No. HFW-H (Drugs) 344707
HEALTH AND FAMILY WELFARE DEPARTMENT
HIMACHAL PRADESH.

'V”ﬁﬁ;.n. BIOCHEM

PLOT N 10-A, PHASE-TI,
GWALTHAI INDUSTRIAL AREA,
DISTT, BILASPUR (H.P,)

To

Dated, Shimla-171009, the o 6- ¢4 <ol
Subject: -  Grant Manufacturing Drugs Licences.
Sir,

With reference fo your application Mo. NIL of dated 12.12.2007
an the subject cited above,

Licence Mo. MBIO7/668 marufacturing for sale of Drugs.
i + Biclogical Drugs special Products specified in scheduled &
(1) of the Drugs Rules, 1845,

are sent herewith duly granted

Flease acknowledge the recelpt

Yoourrs Jnithifd lly,

Drugs Contrelling
Licensing Authority,
H.P., Shimla-1710068.




il

(See Rule 76)

Licence to manufacture for sale or distribution of drugs specified in Sehedule C and C (1)

ol

[Excluding those specified in Sch. X].
Number of licence and date of issue: MB/07/669 Dated 11-02-2008.

M/s S.R. Biochem is hereby licensed 1o manufacture at the premises situated at Plot No. 10-A,
Phase-I1, Gwalthai Industrial Area, Distt. Bilaspur (H.P.) the following Drugs, being drugs
specified in Schedules C and C (1) excluding those specified in Sch X to the Drugs and
Cosmetics Rules, 1945,

MName of drugs: -
1. Ascorbic Acid LP./BP./USP.

Name of approved competent technical staff -
1. Mr. Bob Vasoya B. Se. Manufacturing Chemist
1. Mr. Raja Ram Sah - B. Sc. Analytical Chemist

The licence authorizes the sale by way of wholesale dealing and storage for sale by the license of
the drugs manufactured under the licence subject to the condition applicable to licenses for sale.
The licence will be in force from: 11-02-2008 to 10-02-2013.

The licence is subject to the condition siated below and to such other conditions as
specified in the Rules for the time being in force under the Drugs and C i t, 194

Date of issue: 11-02-2008. Signature
Designation :
Drugs Cantrolier - Cum =
CONDITION OF LICENCE Licensing Authonity

H. P. Siduda = 3

This licence and any certificate of renewal in force shall be kept on the approved premises and
shall be produced at the reguest of an Inspector appointed under the Drugs and Cosmetics Act,
1940,

If the licensee wishes to undertake during the currency of the licence the manufacture of any drug
specified in Schedules C and C (1) excluding those specified in Sch. X not included above, he
should apply to the Licensing Authority for the necessary endorsement as provided in Rule 75(3)
This licence will be deemed to extend 1o the items so endorsed.

Any change in the competent technical staff shall be forthwith meported 1o the Licensing
Authority,

L‘ Ll ']

The licensee shall inform the Licensing Authority in writing in the event of any change in the
canstitution of the firm operating under the licence. Where any change in the constitution of the
firm takes place. The current licence shall be deemed to be valid for & maximum period of three
moiiths from the date on which the change takes place unless. in the meantime, a fresh licence has
been tken from the Licensing Authority in the name of the firm with the changed constitution.



——

Approved product list fo be manufactured by M/s S.R. Biochem Office of the Licensing Authority, Omcmm m@:#ohm mm.ﬁmﬂ. .ﬁmmoz H.P,
A 7 . i censi
Goalthai, Industrial, Plot No. 10 & B, Phase-II, Distt. Bilaspur (H.P) Solan Dl noﬁﬁo_ A dainis dkior HP
_ CMO's Office Complex, SOLAN-173212, WP,
Drug License No. MB/07/669 NON BIOLOGICAL Total Product 01
/ BIOLOGICAL
Page No. 01
S. Dosage | Product Composition Pack size(s) & | Equivalent product in the Tobe mfg | Comments
No. form Name Description market for (for office
_ use only)
I e Ascorbic | (1) Ascorbic | IP. | 96-97% | S0kg Ascorbic acid coated
1 acid acid :
Coated | (ii) Steary] 25-4.0% .Q&a APPROVED
alcohol .

Deugs Cicensing .
Drugs Control Admmt#AP
SOLAN




No. HFW-H(Drugs)_s<i<] Je 7 ] 72

Health & Family Welfare Depariment H.P.

, Drugs Control administration HP (division),

é e Office of the Zonal Licensing Authority,
= CMO’s Office Complex, SOLAN-173 212 HE:

> 205 SA. Bivedom :
Solan, dated the ﬂﬂlﬁ

( a2 ) additional products

Subject: Approval of

Sir, ; .
Reference to your letter No: Ade L dated ;g?&!l[ﬂon the subject cited above, In
this regard it is to inform you that your application has been considered for approval fully/ partially as per

-the provisions of

1. Licensee shall comply with the standards for patent and proprietary medicines as faid down in the Schedule V of

the Drugs and Cosmetics Rules, 1945.
2 Llcaweeshaﬂmmplyvﬁm mepmﬁsiuufornmnernflabeﬁngofdrugsaslaiddownunderRule 94, 95, 96, 97,

> 102, 104, 104-A, 105, 105—Aand1060fﬁreDmgsandCom:eﬁcsRul&=, 1945.
3. Please nole that the TRADE/ BRAND NAMES permitted above is on the basis of your asserfion that you are

5. Licensee szl comply with the provisions as laid down under Schedule-Pl, as applicable. with regards to e
Packing of the products covered undar this lefter.
6. Licensee shall make no claim, except those prescribed in the pharmacopoeia and/ or in the permission issued by

* the Drugs Controller General of India )
7. Licensee shall conduct periodical and accelerated stability sludies for the drugs manufactured by them for at least
initial

three consecutive batches, in order fo ensure polency and quality of drug, during its shelf life. In case of any
deviation licensee shall withdraw the same from the marke! under intimation to the office of the Orugs Licensing
Authority.
8. Licensee shall. forthwith intimate o The Licensing Authority, in the event of any adverse reaction reported by the
drug. :

List of additional produci(s) as approved by this office is enclosed herewitly.

."}H.’llfoI}- Vol

oy

Drugs Licenshwb Authionis
Drugs Control Administration 111
SOLAN

Enclosure: as above
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