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(2) They shall come i

to force on the date of their publication in the Otticial Gazette. .




o as the sard rules) ~.:: =

i rds, "AND 'MANUFACTURE OF
- BLOOD. PRODUCTS?, the words, “MANUFACTURE OF BLOOD PRODUGTS

. AND COLLECTlON PROCESSING TESTING, STORAGE, - ‘BANKING AND |
RELEASE OF UMBLICAL CORD BLOOD STEM CELLS shall be’ subsnruted
(2) In rule 122EA of the said. rule, in.sub- rule (1),-
(i) for the words frgures and letter “and Part Xll C the words
e Part Xt ¢ and Part XI1 D”, shall be. substrtuted I
o (n) after ¢lause (f), the- followmg clause shall be rnserted namely-, ey
“(fa) ‘cord blood bank" means.a: place or: orgamsatlon or.unit
arl'd" responsrble for operatrons of collectron processmg,

s "_-.(__1) Under the headrhg to P

flgures and letters R

for carrymg out t

_ testmg, bankmg g
‘. +.. selection and release of cord blood units.” . e s
A (m) after clause (1), the followrng

clause shall be mserted namel SR
(m) ‘umbilical cord blood is the whole;blobd;;inérudingi-He‘h‘qa'fbpg_ietic'P"mqerjr_tor_,__
Cells “coliected. fromplacental and-or Umbilicél_..oord-:_plqu__.ye.s:sels_ after the =
__.--umblllcal cord have been clamped." Sorhuenn R

L {.'(?3)__?5-_*?*-:rn rule 120F - __ S
(i) in. the headlng aﬂer the words
. .--process:ng, testmg,

"for sale _or:drstnbutron he. words

" ,collectlon
storag_ "'b_ankrng ‘and: re_lease of um Ircal;cord blood stem -




"‘:'headrng and for the words, ---_manufacture 0 b__,_,od product'___ the wc

-:'manufacture of blood products Icolleotlon processmg,' testing, storage bankmg :.r;'f :: s

e '_ and release of umbrtloal cord blood stem ceHs shall be lnserted

S "(u) for the words ftgures and Ietters "Form 26 G or. Form 26 1, as the case may_ o
S ’_be before a trcence in ‘Form 28-C or Form 28- E or Form 26-G or Form 26-1", the .

words, “Form 28-F or Form 26-G or Form 26-1 or Form 26- ) as the case may be, S

. before a I:cence in Form 28 C or Form 28- E or Form 28 F or. Form 26 G or Form - N
| 6-J 'shal| be substituted |

e substituted




i . __i-r-érﬁr':rr?;@e'3(i)"] &

o -_(n) m ctause (I) m sub ctau_s_e_ _(c) after theﬁ-'frgures“and letters “Xtt C’
frgures and tetter- or Part Xlt D”, shalt be 'rnserted

'(9) !n Schedute A | A IO
(r) after the Form 26 1, the fotlowrng Form shatt be mserted namety_ -

s "Form 26—J SR
[See rufes 122 G 122 H 122 l 122 P]

Cen‘rfrcate of renewal of Ircence for collectron processmg,

testrng, storage D
bankrng and re!ease of umbrlrca/ cord blood stem cells S e

_ “for collectlon processmg, testmg, storage bankmg nd release of 7
R umbrlrcal cord bl.o_od stem cells at the premrses srtuated at
s hereby renewed with effectfrom -

.D'e 'rgnatron
Llcens'mg Authorrty
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o 27.F 'f |
:[_ ee rule 122 F]

. Apphcahon for grant /renewal* of !:Cﬂnce for co!!ecffon processmg, testmg, SO
: sforage bankmg and reiepse of umbmraf cord b!eoa stem ceiis j o
. hereby aPP[y for the Q.'*"S",’EOT *ceﬁceher‘ewdi of Iscence SR
number o dae,,ezfi o for m%iect'on prcr‘essmg testmg storage — BRI
) binkmg and release or umb! !zs,a: \.,crd blOOd stem cells onthe premlses sntuated e

