Animal Pharmaceuticals Registration Instructions

Council of Agriculture

June, 1994

Foreword


Animal pharmaceuticals form an important material for livestock farming, as product quality is a determining factor of the farm produce.  In an attempt to ascertain quality of animal pharmaceuticals, the government enacted the Animal Pharmaceutical Control Act in 1971 for the purpose of controlling animal pharmaceutical production, sales and administration. A stringent animal pharmaceutical registration system was implemented as the frontrunner of a series of pharmaceutical quality assurance measure.


The Council of Agriculture hereby compiles all important regulations, operating procedures, necessary documents, data, and forms, document samples, control regulations and other animal pharmaceutical related information in the hope of providing animal pharmaceutical manufacturers, dealers and animal pharmaceutical authority personnel a full understanding of animal pharmaceutical registration procedures and management regulations.


This manual shall serve as a reference for concerned government employees in the processing of animal pharmaceutical product registration evaluation matters.  It is hoped that this manual can be helpful to animal pharmaceutical manufacturers, as well as improve animal pharmaceutical control and supervision procedures.

Sincerely yours,

Chih Shuang-ching

Director, Livestock Section

Council of Agriculture

June, 1994
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I. Animal Pharmaceutical Product Inspection and Registration Application Instructions

A. Inspection & registration applicant qualifications:

(A) Animal pharmaceutical manufacturer: an animal pharmaceutical manufacturer duly licensed with an “MOEA Factory Registration Certificate”.

(B) Animal pharmaceutical importer: an animal pharmaceutical duly licensed with an “Animal Pharmaceutical Dealership Permit”.  (The Animal Pharmaceutical Dealer Permit concerned should include importation among the dealer line of business.”

B. Inspection & registration application supporting documents (certificates) and data:

(A) Manufacturers:

1. Applicants for animal pharmaceutical manufacturing inspection should submit a pharmaceutical Manufacturing Control Standards manual and relevant quality control data as provided in the GMP manufacturing requirements; then upon the production of a product batch, products should be submitted to the provincial/city authorities for inspection and sampling test scheduling.

2. Product inspection applications should have the following supporting documents:

(1) Animal pharmaceutical inspection application form (in sextuplicate, completely filled out, typewritten for best results, and containing the seal/chops of the company, proprietor and pharmaceutical manager)

(2) Animal pharmaceutical product label and advertising literature (draft), 5 copies.

(3) Manufacturers affidavit (containing seal/chops of the company and proprietor concerned)

(4) Inspection specification chart 2 copies, inspection report, 2 copies.

(5) Product name (Chinese & foreign names) options card.

(6) Trade association membership certificate copy. (certificate should be valid at time of application.)

(7) Factory registration certificate copy (the animal pharmaceutical type should be the approved animal pharmaceutical type)

(8) Pharmaceutical stability test data.

(9) Prescription, effects (adaptation symptoms), application and dosages (data reference information should be attached).

(10) Other specified documents or data. 

For details regarding the forms and charts stated in (1), (2), (3), (4), and (5), please see C. Forms and Answering Instructions.

(B) Importers:

Product inspection applications should have the following supporting documents:

1. Imported animal pharmaceutical inspection application form (in sextuplicate, completely filled out, typewritten for best results, and containing the seal/chops of the company, proprietor and pharmaceutical manager)

2. Original product marketing label sample and advertising literature, detailed translation with Chinese label literature draft, 5 copies.

Note: (1) Label literature should be attached separately to individual advertising literature cards; the original manufacturer label literature should be attached on the right side, their Chinese translations should be attached to the backside. 

(2) Original label literature should contain name and address of manufacturer.

3. Affidavit (containing seal/chops of the company and proprietor concerned)

4. Product name options card. (Chinese names only)

5. Inspection specification chart 2 copies, inspection report, 2 copies.

6. Trade association membership certificate copy. (Certificate should be valid at time of application.)

7. Animal pharmaceutical dealership permit copy (document should state the most recent information and declared dealer business should be that of importer.)

8. Foreign maker executed dealership appointment/agreement (original and copy, original document will be returned after inspection is completed.)

(1) Original maker of product should execute document.  In the case of international foreign companies having a branch operation in Taiwan, document may be executed by the head office or the Asian head office; document should be accompanied by the original maker’s license agreement.  Document should include the following information: ( name and address of manufacturer; (name and address of the appointed domestic dealer/agent; ( name of pharmaceuticals for said dealership; ( period of appointment (expiration of dealership period should be stated); ( date of issue and signature of issuer; ( authentication certification of the ROC representative office in the country of maker.

(2) If the aforementioned documents are not in English or Japanese, then documents should be translated to English or Chinese. 

9. Manufacturing and sales permit issued by the government authorities concerned of the animal pharmaceutical manufacturing country. (Original)

(1) Said document should be issued by the government authorities concerned of the manufacturing country and authenticated by the ROC representative office located in said country. Document should include the following information: ( name and address of manufacturer; ( name of pharmaceutical product; ( ingredients and proportions; ( date issued; ( permit registration number. (If the product is a raw material pharmaceutical product, then purity should meet pharmacopoeia or generally accepted specifications. If copy of which is attached, then ingredients and proportion details shall not be necessary.  Moreover, if the pharmaceutical product concerned is a raw material and its document does not require a free sales certificate, then the manufacturer’s certificate will suffice.)

(2) If the aforementioned documents are not in English or Japanese, then documents should be translated to English or Chinese.

(3) Manufacturing country approval and registration (registration number should be stated) is necessary to inspection and registration application acceptance and processing.

10. Manufacturing country government approved marketing labels and advertising literature.

(1) The original maker’s marketing label literature may be attached to the manufacturing and sales permit certification stamped with the government authority counterpart; or should contain a certification authenticating said marketing label literature has been duly approved by the government authorities concerned of the manufacturing country; or the animal pharmaceutical product government authorities countermark should be stamped on the marketing label literature.

(2) The aforementioned procedure shall not be necessary under the following conditions:

( Manufacturing and sales permit declares product name, ingredients & proportions of the pharmaceutical product, as well as the effects, application, dosage and other application precautions; moreover, information reconciles with data stated on the original product label literature.

( Manufacturing and sales permit attached to raw material inspection and registration applications had declare name, as well as ingredients & proportion of the pharmaceutical product concerned.

11. Factory information: (to be attached during the first registration application of the factory concerned)

(1) Factory information should include factory profile (background); pictures of the entire factory (clearly showing factory name); production area and quality control room pictures of each product form; capitalization; number of employees (number of production and quality control department employees should be stated independently); production and quality control facilities, quantity and capacity (tabulated according to product form); and layout sketch (clearly indicating employee and material entrance and exit routes [pathways]).

(2) Aforementioned factory documents should be approved by the animal pharmaceuticals authorities of the manufacturing country or the authorized approving body or private institution (license certification should be attached), as well as authenticated by the ROC representative office concerned. If said factory information is a material published by the original maker, then it should be endorsed by the local private institution and authenticated by the ROC representative office concerned.

(3) If the aforementioned factory documents are not in English or Japanese, then documents should be translated to English or Chinese. Contents should be identified clearly and compiled into a manual for evaluation/verification convenience. 

12. Product manufacturing and quality control data: (products under registration should be attached separately)

Document should include the following information: (If documents are not in English, then documents should be translated to English or Chinese)

(1) Inspection specifications, inspection method and inspection results (2 copies each) of the raw materials (including main and supplementary materials) used in the pharmaceutical formula under registration. (If product under registration is a raw material, then said procedure is unnecessary.)

For instance: The following formula has a total of 9 raw materials; hence the raw material inspection specifications, inspection method and inspection results should be submitted.

