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Japanese Law on Securing Quality, Efficacy and Safety of

Products Including Pharmaceuticals and Medical devices

The purpose of this Law is to secure the quality, efficacy and safety of
pharmaceuticals, quasi-drugs, cosmetics, medical devices, regenerative medicine
products (“pharmaceuticals” in general), to provide the control required for
preventing the occurrence or spread of hazards to public health and hygiene caused
by the use of such pharmaceuticals, to take measures against designated
substances, and to improve public health and hygiene by taking necessary
measures for the promotion of research and development of pharmaceuticals,
medical devices and regenerative medicine products which are especially

important for medical practice.
1. Responsibilities of pharmaceuticals-related Business Operators

A person who operates a business of marketing, manufacturing (including
repackaging), selling, leasing or repairing of pharmaceuticals, a person who has
obtained license (“proprietor of a pharmacy”) or a proprietor of a hospital or
clinic, or of a medical facility for humanreared animals (referring to a medical
facility) and including the address of a person who causes a veterinarian to practice
medicine for human-reared animals only by visiting them) shall make efforts to
exchange information there between and take measures required for securing the
quality, efficacy and safety of pharmaceuticals, and preventing the occurrence or

spread of health hazards caused by the use of such pharmaceuticals.
2. License for Manufacturing

Any person who has not obtained license for manufacturing
pharmaceuticals, quasidrugs or cosmetics shall not be engaged in the business of

manufacturing pharmaceuticals, quasidrugs or cosmetics respectively.



The license as specified in the preceding paragraph shall be granted by the
Minister of Health, Labour and Welfare for each manufacturing facility in
accordance with the criteria laid down by an Ordinance of the Ministry of Health,

Labour and Welfare.

The license shall cease to be effective upon expiration of a period of not less

than 3 years specified by Cabinet Order unless renewed at each such time.
In either of the following cases, the license might not be granted:

- When the structure and facilities of the manufacturing facility do not
comply with the standards laid down by an Ordinance of the Ministry of Health,

Labour and Welfare.
- When the applicant corresponds to any of (a) to (f) in item (iii) of Article 5.

In cases where the Minister of Health, Labour and Welfare receives an
application for license or an application for renewal of license, the Minister of
Health, Labour and Welfare shall provide an on-site or document-based inspection

for verifying the conformity.

When a person who has received license intends to change or add criteria for
license pertaining to the manufacturing facility, the person shall receive license

from the
Minister of Health, Labour and Welfare.
3. Accreditation of Foreign Manufacturers of Pharmaceuticals

A foreign manufacturer intending to manufacture pharmaceuticals, quasi-
drugs and cosmetics that are exported to Japan (“foreign manufacturers of
pharmaceuticals”) may be accredited by the Minister of Health, Labour and
Welfare.



The accreditation shall be provided for each manufacturing facility in
accordance with the criteria specified by an Ordinance of the Ministry of Health,

Labour and Welfare.

4. Marketing Approval for Pharmaceuticals Manufactured in Foreign

Countries

When a person who designated pharmaceuticals, quasi-drugs or cosmetics in
foreign countries applies to the Minister of Health, Labour and Welfare for
pharmaceuticals, quasidrugs or cosmetics to be exported to Japan, the Minister of
Health, Labour and Welfare shall be able to grant approvals for a holder of
marketing authorization for pharmaceuticals, quasi-drugs or cosmetics appointed

by such person pursuant to the provisions of paragraph 3 for each such item.

When the applicant whose approval has been rescinded in whole or in part,
and for whom 3 years have not yet elapsed from the day of the rescindment, the

Minister of Health, Labour and Welfare may choose not to provide the approval.

A person who intends to receive approval shall designate a holder of
marketing authorization for pharmaceuticals, quasi-drugs or cosmetics (limited to
persons who have obtained marketing license for the application according the
criteria for such item) in order to have the person take measures to prevent the
occurrence of hazards to public health and hygiene caused by the pharmaceuticals,

quasi-drugs or cosmetics pertaining to such approval.

The holder of marketing authorization for pharmaceuticals (so-called
“designated foreign holder of special approval for pharmaceuticals), quasi-drugs or
cosmetics who has been designated by the person receiving approval (so-called
“designated foreign manufacturer with marketing approval for medical devices”)

may market the items pertaining to such approval.



5. Notification to Alter Designated foreign manufacturer with marketing

approval for pharmaceuticals

When an designated foreign holder of special approval for pharmaceuticals
has changed the designated foreign manufacturer with marketing approval for
pharmaceuticals, or when there have been changes to the names of designated
foreign manufacturer with marketing approval for pharmaceuticals or other matters
laid down by an Ordinance of the Ministry of Health, Labour and Welfare, said
approval holder shall notify the Minister of Health, Labour and Welfare thereof
within 30 days.

6. Special Approval for Pharmaceuticals Manufactured in Foreign Countries

When an applicant for approval pursuant to Article 19.2 intends to have a
designated foreign manufacturer with marketing approval for pharmaceuticals
market pharmaceuticals specified by Cabinet Order, the provisions of the same
Article shall apply mutatis mutandis thereto. Designated foreign manufacturer with

marketing approval for pharmaceuticals may market items for the approval.
7. Registration of Foreign Manufacturers for Medical Devices

A person intending to manufacture medical devices or in-vitro diagnostics in
a foreign country that are exported to Japan (so-called “foreign manufacturer for
Medical devices”) may receive registration from the Minister of Health, Labour

and Welfare for each manufacturing facility.
8. Issuance of Conformity Certificates

When the Minister of Health, Labour and Welfare acknowledges that, as a
result of the inspection, the methods of controlling the manufacturing or quality of
medical devices or in-vitro diagnostics pertaining to the approval meet the

standards laid down by an Ordinance of the Ministry of Health, Labour and



Welfare, the Minister of Health, Labour and Welfare shall issue a conformity
certificate to certify that such medical devices or in-vitro diagnostics are in

conformity with such standards.
(i) Medical devices or in-vitro diagnostics pertaining to the approval

(if) Medical devices or in-vitro diagnostics marketed by or intended to be
marketed by a person who has received or intends to receive the approval, which
have the same criteria specified by an Ordinance of the Ministry of Health, Labour
and Welfare as the medical devices or in-vitro diagnostics listed in the preceding
item (limited to those manufactured at the same manufacturing facility as any of
the manufacturing facilities for medical devices or in-vitro diagnostics listed in the
preceding item (excluding medical devices or in-vitro diagnostics only specified by
an Ordinance of the Ministry of Health, Labour and Welfare of the same paragraph
from among the manufacturing processes for such medical devices or in-vitro

diagnostics;

The conformity certificate shall be valid for the term specified by Cabinet
Order.

A person whose license has been rescinded or a person who has received an
order for medical devices or in-vitro diagnostics shall promptly return to the
Minister of Health, Labour and Welfare with the conformity certificate issued that
certifies that the methods to control the manufacturing or quality of medical
devices or in-vitro diagnostics are in conformity with the standards laid down by

an Ordinance of the Ministry of Health, Labour and Welfare.

9. Notification to Alter Designated Holder of Marketing Approval for Medical

Devices Manufactured in Foreign Countries



When a designated foreign holder of special approval for medical device has
changed the designated foreign manufacturer with marketing approval for medical
devices, or when there have been changes to the names of designated foreign
manufacturer with marketing approval for medical devices or other matters laid
down by an Ordinance of the Ministry of Health, Labour and Welfare, said
approval holder shall notify the Minister of Health, Labour and Welfare thereof
within 30 days.

