Health Sciences Authority

_/ HSA

Health Products Regulatlon
Group
Health Sciences Authority

"To whom it may concern ' _ 150 Cantonment Road
' , ' Cantonment Centre, BIK A, #01- 02

Singapore 089762
Tel: 65 68663510 Fax: 65 64789068
. Website: www.hsa.gov.sg

~ LIST OF ACTIVE PHARMACEUTICAL INGREDIENTS (APIS) MANUFACTURED

This letter serves to clarify that the list of commercial APls as described in this

letter and declared to be manufactured bv | _ ,
located at ' i, is consonant to the scope of the

APls = attested 'in the. Good Manufactunng Practicer (GMP) Certificate
(MCGM1200737) issued to the said company. )

2, List of APIs declared:

CERTIFIER TRUE COPY

| , : o Kwok-Chern Yew Tee
i : N2014/0410
|- : 1 Oct 2014 — 30 Sep 2015

\
3 This advice is given without prejudice to any future Ieglslatlve amendments,

new legislations or regulatory poIICIes that may be gazetted or implemented from
time to: tlme WS
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LICENSING & CERTIFICATION BRANCH
AUDIT & LICENSING DIVISION

HEALTH PRODUCTS REGULATION GROUP
HEALTH SCIENCES AUTHORITY
SINGAPORE :
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‘With store at

. ORIGINAL
CERTIFICATE NO.

Health Sciences Authon’ty
Republic of Smgapore o
~ THE MEDICINES ACT (CHAPTER 176) E

GOOD MANUF ACTURING PRACTICE CERTIFICATE

' of
A certificate is hereby granted under the Medicines Act to

1 ” S CERTr COPY

With manufacturing-premfé‘es_i_a't'.r:'f B

“ ): P I(" . - : . '-_ -1. e {‘»l'l--,l--il-l'

Sdensoavsocanen
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L e !
_ Convenhon/Co operatlon Scheme (PIC/S) Guide to Good Manuf actice (GMP) for Medicinal e
Products (Part ITy relatmg to active pharmaceut1cal mgredrents which ¢ ‘_Vom'paéses all the recommendations LTI

of the ‘World Health Orgamzatron (WHO) in relatron to GMP

Pharmaceutlcal dosage form(s) active pharmaceutrcal 1ng1ed1ent(s) or product(s) in respect of which the &2
manufacturer is certlﬁed -

See attached

Manufacturmg Process Detall(s) - o | ' o | | -
See attached ' = SE e

This certlﬁcate shall not be reproduced except m full It remains’ the‘:property of vthe Health Sc:1enees

This- certlﬁcate takes__effect ﬁjor_n 2 l_.

Date of Issué

Fee _ L L leia L -
Application No * . - S - SRR S L
]
]
. Dr. John Lim
9762‘ S ' for Licensing Authority
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ORIGINAL
CERTIFICATE NN

{ H5A

Health Sc1ences Authonty
‘Republic of Singapore -

PHARMACEUTICAL DOSAGE FORM(S), ACTIVE PHARMACEUTICAL .
INGREDIENT(S) OR PRODUCT(S} IN RESPECT OF WHICH THE MANUFACTURER
IS CERTIFIED: :
. R ;* ¢

To manufacture the following: ™
Active Pharmaceutical Ingr
, 1. Active Pharmaceutlcal r
. Blologlcal Substances

)

xcept Pemcﬂlms Cephalosponns Hormones Cytotox1c Substances

ly f,»thg_folliiwing:

“the followmg
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ORIGINAL

Republic of Singapore

Health Sciences Authority.
- MANUFACTURING PROCESS DETAIL(S);

1.~ This 'cqrt—i'ﬁcatibn appli.:esy to the manufacture, including the receipt of materials, production;’
~ packaging, labelljng,""""ﬁa_li_t:y control, release, storage and distribution of the above-mentioned
. active pharmaceutical ing cdient(s) for use in buinan drug (médicinal) products.

2. This ceniﬁ'é"ati-;;h:'ié a fétate'_r}:i'éllit of the manufactuﬁng'(:jﬁélityis’ystem standard of the f'é_é'tor'y and is
not an endorst_zr._r_%é‘:.l___lt: of thej_qll:géli‘ty.of the product(s) mal'_niifacmted. Ny .
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