Each 1 ml. contains:

Procaine penicillin G
5 units

Dihydrostreptomycin sulfate
5 mg (pot)

Procaine hydrochloride
5 mg

Disodium Edetate
5 mg

Sodium citrate
5 mg

Silicium dioxide colloidal
5 mg

Methyl hydroxybenzoate
5 mg

Propyl hydroxybenzoate
5 mg

Water for injection q.s. to 1 ml

(2) Inspection specifications, inspection method and inspection results (2 copies each) of the pharmaceutical product under registration.


· Inspection specifications and inspection method mentioned in (1) and (2) should be attached to the inspection specification form. Inspection results should be attached to the inspection report form.

· The aforementioned inspection results should include the following: ( name of pharmaceutical product; (lot number; ( date manufactured; ( inspection date; ( items under inspection and findings (the inspection report details should include the export diagram of the inspection device); ( signature of inspector and evaluator. 

(3) Production and in-process control:


( The production and in-process control should include the production process and in-process control.  Examples of the in-process control include the tablet making process checks, such as hardness, thickness, weight and dissolution degree inspection; the container filling of liquid pharmaceuticals, such as volume, pH, density, thickness inspections; container filling of injection solutions, such as volume and pH inspections.

(
Production and in-process control is not necessary if pharmaceutical under inspection registration is a raw material.

(
Production and in-process control is not necessary if application is accompanied by a certification issued by the animal pharmaceutical authority of the exporting country showing production process complies with Good Manufacturing Practice (GMP) regulation; however the GMP standards of the exporting country should be attached for reference purposes.

13. Pharmaceutical stability test data: 

Report should include the following information: (1) name of pharmaceutical product; (2) lot number; (3) storage conditions; (4) date manufactured; (5) inspection time started and ended, test interval dates; (6) inspection date and signature of inspector; (7) inspection items and findings; (8) expiration date determined in inspection findings.

14. Samples submitted for testing: 

Samples submitted for testing should have the same lot number as the product stated in the inspection report, as well as the origin of said sample (sample & complimentary item import evaluation report).  If foreign maker cannot supply samples having the same lot number as shown in the inspection report due to time constraints, then maker may attach two copies of the product inspection report of the lot number from which samples were taken.  Samples submitted should be in their original packaging. Importer is prohibited from repackaging without due authorization or taking out small amounts for sample submission.

For details regarding the forms and charts stated in 1, 2, 3, 4, and 5, please see C. Forms and Answering Instructions.

(C) New pharmaceutical inspection registration: in addition to the aforementioned forms and data, technical data such as test reports should be attached (17 for regular pharmaceuticals and 20 for biopharmaceuticals) If the aforementioned documents are not in English, then documents should be translated to English or Chinese.

1. Regular pharmaceuticals: including product safety, stability, effect, residue test reports.

2. Biopharmaceuticals: including 

(1) R&D profile of the manufactured or imported pharmaceuticals.

(2) Name, origin, properties, transfer and storage methods of the manufactured bacteria (poison) strain.

(3) Production procedure summary.

(4) Inspection method (including special property test, aseptic test, microbiological content test, purity (cleanness) test, safety test, potency test and title test.)

(5) Laboratory test reports (including fundamental tests such as vaccine (bacterin) development; storage; safety; and potency tests)

(6) Field application test reports. 

3. New pharmaceutical registration should be accompanied by a test report.  Manufacturers should attach copy of inspection application on the top page; followed by the original product label & advertising literature copy, Chinese label advertising literature copy on the next page; then the test report on the third page followed by the safety, residue, effect, stability and other test data.  The first page of each test data report should have a Chinese abstract. Aforementioned documents should pass the preliminary evaluation of the provincial (city) processing officer, then when all required copies are completed and attached, document should be marked attachments of document number xxxxx then submitted to the Council of Agriculture.  

· The aforementioned documents should be arranged according to the prescribed order, clearly identified and bound together into a manual before submission.

(D) Foreign-owned pharmaceutical factory applying for inspection registration is obliged to include copies of the foreign investment evaluation committee approved certificates and documents. 

C. Forms and answering instructions for inspection & registration application

(A) Manufactured (imported) animal pharmaceutical inspection registration form; (in sextuplicate) (answers should be typewritten)

1. Manufactured (imported) animal pharmaceutical inspection registration form is as shown in the following page. 

2. Things to look out for when answering the aforementioned form:

(1) Product name:

( Raw materials: Please observe the Chinese Pharmacopoeia terms in naming materials, as a rule.  Manufacturer name may be added for uniformity and consumer convenience purposes.

( Biopharmaceuticals: product naming should comply with the Animal Pharmaceutical Inspection Standards. Manufacturer name may be added for uniformity.

( Do not use exaggerated words like “new”, “special”, “super”, “extra-strength”, “wonder drug”, “miracle drug”, etc.; refine use of words and avoid exaggerations.

( Central Standard Bureau registered products are given priority considerations; decision is based on order of registration. Trademark registration applicant should attach the Central Standard Bureau approval documents (copies) for verification purposes.

( In the event of name similarity with other products, a compound formula pharmaceuticals name similarity should be less than 66%.

( Chinese product name should not have English words or numbers; direct translations are excluded from this restriction.

Manufactured (Imported) Animal Pharmaceutical Inspection Application

Processing no.:

Date:
serial no.:

	Product name:

Chinese:
	English:
	Form:
	Packaging:

	Name of applicant:

 
(chop)
	Address


	

	Company:
           (seal)    
	Permit no.
	

	Address:

	Pharmaceutical manager
	     (chop)
	License no.

	Ingredients & proportion:

	

	Production method
	

	Indications


	

	Application & dosage
	

	Formula source & ref.
	

	Similar products
	

	Foreign manufacturer
	(Chinese name)

(Foreign name)

	Address
	(Chinese)

(Foreign)

	Remarks:
	Forms and reports required in Section 9 of the Animal Pharmaceutical Control Act Implementation Rule should be attached.




	Evaluation:


	Serial no.  

Yen   no.
	Inspecting officer:

	Instructions:
	Evaluation comments of approving department:



	Test results:

	Date tested:

	Retest approval:
	Instructions:



	Instructions:

1. Applicant should affix personal chop and company seal.

2. Pharmaceutical form and packaging: In this column, manufacturer should clearly describe packaging of product for sales.  An application form should be completed for each product form.  Importers should clearly describe packaging of imported product.

3. Ingredients & proportion: This column should contain the ingredients and supplementary products of each product, such as diluting solutions, stabilizers, etc.  Quantity of each ingredient should be declared.

4. Pharmaceutical manager: This column should contain name and chop of the specified employee.

5. Formula source & ref.: This column should be filled by the manufacturer.

6. Test facility and test results: This column should be filled by test facility personnel. Chop of the test facility head/director should be affixed.

7. This form should be submitted together with the reports and forms provided in Section 9 of the Animal Pharmaceutical Control Act Implementation Rule.




Remarks: This application form is in sextuplicate: original, applicant; duplicate, provincial (city) authorities concerned; triplicate, test facility; quadruplicate, for submission to national authorities concerned after “test results” column is duly filled (to be filled by test facility personnel); quintuplicate, for submission to the city authorities concerned (to be filled by test facility personnel); sextuplicate, official applicant notification.

( Names of pharmaceuticals whose permit were cancelled due to problems or cases should not be reused.

( Foreign name of imported products should be the same as the name stated in the original label, advertising literature, assignment/ authorization documents and manufacturing/sales permits.

