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This article is based upon the webinar released on November the 8th, 

2017, organized by REACH24H (Hangzhou, China) for their clients all 

over the world. 

 

1. Overview 

 

The purpose of this review is to introduce various regulations and 

systematic procedures in Japan that are helpful to those who intends to 

export their cosmetic products to Japanese market for the first time. It 

could be often deemed as quite burdensome or even critical to their 

business plan without knowing the essence of Japanese bureaucracy and 

proper know-hows to overcome either visible or invisible legal hurdles 

ahead of them. Therefore, I hope, you could make the most use of the 

following my review for your quest for a shortcut to future opportunities 

in Japan as one of the most leading and potential cosmetic markets in 

the world. 

 

1.1 The regulation by the PMD Act 

 

In Japan, cosmetics are regulated by the Ministry of Health, Labour and 

Welfare (MHLW) under the pharmaceutical and Medical Device Act (‘PMD 

Act’ as a revision of the former Pharmaceutical Affairs Act). 
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[Fig. 1] Coverage of the present PMD Act 

 

 

 

 

 

 

 

 

 

 

 

The Act now intends to regulate Medical Devices as well as Drugs, Quasi 

Drugs and Cosmetics after its revision from the former Act in November, 

2014. 

 

 

The Act also classifies Cosmetics into two groups: Cosmetics and 

Medicated Cosmetics. Medicated Cosmetics is one category of Quasi 

Drugs. 

 

Regarding the position of those two items, please see Fig. 2 and Fig. 3. 

 

 

[Fig. 2] Two types of Cosmetics 
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 [Fig. 3] Composition of Quasi Drug category 

 

 

 

 

 

 

 

 

 

The regulation of Cosmetics had a drastic reform in 2001. The principle 

of Cosmetics approval system was abolished and newly implemented the 

principle of self-responsibility for manufacturers and sellers. 

 

In 2005, another major change was introduced. Namely, the 

implementation of a ‘primary distribution system’ started. A primary 

distributor is a company who is primarily responsible for marketing, 

besides a manufacturer and a seller. 

 

Plus, the introduction of Good Quality Practices (GQP) and Good 

Vigilance Practice (GVP) for Cosmetics started at the same time. 

 

 

[Fig. 4] Regulation history 

 

 

2001   ― Abolition of approval system 

  Implementation of self-responsibility principle 

 

2005  ― Implementation of primary distributor system 

  Introduction of GQP and GVP 
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1.2 Cosmetics and Medicated Cosmetics 

 

The Act provides the definition of Cosmetics as follows;  

 

Under this law, ‘Cosmetic’ refers to ‘any item having mild effects on the 

human body that is rubbed, spread, or otherwise applied in a similar 

manner for the purpose of cleansing, beautifying, or enhancing the 

attractiveness of the human body, to change physical appearance, or to 

maintain skin or hair in a healthy condition’. 

 

Due to the definition, shampoo, soap and such categories are categorized 

in Cosmetics. 

 

Meanwhile, Medicated Cosmetics belongs to Quasi Drugs as well. 

 

The Act provides the definition of Quasi Drugs as follows;  

 

1. Preventing nausea and other discomfort 

2. Preventing heat rash, soreness, etc.  

3. Encouraging hair growth or removing hair 

4. Exterminating and preventing mice, flies mosquitoes, fleas, etc. 

 

2. Cosmetics 

 

2.1 What is Cosmetics? 

 

Speaking of the definition of Cosmetics in the Act, MHLW provides 

definition of three key roles, namely, that of manufacturer, primary 

distributor and seller.  

 

Interestingly, the approval by MHLW is strictly required to be a 

manufacturer or primary distributor in Japanese market, however, the 

same kind of approval is not required to be a seller instead. 

 

 

The notion of primary distributor is perhaps difficult to understand for 
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outsiders. But to make it easier, you can acknowledge that a primary 

distributor is responsible for ‘marketing’ above all else, as it’s indicated 

in Fig. 5. 