Name(s) quaisflcation and expenence of competent’i’echnicai ?Staff. ar __‘.as unde |

. 1 Meduca[ Director'”
| .'-_:_Laboratory in-charge
- Technical Supervnsor |
Gy 4 Cord Blood Bank Techmcnan(s)




S “Form 28 F-._-,_-
S 122-F, 122G, 120}

1 Numberof hcence : o

i dc.te of rssue —;;_n;“__Nat th e
premlses srtuated at e

L '2 M/s, -
. _' bankmg and release

is hereby iroensed io ooifecf process test store
of umbrhca! coro biood stem cells

e 2 Name(s) of competent Techmcal Siaff

:_;;.authonses_:Ilcensee to: couect process tes

] _store bankrng a'nd
release of umbrhca! cord bloodrst

subjec o the COﬁdlthﬂo apphcable"'

> licence "fshall be subject to the condrtrons stated beiow and-to.such: other
itions 2 be spe fred from time to rrme m the Rules made under the.:-

‘Name & Desrgnafron'_:_
chensrng Authority - .

Certral Licence Approvin
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Condltaons of Ltcence . e L

1 Umblhcal cord blood specmc for an" :ndlwdual W:II be " collected éft'er"_-}:_3:-_-'-5_'3”" |
SIgnlng an agreement wuth the parent(s), whose chlld s Umblltcal cord blood_-. RIEREL R |
IS to. be col!ected and the cord blood bank. - _

2 Umbllioai cord blood shall be couieoted from hospltals nursmg homes
.. - birthing centers and from any other place where .a consent[ng mother R
- delivers, -under the “supervision - of ‘the" quahfled Reglstered Medxcal- |
_ Practitioner responsible for the delivery. ' '
30 oThe licence and any certificate of renewal m ‘force shai! be dlsp!ayed on

-_--the approved premises: and the' orlgma! shall be: produced at the. request Of o]
.an mspector appomted under the Drugs and Cosmetics Act, 1940. R o
4 Any change in the technical staff shall be forthwith reported {o the Licensmg SR
Authorlty and/or Central Llcence Approvmg Authonty B S |
5 “The licensee shall. inform:the’ L|oensmg Authority- and Jor Centra# Ltcence i
B "Approvmg """ A uthorlty in wrltlng inthe: event-of- any chanqo in the constltution-- ot -
. .of the firm operating under the licence. ‘Where any change in the = ]
. constitution of the firm takes place,’ the. current licence shall bedesmedto -
~be valid for maximum period of three ‘months: from the date on which the '~

| change has taken place unless, in the’ meant'[me* has' been'f.:]'f
aken from the Llcensm"Authonty and Ior Ce_ntraf_, L|cence Approvmg i :

' REQUIREMENTS FOR COLLEGTION, PROCESSING, TESTING, STORAGE, |

' _ BANKING AND RELEASE OF UMBILICAL CORD BLOOD_DERIVED STEM | :

A GENERAL REQUIREMENTS




ot s condions 8 dour e Foras e s ) ne ™

The premises shall bs:
-placement of equipment, :m_a'te'_r_iai_‘and' m_c_vement of p_efsonnef_ soasto
~ maintain safe operations and prevent contamination; -

(a). ‘adequately provided with workrng ‘space fo. a”rov_;/_ orderiy. énd' logical

) ‘_-l-_.ii-aes:fgin'eid/_consrr_uc,t:ed/mafn'tasn'ed to prevent entry of insects, pests,

- * birds, vermins and rodents.'_"Ihte'rior"suﬁaces_(Wa!ls,"flc';ors,‘_-.ceilings and
+ doors) shall be smooth and free from cracks, and permiteasy.cleaning, - <
“painting: anid “disinfection; and in aseptic areas the surfaces shall be . '
Sy :mpemousnonsheddmgnonﬂakmgandnoncrackmg s
e flooring -shall_be unbr oken ‘and. provided with |

rovided with light ftings _aihiﬁfjd..,_g:r.f._f._;s_,;Wh'fch"éhaﬁfifﬂu'ish-Jﬁffth’fh'é_jwafi_s and

not hanging from the ceiling to preve nt contamination:




