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MALAYSIA’S CONTROL OF DRUGS AND COSMETICS
REGULATIONS 1984

CONTROL OF DRUGS AND COSMETICS REGULATIONS 1984

In exercise of the powers conferred by section 28 (1) of the Sale of Food and

Drugs Ordinance 1952, the Minister makes the following regulations
1. Citation and commencement.

These Regulations may be cited as the Control of Drugs and Cosmetics
Regulations 1984.

These Regulations shall come into force on such date as the Minister may

appoint by notification in the Gazette.
2. Control of manufacture,sale, supply and importation.

(1) Except as otherwise provided in these Regulations, no person shall
manufacture, sell, supply, import, possess for sale any product unless (a) the
product is a registered product; and (b) the person holds the appropriate licence

required and issued under these Regulations.

(2) The requirement of subregulations (1) (b) does not apply to the sale or

supply of any product by a retailer.

(3) The provisions of subregulations (1) relating to importation do not apply
to any person arriving in the Federation from a place outside the Federation who
imports, as part of his personal luggage, any product meant solely for his use or for
the use of his family in a quantity not exceeding that which may be reasonably
required for one month's use by one person, or to any officer of the Government
importing any product in the course of his duty, or to any person who, in



accordance with the written consent of the Authority, brings any product into the

Federation in transit.

(4) In subregulations (3), “in transit” means taken or sent from any country
and brought into the Federation by land, air, or water, whether or not landed or
transhipped in the Federation, for the sole purpose of being carried to another

country either by the same or another conveyance.
3. Registration of product

(1) The Authority may, on application made in such manner or form as it
may require, register any product subject to such conditions as it may impose.

(2) Every application for the registration of a product shall be accompanied
by —

(a) a processing fee of RM500.00 for traditional medicines;

(b) a processing fee of RM100.00 for cosmetics and RM50.00 for each

product variant; or

(c) a processing fee of RM1000.00 for products other than traditional

medicines and cosmetics; and

(d) such documents, items, samples, particulars or information as the

Authority may require.

(3) The Authority may charge any applicant such costs as it may incur for
the purpose of carrying out laboratory investigation prior to the registration of any

product.

(4) The processing fees and such costs as may be incurred by the Authority
under sub-regulation (3) shall not be refundable in the event of the application

being rejected under regulation 11.



(5) Any change in any document, item, sample, particulars or information
mentioned in subregulation. (2) shall be notified in writing by the applicant to the

Authority within fourteen days from the date of such change.

(6) Subject to regulation 17, the period of registration of a product shall be
as specified in the registration certificate issued under subregulation (8) and where

so specified the registration shall be valid till the end of the specified period.

(7) Subject to regulation 17, where the period of registration of a product is

not specified the registration shall be valid until it is cancelled.

(8) Upon registration of a product the Authority shall issue to the applicant a

registration certificate in Form I in the Schedule.

(9) Any person who knowingly supplies any false or misleading information
to the Authority in connection with his application for the registration of a product

commits an offence.
4. Register of products.

(1) The Secretary shall keep and maintain a register of the products
registered, and separate registers may be kept and maintained for drugs and

cosmetics.
(2) The register shall contain -
(a) the name under which the product is registered,;
(b) the content and quantity of the active ingredients;
(c) the name and address of the manufacturer;
(d) the name and address of the product registration certificate holder;

(e) the registration certificate number; and



(f) the date of issue and expiry of the registration certificate, if any.

(3) Any person may, upon written application to the Secretary and upon
payment of a fee of RM5.00, inspect the register or registers kept under

subregulation (1).
5. Declaration relating to imported product.

The Authority may require any person applying for the registration of any
imported product to furnish written declaration made by or on behalf of the
manufacturer of the product that all the legal requirements governing the
manufacture of such product imposed by the laws of the country of manufacture

have been complied with.
6. Rejection of application for registration.

The Authority may, without assigning any reason, reject any application for

the registration of any product.
7. Licences.

(1) The Authority may, subject to the provisions of these Regulations, issue

any of the following licences subject to such conditions as it may impose;

(a) a manufacturer’s licence in Form 2 in the Schedule, authorising the
licensee to manufacture the registered products in the premises specified in the

licence and to sell by wholesale or supply the products;

(b) a wholesaler's licence in Form 3 in the Schedule, authorising the licensee
to sell by wholesale or supply the registered products from the address of the

business premises specified in the licence,



(c) a clinical trial import licence in Form 4 in the Schedule, authorising the
licensee to import any product for purposes of clinical trials, notwithstanding that

the product is not a registered product;

(d) an import licence in Form 5 in the Schedule, authorising the licensee to
import and sell by wholesale or supply the registered products from the address of

the premises specified in the licence.

