File No. 6-3/BD/12/02-DC (Re-Reg-2014) (End-1)

From:
The Drugs Controller General (India)
Directorate General of Health Services

FDA Bhawan, New Delhi
Dated

TO’ ) I \ :- \@
M/S. B.M Chemie, @

Bldg. No.B, Gala No.110, 1st Floor, \2\@

Shree Sambhav Complex,
Rehnal Village, Bhiwandi, District-Thane

Maharashtra %
Sub: -Registration of M/S. Henan Lihua Pharmaceutic%), td. Middle Of Huanghe
Street, Anvang Hi-Tech Industrv Develonment 7Zon Henan, China undsr the

Provisions of Drug & Cosmetics Rules for the pu:p&e of import of drugs in India

Dear Sir,

Please refer to your application No. ted 24.04.2015 received by this Office
vide diary No. 13636 dated 29.04.2015 e above subject. Registration Certificate
in Form 41 under the Rules is issued he manufacturing site along with the name
(s) of drug (s) imported under the LY ertificate subject to the condition:

1. The drugs shall confirrr&) the standards / specifications mentioned in the
Second Schedule Act, or such other standards / specifications
forwarded by you pproved by this Directorate.

2. The drugs s have the composition, strengths, standards and packing as
approved by Directorate.

3. Dispute any, in respect of the payment of fees and submission of TR6
Chd]AS hall have to be settled between the bank and the applicant.

7 undesirable reactions due to its medication are brought to light at any

4. %&mgs will be required to be withdrawn from sale from the market in case

tage. This Directorate should be informed of adverse reports on the drug, if

S
QO

5. The drugs shall be marketed for indications for which they have been
approved.

6. If any claim is made for these drugs in future other than those approved,
prior permissions from this Directorate will be necessary before such claim is
made.

7. The drugs shall be supplied and marketed as per the provisions of the
existing Drugs & Cosmetics Act and Rules thereunder.
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8 This registration in no way relieves you of the responsibility of complying with
all other provisions of the Drugs & Cosmetics Act and Rules there under, and
any other provisions of any other Act and Rules applicable in the matte
concerned. :

9 .Each consignment of the drugs to be imported by you shall be accompanied by
a test / analysis reports.

10 Based on this registration, import applications for the drug (s) endorsed in the
enclosed Registration Certificate shall be considered for the issue of Form 10
Licence under the Rules. :

11 This Registration Certificate is being issued under the condition that d 1e

pendency of Registration, the applicant may be required to deposi ction
fee as stipulated under Clause (5) of Rule 24-A and enable j tion of
manufacturing site by the officials authorised for this p Non-
compliance to this condition as and when so directed d result in

cancellation of Registration Certification.

12 The Shelf-life of the drugs Prednisone IP and Hydrocor@ Acetate IP is 36
months each. . A

13 The firm shall submit long term stability dat per Indian climatic
condition Zone IVDb for the proposed shelflife. i

Y

le to be suspended / cancelled, if
opiplied with, apart from any other
of the Drugs & Cosmetics Act, 1940

Please note that Registration Certificate issued j
any of the condition stipulated above is n
condition that may be taken under the pragi
and the Rules there under. %

9

Please acknowledge the l‘esel

Q
O ~ Yours faithfully,
S Vi

?B Joint Drugs Controller (India)

Copy forwarde%
1. The AssistaM®Drug Controller (I), New Custom House, Annexe, Ballard Estate, Fort,
MumbkY0038.

Qosistant Drug Controiler (3), 15/1, Strand Road, Custom Heuse; Kelkata-

ssistant Drug Controller (I), Room No. 66, 2nd Floor, Custom House, Chennai-
001.
he Assistant Drug Controller (I), JawaharlalNehruPort, TrustNhavaSevaPort,
Raigard, Maharashtra.
5. The Assistant Drug Controller (I), International Air Cargo Complex,
IndiraGandhilnternational AirPort, New Delhi-110037.