10. Special Approval for Medical devices Manufactured in Foreign Countries

When an applicant for approval intends to have a designated foreign
manufacturer with marketing approval for medical devices market medical devices
or in-vitro diagnostics specified by Cabinet Order pursuant to the provisions of
paragraph 1 of Article 23.2.8, the provisions of the same Article shall apply

mutatis mutandis thereto.

A designated foreign manufacturer with marketing approval for medical
devices as specified under the preceding paragraph may market items pertaining to

the approval.
11. Accreditation for Marketing Specially controlled Medical Devices

A person who intends to market specially controlled medical devices,
controlled medical devices or in-vitro diagnostics with specified standards
designated by the Minister of Health, Labour and Welfare (“designated specially
controlled medical devices”), or a person who manufactures designated specially
controlled medical devices exported to Japan in foreign countries (“manufacturer
of foreign designated specially controlled medical devices”) and intends to have a
marketing authorization holder to market designated Specially controlled medical

devices shall receive accreditation for each such item by a person who has been



certified for marketing by the Minister of Health, Labour and Welfare (“accredited

certification body”), pursuant to the provisions of an Ordinance of the Ministry of

Health, Labour and Welfare.

In either of the following cases, an accredited certification body shall not

grant approval:

- When an applicant (excluding a manufacturer of foreign designated

specially controlled medical devices) does not receive license.

- When an applicant (limited to a manufacturer of foreign designated
specially controlled medical devices) does not receive license (limited to the
license in accordance with the type of the item applied), and does not appoint a

marketing authorization holder receiving such license.

- When a manufacturing facility producing designated specially controlled

medical devices pertaining to an application does not receive registration.

- Designated specially controlled medical devices pertaining to applications

for approval do not meet the standards pursuant to the preceding paragraph.

When designated specially controlled medical devices pertaining to an
application for approval are those specified by Cabinet Order, and for which the
methods for controlling the manufacturing or quality of such devices are found to
not meet the standards as specified in an Ordinance of the Ministry of Health,

Labour and Welfare.
12. Issuance of Conformity Certificate

When the accredited certification body acknowledges that, as a result of the

inspection, the methods for controlling the manufacturing or quality of medical



devices or in-vitro diagnostics for the approval meet the standards laid down by an
Ordinance of the Ministry of Health, Labour and Welfare, the Minister of Health,
Labour and Welfare shall issue a conformity certificate to certify that such medical

devices or in-vitro diagnostics are in conformity with such standards.
(i) Medical devices or in-vitro diagnostics pertaining to the approval

(if) Medical devices or in-vitro diagnostics marketed by or intended to be
marketed by a person who has received or intends to receive accreditation, which
belong to the same criteria specified by an Ordinance of the Ministry of Health,
Labour and Welfare as the medical devices or in-vitro diagnostics listed in the
preceding item (limited to those manufactured at the same manufacturing facility
as any of the manufacturing facilities for medical devices or in-vitro diagnostics
listed in the preceding item (excluding medical devices or in-vitro diagnostics only
specified by an Ordinance of the Ministry of Health, Labour and Welfare from
among the manufacturing processes for such medical devices or in-vitro

diagnostics).

The conformity certificate specified under the preceding paragraph shall be

valid for the term specified by Cabinet Order.

A person whose accreditation has been rescinded or a person who has
received an order for medical devices or in-vitro diagnostics shall promptly return
to the Minister of Health, Labour and Welfare the conformity certificate that
certifies that the methods to control the manufacturing or quality of medical
devices or in-vitro diagnostics comply with the standards specified by an

Ordinance of the Ministry of Health, Labour and Welfare.

13. Designated of Marketing Authorization Holder by Manufacturer of

Foreign Designated Specially controlled Medical Devices



When a manufacturer of foreign designated specially controlled medical
devices receives the accreditation and appoints a holder of marketing authorization
for designated specially controlled medical devices, such marketing authorization
holder may, notwithstanding of the provisions of the same paragraph, market the

items pertaining to such accreditation.

When a manufacturer of foreign designated specially controlled medical
devices has been changed, or a marketing authorization holder appointed pursuant
to the preceding paragraph has been changed, or the name of such person
appointed or other matters prescribed in an Ordinance of the Ministry of Health,
Labour and Welfare have been changed, such manufacturer shall notify the

accredited certification body, providing such notification thereof within 30 days.
14. Handling of pharmaceuticals and Medical devices
14. 1 Label of Poisonous and Deleterious Substances

With regards to a pharmaceutical designated as highly poisonous
(“poisonous substances”), white words depicting the name of the product and the
word “toxin” are to be arranged on a black background, and a white frame

provided on its immediate container or capsule.

With regards to a Pharmaceutical designated as highly deleterious
(“deleterious substances™), red words depicting the name of the product and the
word “Geki (deleterious)” are to be arranged on a white background, and a red

frame provided on its immediate container or capsule.

Poisonous substances or deleterious substances that violate these provisions
shall not be sold, provided, or stored or displayed for the purpose of the sale or

provision thereof,

14.2 Matters to be Described on Immediate Containers of pharmaceuticals



The following matters shall be described on the immediate container or

capsule of a pharmaceutical:
(i) The name and address of the marketing authorization holder

(i) Names defined in the Japanese Pharmacopoeia for drugs listed in the
Japanese Pharmacopoeia, and nonproprietary names for other drugs which have

nonproprietary names;
(iif) Manufacturing number and manufacturing code;
(iv) The quantity of the contents in terms of weight, volume, number, etc

(v) The words "The Japanese Pharmacopoeia" and matters to be printed on
the immediate container or capsule for pharmaceuticals listed in the Japanese

Pharmacopoeia as specified by the Japanese Pharmacopoeia;

(vi) For face to face selling OTC pharmaceuticals, matters specified by an

Ordinance of the Ministry of Health, Labour and Welfare;

(vii) For OTC pharmaceuticals, matters specified by an Ordinance of the
Ministry of Health, Labour and Welfare according to the criteria pursuant to the

provisions of paragraph 1 of Article 36.7;

(viii) For In-vitro diagnostics whose standards are determined under the
provisions of paragraph 3 of Article 41, matters to be printed on the immediate

container or capsule at the standards;

(ix) For pharmaceuticals whose standards are determined under the
provisions of paragraph 1 of Article 42, method for storage, effective life, and
other matters to be printed on the immediate container or capsule with specific

standards;



(x) For pharmaceuticals not listed in the Japanese Pharmacopoeia, the name
of the active components (if available, its nonproprietary name) and its quantity (if
the active components is unknown, its nature and summary of manufacturing
method);

(xi) For a pharmaceutical that is addictive and is specified by the Minister of

Health, Labour and Welfare, the words “Caution; addictive”.