 

 

[Fig. 5] Key 3 roles of cosmetic company 

 

 

      

 

 

 

 

 

 

 

 Governmental Approval 

Primary Distributor ○ 

Manufacturer ○ 

Seller × 

 

 

In practice, most cases are divided into 3 patterns indicated below. 

 

#1. P, M, S is the same company. 

#2 P and M is the same company, and S is a different company. 

#3 P, M, S is a different company. 

 

It could be explained in another way as shown in Fig. 6, 

 

[Fig. 6] Role-playing patterns of cosmetic company 

 

 Primary Distributor Manufacturer Seller 

1 Company A Company A Company A 

2 Company A Company A Company B 

3 Company A Company B Company C 

Responsible for Marketing Primary Distributor 

Manufacturer Seller 

Manufacturing Selling 
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Firstly, the requirement for P is as follows; 

 

①Personnel requirements (applicant and general manager of P) 

 

②GQP/GVP conformity: Execution of operations for quality control and  

post-manufacturing/sales safety management, and appropriate     

management of manuals and records. 

 

 [Mandatory requirement for general manager of P] 

 (As in article 85-2 of the enforcement regulations) 

 

   1. Pharmacist 

 

   2. A Person who completed a specialized course in pharmaceutical   

      sciences or chemistry at a junior high school under the pre-war  

      school system, high school, or school equal to or above the  

      aforementioned schools.  

 

   3. A Person who, after completing a specialized course in  

      pharmaceutical sciences or chemistry at a junior high school under  

      the pre-war school system, high school, or school equal to or above  

      the aforementioned schools, engaged in duties pertaining to quality  

      control or post-manufacturing/sales safety management of  

      pharmaceuticals, quasi drugs, or cosmetics for three or more years. 

    

  4. A Person who is recognized by the Ministry of Health, Labour and  

     Welfare (MHLW) as possessing knowledge and experience that is  

     equal to or above the person mentioned in paragraph 3 above.  

 

On the other hand, the requirement for M is as follows; 

 

(1) Personnel requirements (applicant and head technical) 

(2) Physical requirements (buildings and facilities of manufacturing plant) 

 

[Fig. 7] General requirements by corporate category 
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Requirements 
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Personnel requirements 
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plant) 

 

 

 

Regarding P, MHLW issued two important order in 2005, GQP and GVP. 

 

Requirements for Good Quality Practice (GQP) are as follows; 

 

 1. Sufficient staff having the capability to appropriately and smoothly  

    execute operations 

 2. Duties of general manager of manufacturing and sales 

 3. Assignment of quality assurance officer 

 4. Duties of quality assurance officer 

 5. Preparation of procedure manuals for quality control 

 6. Implementation of duties for quality control 

 7. Management of documents and records 

 

Requirements for Good Vigilance Practices (GVP) are as follows; 

 

 1. Sufficient staff having the capability to appropriately and smoothly  

    execute operations 

 2. Duties of general manager of manufacturing and sales 

 3. Assignment of safety management officer 

 4. Duties of safety management officer 

 5. Implementation of duties for safety management 

 6. Record keeping 
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2.2 The requirements for product launch 

 

1) Three types of key person 

 

As I’ve already mentioned above. 

 

2) Registration to the government 

 

As I’ve already mentioned above. 

 

3) Product name 

 

Let’s suppose, here is Cosmetic X for instance.  

 

If you want to launch this product into the market, P needs to submit a 

notification form for the launch to the local government in which the office 

of P is located. This procedure is not for approval but for notification. 

 

The local government checks the formality of the notification document. 

In this phase, the most important check point is the product name. 

 

According to MHLW, the following names are prohibited to use as Product 

Name; 

 

#1 The same name as that of Drugs or Quasi Drugs 

#2 A name which leads to misrepresentation 

#3 A name which suggests Drug-like efficacy 

#4 A name which includes ingredients name 

#5 A name which is composed of only by the Roman alphabet, etc. 

