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BADAN PENGAWAS OBAT DAN MAKANAN'

Written copfirmation far aetlve substanc:es exported to ‘the European Union (EU)
for medicinal praducts far hiuman use, in aceordance with Article 46b{2)(b)
of Directive 2001/83/EC

Confirmation

1. Name and address of site (ineludina building number, where applicable):

ﬁD'-

40

f‘\
A.Q

- 2. Manufacturer's .chéﬁce numberisy’

REGARDING THE MANUFAGTURING PLANT ( UNDER (1) @F THE FOLLOWING ACTIVE
SUBSTANGE(S) EXPORTED TO THE EU FOR MEDICINAL PRODUCTS FOR HUMAN

USE

~Adlive substance(s)2

AdtivityGies)?

“Extraction from natural sources.

Extraction from natural sources.

| Extraction frem natural seurces.

/ Extraction from natural sources,

Extractlon from natural sources.

THE ISSU!NG REGULATORY AUTHORITY HEREBY CONFI RMS THAT:

‘The standards of good manufacturing practice applicable to this manufatturlng plant are at
least equivalent to those laid down in the PIC/S;

The manufacturing pfant is subject iu regular, strict and transparent eontrofs and to the
effective énforcement of gopd manufacturing practice, including reépeated and Lrannounced.
inspections, s9 as io ensure a protectlnn of pubhe health at least equivalent to that in the

PICIS
And’

In the event of cntlcal fi ndlngs, |rtforrrrat|un on such fi nd}ngs is supplied bythe exporting third
country without delay to the EU.# A

Date of'iﬁ-'s'p;eéﬁdn of the plant witder [1):

This written confirmation remains valid until




am B

BADAN PENGAWAS OBATDAN MAKANAN
‘ _JlPercetakan Negara No. 23 ..Jakarta Pusal 10589 Indonesia
Tolp. : 4244891, 42883309, 42883462, 42883270, Fax. : 4243605, 42884208, 4263857

‘BADAN POM E-mall : Infopom@indo.net.id, Website : www.porh.go.ld

1,

The authenticity of this erﬁen confirmation may be verified with the issuing regulatory
authority. -a .

Address of issulng regulatory authority;

BADAN PENGAWAS OBAT DAN MAKANAN "
NATIONAL AGENCY FOR DRUG AND FOOD CONTROL, REPUBLIC QF INDONESIA
Ji. Percetakan Negara no. 23 Jakarta Pusat 18560 Indonesia %

Name and function of responsible persér:

Directar for Control of Production of
Therapeutic and Household Product

E-mall, Teleghone no., and fax mo.;
Website: www.pomi.go.id

Email:

Phane no,

Fax ho. +82 21 4247496

Signature