(xii) For pharmaceuticals pursuant to paragraph 1 of the preceding Article as
specified by the Minister of Health, Labour and Welfare, the words “Caution; a

prescription from a physician, etc., is required for use”

(xiii) For pharmaceuticals designated so by the Minister of Health, Labour

and Welfare, the words “Caution; do not use for human body”

(xiv) Expiry dates for a pharmaceutical designated by the Minister of Health,

Labour and Welfare;

(xv) In addition to the provisions of any of the preceding items, matters

specified by an Ordinance of the Ministry of Health, Labour and Welfare.
14.3 Matters to be Described on Package Inserts of Pharmaceuticals

The package inserts, container or capsule of a pharmaceutical (“package
inserts”) shall include the following matters based on the findings obtained from

the latest papers and others pertaining to the pharmaceutical:
(i) Dosage, administration, and other necessary care for use and handling;

(if) Matters specified by the Japanese Pharmacopoeia to be included in

package inserts for pharmaceuticals listed in The Japanese Pharmacopoeia;



(ii1) Matters specified to be included in package inserts for standards for In-
vitro diagnostics whose standards are determined under the provisions of

paragraph 3 of Article 41;

(iv) Matter specified to be included in package inserts for standards for
pharmaceuticals whose standards are determined under the provisions of paragraph
1 of Article 42;

(v) In addition to those listed in the preceding four items, matters specified

by an Ordinance of the Ministry of Health, Labour and Welfare.
14.4 Matters to be Stated on Immediate Containers of Quasi-drugs

The following matters shall be stated on the immediate container or

iImmediate capsule of a quasi-drug:
(i) Name and address of the marketing authorization holder;
(if) The words "quasi-drugs";

(iif) Words specified by an Ordinance of the Ministry of Health, Labour and

Welfare for quasi-drugs pursuant to item (ii) or (iii) of paragraph 2 of Article 2;

(iv) Name (in the case where a nonproprietary name is available, then such

nonproprietary name);
(v) Manufacturing number and manufacturing code;
(vi) The quantity of the contents in terms of weight, volume, number, etc.

(vii) Names of active components s, for quasi-drugs designated by the
Minister of Health, Labour and Welfare (in the case where a nonproprietary name

Is available, then such nonproprietary name) and the quantity thereof;

(viii) For a quasi-drug containing components designated by the Minister of

Health, Labour and Welfare, the names of said components;



(ix) Words “Caution- Do not use on human body”, for those designated so
by the Minister of Health, Labour and Welfare pertaining to quasi-drugs pursuant

to the provisions of item (ii) of paragraph 2 of Article 2;

(x) For a quasi-drug designated by the Minister of Health, Labour and

Welfare, the expiry date for the same;

(xi) Matters designated to be included on the immediate container or
Immediate capsule of a quasidrug with specific standards designated pursuant to

the provisions of paragraph 2 of Article 42;

(xii) In addition to those listed in the preceding eleven items, matters

designated by an Ordinance of the Ministry of Health, Labour and Welfare.
14.5 Matters to be Stated on Immediate Containers of Quasidrugs

The following matters shall be stated on the immediate container or wrapper

of cosmetics:
(i) Name or address of the marketing authorization holder;
(if) Name;
(iii) The manufacturing number or manufacturing code;

(iv) Names of components, for cosmetics containing the components, for

those designated so by the Minister of Health, Labour and Welfare;

(v) Expiry date of use, for cosmetics designated by the Minister of Health,

Labour and Welfare;

(vi) Matters to be designated to be included in the immediate container or
Immediate capsule of cosmetics with specific standards designated pursuant to the

provisions of paragraph 2 of Article 42;



(vii) In addition to those listed in the preceding six items, matters to be
designated by an Ordinance of the Ministry of Health, Labour and Welfare.

14.6 Matters to be Stated on Immediate Containers of Medical Devices

The following matters shall be stated on the medical device itself or its

Immediate container or immediate capsule of cosmetics:
(i) Name and address of the marketing authorization holder;
(if) Name;
(iii) Manufacturing number and manufacturing code;

(iv) The quantity of the contents in terms of weight, volume, number, etc.,

for a medical device designated by the Minister of Health, Labour and Welfare;

(v) Matters to be designated to be included in the immediate container or
iImmediate capsule of a medical device with specific standards for those designated

SO pursuant to the provisions of paragraph 3 of Article 41

(vi) Matters to be designated to be included in the immediate container or
immediate capsule of a medical device with specific standards designated pursuant

to the provisions of paragraph 2 of Article 42

(vii) Expiry date, for a medical device designated by the Minister of Health,
Labour and Welfare;

(viii) In addition to those listed in the preceding seven items, matters to be

designated by an Ordinance of the Ministry of Health, Labour and Welfare;
14.7 Matters to be Indicated on Package Inserts of Medical Devices

The package inserts, container or capsule of a medical device shall indicate
the following matters based on the findings obtained from the latest papers and

others pertaining to such medical device:



(i) Methods of use and other necessary precautions for use and handling

(i) Matters concerning maintenance and inspections for medical devices

designated by the Minister of Health, Labour and Welfare

(iif) For medical devices for which standards have been specified pursuant to
the provisions of paragraph 3 of Article 41, the matters as specified in these

standards to be entered on the package inserts.

(iv) For medical devices for which standards have been specified pursuant to
the provisions of paragraph 2 of Article 42, the matters as specified in these

standards to be entered on the package inserts.

14.8 Matters to be Indicated on Immediate Containers of Regenerative

Medicine Products

On the immediate container or capsule of a regenerative medicine product,

the matters prescribed in the following items shall be indicated:
(i) The name and address of the marketing authorization holder;
(ii) The name;
(iii) The manufacturing number or manufacturing code;

(iv) The label indicating a regenerative medicine product designated by an

Ordinance of the Ministry of Health, Labour and Welfare;

(v) The label indicating a regenerative medicine product approved pursuant
regenerative medicine products to Article 23.25 or Article 23.37, with conditions
and time limits pursuant to the provisions of paragraph 1 of Article 23.26
(including the case applied mutatis mutandis in paragraph 5 of Article 23.37),
designated by the Ordinance of the Ministry of Health, Labour and Welfare;



(vi) For regenerative medicine products designated by the Minister of
Health, Labour and Welfare, the quantity of the contents in terms of weight,

volume, number, etc.:

(vii) For regenerative medicine products with specified standards pursuant to
the provisions of paragraph 3 of Article 41, matters to be indicated on the

Immediate container or capsule for such standards.

(viii) For regenerative medicine products with specified standards pursuant
to the provisions of paragraph 1 of Article 42, matters to be indicated on the

Immediate container or capsule for such standards.
(ix) The expiry date
(x) In addition to those listed in the preceding nine items, matters specified

by an Ordinance of the Ministry of Health, Labour and Welfare.

14.9 Matters to Be Indicated on Package Inserts of Regenerative Medicine

Products

The package inserts, container or capsule of a regenerative medicine product
shall indicate the following matters based on the findings obtained from the latest

papers and others pertaining to such regenerative medicine product:

(i) Dosage, administration, directions, or other necessary precautions for use

and handling;

(if) Matters prescribed by an Ordinance of the Ministry of Health, Labour
and Welfare;

(ii) For regenerative medicine products with specified standards pursuant to
the provisions of paragraph 3 of Article 41, matters to be indicated on the package

inserts for such standards.



(iv) For regenerative medicine products with specified standards pursuant to
the provisions of paragraph 1 of Article 42, matters to be indicated on the package

inserts for such standards.

(v) In addition to those listed in the preceding four items, matters specified

by an Ordinance of the Ministry of Health, Labour and Welfare.
15. Handling of Designated Substances

Any designated substances shall not be manufactured, imported, sold,
provided, owned, purchased, or received, or used for any purposes other than
medical practices of diagnosis, treatment or prevention of diseases or those not
causing any risk of health hazards to the human body as specified by an Ordinance
of the Ministry of Health, Labour and Welfare.

No person shall provide advertisement concerning designated substances put
In newspapers or magazines directed for medical professionals (referring to
medical professionals or persons engaged in the study of natural science)
concerned with medical and pharmaceutical matters or natural science other than
the case where the advertisement is principally placed targeting those using such

designated substances for medical purposes.
16. Advertisement of pharmaceuticals

No person shall, explicitly or implicitly, advertise, describe or circulate false
or exaggerated statements regarding the name, manufacturing process, efficacy and
effects or performance of pharmaceuticals, quasi-drugs, cosmetics, medical devices

or regenerative medicine products.