 

 

 

4) Ingredients 

 

ⅰ. Regulation 
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MHLW provides with two different list that regulate the standards of 

ingredients that can be used for production of Cosmetics. 

 

[Fig. 8] Types of list for ingredients 

 

Preservatives, UV absorbs, Tar colors Positive list 

Others Negative list 

 

 

#1 Regarding preservatives, UV absorbs and tar colors, the positive list  

   standard is established. 

 

#2 Regarding other ingredients, the negative list standard is established. 

 

Now, let me explain little more about this negative list. 

 

MHLW specifies 30 prohibited ingredients that should not be used in 

Cosmetics to be sold in Japanese market, as you see in Fig. 9. 

 

 

[Fig. 9]  A list of 30 prohibited ingredients 

 

1 6-Acetoxy-2,4-dimethyl-m-dioxane 

2 Antihistamines except those of aminoether type (such as diphenhydramine) 

3 Hormones and those derivatives except estradiol, estrone and ethinylestradiol 

4 Vinyl chloride monomer 

5 Methylene chloride 

6 Bismuth compounds other than bismuth oxychloride 

7 Hydrogen peroxide 

8 Cadmium compounds 

9 Sodium perborate 

10 Chloroform 

11 Progrenolone acetate 

12 Dichlorophene 
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13 Mercury and its compounds 

14 Strontium compounds 

15 Sulfamide and its derivatives 

16 Selenium compounds 

17 Nitrofuran type compounds 

18 Hydroquinone monobenzylether 

19 Halogenated salicylanilide 

20 Vitamin L1 and Vitamin L2 

21 Bithionol 

22 Pilocalpin 

23 Pyrogallol 

24 Inorganic fluorine compounds 

25 Pregnanediol 

26 Local anesthetics such as procaine 

27 Hexachlorophen 

28 Boric acid 

29 Formalin 

30 Methyl alcohol 

 

 

 

So far, the regulation is very clear, but there are other vague regulations 

as shown in Fig. 10. 

 

Namely, MHLW provides that Cosmetics shall not contain ------- 

 

#1 Medical drug ingredients 

#2 Ingredients that do not meet the standards for Biological Materials 

 

 

[Fig. 10] Additional Prohibition 

 

 

 

 

 

Additional Prohibition #1 Medical drug ingredients 

 

#2 Ingredients that do not meet the standards  

   for Biological Materials 
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The notion of “Medical drug ingredients” is still vague. 

In each case, the judgement of Medical drug ingredients is individually 

made by MHLW by request from the applicant, however, it’s not on a 

written law that is open to public beforehand. 

 

ⅱ. Procedure 

 

The standards of ingredients for Cosmetics are predicated by the 

corporation. Initially, P is expected to take responsibility for making 

judgements on the appropriateness of ingredients to be incorporated into 

cosmetics based on full awareness of their safety. 

 

As stated, P submits the notification of the product launch to the local 

government, but the local government does not check the ingredients of 

the product. 

 

That is the nature of the principle of self-responsibility that has been 

adapted to the permission and authorization system in this country. To 

support the principle, labeling of all ingredients on the product is 

mandatory. If the product is found to be against standards of ingredients 

after the product launch, the sales of the product will be suspended and 

P must recall the product from the market at its own expense. 

 

Fig. 11 is an well-known precedent case for example. 

 

 

 

[Fig. 11] DHC, CoQ10’s case 

 

 

 

 

 

 

 

CoQ10        Not listed among 30 negative ingredients 

DHC launched cosmetic products that contain CoQ10 

MHLW suspended the sales regarding CoQ10 

as one of medical drug ingredients later 
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DHC, one of the leading cosmetic retailers in Japan, launched a new 

cosmetic in 2004, which included 0.1% Coenzyme Q10 (CoQ10). 

 

CoQ10 was not listed among 30 prohibited ingredients, but MHLW judged 

0.1% Coenzyme Q10 is a medical drug ingredient, so that DHC was 

suspended to sell this product, and urged to recall the entire products 

from the market. 