(2) Form:

( The form the pharmaceutical product takes should be indicated in the “form” column; the different pharmaceutical forms are as follows: (a) therapeutic powder medicine, (b) external application powder, (c) raw material (powder), (d) raw material (liquid), (e) biomedicine (solid), (f) biomedicine (liquid), (g) oral solution, (h) external application solution, (i) injection solution, (j) sterile suspension, (k) injection powder, (l) suspension powder, (m) capsule, (n) tablet, (o) pill, (p) suppository, (q) cream, (r) granules, (s) 條帶劑, (t) medicinal bath, (u) spray, (v) eye drop.

( If a pharmaceutical product comes in two forms, then a separate application should be made for each form; moreover, if the same product form contains different concentration or ingredient proportion, then a separate application should be made for each.

( An animal pharmaceutical manufacturer incapable of producing a particular pharmaceutical form is prohibited from submitting application for such form.

( Product form in the application should reconcile with the product form stated in the attached formula.

(3) Packaging:

( A maximum of five packaging types is allowed; packaging should be suitable for product marketing purposes.

( Raw materials should be in bulk packaging while finish products should be in small packaging, as a rule.  Classification by nature helps clarify responsibilities.

( Product unit in the packaging should be expressed in ml, l; or mg, gm, kg, Lb; or I.U.; or doses, caps, tabs, ‘s, etc.  Packaging should indicate container type, such as vial, can, bag,… etc. Details as follows:

raw material (powder): kg, Lb.

therapeutic powder medicine, external application powder, granules: gm, kg, Lb.

raw material (liquid), external application solution, oral medicine, medicinal bath: ml, l.

injection solution, virus-annihilated suspension, biomedicine (liquid): ml.

injection powder, suspension powder: gm/vial, mg/vial, IU/vial.

capsules: caps, ‘s, pc.

tablets: tabs, ‘s, pc.

pills, suppository: pills, ‘s, pc.

cream: gm/tubes.

( Packaging unit stated in the “packaging” column should be the same as the raw material and quantities shown in the quantity column. 

· Packaging considerations should include practicality, safety, convenience; maximum content is as shown in the following:

(a) injection solution: injection solvent, virus-annihilated suspension, 500 ml (max.); injection powder, suspension powder, 12.5 gm (max.).

(b) Therapeutic powder medicine for drinking water mixture, packaging should match regular drinking water container size (20, 100, 200 , and 1000 L) for the user’s convenience.  Maximum packaging should not exceed dosage for 1 ton water. (should be based on therapeutic standards).

(c) When feed additive therapeutic powder dosage is less than 1 kg per ton of feeds, packaging should have a minimum quantity of 20 kg.

(d) Minimum packaging unit for raw material pharmaceutical is 1 kg.

(e) Biomedicine (solid): except for the active toxin vaccine for Newcastle Disease, avian infectious bronchitis active toxin vaccine and avian infectious bursal disease active toxin vaccine whose maximum packaging size is 2,500 units, the rest shall be in 1,000 unit packs (max.); biomedicine (liquid), 500 ml (max.).

(4) Permit no.:

Manufacturers should declare factory registration no.(__ __ – __ __ __ __ __), while importers should declare the animal pharmaceutical dealership (importation) permit no.: (Animal Pharmaceutical Sales ________prov./city no. _______________________ )

(5) Raw material name and quantities:

( The order of principal medicine (active ingredients), secondary medicine (supplementary ingredients) of the pharmaceuticals under registration, (such as solvents, stabilizers, preservatives, fixative, flavoring) and excipients should be stated in detail, including the raw materials and quantities used in the formula.

e.g.: (injection solution)

Each 1 ml. contains:

Flumequine 
BP 1985
5 mg.

Benzylalcohol
USP XX
5 mg.

Sodium hydroxide
USP XXI
5 mg.

Propylene glycol
NF XVI
5 mg.

Water for injection
USP XXII ad. to 1 ml.

( Ingredients and proportion should tabulated according to ingredients, specification basis, and quantity order. Names should be stated in English, mainly.  Foreign language names should be translated to English before filling into the form (check translation for accuracy); refrain from using abbreviations.  Ingredient data should include the scientific name contained in the pharmacopoeia, and the regular name; the absence of which, then formula may be used in lieu of chemical abstracts name.

( Content proportion (unit indicated) unit should be uniform and expressed in the minimum unit content.

(Basis: per tablet, per pill, per capsule, per c.c., per gm., per kg, per vial, per unit)

e.g.: (injection solution ) Each ml contains:

A ----------------------------------
(BP 1980)
300 mg

B ----------------------------------  (USP XX)
1,000 mg

C ----------------------------------  (USP XXII)
2,000 mg

or

A -----------------------------------
(BP 1980)
5%

B ----------------------------------  (USP XX)
3%

C ----------------------------------  (USP XXII)
2%

Stating contents as follows would be wrong:

A --------- 5%
B ---------- 300 mg.
C ----------- 2 ml

e.g.: Preservative or stabilizer used in injection solutions are often in liquid form, hence it may stated as well.

A --------------------------------
 (JP X)
300 mg

B ---------------------------------  (BVP 1985)
1,000 mg

C Benzyl Alcohol -------------  (USP XXII)
  0.2 ml

A better way of writing it would be:

A -----------------------------------
 (JP X)

0.3%

B ---------------------------------  (BVP 1985)


10%

C Benzyl Alcohol ---------------  (USP XXII)
  0.002%

( Tablet description should also be based on contents of each tablet (e.g. each tab contains), and not based on the contents of every 100 tablets.

( Capsule description should also be based on contents of each capsule (e.g. each cap contains), and not based on the contents of every 100 capsules.

( Liquid, oral liquid medicine should also be based on contents of each unit (e.g. each liter or mL. contains), and not based on the contents of weight units (e.g. each gram contains).

e.g. Each ml contains:

A ----------------------------------
(BP 1985)
20 mg

B ---------------------------------  (USP XX)
50 mg

C ---------------------------------  (JP X)

30 mg


Stating contents as follows would be wrong:


Each gm contains:

A ----------------------------------
(BP 1985)
20 mg.

B ---------------------------------  (USP XX)
50 mg

C ---------------------------------  (JP X)

30 mg

( Antibiotic raw materials and formula contents should be expressed according to potency, moreover potency pot should be stated as well.

e.g. raw material medicine

Chlortetracycline hydrochloride has a potency of not less than 900 (g of C22H23C1N2O8 HC1 per mg. (USP)

Formula:

Each gm contains:

Cephalexin monohydrate
50 mg (pot.)

Glucose add to 
1.0 gm

It should not be stated as

Each gm contains:

Cephalexin monohydrate
50 mg 

Glucose add to 
1.0 gm

( Injection powder formula and suspension powder should be stated based on the contents of each vial, and not based on contents of each kg or gm:

Each vial contains:

Kanamycin Sulfate USP XXI
1 gm (pot)

It should not be stated as

Each gm contains:

Kanamycin Sulfate

1 gm  

( Raw material medicine purity specifications should be stated as provided in the pharmacopoeia or generally accepted statement:

e.g.

