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UNREGISTERED PRODUCTS : THINK TWICE BEFORE IMPORTING

Registered products are products approved by the Drug Control Authority (DCA) following the evaluation for quality, safety
and efficacy by the National Pharmaceutical Regulatory Agency (NPRA), whereas unregistered products are products that have
not been approved by the DCA for sale or use in Malaysia. Without that approval or licensure, a manufacturer may not distrib-
ute the product except for use in the clinical trials. However, exceptions apply under certain circumstances where importation
of unregistered products are permitted for life-saving

purposes, and when access to investigational drugs are Graphl: UNREGISTERED ITEMS ACCORDING TO
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marketed. Their use should only be brought into Ma- a0
laysia for life-saving purposes if the current available

drugs have failed. In the recent years, many registered 0

products have been deregistered owing to low sales,

hence Pharmacy will source for items via this pathway.
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PERMGATAN:

Pengecualian ini tertakluk kepada syarat-syarat yang berikut

Exemption approval by Director-General of Health or Senior Director of Pharmaceutical | & s = 20 7 0 20
Services must be obtained for each of the unregistered therapeutic product before it can | © E e e e i s e
be imported into Malaysia. Once approved, an official import permit (Fig 2) will be issued
out, which can then be used to bring the drug into the country . Regulatory/Enforcement
pharmacists at all entry ports (airports/ports/borders) will inspect and endorse en-

try of unregistered products by checking all relevant information eg : formulation / dose/
quantity/ importing company etc before allowing product entry into Malaysia. The maxi- | ... <[z
mum quantity of each consignment cannot exceed the total amount approved in the
import permit and validity of the approved import permit is for a maximum of one year.
Hence, thatis why the process will take 2-3 months for drug arrival.

Examples of unregistered products in HCTM includes : Vasopressin inj, Phenylephrine inj, Papaverine inj, Bactrim
(Sulphamethoxazole/Trimethoprim) inj, Urokinase Inj, Acetazolamide Inj, Pamidronate Inj, Thiamine Inj, Cyclophosphamide

Tab, Ketoconazole Tab, Mitotane Tab, Phosphate Sandoz Tab, Diazoxide Tab, Pyrimethamine Tab, Flucytosine Tab etc.

dari penggunaan produk tidak berdaftar
b pemohon sepenuhnya. Laporan aduan
emukakan kepada Bahagian Amalan dan

rikh pengimportan, pemohon hendaklah
m
-armasi, Kementerian Kesihatan Malaysia

dalam tempoh satu (1) tahun dari tarikh ia
permit import ini terbatal apabila produk yang

dilaporkan kepada pihak polis.

Fig 2: Import Permit




Fig 3: Timeline of Approval and Importation
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Drug arrival is usually after 2-3 months as approval for import permit will take some time at the National Pharmaceutical Control Bureau
level. Applications will be rejected if there is an existing registered item in Malaysia. So, much consideration is needed to be taken before

importing the drug into the country to ensure quality and safe use of drugs.

Manufacturer Problem with Lubricant Eye Gel Pharmacy System :

LUBRICANT EYE GEL, 10G (GENTEAL GEL) : shortage for the past
few months due to manufacturer problem .
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Alternative : Fat emulsion source: Soy bean oil & MCT
Siccapos® Gel. ( Please indent under : LUBRICANT EYE GEL)
Active ingredient: Polyacrylic acid (Carbomer 980).

Updates in TPN Indenting

CENTRAL LINE PERIPHERAL LINE

siccapos’ Gel

Solutions of mixtures with an Solutions of mixtures with an
osmolarity above 800 mosmol/L osmolarity < 800 mosmol/L

TPN CENTRAL [.25L TPN PERIPHERAL |.25L

Therapeutic indications: Artificial tear solution during tear ) .
P 8 With fish oil (amino acid/glu/fat emulsion*) s

deficiency and dry eye. Fat emulsion source: soy bean oill/MCT/ olive oillfish oil

OMEGA-3

Shelf Life : 4 weeks after opening

R SMOFKABIVEN SMOFKABIVEN
Storage: do not store above 25°C CENTRAL [477ML PERIPHERAL 1477ML
Only one brand will be made available at any one time
depending on stocks availability from manufacturer. NUTRIFLEX LIPID SPECIAL | Not for peripheral line
625ML

(amino acid/glu/fat emulsion®)

-for fluid restricted/IDPN/
DRUGS AND THERAPEUTICS (JKTU) critically ill
#Fat emulsion source: soy bean
MEETING oil & MCT
14th July 2020
New Drug Listing Policies in Kedai NF IMMUNONUTRIENTS
The items below will not be enlisted for sale in Kedai NF: DIPEPTIVAN 100ML
. Herbals (Urticor Nasal Spray , Tribestan 250mg Tab ) (L-Alanyl-glutamine concentrated solution)
¢ Supplements (Eg Legalon liver tonic, cranberry extract For peripheral infusion, dilute 100ml Dipeptiven + [00ml Saline and infuse
|8%, Medikril Omega 3 ) ) continuously over 20-24 hours per day
¢ Drugs with generic alternatives in PPUKM Formulary (Eg : IDPN= intradialytic parenteral nutrition; TPN= Total Parenteral Nutrition;
Lipitor/ Keppra/ Fastum gel) MCT= Medium Chain Triglycides
. Items listed under Medical Device Act ( intra-articular
injections)
For any enquiries please consult your TPN Pharmacist ( ext 6702)
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