 

After this case, MHLW issued a new rule, which said CoQ10 can be 

included up to 0.03% (Currently raised up to 0.3%). 

 

Practically, business entities need to judge if their ingredients are OK, 

based upon precedent cases additionally referred. 

 

 

5) Time required 

 

Basically, when a P submits a notification of product launch, the local 

government accepts the application document usually within one week. 

 

 

2.3 Marketing Regulation 

 

1) Scope of effectiveness 

 

On the product label and advertisement, a cosmetic business entity can 

refer to any of the 56 effectiveness phrases. 

See Fig. 12 

 

 

[Fig.12] Scope of recognized cosmetic effects ⇒Govt. approval is not required 

1 Cleansing hair and scalp  29 Soften skin  

2 Using fragrance to reduce 

unpleasant hair and scalp odors 

30 Give gloss to skin  
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3 Keep hair and scalp healthy  31 Give luster to skin  

4 Give moisture and sheen to hair  32 Make skin smooth  

5 Moisturize hair and scalp  33 Make beards easier to shave  

6 Keep hair and scalp moist  34 Condition skin after shaving  

7 Make hair supple  35 Prevent rashes  

8 Make hair easier to brush  36 Prevent sunburn  

9 Keep hair lustrous  37 Prevent skin splotches and freckles 

resulting from sunburn  

10 Give luster to hair  38 Impart fragrance  

11 Stop dandruff and itching  39 Protect nails  

12 Control dandruff and itching  40 Keep nails healthy  

13 Supplement and maintain hair 

moisture and oil content  

41 Moisten nails  

14 Prevent hair breakage and frizzing  42 Prevent chapped lips  

15 Improve and maintain hair pattern  43 Fill in lip creases  

16 Prevent hair static electricity  44 Moisten lips  

17 Cleanse dry skin (that has become 

dry as a  

result of cleansing)  

45 Keep lips healthy  

18 Prevent blemishes and rashes (by 

cleansing)  

(facial wash)  

46 Protect lips, prevent dryness  

19 Condition skin  47 Prevent lip roughness caused by dryness  

20 Combat skin wrinkles  48 Make lips smooth  

21 Keep dry skin supple  49 Prevent cavities (brushing teeth with 

toothpaste)  

22 Prevent skin chapping  50 Whiten teeth (brushing teeth with 

toothpaste)  

23 Tighten skin  51 Remove plaque (brushing teeth with 

toothpaste)  

24 Moisten skin  52 Cleanse the mouth (toothpaste)  

25 Supplement and preserve skin 

moisture and oil content  

53 Prevent bad breath (toothpaste)  

26 Keep skin soft  54 Remove tooth film (brushing teeth with 

toothpaste)  
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27 Protect the skin  55 Prevent plaque deposits (brushing teeth 

with toothpaste)  

28 Protect skin dryness  56 Making fine wrinkles due to dryness less 

noticeable 

Note 1: Parenthesized text refers to aspects of physical form during usage, not to the 

effect itself. 

Note 2: #56 should be based on the Guidelines for the Method of Evaluating the 

Functions of Cosmetic Products (2011, Japanese Cosmetic Science Society) 

 

The entity can use those effectiveness phrases without governmental 

approval and scientific evidence with one exception. 

 

One exception is #56. To use this, the clinical trial data should be 

equipped based on the 2011 Guideline. 

 

On the other hand, the entity cannot use any other effectiveness phrases 

such as skin whitening, even if the entity has the sufficient evidence for 

that. 

 

To refer to other effectiveness phrases, besides these 56, the 

governmental approval is required as Quasi Drugs, namely Medicated 

Cosmetics. 

 

2) Advertising regulation 

 

MHLW regulates the appropriate advertising standard for Drugs, Quasi 

Drugs, Cosmetics and Medical Devices, which was reformed very recently 

in Sep., 2017. 