{c) all- _|cal' waste __'hallxbe deatt w:th :nw accordance wrth the'.'_f_':'
"";'.-._‘provrsrons of the Bio- medrcal_ Waste Z(Management.‘and: Handlmg)-_-.-;_é-, T
{‘-'Rules 1996 -‘ - SRR

: Iothmg and Sanrtatron Of Pef 30””9 :

(a) all personne! shall undergo medrcal exammatlon prior to

: employment and . shall . be free from infectious “and oontagrous .
"diseases. and theraafter they should be. medlcally ‘examined - S
perlodlcaliy at Ieast once a year and for thrs purpcse records shali be_ e
malntamedthereof . . S

(b) aII personnel prror to: and dunng employment sha!l be trarned in

practices which ensure personal hygiene and a high level of personal =~~~ -

hygrene shall. be. observed by all those engaged |n the coIIectroni : EE
processrng, bankrng of umbrl:cal cord blood e




1015 pascals and Re

Fhallbe 10.00 Sq. meters for the activiy:

| room shall be air-condition
L '_me_ter.sfshall..be'proVided.j;' L

lative humidity of 50 - 60%

-andillary area for media
- decontamination. Area of

Inhouse testing dor
-aboratory from the proce

- .Qéneﬁc.:_r_dise_a_se.' and: HLA

100,0

There ha”bEdes.

least 10




_.:_-'store all ’the consumables nder conditions deer
storage by manufacture g R L

B. COLLEGTION AND. STORAGE OF PROCESSED umaaucm. CORD: R |

BLOOD CQMPONEN [

N _. 1'._ Collect:on

(a) umbshcal cord blood specn‘lc for an mdlwdual wm be

_ after. 519nlng an agreement with. i:he parents whose: chlld S: umbahcat cord - B

- -:blood is to be coliected,
' mbsllcal Co d Bl od Bankln' to have:_different agreements

“and the cord blood bank. Private and Public: T

cord. blood_lsha::' be collect : {
irthi enters. _and from any other
e superwsnon cf the quahfled'

od- s_hall be coltected aseptlcally in- a;‘dssposable :PVC bag,'-

1of sterile:.pyrogen: free-anti- agulant and.___'_.j‘-_-.__;_--; -




Note = Temperature range between 4 to 37 degrees Cetsrus for the whole trme.g':-"._:':'.'__“j_
o per_lod_...of;:t'r_ansit_;may be allowed beyond the 18°C to 28 °Cin’ exceptronal R
cases. The effects” of devratron of transit temperature from’ the optimum,. -

— ~on-the-product. sha” be adequatety explalned by the Ilcensee in the clrent :"f-:

: ';:educatron bookiet

' c PERSONNEL

R Cord b!ood bank shalt have followrng categones of whole trme competent technrcat .,
staff namely-: Rt B , CR 2

1 Medrcal Dlrector The operatron of cord blood bank shall be conducted i

licine — MD (Pathélogy/"r_:.”)._,._._.... _
: i?expenence /tramm

Labora ory.’ echnology

experfenC .ln the F.).t;eparatlon Of blOOdCO P ;:_ Shitged fade




- 1 Alr handllng for srenle areas sha[i be dlfferent from those for other _

. areas. The filter configuration in the air handling system shall he
- suitably designed to achieve. the grade of air-as given in'the Table .-~ = -
7 “The environmental microbiological monitoring. of clean: areas shall be o

o in accordance fo the recommended limits given in’ Table'li.- et :
"2, The Processing area shall have. HVAC system and fitted wnth HEPA ’

.'"“"*-‘fFlltel‘S havmg Grade C (b!ass 10 000 ) enwronment as gzven |n

3,50,000




MICROBIOLOGICAL Mowtmewe OF .~ .
CLEAN N AREAS “IN VOPERATION". | it iontst e o i 0