Sterile Penicillin G Procaine is penicillin G procaine suitable for parenteral use. It has a potency of not less than 900 Penicillin G Units and not more than 1050 Penicillin G Units per mg. (USP XXII)

It should not be stated as:

Sterile penicillin G procaine 90 ~ 105%

( Product name should not be written as a raw material.

 eq \o\ac(○,11) Ingredients and proportion column data should be consistent with the label literature.  Do not state ingredients and proportion data base on content of each gram, then express contents based on 100 gm contents in the label literature.

 eq \o\ac(○,12) Salts contained should also be declared.

e.g. Vitamins A, B1, B2, B6, D, E and antibiotic.  Types of salts contained should also be stated, otherwise such will be regarded as base during the test procedure.

 eq \o\ac(○,13) When form unit is expressed in metric system in the formula, packaging literature should also use the metric system; and if formula uses the English measurement system, then so should the packaging literature for user convenience.

 eq \o\ac(○,14) The composition density of the antimicrobial medicine in therapeutic powder added to feeds or drinking water should not have equivalent to raw material purity.

 eq \o\ac(○,15) The raw material proportion of the pharmaceutical formula should reconcile with its formula basis; proportion should not be altered at will.

 eq \o\ac(○,16) For safety purposes, imported or locally manufactured carbadox, standard raw material purity should be 75% (wet; water content should be 20% ~ 30%).

 eq \o\ac(○,17) Ingredient and proportion of imported pharmaceuticals should reconcile with the information stated in the manufacturing and sales permit documents.

 eq \o\ac(○,18) Raw material proportion stated in indications should be consistent with the information stated on the label literature.

(6) Production method:

( Regular pharmaceuticals – declare the method stated in local and foreign pharmacopoeias or declare special production method of manufacturer.

( Biomedicine – declare the suitable and approved production method provided in the Animal Pharmaceuticals Test Standards (Animal Biomedicine Test Standards).

(
Manufacturers who followed a specific production regulation should declare method as “according to the XX pharmacopoeia regulated XX pharmaceutical production method” and not a simple “according to the XX pharmaceutical production method”.

(7) Effects:

· Therapeutic powder: stating “growth promoting” or improving the feed efficiency is prohibited.

(
Effects stated should be true and accurate, as well as possess scientific basis (scientific basis should be declared likewise for evaluation during application).  Refrain from repetitions, exaggerations, using disease names, or categorizing symptoms in disease names, such as bacterial enteritis, (diarrhea, dysentery…).

( Effects should clearly specify the right indicating; e.g. treatment of erysipelas, dysentery, bacterial enteritis (pigs); CRD, coryza, etc. (chicken)

( For imported pharmaceutics, declare effects as stated in the original label literature.

(8) Application & dosage:

( Route of administration should be clearly stated.

( The indication and dosages of feed additive therapeutic powder should be indicated as XX kg. per ton feeds.

( Drinking water mixture therapeutic powder should be XX gram per liter drinking water, packed in XX kg per 20L drinking water or packed in XX kg per 100 L drinking water.

( Injection power and suspension powder dosage should be stated as XX injection base solution XX mg per kg body weight administered daily.

( Injection liquid and virus-annihilated suspension dosage should be XX intravenous base solution XX c.c. per kg body weight administered daily or be XX intravenous base solution XX c.c. per  XX kg body weight administered daily.

( Scientific reference of pharmaceutical dosages and indications should be stated, scientific basis or test data should be attached to application form.

( One same pharmaceutical product cannot be registered for drinking water and feed additive purposes at the same time.

( The animal for which a pharmaceutical is suited should be stated in the dosages and indications.

( The dosages and indications of imported pharmaceuticals should be stated as provided in the original product label literature.

(9) Formula source & references (manufacturer)

( The pharmaceutical stability, safety, residue and effect test results of the regular animal pharmaceutical formula presented by the developing manufacturer, evaluated by academic institution, and published at scientific journal shall be regarded as the formula reference of the pharmaceutical.

( The copy or the journal itself of the domestic and foreign pharmacopoeia name, edition, page number or name of scientific academic journal references should be attached to the application form.

( Unofficial pharmaceutical formula books published or unregistered pharmaceutical label literature should not be used as formula reference.

( The form, ingredient & proportion, effects, indication & dosage of the pharmaceutical concerned in the application should reconcile with the data contained in the formula reference.  In the event of differences with the reference or amendments, then specific reasons should be stated and attached to the indication together with the necessary data concerning the revisions effected.

(10) Foreign manufacturer: Importer should state the name and address of the foreign manufacturer (full name should be stated); if foreign name and address is not in English, then an English translation is necessary.

(11) The foreign product name, ingredients & proportion, original manufacturer name & address in the imported pharmaceutical test application should be as stated in the original product label and insert accompany, power of attorney, and home country issued permit documents.  The effects, application & dosage stated in the test indication should be as stated in the original product label literature; applicant should refrain from adding or deleting information.

(12) The pharmaceutical test application should be reviewed and signed (chop affixed) by the applicant, as well as production manager or supervisor.  Applicant retains original page for filing.  The information contained in the application should be neatly typewritten; erasures and revisions should be avoided, however in the event that minor revisions are necessary then the chop of the applicant should be affixed on the revisions.

(B) Manufactured (Imported) Animal Pharmaceutical Label Specimen Form 

1. Manufactured (Imported) Animal Pharmaceutical Label Specimen Form format as shown below:

Manufactured (Imported) Animal Pharmaceutical Label Specimen and Accompany Form

	Product

name
	
	Name of applicant
	

	Manufacturer/Importer

Permit no.


	


-------------------------------------------------------------------------------------------------------

Note: 

(1) Specimen label should be the actual label used on product.

(2) If label is oversized or printed on glass or metal container, such that it is impossible to attach actual label on specimen form, then a copy of the label should be attached and submitted together with a sample of the actual label (container).

	


2. Imported Animal Pharmaceutical Label Specimen and Accompany Form user instructions:

(1) Specimen card should be in 5 counterparts.

(2) Original manufacturer label and accompany insert should be attached to the right side of each form and the Chinese label and accompany insert draft on the backside.  (The Chinese draft should be the thorough translation of the original label and literature; draft should contain the certification of a translation company.)

3. Manufactured Animal Pharmaceutical Label Specimen and Accompany Form user instructions:

(1) Specimen card should be in 5 counterparts.

(2) Chinese label and accompany insert draft should be attached to the right side of each form.  

4. When applying for a manufactured or imported animal pharmaceutical test registration or label, accompany insert amendment, draft of the Chinese label and accompany insert should be submitted with application.

5. Chinese marketing label and accompany insert should the following information:

(1) The following information should be printed on the Chinese label and accompany insert:

( For animal use only; ( pharmaceutical form;( pharmaceutical name; (permit no.; (active ingredients; ( net weight (contents or per unit);( medicinal effects;( indications & dosages (indications & dosage should be stated clearly to prevent mistakes);( application time limit (maximum period for continued use);( date manufactured, lot no., validity period, or expiration date;(11) storage procedure and user precautions “including contraindications, side effects, treatment suspension period, veterinarian prescription required (powder medicine  injection solution or feed additives) or strictly for veterinarian use or use under veterinarian instruction (over the counter medicine)”; (12) manufacturer or importer name and address. (In ( pharmaceutical name, foreign name of product should be printed, however print should be smaller than the Chinese name).

· (a) Importer: if requirement( and ( is already indicated in the original manufacturer label, then it will not be imperative in the Chinese label.

(b) Original label and accompany insert of infection preventive medicine should indicate application time limit or attach a residual test report information for reference purposes.

(2) The following information should be printed on the raw material pharmaceutical label:

Manufacturer: ( For animal use only; ( raw material pharmaceutical (powder or liquid);( pharmaceutical name;( net weight;( permit no.; ( date manufactured, lot no., validity period, (or expiration date);( storage procedure;( manufacturer name and address.

Importer: ( For animal use only; ( raw material pharmaceutical (powder or liquid);( Chinese product name;( permit no.; ( importer name and address.