No person shall use statements or diagrams suggesting criminal abortion, or
any obscene statements or diagrams in connection with pharmaceuticals, quasi-

drugs, cosmetics, medical devices or regenerative medicine products.



With regard to the advertisement of pharmaceuticals or regenerative
medicine products specified by Cabinet Order which are intended for use in the
cure of cancer or other designated diseases laid down by an Ordinance of the
Ministry of Health, Labour and Welfare and for which use not under the direction
of physicians or dentists is likely to be highly dangerous, necessary measures for
maintaining the appropriate use of such pharmaceuticals or regenerative medicine
products, such as restriction of the means of advertising to ordinary people other
than persons concerned with medical and pharmaceutical affairs, may be provided
for by Cabinet Order.

No person shall advertise the name, manufacturing process, efficacy and
effects or performance of pharmaceuticals or medical devices, or regenerative

medicine products which have not yet been approved pertaining to accreditation.



Luat vé dam bao chat lwgng, hiéu qua va an toan cia cac san
pham bao gom dwec pham va thiét bi y té Nhat Ban

Muyc dich cta Luat nay 1a dam bao chat lwong, hiéu qua va su an toan cua
dugc pham, ban dugc pham, my pham, thiét bi y té, san pham thudc tai tao (“duoc
pham” noi chung), cung cap sy kiém soét can thiét dé ngin ngira Sy Xuat hién hoic
lay lan cua cac moi nguy ddi véi siac khoe va vé sinh cong dong do sir dung céc
dugc pham d6, thuc hién cac bién phap chdng lai cac chat duoc chi dinh, va cai
thién stic khoe va vé sinh cong dong bang céch thuc hién cac bién phéap can thiét
dé thuc day nghién cau va phat trién dugc pham, thiét bi y té va cac san pham y

hoc tai tao, co vai tro dac biét quan trong dbi trong thuc tién nganh y té.
1. Trach nhiém ciia Ngwoi diéu hanh kinh doanh lién quan dén dwoc pham

Mot nguoi hoat dong kinh doanh tiép thi, san xuat (bao gom ca déng goi
lai), ban, cho thué hoic sta chita duoc pham, mot ngudi da co gidy phép (“chu
hiéu thudc”) hodc cha sé hitu bénh vién hodc phong kham, hoic y té co s cho
dong vat nudi cho nguoi (dé cap dén mot co s¢ y té) va bao gom ca dija chi cua
ngudi khién béc si tha y chi hanh nghé thude cho dong vat nudi cho ngudi khi dén
tham chiing) phai c6 gang trao do6i thong tin giita cac co s y té va thuc hién cac
bién phap can thiét dé dam bao chit luong, hiéu qua va do an toan cua dugc pham,
va ngin ngira Su Xuat hién hoac lay lan cua cac méi nguy hai cho stc khoe do sir

dung cac loai duoc pham do.
2. Gidy phép san xuét

Bat ky ngudi nao chua cé gidy phép san xuat duoc pham, ban dwoc pham
hoiac my pham s& khong dugc tham gia kinh doanh san xuat loai dugc pham, ban

dugc pham hoic my pham tuong Gng.



Gidy phép theo quy dinh tai noi trén s& dugc Bo truong Bo Y té, Lao dong
va Phuc lgi Nhat Ban cap cho mdi co sé san xuit theo céc tiéu chi duoc quy dinh
trong Phap Iénh caa Bo Y té, Lao dong va Phuc loi.

Gidy phép sé& hét hiéu luc khi hét thoi han khéng dudi 3 nim do Sic lénh
quy dinh trir khi duoc gia han vao mdi thoi diém do.

Trong mdt trong cac truong hop sau, gidy phép cé thé khong duogc cap:

- Khi cdu trac va co s& vat chat cua co sé san xuat khdng tuan tha céc tiéu
chuan dugc quy dinh boi Phép 1énh caa Bd Y té, Lao dong va Phuc loi.

- Khi ngudi ndp don tuwong ung véi bat ky tir (a) dén (f) nao trong muc (iii)
cia Diéu 5.

Trong truong hop Bo truong Bo Y té, Lao dong va Phic loi nhan duoc don
xin cap phép hoic don xin gia han gidy phép, Bo trusng Bo Y té, Lao dong va
Phuc loi s& tién hanh kiém tra tai chd hoac dua trén tai liéu dé xac minh su phu
hop.

Khi mot nguoi di nhan duogc gidy phép co ¥ dinh thay doi hoac bo sung céc
tiéu chi cho gidy phép lién quan dén co s& san xuat, nguoi d6 s& nhan duoc gidy
phép trBo trueng BO Y té, Lao dong va Phic loi.

3. Cong nhan caa cac nha san xuat dwec pham nuwéc NGoAi

M6t nha san xuit nude ngoai co ¥ dinh san xuat dugc pham, ban duoc pham
va my pham xuat khau sang Nhat Ban (“nha san xuat dugc pham nudc ngoai”) cé
thé duoc Bo truong Bo Y té, Lao dong va Phuc lgi Nhat Ban cong nhan.

Viéc cong nhan s& duoc cung cap cho mdi co sd san xuat phd hop vai cac
tiéu chi dugc quy dinh bai Phép 1énh ciia Bo Y té, Lao dong va Phuc loi.

4. Phé duyét tiép thi cho dwoc pham dwec san xuit & nwéc ngoai



Khi mot nguoi chi dinh dugc pham, ban dugc pham hoic my pham & nuéc
ngoai nop don cho Bo trudng Bo Y té, Lao dong va Phic lgi dé dugc pham, ban
dugc pham hoac my pham duoc xuat khau sang Nhat Ban, Bo truong Bo Y té, Lao
dong va Phuic loi s& c6 thé cap chap thuan cho nguoi c6 gidy phép luu hanh ddi véi
dugc pham, ban duoc pham hoic my pham do nguoi d6 chi dinh theo cac quy dinh

tai khoan 3 cho tirng mat hang do.

Khi ngudi ndp don bi huy bo todn bo hodc mot phan phé duyét va chua hét
3 nam ké tir ngay bi bai bo, Bo truong Bo Y té, Lao dong va Phlc lgi c6 thé chon

khdng tiép tuc chap thuan.

Nguoi co y dinh xin phé duyét phai chi dinh ngudi ¢ gidy phép luu hanh
cho dugc pham, ban dwoc pham hoic my pham (gidi han d6i véi nhitng ngudi da
c6 gidy phép luu hanh cho don ding ky theo céc tiéu chi cho mit hang d6) dé yéu
cau ngudi do6 thyc hién cac bién phap ngan ngira sy Xuat hién cua cac méi nguy doi
Véi stiric khoe cong dong va vé sinh do dugc pham, ban duoc pham hoic my pham

lién quan dén phé duyét do gay ra.

Nguoi ¢6 gidy phép luu hanh cho duoc pham (duoc goi 13 “ngudi nudc
ngoai duoc chi dinh phé duyét dic biét cho duoc pham), ban dugc pham hoic my
pham da dugc ngudi nhan phé duyét chi dinh (duoc goi 14 nha san xuat nuéc
ngoai dugc chi dinh c6 phé duyét tiép thi cho thiét bi y té ) C6 thé tiép thi cac mit
hang lién quan dén phé duyét do.

