA

Name ; .__':'.v{ﬁ.,,u-'rﬂ;‘l:f.& {ﬂf-'.{ﬁ-
vesignation [ TEes it §

Title : PERFORMANCE QUALIFICATION Date ¢ of ﬁ‘_’h}} 24,
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CERTIFICATE OF CALIBRATION ADL/XKO/SER/0262/23-24
Instrument : Mispa Clinia Fully Automated Biochemistry Analyser
Customer Name + Divine Touch Medi Clinic, Colone! Chowmuhani, Agartala,Tripura.
Date of Instaliation : 05/03/2021 S/N: YM-84001332
Alignment Chick

‘Motion Check Checked Remark

‘Sample Probe - o’ | oK

-F;!eagent Probe o OK

IMixer Probes ;::-*' OK

-Heacilﬂn Disk o 0K

Reagent Disk @ OK

Sample Disk e OK

Wash Station o/ OK

Lamp g’ 0K

System Checked Remark

Main unit & Ok

Te mp.ﬁ it g oK

Mixing unit .D/ QK
‘Reaction unit o oK

Reagent unit o' oK N
Sample unit ﬂ/ . OK
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OPTICAL SECTION
Photometer Unit Alignments Status Remarks
Dt {ag
Lamp Brightness Adjustment Dove , K84 Q W B,
signal Collecting Pesition Adjustment i Gy
Phetoelectric Galn Adjustment o B

The equipment is calibrated for the different parameters by using Multi Calibrator
Lot.Meo:_Exp: '45{ % et 94 ae - A5~ 0825

This is to certify that the above-mentioned product has been calibrated according to
the standard operating procedure given by the MINDRAY Medical Systems.

Date of Calibration: 12/SEP/2023
Mext Due : 11/MAR/2024

For Agappe Diagnostics Ltd.

f%%_. {i-.;:.'fz’a

< AN \,
Authorised signatory
Name: Debashis Bhattacharjee
Designation: Manager - Customer Service
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