(3) Animal pharmaceuticals in small packaging (5 ml. or less) constitute labeling problems, hence Chinese label information can be simplified; the following should be indicated: ( for animal use only; ( manufacturer or importer name and address;( pharmaceutical name;( permit no.;( validity period, lot no. Label should state "for detailed information, please see product accompany insert”.

(4) In view of labeling difficulty, only a simple approval seal is required on the “liquid nitrogen Marek’s vaccine” container; accompany insert and label should be attached to the product.

(5) Locally manufactured pharmaceuticals for domestic consumption should contain only Chinese label and accompany insert text.

(6) Contraindications, warnings, side effects, withdrawal times and other precautions should be printed in red or enclosed in red frame or printed in bold black prints.

(7) Name of dealer printed on label should not be bigger than name of manufacturer, moreover, copies of dealership permit and agreement should be attached for reference purposes.

(8) Different label registration applications should be made for injection powder or suspension powder in different packaging sizes.

6. A label amendment registration application should be submitted to the Council of Agriculture whenever an amendment is effected in the contents of the original product marketing label and accompany insert and the Chinese label and accompany insert translation.

(C) Inspection Specifications:

1. Inspection specification form: as attached.

2. Inspection specification
answering instructions:

(1) Specification is in duplicate form.

(2) When applying for inspection registration, every ingredient contained in the formula (including active and supplementary ingredients), finish product specification and test method should be affixed on the inspection specification form. Form is in duplicate, copies of the inspection specification and method can be affixed to the duplicate form.

(3) The manufacturer inspection specification and method should be compiled in the order of raw material ingredients and finish product then stapled to the specification form if pharmaceutical is an imported product. As for domestic manufactured products, manufacturer inspection specification and method copies should be stapled to the form. 

Inspection Specifications

	Product name: (Chinese)


	(Foreign name)
	Form:

	Name of manufacturer
	
	Pharmaceutical

Manager:




chop

	References
	

	


Note:

1. The following product information should be specified: (a) specifications (b) ingredients (c) physicochemical properties (d) general regulations (e) differentiation (f) content evaluation (g) other matters for inspection.

2. If space provided is insufficient, additional pages may be added.

(D) Inspection report:

1. Inspection report form as shown below:

Inspection Report

	Product name(Chinese)


	(Foreign name)
	Form:

	Batch no.
	
	Packaging
	
	Date

manufactured
	

	Inspection ref.
	
	Date of inspection
	

	Inspection Results



	Findings
	
	Proprietor
	
	Inspecting officer
	


Note:

The report should contain the product test results and record of the following: appearance, regular inspection, purity tests, grade, content evaluation, safety tests, bacteria tests, weight difference test, 崩散度 test, moisture test, pH tests etc.; as well as test finding evaluation. 

2. Inspection report answering instructions:

(1) Inspection report is in duplicate form.

(2) When applying for inspection registration, every ingredient contained in the formula (including active and supplementary ingredients), finish product specification and test method should be affixed on the inspection specification form. Form is in duplicate, copies of the inspection specification and method should also be affixed to the duplicate form.

(3) The manufacturer inspection specification and method should be compiled in the order of raw material ingredients and finish product then stapled to the specification form if pharmaceutical is an imported product. As for locally manufactured products, manufacturer inspection specification and method copies should be stapled to the form.

(E) Choices of Product Names for Registration Form (for manufactured and imported products)

1. Animal pharmaceutical Chinese and foreign name choices card is as shown below:


Choices of products names for registration (Chinese & Foreign names)

(for manufactured and imported products)
	Chinese Name
	Foreign Name

	1.
	

	2.
	

	3.
	

	4.
	

	5.
	

	Proprietor:




(chop)


Remark: For imported products, only Chinese names are necessary.





18 cm

2. Animal pharmaceutical Chinese and foreign name choices card answering instructions:

(1) Product should have two names, the Chinese and foreign name; at least two to three names should be presented for each.  Foreign names should be homonymous to the Chinese name.

(2) For Chinese name naming principles and precautions, please refer to the “pharmaceutical name column” answering instructions.

(3) For imported pharmaceuticals, only fill out Chinese names into column.

(4) Proprietor chop should be stamped on the card. 

(F) Affidavit

1. Affidavit form: as attached.

2. Affidavit requirements:

(1) Affidavit should contain the product name, name of affiant company and proprietor, address, telephone number and date (complete date) of execution as well as required chops and seals.

(2) Inspection registration application, pharmaceutical name, proprietor name and permit certificate transfer should be attached to the affidavit for reference purposes.

Affidavit


It is hereby guaranteed that the animal pharmaceutical product _____________________submitted to the Council of Agriculture for testing is free from any similarity, imitation, reproduction, insinuation or other disputes with other manufacturer products in terms of product name, trademark, accompany literature, packaging, patent or production methods.  In the event of the aforementioned, then affiant shall voluntarily withdraw registration, or cancel permit or unconditionally comply with any amendment or sales prohibition order of said animal pharmaceutical product; as well as fulfill all legal responsibilities resulting from such action.  

Affiant:

Proprietor:

Address:

Date:

D. Certificate issuance procedures:

(A) A manufacturer (importer) applying for the production (importation) of an animal pharmaceutical product is obliged to submit within three months after receiving the official approval notification of the Council of Agriculture a certificate claim application (duly stamped with company seal and proprietor chop, clearly indicating Council of Agriculture approval date) together with the permit processing fee (NT$1,000 per document remitted to the Council of Agriculture remittance account) and 26 copies of the required printed marketing label and accompany insert (attached to the label specimen card).  Documents should be mailed to the Council of Agriculture to claim the approved manufacturer (importer) animal pharmaceutical permit.  Failure to claim permit within the prescribed deadline constitutes voluntary waiver, the Council of Agriculture shall then cancel said permit as provided by law.  Production (or importation) of said pharmaceutical is prohibited at the absence of a permit.

(B) In the event label and accompany insert submitted during the permit claiming procedure is different from the approved label and accompany insert draft, then permit will not be released.  Labels or accompany insert should be reprinted according to the approved draft before release may be approved.

(C) The label and accompany insert on the label specimen card should be the original copy; Chinese label and accompany insert should be printed in publisher standards (“fast printing” methods such as computer printing, photo printing, typewritten, miniaturized typewritten form, etc. are not acceptable).  (This restriction is not applicable to raw material pharmaceuticals.)

(D) Pharmaceutical Permit Claim Application Form as attached.

Pharmaceutical Permit Claim Application Form

Date: ________________________

Doc. No. _____________________

	Pharmaceutical Product
	Permit No.
	Council of Agriculture Approval Date and Doc. No.
	Imported or Manufactured

	
	
	Date:_______________ nung mu no.______________
	

	
	
	Date:_______________ nung mu no.______________
	

	
	
	Date:_______________ nung mu no.______________
	

	
	
	Date:_______________ nung mu no.______________
	

	
	
	Date:_______________ nung mu no.______________
	

	
	
	Date:_______________ nung mu no.______________
	

	
	
	Date:_______________ nung mu no.______________
	

	Attachments:

1. Pharmaceutical permits ______ pc., total certificate fees: NT$ ___________ (Postal remittance receipt no. ____, total ____ pc., beneficiary account: Council of Agriculture.)

2. Total label specimen cards (form + 26 labels & literatures):

3. Others

4. 

	To The Council of Agriculture
	Applicant:
	Company:
seal

Proprietor:
chop

Address:

Tel. no.:


II. Animal Pharmaceutical Product Permit Amendment Registration Application 

A. The animal pharmaceutical registration requirements include animal pharmaceutical product name (Chinese and foreign names), manufacturer or importer name and address, proprietor name and address, factory name and address, pharmaceutical form, packaging, ingredients, effects (adaptation symptoms), label and accompany insert.  As provided in Section 13 of the Animal Pharmaceutical Control Act, an amendment application submitted to the Council of Agriculture is necessary in the event of changes in registered information.  Any violations thereof shall be subject to the penalty provisions in Section 40, Item 1 of the Animal Pharmaceutical Control Act.