5. Théng bao cho nha san xuat nwéc ngoai dwoc chi dinh thay thé c6 phé
duyét tiép thi cho dwec pham

Khi mot cha s¢ hitu nude ngoai duoc chi dinh phé duyét dic biét dbi voi
dugc pham da thay doi nha san xuat nuéc ngoai dugc chi dinh c6 giay phép luu

hanh cho dugc pham, hoic khi c6 su thay d6i ten cta nha san xuit nudc ngoai



duoc chi dinh c6 gidy phép luu hanh cho dugc pham hoic cac van dé khac theo
Phap Iénh cua BO Y té, Lao dong va Phuc lgi Nhat Ban, ngudi phé duyét cho biét
s& théng bao cho Bo truong Bo Y té, Lao dong va Phic loi vé viéc do6 trong vong

30 ngay.
6. Phé duyét dic biét cho dwec pham dwgc san xuit & nwéc ngoai

Khi ngudi nop don xin phé duyét theo Dicu 19.2 ddi véi mot nha san xuét
nude ngoai dugc chi dinh c6 giay phép tiép thi cho dugc pham trén thi truong duoc
pham do Sac lénh quy dinh, cac quy dinh cia Diéu tuong ty s& duoc ap dung Voi
nhitng stra d6i phd hop. Nha san xuat nude ngoai duoc chi dinh c6 phé duyét tiép

thi cho dugc pham c6 thé tiép thi cac mit hang dé dugc phé duyét.
7. Ping Ky cac nha san xuat nwéc ngoai cho cac thiét biy té

Mot nguoi co ¥ dinh san xuat thiét bi y té hoac thiét bi chan doan trong dng
nghiém & nuéc ngoai dugc xuat khau sang Nhat Ban (dwoc goi 1a “nha san xuat
thiét bi y té nuéc ngoai”) c6 thé nhan dugc dang ky tir Bo truong Bo Y té, Lao

dong va Phuc loi cho mdi co sé san Xuat.
8. Cap giay chirng nhan hop quy

Khi Bo trudng Bo Y té, Lao dong va Phuc loi thira nhan rang, tir két qua c
thanh tra, cac phuong phap kiém soat viéc san xuat hoic chat luong thiét bj y té
hodc chan doan trong 6ng nghiém lién quan dén viéc phé duyét dap ung céc tiéu
chuan theo Phap Iénh cua Bo vé Y té, Lao dong va Phic loi, Bo truong B Y té,
Lao dong va Phuc loi s& cap chiing chi hop quy dé chiing nhan rang cac thiét bi y

té hoic thiét bi chan doan trong dng nghiém phd hop véi cac tiéu chuan do.

(i) Thiét bi y té hoac chan doan trong 6ng nghiém lién quan dén viéc phé

duyét



(ii) Thiét bi y té hozc thiét bi chan doan trong 6ng nghiém duoc tiép thi bai
hodc du dinh tiép thi bai mot ngudi dd nhan dugc hodc dy dinh nhan duoc phé
duyét, co cung tiéu chi duoc quy dinh boi Phéap 1énh cua Bo Y té, Lao dong va
Phic loi nhu thiét bi y té hodc thiét bi chan doan trong 6ng nghiém duoc liét ké
trong muc trudc (gioi han ddi vai nhitng thiét bi duoc san xut tai ciing mot co s
san xuat voi bat ky co s san xuat thiét bi y té hoic chan doan trong 6ng nghiém
nao dugc liét ké trong muc trude (khong bao gdom thiét bi y té hodc chan doan
trong 6ng nghiém) chi duoc quy dinh bai mot Sac Iénh cua Bo Y té, Lao dong va
Phuc lgi cing mot doan trong sb cac quy trinh san xuat céc thiét bi y té hodc chan

doan trong 6ng nghiém do;
Giay chang nhan hop quy sé ¢6 hiéu luc trong thoi han do Noi cac quy dinh.

Nguoi bi hay bo gidy phép hoic nguoi dd nhan dugc Lénh thiét bi y té hoic
thiét bi chan doan trong 6ng nghiém phai nhanh chéng gui lai cho Bo trusng Bo Y
té, Lao dong va Phuc loi cing véi chang chi phi hop duoc cap chiing nhan ring
cac phuong phap kiém soat viéc san xuat hoic Chat luong cua thiét bj y té hoac
chan doan trong dng nghiém phu hop véi céc tiéu chuan duoc quy dinh bai Phép

lénh cua Bo Y té, Lao dong va Phuc loi.

9. Thong bao cho ngwoi dwoc chi dinh thay thé phé duyét tiép thi cho cac thiét

bi y té dwoc san xuit & nwéc ngoai

Khi chu s hitu nuéc ngoai duoc chi dinh phé duyét dac biét doi véi trang
thiét bi y té da thay d6i nha san xuat nudc ngoai duoc chi dinh phé duyét luu hanh
cho trang thiét bi y t& hoac khi c6 su thay ddi tén ctia nha san xuat nudc ngoai dugc
chi dinh c6 phé duyét tiép thi d6i véi trang thiét bi y té hoidc cac van dé khac do
mot Phap Iénh cua Bo Y té, Lao dong va Phic loi, nguoi phé duyét cho biét s&
thong bao cho Bo truéng Bo Y té, Lao dong va Phuc loi vé viéc do trong vong 30

ngay.



10. Phé duyét diic biét cho céc thiét bi y té dwec san xuat ¢ nwéc ngoai

Khi ngudi ndp don xin phé duyét ¢ y dinh c6 mot nha san xuat nudce ngoai
duoc chi dinh c6 phé duyét tiép thi cho thiét bi y té thi truong thiét bi y té hoic
chan doan trong 6ng nghiém do Sic lénh quy dinh theo cac quy dinh tai khoan 1
Diéu 23.2.8.

M6t nha san xuat nude ngoai dugc chi dinh ¢ phé duyét luu hanh cho cac
thiét bi y té nhu duoc chi dinh trong doan trén co thé tiép thi cac mat hang lién

quan dén phé duyét.
11. Ching nhan cho Tiép thi Thiét bi y té thudc dién kiém soat dic biét

Mot ngudi cé ¥ dinh tiép thi cac thiét bi y té thudc diénthudc dién kiém soat
dic biét, thiét bi y té duoc kiém soat hoic chan doan trong dng nghiém véi cac tiéu
chuan cu thé do Bo truéng B Y té, Lao dong va Phuc loi chi dinh (“thiét bi y té
thuoc dién kiém soat dic biét dugc chi dinh”) hoic mét ngudi san xuat dugc chi
dinh kiém soat dic biét thiét bi y té duoc xuat khau sang Nhat Ban & nuéc ngoai
(“nha san xuat thiét bj y té thuoc dién kiém soét dic biét dugc chi dinh cia nudc
ngoai”) va du dinh c6 nguoi dugc ty quyén tiép thi dé tiép thi duoc chi dinh Thiét
bi y té thudc dién kiém soat dic biét s& nhan duoc su cdng nhan cho tiing mat hang
d6 boi mot nguodi da duge ching nhan tiép thi bai Bo truong Bo Y té, Lao dong va
Phuc loi (“t6 chtc ching nhan dugc ¢éng nhan™), theo cac quy dinh cia Phap énh

cta B Y té, Lao dong va Phuc loi Nhat Ban.

Trong mét trong cac trudng hop sau, té chic ching nhan dugc cdng nhan sé
khong cap phé duyét:

- Khi nguoi nop don (khong bao gdm nha san xuat thiét bi y té thuoc dién

kiém soat dic biét do nude ngoai chi dinh) khdng nhan duoc gidy phép.