(2) Provided that drugs and cosmetics are not included together in one
licence, any number of registered products may be included in any licence other

than a clinical trial import licence, which shall include only one product.

(3) Subject to subregulation (2), the Authority may, on application by the
licensee, add to the registered products included in any licence other than a clinical
trial import licence, and make such addition or amendment to the conditions of the

licence as are rendered necessary by the addition of the other registered products.

(4) Subject to regulation 17, a licence issued under these Regulations, other

than a clinical trial import licence, shall be valid for one year.

(5) Subject to regulation 17, a clinical trial import licence shall be valid for
such period, not exceeding three years from the date of issue of the licence, as may

be specified in the licence.

(6) Every licence shall be personal to the licensee named in the licence and

shall not be transferable to another person.
8. Application for licence.

(1) An application for a licence under these Regulations shall be made in
such manner or form as the Authority may require and shall be accompanied with a
processing fee of RM1000.00 in the case of an application for a manufacturer's

licence and RM500 in the case of an application for any other licence.



(2)The processing fee shall not be refundable.

(3) The applicant for a licence shall furnish such documents, particulars or

information as the Authority may require.

(4) Any person who knowingly supplies any false or misleading information
to the Authority in connection with his application for a licence commits an

offence.
9. Refusal of application for licence.

The Authority may, if it thinks fit and without assigning any reason, refuse

any application application for a licence.
10. Certification.

(1) The Authority may issue such certification on any matter relating to any
product where such certification is required by any country importing such a

product.
(2) A fee of RM50.00 is payable on the issue of such certification.
11. Suspension or cancellation of registration and revocation of licence.

(1) The Authority may, at any time and without assigning any reason,
suspend or cancel the registration of any product or revoke any licence issued
under these Regulations and may amend the conditions to which such licence or

registration is subject.

(2) subject to subregulation (3), any suspension or cancellation of the
registration of any product under subregulation (1) shall similarly and at the same

time affect any licence issued under these Regulations relating to that product.

(2) Notwithstanding subregulation (2), where a licence issued under these

Regulations relates to several registered products the suspension or cancellation of



the registration of any product under sub-regulation (1) shall not affect the position

of other registered products listed in the licence.
12. Entry, inspection and seizure.

(1) Any officer or inspector may, at all reasonable times, enter any premises
used for or connected with the manufacture, sale, supply or import of any product

for the purposes of inspecting
(a) the product with which the premises are concerned;
(b) the premises and the operations carried out in the premises; and

(c) any licence, registration certificate, record or document required under

these Regulations.

and every licensed person and every agent and servant of the licensed person
shall afford every assistance required by the officer or inspector and shall, on
demand by the officer or inspector, produce any product or any licence,

registration certificate, record or document required under these Regulations.

(2) Any officer or inspector may seize any product in respect of which he
reasonably believes that an offence under these Regulations, or any breach of the
conditions subject to or upon which any licence or registration has been granted or
effected, has been or being committed, and any plant, equipment, book, document
or other article which he reasonably believes would furnish evidence of the

commission of such offence or breach.
13. General penalty.

Any person who contravenes any of the provisions of these Regulations or

any condition of any licence issued under these Regulations or any condition



subject to which a product is registered under these Regulations commits an

offence.
14. Power to grant exemption.

The Minister may, after consultation with the Authority, exempt any person
or class of persons by notification in the Gazette from any of the provisions of the
Regulations subject to such conditions or restrictions as he may impose in such

exemption.



Quy dinh vé kiém soat dwgc pham va my pham ciia Malaysia nim
1984
CAC QUY DPINH VE KIEM SOAT DUGC VA MY PHAM 1984

Thuc hién cac quyén han dugc trao theo muc 28 (1) cua Sic lénh vé Buén

ban Thuc phdm va Dugc pham nam 1952, Bo trudng dua ra cac quy dinh sau
1. Vién dan va ngay ap dung

Cac Quy dinh nay c6 thé dugc vién dan 1a Quy dinh Kiém soat Thuéc va My

pham nam 1984.

Cac Quy dinh nay s& c6 hiéu luc vao ngay ma Bo truong cé thé chi dinh

bang cach théng bao trén Cong béo.
2. Kiém soat viéc san xuat, budn ban, cung cap va nhap khau.

