
File No. 4-1'1312014-DC
Government of India. Directorate General of Health Services

Central Drug Standard Control Organizatior
(FDC Division)

ele. No. : 011-23236965
ax No. : 0'11-23236973

FDA Bhawan, KoflaRoad
New Dethi-i10002

Dated:
_ 06JtjL 2020
to.
Mls. Suncare Formulation pvt. Ltd..
E-20, UPSIDC, Industrial Area, Selaqui,
Dehradun-2481 94, Uttarakhand.

subject FDC of Liquor Bismuth Ammonium citrate B.p.c 2.5mr (Eq. to 8i203
!a0mg) (crear sorution of Bismuth citrate usp & Ammonii solution
Dilute)+ Belladonna dry extract lp 9mg +Menthol lp0.2mg + Thymol lp
0.159m per 5ml oral liquid-regarding.

Reference: Your application dated Nil in Form 44.

Sir,
Allthe state Drug controlters vide this office letter no. 4-01t2013-Dc (Misc. 13-psc)

dated 15.01 .2013 were requested to ask the concemed manufactures to prove satety anci
efficacy of such FDCs before-DCG (l), the Licensing Authority under iute ir1ol ot tt"
Drugs and cosmetics Rules, 1945 as amended from time to time within 1g months, in case
these are being manufactured without such approval on the basis of licenses granted by
State Licensing Authority.

Accordingly, FDC of Liquor Bismuth Ammonium citrate B.p.G 2.5mr (Eq. toBi203 140mg)(clear solution of Bismuth citrate usp & Ammonia solution birut'ey +Belladonna dryextract tP 9mg + Menthot tp 0.2mg + Thymot lp Old;-t;;-Smt oratliquidwas examined and considered fo1 orantind approvar for ma-nufacturing and
marketing with condition to conduct Active poit Marklting surveillance.

In this regard, your Active post Marketing Surveiilance report was examined by thecommittee and considered for continued manufbcturing and marketing. However, the firm
should not use this information/data for promotional purpose.

. Accordingly, this Directorate has no objection for continued manufacturing andmarketing of FDC of Liquor Bismuth Ammonium citrate B.p.c z.smi ieq.lo eizos140m9)(clear solution of Bismuth citrate uSp & Ammonia sotutiori'oitute; *Belladonna dryextract lP 9mg + Menthol lp 0.2mg + Thymol lp 0.15gm pl;ml oralliquid.

This approval is issued with the following conditions:_

1. The said FDC is indicated of symptomatic treatment of acid peptic disease.2. The formulation shall conform to the standards ano requiremen-tr-oidrug. 
"noCosmetics Act and Rules thereunder.

3' The proper name of the drug shail be printed or written in inderibre ink and shallappear In a more conspicuous manner than the trade name, if any, wnctr snatt oe



4.

shown immediately after or under the proper name on the label of the innermost

container of the drug or every other cover which the container is pack'bd'

The label of the immediate container of the drug as well as the packing in which

the container is enclosed should contain the following warning:

"WARNING: To be sold by retail on the prescription of R'M'P' only"'

As Post marketing surveillance, the applicant shall submit Periodic safety Update

Reports every sii months for the first two years. For subsequent two years' the

Peiiodic Safety Update Reports shall be submitted annually.

All reported 
"du"o" 

reactions related to the drug shall be intimated to the DCG(I)

and Licensing Authority; and regulatory action resulting from their review should

be complied with.

6.

Yours faithfullY,

Raghuvanshi)
(lndia)

Copy to:-

state Drugs controller,uttarakhand-with a request to issue permission of subject FDC, if

other conditions of License under Drugs and Cbsmetics Rules, which needs to be- verified

uv v"r, "" t"rnd to h"u" been fulfilled. You are requested to verify the quality of subject

OiutiabpfieO by M/s. Suncare Formulation Pv1 Ltd.,E-2g, UPSIDC, Industrial Area'

d6q;; oehrldun-2cg194, Uttarakhand, as per Drugs and cosmetics Rules, 1945

before grant of license.