- Khi nguoi nop don (chi gidi han & nha san xuat thiét bi y té thuoc dién
kiém soat dic biét cua nudc ngoai) khdng nhan duoc gidy phép (chi gisi han ¢ gidy
phép phu hop véi loai mat hang duoc &p dung) va khéng chi dinh ngudi c6 giy

phép luu hanh nhan gidy phép do.

- Khi co s& san xuat san xuét thiét bj y té thudc dién kiém soat dic biét duoc

chi dinh lién quan dén don diang ky khong nhan duoc dang ky.

- Céc thiét bj y té duoc chi dinh thudc dién kiém soat dic biét lién quan dén
cac don xin phé duyét khong dap tng cac tiéu chuan duoc quy dinh trong Pao luat
nay.

Khi céc thiét bj y té thuoc dién kiém soat dic biét duoc chi dinh lién quan
dén don xin phé duyét 1a nhiing thiét bi dugc Sac Iénh quy dinh va cic phuong
phap kiém soét viéc san xuat hoic chat luong cua cac thiét bi d6 dugc phat hién 1a
khong dap ung cac tiéu chuan nhu quy dinh trong Phap Iénh cua Bo Y té, Lao dong

va Phuc loi.
12. Cap giay ching nhan hep quy

Khi t6 chic chiing nhan duoc cdng nhan thira nhan rang, do két qua cua viéc
Kiém tra, cac phuong phap kiém soat viéc san xuat hoac chat luong thiét b y té
hodc chan doan trong ong nghiém dé phé duyét dap tng cac tiéu chuan theo Phap
lénh cua Bo Y té, Lao dong va Phic lgi, B truong B Y té, Lao dong va Phic loi
s& cap ching chi hop quy dé chung nhan rang cac thiét bi y té hoic thiét bi chan

doan trong 6ng nghiém phi hop vai céc tiéu chuan do.

(i) Céc thiét bi y té hodc chan doéan trong 6ng nghiém lién quan dén phé
duyét

(ii) Céc thiét bi y té hoac thiét bi chan doan trong 6ng nghiém duoc tiép thi

boi hoac du dinh tiép thi bai mot nguodi dd nhan hodc dy dinh duoc cdng nhan,



thudc cung cac tiéu chi duoc quy dinh boi Phap lénh cia Bo Y té, Lao dong va
Phic loi nhu thiét bi y té hodc thiét bi chan doan trong dng nghiém duoc liét ké
trong muc trudc (gidi han dbi véi nhitng thiét bi duoc san xuat tai cing mot co sé
san xuat voi bat ky co s san xuat thiét bi y té hoic chan doan trong éng nghiém
nao dugc liét ké trong muc trude (khong bao gdm thiét bi y té hodc chan doan
trong 6ng nghiém) chi duoc quy dinh bai Phap 1énh caa Bo Y té, Lao dong va
Phic loi trong sé cac quy trinh san xuat thiét bi y t& hoic chan doan trong 6ng

nghiém).

Gidy chiing nhan hop quy duoc chi dinh theo doan trén s& c6 hiéu luc trong

thoi han do Sac 1énh quy dinh.

Mot nguoi dd bi huy boé ¢éng nhan hoic mot ngudi da nhan dugc Lénh thiét
bi y té hoic thiét bi chan doan trong 6ng nghiém phai nhanh chéng nop lai cho Bo
truong Bo Y té, Lao dong va Phic loi gidy ching nhan phl hop xéac nhan rang cac
phuong phap kiém soat viéc san xuat hoidc chat lwong cua thiét bi y té hodc chan
doan trong ong nghiém tuan thu cac tiéu chuan dugc quy dinh bai Phap Iénh caa

Bo Y té, Lao dong va Phuc loi.

13. Viéc chi dinh Ngwoi dwoc cap Uy quyén Tiép thi béi Nha san xuat Thiét bi

Y té thudc dién Kiém soat Pic biét Chi dinh ciia Nwéc ngoai

Khi nha san xuét thiét bi y té thuoc dién kiém soat dic biét duoc chi dinh
ctia nuwdc ngodi nhan duoc sy céng nhan va chi dinh ngudi nam gitr gidy phép luu
hanh cho céc thiét bi y té thuoc dién kiém soat dic biét duoc chi dinh, ngudi co
gidy phép luu hanh d6 c6 thé tiép thi cac mat hang lién quan dén su cdng nhan do.

Khi nha san xuat thiét bi y té thudc dién kiém soét dac biét do nudc ngoai
chi dinh da duoc thay doi, hodc chu sé hiru uy quyén tiép thi duoc chi dinh theo

doan trén da bi thay d6i, hoic tén ctia ngudi d6 dugc chi dinh hoic cac van dé khac



duoc quy dinh trong Phap Iénh caa Bo Y té, Lao dong va Phic loi da dugc thay
di, nha san xuat d6 phai théng bao cho té chuc ching nhan duoc cong nhan, cung

cap thong bao nhu vay trong vong 30 ngay.
14. Xir Iy dwoc pham va thiét bi y té
14. 1. Nhan cia céc chat dc va chit co hai

Lién quan dén duoc pham duoc chi dinh 1a c6 doc tinh cao (“chat doc”), cac
tir traing md ta tén cua san pham va tir “doc t6” s& duoc sdp xép trén nén den va co
khung mau trang trén hop dung hoic vién nang truc tiép cia no .

Lién quan dén Duoc pham duoc chi dinh 14 rat nguy hiém (“chét c6 hai”),
cac tir mau do mo ta tén cua san pham va tir “Geki (c6 hai)” phai duoc sap xép trén
nén trang va khung mau do dugc cung cap truc tiép hop dung hoic vién nang.

Cac chat doc hoic cac chat c6 hai vi pham cac quy dinh nay s& khong duoc
ban, cung cap, luu trit hodc trung bay dé phuc vu muc dich ban hoic cung cip
chang.

14.2 C4c van dé can dwoc mo ta trén cac hop chira dwgc pham truc tiép

CA4c van dé sau day s& dugc md ta trén bao bi hoic vién nang truc tiép caa
dugc pham:

(i) Tén va dia chi cua don vi dugc uy quyén tiép thi;

(i) Tén dugc xac dinh trong Duoc dién Nhat Ban cho cac thude duoc liét ké
trong Duoc dién Nhat Ban va tén khong doc quyén cho cac loai thudc khéc co tén
khong doc quyén;

(iii) SO san xuat va ma san Xuat;

(iv) S6 luong caia noi dung vé trong luong, thé tich, sé luong, v.v;



(v) Dong chir "Dugc dién Nhat Ban" va nhiing van dé can in trén bao bi
hodc vién nang dung ngay cho duoc pham dugc liét ké trong Duge dién Nhat Ban

theo quy dinh ciia Dugc dién Nhat Ban;

(vi) Déi véi viéc ban duoc pham OTC tryc tiép, cac van dé dugce quy dinh

boi Phép 1énh cua Bo Y té, Lao dong va Phac loi;

(vii) Pdi voi duge pham OTC, cc van dé duge quy dinh bai Phap 1énh caa
Bo Y té, Lao dong va Phuc loi theo céc tiéu chi theo quy dinh tai khoan 1 Biéu
36.7;

(viii) Ddi véi céc chan doan trong dng nghiém c6 tiéu chuan duge xac dinh
theo quy dinh tai khoan 3 Biéu 41, cac van dé can duogc in trén hop hoic vién nang

truc tiép tai cac tidu chuan:

(ix) DP6i véi duoc pham cd tiéu chuan duge xac dinh theo quy dinh tai khoan
1 Piéu 42, phuong phap bao quan, thoi han sir dung va cac van dé khac duogc in

trén bao bi hodc vién nang truc tiép vai céc tidu chuan cu thé;

(x) B6i voi duge pham khong duoc liét ké trong Duge dién Nhat Ban, tén
ctia cac thanh phan hoat chat (néu co, tén khéng doc quyén cia nd) va sé luong cua
nd (néu céc thanh phan hoat chat khong rd, ban chat cia n6 va tom tit phuong
phap san xuat);

(xi) Pbi v6i duge pham gay nghién va dugc Bo truong Bo Y té, Lao dong va
Phuc loi quy dinh cac cum tr “Than trong; gay nghién ”.

