Regd,

From
State Drug Controller-cum-| icensing Authority,
Food wnid Drugs Administration, Harvana,
8 C.O:NO9, Sector-3, Panchkula.

To

Més. N.C. Medical College & Hospital

{A Linit of Shant Devi Charitable Trust Regd. )
' Panipai-Rohtak Road. Israna

Ristrict Panipat-132107 (Harvana)

Miemo, Mo 63/297-| [Jrng—l-'JUlT 59‘9'94
Dated Panchkula, the ;59,,;,) a

Subject; Regarding renewal of Blood Bank licence No. 729-B(H) w.e.l. 20.06.2019 to 19.06.2024 and
grant of permission for preparation of Human Blood Components - M/s. N.C. Medical College
& Hospital (A Unit of Shanti Devi Charitubie Trust Regd.) Panipat-Rohtak Road, lsrans
District Panipat-132107 (Haryana),

Please refer w the subject cited aboye

1 he ficense No. 729-B(H) granted to Blood Bank of Mis. N.C. Medical College & Hospital (A Unit
of Shanti Devi Charitable Trust Regd.) for aperation of 4 Blood Bank for provessing of Whole Human Blood [P m
the premises situated ai Panipat-Rohtak Road, Israna District Panipat-132107 (Haryana) is hereby renewed with
eftect from 20.06.2019 to 19.06.2024 duly approved by Central Licensing Approving Authority 1o the following
conditions:- '

|, The Blood Bank shall not collect bload from protessional paid donors.

20 The Blood Bank shall forward draft doner selection card with all particulars to this Directorme for further
exammation.

1. The Bload Bank shall prepare Standard Operating Procedures for collection of Blood, donor selection. testing and
transpartation gf bBlood.

4. The Biood Bank shall validate the equipments used in the collectian and process and testing. A report in this
regard shill be maintdined,

5. The Blood Bank shall carry our the test for unexpected antibodies on Whole Human Blood,

6. The Bleod Bank shall carry out quality control test on bload grouping régents and Kits,

7. They shall store the blood samples of the donor's blood as well as recipient for a period of 7 days after
frapstusion,

8. The Blood Bank shall provide proper facilities Yor proper disposal of HIY, HCV and HBsig infecel blood,

9 Blood Bunk refrizerator should be fired with recording thermograph and alarm device records ot thermugraph
shoull be preserved in the Bilpod Bank

L The Blood Bank shall use anly disposable sels including needles during the collection of blaod

1. The Blood Bank shall maintain all records and reports as per Drugs and Cosmetics Act and Rules.

t2. The Blood Bank shall prepare their own Laboratory Manual deseribing the tests to be done in case of HIR.

13, The Blood Bank shall furnish the specimen labels comaining all information as per Drugs and Cosmetics Rules.

14, The Blood Bank shall use onty blood bBags for collection ol blood,

30 The Bood Bank is adviceto carny out D test fur the contirmation of [ negative blogd

Lo The Blood Bank shall use approved test Kits by this e For testing of HIV. HCV and HBsAg

|7 The Blood Bank shall carry out patient pre-transfusion tesi.

I8 In the case of Hospital based Blood Bank they shall constitute & Transfusion Committee to monitor the duality ol
blood and its components,

19 Cross Matching shall be carvied by Saline, Albumin-and Coomb Serum Nethod.

20, Jeis ndvised 10 carey oul blood group testing by Cell/Serum technigue.

=1 The Blood Bank is directed 1o comply with all the suggestions mentioned by the inspection wam w the fime of
inspection,

22, The Blood Bank js directed to comply with all the provisions preseribed under Schedule F Pam-X11-B of the
Dirugs and Cosmetics Rules.

23 The Blood Bank is directed o comply with all the requiremients as per the latest amendment pertaiming o Blood
Watiih vide GSK N 24500 ) dated 52499 betore Gperution,

= L bhood Bank may be re-mspected peaiodically an least anve 1 asear from the dite of licensing

25, The Whole human bloot wisd bluad companents may be transferted. under prescrived siorage cunditions, 1
anather blood bank which have facilities 1 store and monior blood distribution.

