" FORM28DA
fSee rules ToA, T8A, B3IAA)

LOAN LICENCE TO MANUFACTURE FOR SALE OR FOR
DISTRIBUTION OF LARGE VOLUME PARENTERALSSERA AND
VACCINERECOMBINANT DNA (R-DNA) DERIVED DRUGS
EXCLUDING THOSE SPECIFIED UNDER SCHEDULE X

Number of licence...............ccoociererenen. and date of BSLR..........coovvs v e,

b s R s o s R 15 hereby granted a loan licence
to manufacture on the premises situated at.................... " S el . the
followmg  drugs  being  LasgeD cdiplume  Parenterals/Scra  and

Vaccine/Recom bimant DNA{ﬁfDNA derved ?ﬁ"d&; specified in Schedules Cl,
Ci{l)y, excluding those spjﬁlf'ed;ﬁ;. hedule
Rules, 1945, A

l"n'T'.l;zn_:I

3. The licence unte@nsmnmwd mﬁmeth&d shall remam valud
perpetually, However, the c \E‘: .;hh!:"mndltmni of licence and the
provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the Drugs
and Cosmetics Rules, 1945 shall be assessed not less than once in three years or
as needed as per nsk based approach. |

4. The licence authorizes the sale by way of wholesale dealing by the
licensee and storape for sale by the licensee of the drugs manufactured under
the hicence subject to the conditions applicable to licence for sale.

5, The licence s subject to the conditions stated below and o such other
conditions as may be specified in the rules for time being n force under the
Drugs and Cosmetics Act, 1940,

B, - RO :

Licensmg/ Authonty. ...............
Central Licence Approving Authority



Conditions of licence

1. This licence Z5[***] shall be kept on the approved premises and shall be
produced at the request of an Inspector appomted under the Drugs and
Cosmetics Act, 1940,

2. Any change in the competent technical staff shall be forthwith reported
to the Licensing Authority and Central Licence Approving authority.

3. Ifthe lcensee wants, during the currency of the licence, to manufacture
for sale additional tems of drugs not mcleded above, he should apply to the
Licensmg Authorty andfor Cenfral Licence Approving Authorty for the
necessary endorsement as provided m the rules, This licence will be deemed to
extend to the tems so endorsed.

4. The licensee shall mfurrg’ﬂﬂ ’iﬁéjrﬁﬁrgmﬁumnr} and/or Central Licence
Approving Authonty in WL\,[u(ﬁg m -_:-.- t, ] fﬂ.n}rﬁmnge in the constitution of

the firm operating unl:lﬂjﬁm licer S d'mge in the constrtution of
“erice shall be dﬁmed to be valid for a
i """- date on whn:ﬁﬂw change takes place
. {,‘cmr_ltakm from the lwcensing
Authority andfor Cmtrﬂ.j.LH:em , AngL uthorityin the name of the finm

with the changed constitifion. | 8
o