(xii) Bdi voi duge pham theo khoan 1 cia Diéu trude d6 do Bo truong Bo Y
té, Lao dong va Phuc lgi quy dinh, céc tir “Than trong; can phai c6 don cta bac si,
v.v., khi sur dung ”

(xiii) Ddi v6i duge pham do Bo truong Bo Y té, Lao dong va Phic loi chi

dinh, cac tir “Than trong; khong st dung cho co thé con ngudi ”



(xiv) Ngay hét han cua dugc pham do Bo truong Bo Y té, Lao dong va Phlc

loi chi dinh;

(xv) Ngoai cac quy dinh cia bat ky muc nao trén day, cac van dé duoc quy

dinh bai Phap Iénh cia Bo Y té, Lao dong va Phuc loi.
14.3 CAc van dé dwgc md ta trén To hwéng din sic dung cia dwec pham

To huong dan sir dung, hop dung hoic vién nang cua dwoc pham (“To
huéng dan sir dung”) phai bao gdm nhitng van dé sau ddy dua trén nhitng phét hién
thu dugc tir cac bai nghién ciru moi nhat va nhitng hang hoéa khac lién quan dén
dugc pham:

(i) Liéu lugng, cach dung va cac luu y can thiét khac dbi véi viéc sir dung va
xu ly;

(ii) Cac van dé duoc Dugc dién Nhat Ban quy dinh dé dua vao to hudng dan
st dung thude ddi véi cac duge pham duoc liét ké trong Duogc dién Nhat Ban;

(iii) Cac van dé duoc chi dinh bao gém trong to huéng dan dong goi ddi véi
cac tiéu chuan chan doan trong dng nghiém ma tiéu chuan duoc xac dinh theo quy
dinh tai khoan 3 Biéu 41 cua Dao luat nay;

(iv) Céc chat duoc chi dinh dé c6 trong to hudng dan s dung thudc tiéu
chuan cho dugc pham c6 tiéu chuan dugc xac dinh theo quy dinh tai khoan 1 Biéu
42:

(v) Ngoai nhiing van dé duoc liét ké trong bon muc trén, nhiing van dé duoc
quy dinh bai Sac lénh cia Bo Y té, Lao dong va Phuc loi.

14.4 CAc van dé phai dwec ghi rd trén bao bi truc tiép ciia ban dwoc pham

C4c van dé sau day phai duoc ghi trén bao bi tryc tiép hoic vo nang cia béan

dugc pham:



(i) Tén va dia chi cua nguoi/ don vi dugc ty quyén tiép thi;

(ii) Cum tir “ban dugc pham”;

(iii) C4c tir dugc quy dinh bai Phap 1énh cua Bo Y té, Lao dong va Phic loi
cho ban duoc pham theo muc (i) hoac (iii) cua khoan 2 Diéu 2;

(iv) Tén (trong trudng hop co tén khong doc quyén thi tén khong doc quyén
do);

(v) S san xuat va ma san xut;

(vi) S6 luong ciia noi dung vé trong luong, thé tich, sé lugng, v.v.

(vii) Tén cua cé4c thanh phan hoat chat, ddi véi ban duoc pham do B trudng
Bo Y té, Lao dong va Phuc loi chi dinh (trong trudng hop co tén khong doc quyén
1a tén khong doc quyén do) va sd luong cia ching;

(viii) Di vé6i ban dugc pham chia céc thanh phan do Bo truéong Bo Y té,
Lao dong va Phic loi chi dinh, tén cta cac thanh phan nay;

(ix) Cac cum tir “Than trong- Khéng sur dung trén co thé nguoi”, ddi véi
nhitng ngudi duoc B truong Bo Y té, Lao dong va Phic loi chi dinh lién quan dén
ban duoc pham theo quy dinh tai muc (ii) khoan 2 Diéu 2;

(x) Ddi véi ban dugc pham do Bo truang Bo Y té, Lao dong va Phic lgi chi
dinh, han st dung tuong tu;

(xi) Céc van dé duoc chi dinh bao gém trén vat chua truc tiép hoic vién
nang ban dwoc pham tryc tiép vai céc tiéu chuan cu thé dugc chi dinh theo quy
dinh tai khoan 2 Diéu 42;

(xii) Ngoai nhitng van dé duoc liét ké trong mudi mot muc trude, nhitng van
dé dugc chi dinh bai Sac 1énh cua Bo Y té, Lao dong va Phuc loi.

14.5 C4c van dé phai dwoc néu rd trén cac thuing chira truc tiép cia my pham



Nhitng van dé sau day phai duoc ghi trén bao bi hoac hop dung truc tiép cua
my pham :

(i) Tén hoic dia chi cia ngudi/ don vi duoc uy quyén tiép thi;

(ii) Tén;

(iii) S6 san xuat hoic ma san xuat;

(iv) Tén cua cac thanh phan, d6i véi my pham c6 chaa cac thanh phan, doi
vé6i nhirng thanh phan dugc Bo trudng B Y té, Lao dong va Phuc loi chi dinh;

(v) Han st dung d6i voi my pham do Bo truong Bo Y té, Lao dong va Phiic

loi chi dinh;

(vi) Cac van dé duoc chi dinh phai dugc ghi rd trén vo hop dung truc tiép
hodc vo nang cua my pham vai cac tieu chuan cu thé duoc chi dinh theo quy dinh
tai khoan 2 Diéu 42;

(vii) Ngoai nhiing van dé duoc liét ké trong sau muc trén, cac van dé khac s&

duoc chi dinh boi Sac 1énh caa Bo Y té, Lao dong va Phuc loi.

14.6 Céac van d@é phai dwoc néu rd trén cac thing chwra truc tiép ciaa thiét biy

te

C4c van dé sau day phai duoc ghi trén chinh trang thiét bi y té hoac vo hop

tryc tiép hodc vién nang my pham:
(i) Tén va dija chi cua nguoi duoc uy quyén tiép thi;
(ii) Tén:
(iii) S6 san xuat va ma san Xuat;
(iv) S luong noi dung vé trong lugng, thé tich, sb luong, v.v. d6i vai trang

thiét bi y té do Bo truong Bo Y té, Lao dong va Phic lgi chi dinh;



(v) Céc van dé can dugc chi dinh dé c6 trong hop chira truc tiép hoic vién
nang tuc thi caa thiét bi y té voi cac tiéu chuan cu thé cho nhimg nguoi duoc chi
dinh theo quy dinh tai khoan 3 Piéu 41.

(vi) Cac van dé duoc chi dinh phai dugc ghi rd trén vo hop dung truc tiép
hodc vo nang cua my pham vai cac tiéu chuan cu thé duoc chi dinh theo quy dinh
tai khoan 2 Diéu 42.