26. The recipient blood bank shall noi further transfer units obtained from another blood bank except to unother blood
slorage centre Or a patient.

27 The vducational quulification and experience of all the technical stafi endorsed under license is as per the
requitements of Drugs & Cosmetics Rules 1945 and documents in suppon shall be submitted w DCGH, New
Delhi alongwith cops of plan of premises.

2. Preckse address of blood bank which deseribes its operational area e Moor noroom noblock no plat o, ele.
dlongwith license na. & s validity shall be communicated (o DCGE, New Delhi,
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Endst Now 632971 Prug-1-20 19/ rated:-

A copy s lorwarded 1o Prugs Controller General (India), [irectorate General of Health Services,
Food & Drogs Administration Bhawan, Kotla Road. New Delhi w it their lener No, CLAA/B&BP/HAR3/2014-D
dated 18,11 20049 far information.

EndsiNug, fﬁ""*i"' [ Drug-1-2i]a [ed:-

Achpy s tarsaidid to Depaty Dreees Contealler Godial, €080, North Zone, €.G.0.Building No. L.
Kamla Nehri Nagar. Hapur Road, (-hamahud (LI fur information.
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Fabedst Ny, 630697 Drug- =209 [aed:-

A copy Is forwanded 1o the following or information and necessary action:

I Deputy Director (Blood Safety ). C-15, Awas Bhawan. Sector-6. Panchkula.
2. Senior Drugs Control Officer, Sonipat,

Stiee Drug Lunmmh
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FORM 26-G
(See Rule 122-F)

Certificate of renewal of License to operate a Bivod Bank for Whole Human Blood and for
preparation for sale or distribution of its components and apheresis.

| Certified that License No. 729- B(H) granted to M/s, N.C. Medical College & Hospital

(A Unit of Shanti Devi Charitable Trust Regd.) for operation of a Blood Bank lor
provessing of Whole Human Blood at the premises. situated al Panipat-Rohtak Road,
lsrana District Panipat-132107 (Haryana). is hereby renewed with effect from
20,06 2019 5 19.06:2024. ' :

2. Name of items:

Whole Human Blood 1P,
Packed Red Blood Cells 1LP
Platelet Concentrate 1P
Fresh Frozen Plasma B.P.
Cryoprecipitate AHF

L!.'E-F"—L-l.-l['-J:—

3.  Name(s) nfcumpetent Technical Staff:-

Sr. | Name ' f}nuhruatmm ' De ~.rgna1mn F1|m't-itm.
Nij, |
e Dr. Isha Gupta fMD:thui@g}_} Medical Officer | already apporved !
| 2 Dr. Sachin Chauhan MD (Pathology) | Medical Officer already apporved |
|"_3. | Dr. Shikha Sharma MD (Pathology) | Medical Officer [ == =
. | Mr. Subhash Chander | BTA Class-| Technical | Approved _'i
Ril!tl = i . | Hglpt:!'x'iﬂ_ | fn 2 |
4 \’fx berishing i 2o | o | ! '.EL‘_I:I'H-"i.'iﬂ_ e A2 ) _ |
| | M Vivek IR TV T Fechmoian Uh monihs on componen |
I =i ': | preparation |
(7. |MrAshn ¥ DMLT T Technician En e
:. = Mr Ajay | DMLT Technician | 02 years 07 months |
L9 | Me. Meharban Khan | BDMLT | Tochaldmy — heee S Rept
{10, | Ms, HLHH = iﬂ__l‘\?"c-l gL HIHH Nl.u R = o ‘\J_}i}m* I.Ll '
|
|
|
_ (N & MEL' % 11
Dated:- signalung e Drugs Suil rmu_-ar -cum-Controling

Name and EJmlghﬂWﬁﬁmm
Licensing dvith B Adminisiration, Hanyana L

Dr. &Af( SONMAN]
.= Thenaral (India)
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