(1) Trir khi ¢6 quy dinh khac trong Quy dinh nay, khong ai duoc san Xuat,
ban, cung cap, nhap khau, so hitu dé ban bat ky san pham nao trir khi (a) san pham
d6 1a san pham d3 dang ky; va (b) nguoi d6 co gidy phép ph hop duoc yéu cau va
cap theo Quy dinh nay.

(2) Yéu cau cua tiéu quy dinh (1) (b) khdng ap dung cho viéc ban hoic cung

cap bat ky san pham nao cta nha ban 1é.

(3) Céac quy dinh cua tiéu khu vuc (1) lién quan dén nhap khau khéng é&p
dung cho bat ky ngudi nao dén Lién bang tir mot noi bén ngoai Lién bang nhap
khau, nhu mot phan hanh ly ca nhan caa minh, bat ky san pham nao chi danh dé
phuc vu muc dich sir dung cta nguoi dé hodc dé stir dung cua gia dinh ngudi d6 véi
s6 luong khong vuot qua sé luong c6 thé dugc yéu cau hop ly cho viéc st dung
trong mot thang ciia mot ngudi, hodc cho bat ky vién chirc ndo caa Chinh pha nhap

khau bat ky san pham nao trong qué trinh 1am nhiém vu cua anh ta, hoac cho bat



Ky ngudi ndo, theo van ban sy dong ¥ ciia Co quan, dua bat ky san pham nao vao

Lién bang trong qua trinh van chuyén.

(4) Trong cac quy dinh tai khoan (3), "qua canh" c6 nghia la dugc dua hoac
gui tir bat ky quéc gia ndo va duoc dua vao Lién bang bang duong bo, duong hang
khong hoic duong thay, cho du ha canh hoic trung chuyén trong Lién bang, V6i
muc dich duy nhat Ia chuyén cho dén mot qudc gia khac bang ciing mot phuong

tién hodc phuong tién van chuyén khéc.

3. Ping ky san pham

(1) Co quan c6 thé, trén ung dung duogc thuc hién theo céach thirc hoac hinh
thirc ma ho ¢d thé yéu cau, diang ky bat ky san pham nao tuan theo cac diéu kién
ma no cd thé ap dat.

(2) Moi don dang ky san pham phai kém theo -

(a) phi xtr Iy 1a 500 RM déi voi céc loai thudce truyén thong;

(b) phi xtr Iy 1a 100 RM dbi voi my pham va 50 RM ddi véi ting loai san
pham; hoac

(c) phi xir Iy 1a 1000 RM déi véi cac san pham khdng phai I thubc truyén
théng va my pham; va

(d) cac tai lidu, vat pham, mau, chi tiét hodc thong tin nhu Co quan co thé
yBU Cau.

(3) Co quan c6 thé tinh bat ky chi phi nao cia nguoi ndp don vi ho cé thé
phai chiu dé phuc vu muc dich thuc hién diéu tra trong phong thi nghiém trudc khi
dang ky bat ky san pham nao.



(4) Phi xtr 1y va cac chi phi nhu vy ma Co quan c6 thé phai chiu theo quy
dinh tai khoan (3) s& khéng duoc hoan lai trong truong hop don dang ky bi tir chdi
theo quy dinh 11.

(5) Bat ky thay doi nao trong bat ky tai liéu, muc, mau, chi tiét hoic théng
tin ndo dugc dé cap trong quy dinh tai khoan. (2) s& dugc ngudi ndp don théng bao
bang van ban cho Co quan ¢ tham quyén trong vong muoi bén ngay ké tir ngay
thay d6i do.

(6) Theo quy dinh 17, thoi han ding ky ctia mat san pham s& duoc quy dinh
trong giay chung nhan ding ky duoc cép theo quy dinh (8) va néu duoc quy dinh
nhu vay thi viéc dang ky s& c6 hiéu luc dén hét thoi han cu thé.

(7) Theo quy dinh 17, trong d6 thoi han dang ky cua mot san pham khdng
duoc chi dinh, dang ky s& ¢ hiéu luc cho dén khi nd bi huy bo.

(8) Sau khi dang ky mot san pham, Co quan c6 tham quyén sé& cap cho nguoi
nop don gidy chitng nhan dang ky & Mau | trong phu luc.

(9) Bat ky nguoi ndo ¢d ¥ cung cap bat ky thong tin sai léch hoic gay hiéu
lam nao cho Co quan c6 lién quan dén don ding ky san pham cua anh ta déu la
hanh vi vi pham.

4. Piang ky san pham.

(1) Thu ky sé& luu giir va duy tri s6 dang ky cac san pham da dang ky, va cac
s6 dang ky riéng c6 thé duogc luu gitt va duy tri doi véi thude va my pham.