. piates _Gleve-points\
) -['(dia. 55mm) - (five: fmgers)

ety per plate- -. Jefy Per Iove

_'(a) These are average values

acrhtres shall: be prowded foeruaIrty
.:o_!oglcai_and instrumental tes__ _




(f) the envrronmental monttormg ;of_i'. the cte_ _rooms would .be done at .
o . pertodtc intervals accordrng to.an accepted and: valldated protocol S
i (g) all tests. rhentroned above. shall be:done in: house except tests: under ttem BRCAE N
: _'_umbers (e) (f). and test: for enumeratlon of: Stem: Cell. Poputatton HLA
“typing and. Genetic Disease - Testing. whlch may be outsourced to a“;_: SRR
competent thrrd party approved by the llcensmg authorlty S :

'_-ifF SCREENING TESTS

1 The maternat Blood sample shall be tested for e
Aa) - _Hepatitis B; - . S

(b) " Hepatitis C
(e HIVA&2
m]i;_SyphlitS

2 The Umbllrcai Cord. Blood shall be. tested for MU e e A
Y @) viTotal Nucleated Cell count; ©
..Total Mononuclear Cell Count o

The Um
freezmg or-equivalent.validated p
at m:nus 196"0 and shall not be warmer than minu:

' shelf | product;




placeddunng collection sha!! sp caf
_,_-Hum_aniUmbmgaf CordBlood;.. =
‘Approximate Vo me or weight
7 UCB + Anti 0ag
" {c) " Mother’s name;.
~ (d) ' Place of collectson
‘(e). 'Date&Tlmeofco!iection e B A S
() Collected by; o o
(@) Tobe Labelied in bold, “ROOM TEMPERATURE ONLY- DO NOT
. REFRIGERATE, DO NOT !RRADIATE" S e
LR Manufactunng hcence number e

contents in the collection bag

' 2 Label at comp!etlon of processmg and before IS_SUe Cryogenic:Stora‘ge- B
S Label( Statutory label ) -shall indicate the following - SR
7 (a)"Name of Prodict - - Human Progeni _ Cord Blood;.
b) : Volume or. weight of contents
ey Percentagef’ fCryoprote':
?---(d) P

i

() Manufacturmgx Itcence
~{i) -Storage emperature




" “Client/donor enrolment/agreement: record;

" Collection of unit and transportation record

- Master record of stored umt FORE
) - HLA Matching record,
- “Unit Release. Register; -

Stock Register for Blood Collectuon Bag Cryoprotectant and BN

Preservant, RBC Sedimentation Enhancer;

(g) '__:;_‘stock Register for Diagnost[c Klts Reagents'and other

)~ Record on’ feedback after use’ of_ cord blood l Adverse':'f':;i'”'_"-

i --_‘";_.reactlon record

Umblhca O »blood collection; '
Transportat:on of the collecte Umblllcai cord blood umt
S - Processing of Umbilical cord blood unit;
j-'ﬁ_._-j.Cryogenlc Storage of processed:UmbrhcaI cord blood '_umt';

£ Acceptance I Rejectlon ‘procedure of cons
: nvrronment mon:tormg of classmed areas
. ocedure as requirements.




4. Procedure for trélh_sportation of 'c;'ryop'reé_e'rvéd col

~and safety of the persorine]

. facility shall e designed to protect the integrity of the unit and the health

o 5. _Cryop_re_s_erved.__COrd;_-blqb_:d_; unit- stored at =150°C o coidersha” be

- transported in‘a-liquid _-_rj_it_rogen_.cooled_’ dry shipper that contains adequate. -

- absorbed liquid nitrogen and -has been validated to ma i_n:tain"‘tgmpé';atu.;g‘_  S
. below -150°C for at least 4._8__,_',_h_Q'glrg;:béyond,;thgi expected time of arrivalat
. thereceiving faciys T TR xecied fime of arry

The principal les were publified in the Gazette of India v,
No. - 28-10/45-H (1), dated 215t December, 194 and Jag; ;

- pofaien b GSR.01(), e 15,2011 Trapps

Rules, 1945 as amended up t0 1.5.197 ?1s contained in the public

_:‘_‘ Mlm StryofHeaIthand Farmly Wel : .jﬁ' : _
and Cosmetics Act, 1940 (PDGHS-6
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