 

[Fig. 13] Advertising regulation by MHLW 

 

  MHLW The Act         Mainly efficacy 

 

   Appropriate advertising standard    Other methods 

  for Drugs, Quasi Drugs, Cosmetics       besides efficacy 

  and Medical Devices 
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The reason that MHLW established this standard besides the Act is that 

the Act mainly regulates the efficacy of those 4 items, meanwhile this rule 

mainly regulates other general advertising expressions besides efficacy. 

 

The important rule of this standard is as follows; 

 

#1 Testimonials should not be used besides feeling of use 

#2 Before-After comparison should not be used 

#3 Clinical trial data should not be showed 

#4 Recommendation of medical experts such as a medical doctor is 

prohibited  

 

 

3. Medicated Cosmetics 

 

3.1 What is Medicated Cosmetics? 

 

As I stated above, Medicated Cosmetics is one category of Cosmetics, and 

the governmental approval is required for Medicated Cosmetics. 

 

The following effectiveness are practically important as Medicated 

Cosmetics;  

 

#1 Skin-whitening or to prevent sun spots and freckles 

#2 To prevent acne 

#3 Sterilization by soap 

#4 Wrinkle improvement 

 

#4 was newly approved in 2017. Only 2 companies, Pola and Shiseido 

succeeded to get the approval in that area for the first time. Consequently 

they have expanded their revenue extraordinary due to the sales leap 

brought by the new category. For instance, ‘Wrinkle Shot’, a Pola’s 

product is said to enjoy approx. 100 million sales in USD a month, most 

recently. 
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3.2 The Requirements for product launch for Medicated Cosmetics 

 

1) Three types of key person 

 

Like Cosmetics in general, MHLW established a Primary distributor 

besides Manufacturer and Seller. To be P or M, the government approval 

is definitely required. 

 

2) Approval by the government 

 

Suppose there is a product Y. If a business entity intends to launch this 

product as Medicated Cosmetics, the approval needs to be initially 

obtained by the P. 

 

Concerning Medical Cosmetics in particular, this approval procedure is 

organized by PMDA (Pharmaceuticals and Medical Devices Agency). From 

my point of view, I would say that PMDA is practically a subsidiary of 

MHLW. 

 

3) Product Name 

 

As for the regulation of Product name, Medicated Cosmetics is basically 

treated the same as Cosmetics. 

 

4) Ingredients 

 

In the application procedure, P needs to clarify “what ingredients are 

active?” and “what other ingredients are not?” Practically, the active 

ingredients are very important for preliminary judgement. 

 

So far, the following ingredients have been listed and approved as the 

active ingredients for Medicated Cosmetics, as shown in Fig.14. 
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[Fig. 14] Approved ingredients for Medical Cosmetics 

 

1 Ascorbic acid/derivatives 

2 Placental Extracts 

3 Kojic Acid (Obtained by Sansho Seiyaku Co., Ltd. in 1988) 

4 Arbutin (Obtained by Shiseido Co., Ltd. in 1989) 

5 Ellagic Acid (Obtained by the Lion Corporation in 1996) 

6 Chamomilla Extract (Obtained by the Kao Corporation in 1998) 

7 4-n-Butylresorcinol (Rucinol®) (Obtained by POLA in 1998) 

8 Linoleic Acid (Obtained by Sunstar Inc. in 2001) 

9 Tranexamic Acid (Obtained by Shiseido Co., Ltd. in 2002) 

10 4-Methoxy Potassium Salicylate (4MSK) (Obtained by Shiseido 

Co., Ltd. in 2003) 

11 Adenosine Monophosphate Disodium Salt (Obtained by Otsuka 

Pharmaceutical Co., Ltd. in 2004) 

12 5,5′-Dipropyl-biphenyl-2,2′-diol (Magnolignan®) (Obtained by 

Kanebo Cosmetics Inc. in 2005) 

13 4-(4-Hydroxyphenyl)-2-butanol (4-HPB) (Obtained by Kanebo 

Cosmetics Inc. in 2007) 

14 Tranexamic Acid Cetyl Ester Hydrochloride (Obtained by 

CHANEL .KK in 2009) 

 

 

5) Scope of effectiveness 

 

I presented some practically important effectiveness which has been 

approved, namely, #1-#2-#3-#4. 