(2) S6 dang ky phai bao gom cac thong tin sau:

(a) tén ma san pham duoc dang ky;

(b) ham lugng va sé lugng caa cac thanh phan hoat tinh;

(c) tén va dia chi cua nha san Xuat;



(d) tén va dia chi cua chu giay chiing nhan diang ky san pham;
(e) sb gidy ching nhan diang ky; va
(f) ngay cap va ngay hét han caa gidy chung nhan dang ky, néu co.

(3) Bat ky nguoi nao ciing c6 thé, khi c6 don giri téi Thu ky va khi thanh
toan khoan phi RM5.00, kiém tra s6 dang ky hoic céc sb ding ky duoc luu giir
theo quy dinh tai khoan (1).

5. Khai béo lién quan dén san pham nhap khau.

Co quan c6 thé yéu cau bat ky ngudi ndo nop don xin dang ky bat ky san
pham nhap khau nao phai cung cip vin ban tuyén b do hoic dai dién cho nha san
Xuat san pham d6 dua ra rang tat ca cac yéu cau phap 1y diéu chinh viéc san xuat
san pham dé do luat phap ciia nudc san xuat dua ra. da dugc tuan tha.

6. Tir chdi don ding ky.

Co quan c6 thé, khong can chi dinh bat ky ly do gi, tir chéi bat ky don dang
ky san pham nao.
7. Giay phép.

(1) Co quan c6 thé, tly thudc vao cac quy dinh caa Quy dinh nay, cap bat ky
gidy phép nao sau day véi cac diéu Kién nhu né cé thé ap dat;

(a) gidy phép cua nha san xuat tai Mau 2 trong Phu luc, cho phép nguoi
duoc cip phép san xuit cac san pham da ding ky tai co s& duoc chi dinh trong gidy
phép va ban bubn hoic cung cap san pham:

(b) gidy phép cua nha ban budn ¢ Mau 3 trong Phu luc, cho phép nguoi
duoc cap phép ban budn hoic cung cap cac san pham di dang ky tir dia chi co so

kinh doanh duoc chi dinh trong gidy phép,



(c) gidy phép nhap khau thtr nghiém 1am sang theo Mau 4 trong Phu luc, cho
phép ngudi dugce cap phép nhap khau bat ky san pham nao dé phuc vu muc dich

thir nghiém 1am sang, mac di san pham d6 khong phai 14 san pham da dang ky;

(d) gidy phép nhap khau & Mau 5 trong Phu luc, cho phép ngudi dugc cap
phép nhap khau va ban budn hoic cung cap cac san pham di dang ky tir dja chi co

s& duoc chi dinh trong gidy phép.

(2) Véi diéu kién thudc va my pham khéng duoc gop chung trong mot gidy
phép, bat ky s lugng san pham da dang ky nao co thé duoc dua vao bat ky gidy
phép nao khac ngoai gidy phép nhap khau thir nghiém 1am sang, chi bao gom mot

san pham.

(3) Ty thudc vao quy dinh tai khoan (2), Co quan c6 thé, theo don cua
ngudi duoc cap phép, thém vao cac san pham da diang ky c6 trong bat ky gidy phép
nao khac ngoai gidy phép nhap khau thir nghiém 1am sang, va thuc hién bd sung
hodc stra ddi cac diéu kién cua gidy phép nhu duoc cung cap can thiét bang céach

bo sung cac san pham da diang ky khac.

(4) Theo quy dinh 17, gidy phép duoc cip theo Quy dinh ndy, ngoai giay
phép nhap khau thir nghiém 1am sang, s& c6 hiéu lec trong mot niam.

(5) Theo quy dinh 17, giay phép nhap khau thtr thubc trén 1am sang sé co
hiéu lec trong thoi han d6, khong qua ba nam ké tir ngay cap gidy phép, nhu dugc
quy dinh trong giay phép.

(6) Moi gidy phép s& la ciia ca nhan ddi véi ngudi dugc cap phép co tén
trong gidy phép va khong duoc chuyén nhugng cho nguoi khéc.

8. Pon xin cap phép.
(1) Pon xin cip phép theo Quy dinh nay sé duoc thuc hién theo céach thic

hodc hinh thitc ma Co quan c6 thé yéu cau va s& kém theo phi xt Iy 13 RM1000.00



trong trudng hop nop don xin cap phép caa nha san xuit va RM500 trong truong
hop trudng hop nop don xin bat ky gidy phép nao khac.

(2) Phi xtr ly sé khong dugc hoan lai.