(vii) Han str dung dbi véi thiét bi y té do Bo truong Bo Y té, Lao dong va
Phuc lgi chi dinh;

(viii) Ngoai nhitng van dé duoc liét ké trong bay muc trén, nhiing van dé

duoc chi dinh boi Sac Iénh cia Bo Y té, Lao dong va Phic loi;

14.7 C4c van dé phai dwoc ghi rd trén to hwong dan sir dung cia thiét bj

y té

Trén to huéng dan sir dung, vo hop dung hoic vién nang caa trang thiét bj y
té phai ghi rd nhitng van dé sau day dua trén nhiing phat hién thu duoc tir cac tai
liéu méi nhat va cac tai liéu khac lién quan dén trang thiét bi y té do:

(i) Phuong phap st dung va cac bién phap phong ngira can thiét khac dé sir
dung va xtr ly;

(i) Cac van dé lién quan dén bao tri va kiém tra céac thiét bi y té do Bo
trudng Bo Y té, Lao dong va Phdc loi chi dinh;

(iii) Di véi cac trang thiét bi y té ma céac tiéu chuan da duoc quy dinh theo
cac quy dinh tai khoan 3 Biéu 41, c4c van dé nhu quy dinh trong cac tiéu chuan

nay phai duoc ghi trén to hudng dan st dung;



(iv) D6i vai cac trang thiét bi y té ma céc tiéu chuan da duoc quy dinh theo
cac quy dinh tai khoan 2 cua Diéu 42, cic van dé nhu quy dinh trong céc tiéu
chuan nay phai duoc ghi trén to huéng dan sir dung.

14.8 Céac van dé phai dwoc ghi rd trén thung chira truc tiép cia san pham
thuéc tai tao

Trén hop dung hoac vién nang truc tiép ciia mot san pham thudc téi tao, cac
van dé dugc quy dinh trong cc muc sau day sé& duoc ghi ro:

(i) Tén va dia chi cua nguoi duoc uy quyén tiép thi;

(i) Tén;

(iii) S6 san xuat hozc ma san Xuat;

(iv) Nhan thé hién day 1a san pham thudc tai tao duoc chi dinh boi Phap Iénh
cua B Y té, Lao dong va Phuc loi;

(v) Nhan thé hién day 1a san pham thudc tai tao duoc phé duyét theo san
pham thuéc tai tao theo Diéu 23.25 hogc Diéu 23.37, véi cac diéu kién va thoi han
theo quy dinh tai khoan 1 DPiéu 23.26 (bao gom ca truong hop duoc ap dung nhiing
stra doi phu hop tai khoan 5 Piéu 23.37 ), dugc chi dinh bai Phap Iénh cia Bo Y
té, Lao dong va Phuc lgi Nhat Ban:

(vi) P6i véi cac san pham thubc tai tao do Bo truong Bo Y té, Lao dong va
Phc loi chi dinh, sé lugng cac ham lugng vé trong luong, thé tich, sé luong, v.v

(vii) B4i véi cac san pham thudc tai tao véi cac tieu chuan cu thé theo quy
dinh tai khoan 3 Biéu 41, cac van dé can duoc ghi trén bao bi truc tiép hoic vo

vién nang theo tiéu chuan cu thé;



(viii) Dbi véi cac san pham thudc tai tao véi cac tiéu chuan cu thé theo quy
dinh tai khoan 1 Biéu 42, cac van dé can duoc ghi trén bao bi truc tiép hoic vo
vién nang theo tiéu chuan cu thé;

(ix) Ngay hét han;

(x) Ngoai nhitng diéu dugc liét ké trong chin muc trén, nhitng van dé khéc
duoc quy dinh bai Sac 1énh cia B Y té, Lao dong va Phuc loi.

14.9 CAc véan dé phai dwec ghi rd trén bao bi cia cac san pham thuéc phuc hdi

Bao bi, hop dung hoic vién nang cia mot san pham thudc tai tao phai chi ra
nhitng van dé sau day dwa trén nhitng phét hién thu duoc tir cc nghién ctu mai
nhat va nhitg hang hoa khac lién quan dén san pham thuéc téi tao do:

(i) Liéu luong, cach dung, hudng dan hoic cac bién phép phong ngira can
thiét khac dé str dung va xu Iy;

(ii) Cac van dé do Phap lénh cia Bo Y té, Lao dong va Phic loi quy dinh;

(iii) B4i vé6i cac san pham thudc tai tao véi cac tidu chuan cu thé theo quy
dinh tai khoan 3 Piéu 41, cac van dé can dugc ghi trén to hudng dan sir dung theo
tiéu chuén cu thé;

(iv) Ddi véi cac san pham thudc tai tao véi céc tidu chuan cu thé theo quy
dinh tai khoan 1 Piéu 42, cic van dé can duoc ghi trén to huéng dan sir dung theo
tiéu chuén cu thé;

(v) Ngoai nhiing van dé duoc liét ké trong bon muc trén, nhiing van dé duoc
quy dinh bai Sac 1énh caa Bo Y té, Lao déng va Phuc loi.

15. Xir ly c&c chat dwec chi dinh
Bat ky chat dugc chi dinh nao sé khong dugc san xuat, nhap khau, béan, cung

cap, so hitu, mua hoac nhan hoic sir dung cho bat ky muc dich nao khac ngoai thuc



hanh y té dé chan doan, diéu tri hoac phong ngira bénh tat hodc nhiing chat khéng
gay ra bt ky nguy co nao nguy hiém cho stc khoe con ngudi co quan theo quy

dinh caa Phap lIénh cua Bo Y té, Lao dong va Phuc loi.

Khéng ai duoc cung cap quang céo lién quan dén céc chat dugc chi dinh
dang trén bao hodc tap chi danh cho cac chuyén gia y té (dé cap dén céc chuyén gia
y té hoic nhimg nguoi tham gia nghién ciu khoa hoc tu nhién) lién quan dén cac
van dé y té va dugc pham hoic khoa hoc ty nhién trir trudng hop quang céo 1a cha
yéu duoc dat nham vao nhiing nguoi sir dung cac chat duoc chi dinh nhu vay dé

phuc vu muyc dich y té.
16. Quang cao dugc pham

Khéng ai duoc phép quang cao, md ta hoic luu hanh nhiing tuyén b sai
léch hoic phong dai vé tén, quy trinh san xuat, hiéu qua va tac dung hoac hiéu suét
cia duoc pham, ban duoc pham, my pham, thiét bi y té hoic cac san pham thudc

tai tao.

Khong ai duoc sir dung cac tuyén bb hoic so d6 goi y toi pham pha thai,
hodc bat ky tuyén bd hoic so do tuc tiu nao lién quan dén duoc pham, ban dugc

pham, my pham, thiét bi y té hoic cac san pham thudc tai tao.

Lién quan dén viéc quang cao duoc pham hodc cac san pham thudc tai tao
duoc chi dinh bai Sic 1énh nham muc dich st dung dé chita bénh ung thu hoic cac
bénh duoc chi dinh khac theo Phép lénh cua B Y té, Lao dong va Phuc loi va viéc
sir dung khong thudc chi dan cia bac si hodc nha si c6 kha ning rat nguy hiém, cac
bién phap can thiét dé duy tri viéc sir dung thich hop cac dugc pham hoic cac san
pham thudc tai tao d6, chang han nhu han ché cac phuong tién quang céo cho
nhitng nguoi binh thuong khong phai nhitng nguoi lién quan dén van dé y té va

dugc pham, cd thé duoc quy dinh tai Sac Iénh.



Khéng ai duoc quang céo tén, quy trinh san xuat, hiéu qua va tac dung hoic
hiéu suat cua dugc pham hoic thiét bi y té, hoac cac san pham thudc tai tao chua

duoc phé duyét lién quan dén cdng nhan.