 

To obtain new approval on effectiveness, scientific data is examined for 

not only evaluating efficacy but product safety, too. Concerning wrinkle 

improvement, it is said to take more than 10 years to obtain a new 

approval on the effectiveness. 

 

6) Time required 

 

A level of difficulty to obtain new approval as Medical Cosmetics is totally 
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up to what active ingredients and effectiveness you intend to bring in. 

The following chart in Fig. 16 shows where you are. 

 

 

 

[Fig. 15] Matrix chart: Active ingredients vs Effectiveness 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Type A extraordinary difficult 

Type B very difficult 

Type C very difficult 

Type D easy 

 

 

As I mentioned above, Shiseido as undoubtedly No.1 cosmetic retailer in 

Japan, succeeded to obtain new effectiveness, wrinkle improvement. This 

case belongs to Type C. And the active ingredient they used was Retinol. 

(However, it had taken approx. 10 years to obtain the approval!) 

 

In the real world, I assume, many Medicated Cosmetics take Type D for 

prudence in Japanese Market. 

 

For your reference, Type D product usually takes 6-12 months to get 

approved.  

Active Ingredients 

New 

Already 

known 

Already 

known 

Effectiveness 

New 

B A 

D C
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3.3 Marketing regulation 

 

1) Scope of claim 

 

The scope of claim as Medicated Cosmetics so-to-speak is more than 

Cosmetics, but less than Drugs, in terms of the specificity of claim. 

 

[Fig. 16] Scope of claim 

 

 Drugs ＞ Medicated Cosmetics ＞ Cosmetics 

 

 

Now, let me cite an interesting illustration, regarding acne product. 

See Fig. 17. 

 

 

[Fig. 17] Scope of claim for acne 

 

Drugs cure acne 

Medicated Cosmetics prevent acne 

Cosmetics prevent acne by facial wash (soap) 

 

 

As I stated above, ‘prevent acne’ is one of four important effectiveness of 

Medicated Cosmetics. 

 

 

2) Advertising regulation 

 

Basically the same advertising regulation as Cosmetics is applied to 

Medicated Cosmetics. It is known as ‘the Appropriate Advertising 

Standard for Drugs, Quasi Drugs, Cosmetics and Medical devices’. 

 

4. Importance of License and Partnership 

 

To wrap up, let me once again take a quick review of the regulatory 
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requirements for exporting cosmetics to Japan. It might often necessitate 

you to reconsider your business plan, but inevitable to all the importers 

of Cosmetic products. 

 

Once you have a plan to export Cosmetics to Japan, the most crucial part 

is P, because the license of P is the bottommost requirement for exporting 

Cosmetics to Japan. Therefore, you definitely need to find a counterpart 

that holds the license of P inside the market, otherwise you need to 

establish your own, although it may take your enormous time and effort. 

 

Also, for the storage and labelling of Cosmetics, another license of 

manufacturing is required.  

 

[Fig. 18]  

 

 

 

 

 

 

 

 

 

 

 

 

In conclusion, my intention of this review is not to put you away from 

your challenge, but to help you out for finding the easiest and fastest way 

to your success. And if you need any further help to achieve your goal in 

Japanese market, I and my colleagues in YDC will be always there next 

to you, to provide you with our best solution exclusively prepared for you! 

 

At the very end of my review, I would like to share a list of Q&As to my 

previous presentation with you, so that I wish you could get a better grasp 

of what I meant. 

 

Primary Distributor in Japan 

Cooperation Responsible Monitoring 

Foreign 

Manufacturer 

Import 

Procedure in 

Japan 

Manufacturer 

in Japan 

Market in 

Japan 

Storage 

Labelling 