B. In the case of damaged or lost permit; a replacement or new animal pharmaceutical permit certificate application (Section 13, Animal Pharmaceutical Control Act Implementation Rules) should be submitted to the issuing government office (Council of Agriculture).

C. In the case of animal pharmaceutical permit amendment, permit validity extension application should not be submitted for processing before amendment procedure is completed.

D. In the case of product name, label, literature or packaging amendment of animal pharmaceuticals for export, amended label and accompany insert (5 copies each) of said pharmaceutical product should be submitted in response to the foreign buyers’ demands.  Documents should be marked “for export only”.  Applications submitted to the central government authorities for approval through the local government. Said revised animal pharmaceutical should not be sold in the domestic market. (See Section 41, Animal Pharmaceutical Control Act Implementation Rules).

E. The following conditions require a renewed pharmaceutical test registration; revisions should not be directly effected through the amendment procedures:

(A) Ingredient and dosage revisions;

(B) Change in product form;

(C) Production location change (imported medicines)

(D) The permit transfer document of the manufacturing country (imported products)

F. An “animal Pharmaceutical Permit Amendment Registration Form” (form available at the trade association) should be completed when applying for permit amendment.  Supporting documents should be attached to said form and submitted to the Council of Agriculture for approval.  Supporting documents vary with the amendment subject; details as shown below:

(A) Change of Chinese product name: (importer/manufacturer)

1. Original animal pharmaceutical permit (original copy).

2. Choices of Product Names for Registration form, or trademark registration certificate of the Central Standards Bureau (MOEA), or copy of the approval document (any one of the three).

3. Chinese label and accompany insert draft attached to the Label Specimen Card. (three copies each)

4. Originally approved Label Specimen Card, stamped with Council of Agriculture seal.

5. Affidavit.

(B) Change of English product name: (importer)

1. Original animal pharmaceutical permit (original copy).

2. Originally approved Label Specimen Card, stamped with Council of Agriculture seal.

3. Amendment notification certification issued by the manufacturer. (authenticated by the ROC representative office of the manufacturing country)

4. Product name amendment approval issued by the manufacturing country animal pharmaceutical authority concerned. (original copy authenticated by the ROC representative office of the manufacturing country)

5. 26 pcs. label and accompany insert printed after manufacturer amended name (attached to the Label Specimen Card)

6. Chinese label and accompany insert draft attached to the Label Specimen Card. (three copies each)

(C) Change of importer or manufacturer name: (change due to company reorganization only)

1. Original animal pharmaceutical permit. (original copy)

2. Animal Pharmaceutical Permit Amendment Registration List.

3. Originally approved Label Specimen Card, stamped with Council of Agriculture seal.

4. Chinese label and accompany insert draft attached to the Label Specimen Card. (three copies each)

5. Trade association membership certificate. (copy)

6. Factory registration certificate copy. (manufacturer)

7. Animal Pharmaceutical dealership permit copy. (importer)

Documents stated in items 5., 6., and 7. should be duly approved amendment documents.

(D) Change of address of importer, proprietor, or domestic manufacturer: (change due to house no. changes or relocation only)

Supporting documents are as required in the change of importer/manufacturer name.

(E) Change of proprietor name: (change due to company reorganization only)

1. Original animal pharmaceutical permit. (original copy)

2. Animal Pharmaceutical Permit Amendment Registration List.

3. Trade association membership certificate. (copy)

4. Factory registration certificate copy. (manufacturer)

5. Animal Pharmaceutical dealership permit copy. (importer)

6. Affidavit of the new proprietor.

Documents stated in items 3., 4., and 5. should be duly approved amendment documents.

(F) Change of foreign manufacturer name: (manufacturer address is the same; change due to merger or acquisition) (importer)

1. Original animal pharmaceutical permit. (original copy)

2. Animal Pharmaceutical Permit Amendment Registration List.

3. Originally approved Label Specimen Card, stamped with Council of Agriculture seal.

4. 26 pcs. label and accompany insert printed after manufacturer amended name (attached to the Label Specimen Card)

5. Amendment notification certification issued by the manufacturer. (should state factory address and head office address, as well as the manufacturer’s name before and after the amendment, authenticated by the ROC representative office of the manufacturing country)

6. Manufacturer name amendment approval (original copy) issued by the manufacturing country animal pharmaceutical authorities concerned (address remains unchanged). (should state factory address and head office address, as well as the manufacturer’s name before and after the amendment, authenticated by the ROC representative office of the manufacturing country)

(G) Change of foreign manufacturer address: (change due to house no. changes only)(importer)

1. Original animal pharmaceutical permit (original copy).

2. Animal Pharmaceutical Permit Amendment Registration List.

3. Originally approved Label Specimen Card, stamped with Council of Agriculture seal.

4. 26 pcs. label and accompany insert printed after manufacturer amendment (attached to the Label Specimen Card)

5. Amendment notification certification issued by the manufacturer. (should state manufacturer’s address before and after the amendment, authenticated by the ROC representative office of the manufacturing country)

6. Manufacturer address amendment certification (original copy) issued by the manufacturing country census office. (should state the address before and after the amendment, authenticated by the ROC representative office of the manufacturing country)

(H) Change of foreign manufacturer address: (change due to factory relocation only, manufacturer remains the same)(importer)

1. Original animal pharmaceutical permit. (original copy)

2. Animal Pharmaceutical Permit Amendment Registration List.

3. Originally approved Label Specimen Card, stamped with Council of Agriculture seal.

4. 26 pcs. label and accompany insert printed after manufacturer amendment (attached to the Label Specimen Card)

5. Amendment notification certification issued by the manufacturer. (should state manufacturer’s address before and after the amendment, authenticated by the ROC representative office of the manufacturing country)

6. Manufacturer address amendment approval (original copy) issued by the manufacturing country animal pharmaceutical authorities concerned (address remains unchanged). (should state factory address before and after the amendment, authenticated by the ROC representative office of the manufacturing country)

7. New importer animal pharmaceutical inspection application form (sextuplicate) and Inspection Specification form, Inspection Report form (two sets each).

8. Manufacturer’s documents for the new address (original).

9. Manufacturing and quality control documents of the manufacturer at the new address.

10. Documents submitted should be duly approved.

(I) Permit Transfer (manufacturer and proprietor names and addresses remain unchanged) (limited to importer-to-importer or manufacturer-to-manufacturer transfer)

1. Original animal pharmaceutical permit. (original copy)

2. Animal Pharmaceutical Permit Amendment Registration List.

3. Transfer agreement of the foreign manufacturer, original copy. (should state expiration date of the First Party dealer rights assignment to Second Party, as well as product name and address of the concerned, duly authenticated by the ROC representative office) (importer)

4. Joint transfer agreement executed by the parties concerned, original. (duly stamped with the company seals and proprietor chops)

5. Originally approved Label Specimen Card, stamped with Council of Agriculture seal.

6. Chinese marketing label and accompany insert draft, three copies each. (attached to the Label Specimen Card)

7. Affidavit of the new proprietor. (New proprietor should guarantee that said company product is legally imported, sold or manufactured, and a willingness to accept lawful punishments for any violation committed against the Animal Pharmaceutical Control Act.)