(3) Nguoi xin cap gidy phép phai cung cap céc tai liéu, chi tiét hoac thdng
tin nhu vy ma Co quan c6 thé yéu cau.

(4) Bat ky nguoi ndo ¢d y cung cap bat ky thong tin sai léch hoic gay hiéu
lam nao cho Co quan c6 lién quan dén don xin gidy phép cia ngudi d6 déu vi
pham.

9. Tir chdi don xin cAp phép.

Co quan c6 thé, néu cho rang phu hop va khéng chi dinh bat ky Iy do gi, tir
chéi bat ky don xin cap giay phép nao.
10. Chérng nhan.

(1) Co quan c6 thé cap chung nhan nhu vay dbi voi bat ky van dé nao lién
quan dén bat ky san pham nao ma bat ky quéc gia nhap khau san pham dé yéu cau
chung nhan do.

(2) Phai tra mot khoan phi RM50.00 cho viéc cap chiing chi do.

11. Pinh chi hoic hiy bé ding ky va thu hdi gidy phép.

(1) Co quan c6 thé, bat ct lGc ndo va khong can chi dinh 1y do, dinh chi hoac
hay bo dang ky cua bat ky san pham nao hozc thu hoi bat ky gidy phép nao duogc
cap theo Quy dinh nay va c6 thé sira d6i cac diéu kién ma giay phép hoic dang ky
d6 phai tuan theo.

(2) tuan theo quy dinh tai khoan (3), bat ky viéc dinh chi hodc hay bo ding
ky cua bat ky san pham nao theo quy dinh tai khoan (1) s& tuong tu va dong thoi



anh huong dén bat ky gidy phép nao duoc cap theo Quy dinh nay lién quan dén san
pham do.

(2) Bat ké quy dinh tai khoan (2), trong d6 gidy phép duoc cap theo Quy
dinh nay lién quan dén mot s6 san pham da ding ky, viéc dinh chi hoac hay bo
dang ky cua bat ky san pham nao theo quy dinh tai khoan (1) s& khdng anh huéng

dén vi tri ciia cac san pham da ding ky khac duoc liét ké trong gidy phép.
12. Nhap canh, kiém tra va thu giit.

(1) Bat ky vién chic hozc thanh tra ndo, vao moi thoi diém hop ly, c6 thé
vao bat ky co sd nao duoc st dung hodc lién quan dén viéc san xuat, ban, cung cap

hodc nhap khau bat ky san pham nao nham muc dich kiém tra
() san pham ma co s& ¢6 lién quan;
(b) co s& va cac hoat dong duogc thuc hién trong co so; va

(c) bat ky gidy phép, gidy chung nhan dang ky, ho so hoic tai liéu nao duoc
yéu cau theo Quy dinh nay.

va moi nguoi duoc cap phép va moi dai 1y va ngudi phuc vu ciia ngudi dugc
cap phép phai dap tng moi su tro gilp theo yéu cau cua vién chac hoic thanh tra
vién va theo y&u cau cua vién chiic hodc thanh tra vién, s& san xuat bat ky san
pham hoac bat ky gidy phép, gidy ching nhan dang ky, ho so hoic tai liéu nao

dugc yéu cau theo nhitng Cac quy dinh.

(2) Bat ky vién chuc hodc thanh tra vién nao cling co thé thu giir bat ky san
pham ndo ma anh ta tin rang mot cach hop ly rang vi pham theo Quy dinh nay,
hodc bt ky vi pham nao dbi véi cac diéu kién ma bat ky gidy phép hoic ding ky
nao di duoc cap hoic c6 hiéu luc, da hodc dang co da cam két, va bat ky nha may,
thiét bi, sach, tai liéu hoac vat pham nao khac ma anh ta tin rang hop ly sé& cung

cap bang chang vé viéc thuc hién hanh vi pham toi hoic vi pham do.



13. Hinh phat chung.

Bat ky ngudi ndo trai voi bat ky quy dinh nao cua Quy dinh nay hoic bat ky
diéu kién nao cua bat ky gidy phép nao duoc cap theo Quy dinh nay hoic bat ky
diéu kién nao ma san pham duoc dang ky theo Quy dinh nay déu vi pham.

14. Quyén mién trir.

Bo truong co the, sau khi tham khao y kién véi Co quan quyén luc, mién
trir cho bét ky c& nhan hoic nhom ngudi ndo bang cach théng béo trén Cong béo
khoi bat ky diéu khoan nao caa Quy dinh tly thudc vao cac diéu kién hoic han ché

ma B trudng co thé ap dung trong viéc mién trir do.