8. Trade association membership certificate. (copy)

9. Dealership permit copy. (importer)

10. Factory registration certificate copy. (manufacturer)

Note: ※ If imported animal pharmaceutical permit is due to expire, the original registered manufacturer should process a permit validity extension to ensure that permit is valid at the time of transfer, as well as smooth certification processing and payment remittance procedures.

※ Permit transfer applicant should be the beneficiary factory.

(J) Packaging type amendment:

1. Original animal pharmaceutical permit. (original copy)

2. Originally approved Label Specimen Card, stamped with Council of Agriculture seal. (to be returned to applicant after verification)

3. Amendment notification certification issued by the manufacturer. (authenticated by the ROC representative office of the manufacturing country) (importer)

4. Planned new packaging content should comply with regulated packaging limits.

(K) Effects (adaptation symptoms), application and dosage amendment:

1. Original animal pharmaceutical permit. (original copy)

2. Originally approved Label Specimen Card, stamped with Council of Agriculture seal.

3. Amended original manufacturer marketing label and accompany insert draft, three copies each (importer) and Chinese marketing label and accompany insert draft, three copies each (importer/manufacturer) attached to the Label Specimen Card.

4. Manufacturer amendment notification. (should clearly state details of amendment, authenticated by the ROC representative office of the manufacturing country) (importer)

5. Manufacturer amendment approval issued by the manufacturing country animal pharmaceutical authorities concerned. (should clearly state details of amendment, authenticated by the ROC representative office of the manufacturing country) (importer)

6. Scientific basis, or pharmacopoeia or generally accepted reports data of the planned effects, indication and dosage after amendment. (manufacturer)

(L) Label/accompany insert amendment: (limited to picture, color changes of label/accompany insert; text remains the same)

1. Amended Chinese marketing label/accompany insert: (manufacturer/importer)

(1) Original animal pharmaceutical permit, copy.

(2) Originally approved Label Specimen Card, stamped with Council of Agriculture seal.

(3) 26 pcs. Chinese label and accompany insert printed after amendment (attached to the Label Specimen Card)

2. Amended original manufacturer marketing label/accompany insert: (importers only)

(1) Original animal pharmaceutical permit, copy.

(2) Originally approved Label Specimen Card, stamped with Council of Agriculture seal.

(3) 26 pcs. Amended original manufacturer marketing label and accompany insert printed (attached to the Label Specimen Card)

(4) Manufacturer amendment notification.(authenticated by the ROC representative office of the manufacturing country)

G. Foreign manufacturer documents and certificates necessary to support amendment applications should be issued by the originally registered manufacturer.  Factory name & address and product name should match the originally approved permit details. Documents issued by subsidiaries, agents, dealers or telex/telegraph documents are not valid.

H. Official animal pharmaceutical amendment registration forms, as attached:

(A) Animal Pharmaceutical Permit Amendment Application:

(B) Animal Pharmaceutical Permit Amendment Registration List:

(C) Transfer Agreement sample:

Animal Pharmaceutical Permit Amendment Application

Date of application:_______________________

	Name of establishment
	
	Address
	

	Tel. no.:
	
	Permit no.
	Animal pharmaceutics ju/chih no.:

	Subject of amendment:

	Original registration
	Planned amendment
	Attachments 

	
	
	

	To the Council of Agriculture

Applicant establishment:

Proprietor:

(company seal and proprietor chop should be attached)




Animal Pharmaceutical Permit Amendment Registration List

Date: ________________________

Doc. No. _____________________

	Application subjects

	Pharmaceutical Product
	Permit No.
	Expiration Date
	Remarks

	
	
	year
	month
	day
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Affix seal on the seams.

Transfer Agreement


The Undersigned _________________________________ (First party) and __________________________ (Second Party) hereby execute this agreement for business facilitation purposes.  First Party hereby agrees to transfer to Second Party rights over the _____________________ under Animal Pharmaceutical Importation Permit no. _________________ (total ______ pc., details as shown in the registration list), effective _________________________.  Second Party shall apply for the permit transfer approval of the Council of Agriculture, as well as assume all liabilities concerning the subjects of the approved permit starting from the date said permit transfer is validated.  Verbal consents or agreements other than the provisions herein contained shall be null and void.

The Undersigned:

First Party:
seal

Proprietor:
chop

Address:

Second Party:
seal

Proprietor:
chop

Address:

Date: ___________________

III. Animal Pharmaceutical Product Permit Validity Extension Application 

A. According to Section 14 of the Animal Pharmaceutical Control Act and Section 14 of the implementation rules of the same act, the manufacturer or importer animal pharmaceutical permit has a validity period of four years. If at the maturity of said period, the manufacturer or importer intends to continue manufacturing or importation, then the concerned should apply for a permit validity extension four months before said permit expiration.  Maximum extension period is two years, permit legally expires (lapses) at the absence of a new extension. An expired permit cannot be used for the importation or production of animal pharmaceutical products.

B. The aforementioned animal pharmaceutical permit extension applicant should be the holder of the permit.  Applicant should fill out an Animal Pharmaceutical Permit Validity Extension Application and Permit Extension Product List (purchase forms from trade associations) then mail forms together with the following supporting documents to the Council of Agriculture for processing:

(A) Manufacturer:

1. Animal pharmaceuticals permit; original copy.

2. Marketing label and accompany insert, original copy.(Attached to the Label Specimen Card)

3. Factory registration certificate copy. (one copy per lot, document should be the latest updated version)

4. Trade association membership certificate. (one copy per lot, certificate should be valid during application)

(B) Importer:

1. Animal pharmaceuticals importation permit; original copy.

2. Dealership appointment certification executed by original manufacturer; original and copy. (original copy will be returned after verification)

Document should contain the following: (1) name and address of appointed dealer; (2) product consigned; (3) period of dealership (expiration date should be stated); (4) date of issuance. The name and address of assigning manufacturer as well as product name should match data on the original permit information; moreover, if said documents are not in English or Japanese, then documents should be translated to English or Chinese and duly authenticated by the overseas ROC representative office.

3. Chinese and original manufacturer marketing label and accompany insert, original copy.(Attached to the Label Specimen Card)

4. Animal Pharmaceutical Dealership Permit copy. (one copy per lot, document should be the latest updated version)

5. Trade association membership certificate. (one copy per lot, document should be the latest updated version)

6. In line with the prevention medicine, the following are additionally required for Foot and Mouth Disease (FMD) epidemic animal biomedicine permit extension application:

(1) Animal pharmaceutical authority certification showing said manufacturer has not manufactured said FMD vaccine (duly authenticated by the ROC representative office of the manufacturing country)

(2) Complete list of the animal pharmaceutical products manufactured by said manufacturing factory.

C. Animal pharmaceutical permit extension application documents are as follows:

(1) Animal Pharmaceutical Permit Validity Extension Application 

(2) Animal Pharmaceutical Permit Extension Product List

Animal Pharmaceutical Permit Validity Extension Application

	Addressee:
	Council of Agriculture
	Date of application
	

	
	
	Serial no.
	

	Subject of application

	Product name
	Permit no.
	Validity period
	Extension period
	Remarks

	
	
	yy
	mm
	dd
	yy
	mm
	dd
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Applicant:

	Manufacturer/importer:
(seal)

Proprietor:
(chop)

Address

	Evaluation opinion:



	Forwarded to:



	Instructions:




Remarks: If validity extension application covers more products, product list may be separately prepared and attached to application.

Animal Pharmaceutical Permit Extension Product List

	Subject of application

	Product name
	Permit no.
	Validity period
	Extension period
	Remarks

	
	
	yy
	mm
	dd
	yy
	mm
	dd
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


(Affix seal at the seams)

IV.
Animal Pharmaceutical Exportation Permit Application 
A. Qualifications:

Animal pharmaceutical exporters intending to export an approved animal pharmaceutical product should apply for an exportation permit at the central authority concerned; otherwise exportation is prohibited. (Section 24, Animal Pharmaceutical Control Act)

B. Application procedure: (Section 39, Animal Pharmaceutical Control Act)
	
	
	preliminary screening
	
	approval permit

	applicant
	application form
	 city government
	
	Council of Agriculture

	
	attachments
	
	forward to
	


Note: 1. An exportation permit has a validity period of three months from date of issuance.

2. Pharmaceutical manufacturer may start exporting product while pharmaceutical exportation approval is under processing; sampling inspection is conducted afterwards.

C. Supporting documents: (Section 39, Animal Pharmaceutical Control Act)
(A) Completed animal pharmaceutical exportation application form. (Complete form according to product name and lots)

(B) Animal pharmaceutical inspection report form; two copies. (Manufacturer may copy the factory inspection showing product passed inspection and attach copy to the form.)

(C) Animal pharmaceutical exportation affidavit.

(D) Exportation letter of credit or foreign buyer order copy.

(E) ROC animal pharmaceutical exportation permit certification. (Certificate is in sextuplicate, answers should be typewritten for better results.) 

D. Application forms: (as follows)
(A) Animal Pharmaceutical Exportation Application Form:

(B) ROC Animal Pharmaceutical Exportation Permit:

(C) Animal Pharmaceutical Exporter Affidavit:

Animal Pharmaceutical Exportation Application

Date:

Serial no.:

	Manufacturer
	
	Address
	

	Foreign importer
	
	Address
	

	Product for exportation

	Name
	Permit no.
	Production lot no.
	Active ingredients
	Principal effects
	Export quantity
	Packaging 
	Test findings

	Chinese
	Foreign
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	Production supervising officer
	
	Certificate and license no.
	

	Please find attached 2 copies of the animal pharmaceutical test performance, 1 affidavit and _____ export letters of credit for export approval application purposes.

(( Department of Reconstruction for submission to the

Council of Agriculture

Applicant:
(chop) 

Name of manufacturer and factory registration no. (seal)


Animal Pharmaceutical Exportation Permit

Date:

Animal Pharmaceutical Export no.

	Applicant
	name
	
	Manufacturing factory
	

	
	address
	
	Factory registration no.
	

	Foreign importer
	
	Address:
	

	Product for exportation

	Name
	Permit no.
	Production lot no.
	Active ingredients
	Export quantity
	Packaging 

	Chinese
	Foreign
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	It is hereby certified that the aforementioned animal pharmaceutical products have been duly approved and registered for exportation.  (This license shall remain valid for three months from the date of issue.)


(approving department) 


Attachments:

1. This application form is in sextuplicate: original, approving department; duplicate, processing department; triplicate, applicant; quadruplicate, International Trade Bureau; quintuplicate, processing bank; sextuplicate, customs. 

2. Seal of the approving department is necessary to validate license.

Exporter’s Affidavit


It is hereby guaranteed that the animal pharmaceutical product exportation application submitted to ________________________ (name of authority concerned) for _____________________(Chinese/foreign product name) (quantity, packaging permit no., product batch no.) imported through _____________ (foreign importer name and address) has passed chemical test and is the same as the originally registered product.   In the event that the aforementioned failed random sampling tests, then affiant shall willingly fulfill all legal responsibilities and penalties as provided in the Animal Pharmaceuticals Control Act and other relevant laws.  

(( Department of Reconstruction for submission to the

Council of Agriculture

Affiant:
(chop)

Pharmaceutical product permit no.

Manufacturer registration no.

Address:

Date:

V. Animal Pharmaceutical Product Sample & Complimentary Item Importation Application

A. Limitations:

(1) Sale of product samples or complimentary items approved for importation is prohibited. (Section 23, Animal Pharmaceutical Control Act)

(2) Product should be marked “samples” or “complimentary” after importation.  Quantity should only be sufficient for inspection, examination and testing purposes only. (Section 36, Animal Pharmaceutical Control Act)

(3) Animal pharmaceuticals in the official importation ban list cannot be imported as product samples or complimentary items. (Section 37, Animal Pharmaceutical Control Act)

B. Application procedure:

Regular pharmaceuticals: 












approval notice



 Applicant 





city government
application form and attachments

Biomedicine:








approval notice


approval opinion



Applicant 

city government

Council of Agriculture
application form and attachments

Note: The official sample or complimentary item importation approval permit should be presented to the customs or post office to claim products.

C. Supporting documents: (Section 38, Animal Pharmaceutical Control Act)
(A) Completed animal pharmaceutical exportation application form. (form is in sextuplicate, original copy serves as application, the rest serve as importation permit certification.)

(B) Bill of lading or receipt.

(C) Animal pharmaceutical accompany insert.

D.  Application forms: (as follows)
(A) Animal Pharmaceutical Sample/Complimentary Item Importation Application Form

(B) Animal Pharmaceutical Sample/Complimentary Item Importation Approval Notice

Animal Pharmaceutical Sample/Complimentary Item Importation Application

Date of application:

Serial no.

	Applicant and Proprietor
	
	Dealer or manufacturer license no.
	

	Product 

name
	Translation
	Name of manufacturer and business establishment
	packaging
	Quantity
	Application and allocation

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Attachments:
	1. Bill of lading or official receipt.

2. Animal pharmaceutical product literature

3. 

	The aforementioned products have fully complied with the requirements of the Animal Pharmaceuticals Control Act, importation approval is hereby requested.

The Department/Bureau of ____________________,

  __________________ /city 

For submission to the Council of Agriculture

Applicant:

Address:




Note:

1. This application form is in sextuplicate: original, applicant’s copy; remaining copies serve as approval notifications for filing in the provincial (city) authorities concerned (duplicate); national authorities concerned (triplicate); applicant (quadruplicate); and for attachment to the importation application and customs release application forms (quintuplicate/sextuplicate)

2. The national authority bar stamp is necessary to validate the quadruplicate to sextuplicate copies, the city authority bar stamp is necessary to validate the triplicate copy.

Animal Pharmaceutical Sample/Complimentary Item Importation Approval Notice

Date of application:

Animal pharmaceutical no. 

	Applicant and Proprietor
	
	Dealer or manufacturer license no.
	

	Product 

name
	Translation
	Name of manufacturer and business establishment
	packaging
	Quantity
	Application and allocation

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	City evaluation remarks:
	

	Council of Agriculture evaluation remarks
	

	(Date of issue)

To:


VI. Animal Pharmaceutical Dealership Permit Application

A. Scope of business:

Businesses engaging in the wholesale, retail, import and export of animal pharmaceuticals. (Section 8, Animal Pharmaceutical Control Act)

B. Registration authority: city Dept. of Reconstruction.
C. Application procedure:

Application should be filed at the local authorities concerned, then after passing preliminary evaluation, application is submitted to the provincial authorities for dealership permit issuance.  Business registration should follow.  Businesses in chartered cities should file application with local city authorities concerned. (Section 19, Animal Pharmaceutical Control Act)

D. Flow chart

	
	
	preliminary evaluation
	
	secondary evaluation

	Applicant
	application form
	County/city government

(Animal Disease

Prevention Center)
	
	Provincial government authorities

	
	attachments
	
	forward to
	


registration and approval 

permit issuance

E. Supporting documents:

(A) Animal pharmaceuticals dealership registration application form.

(B) Two copies for certificates/ supporting documents for attachment. (Section 26, Animal Pharmaceutical Control Act Implementation Rules)

F. Fees: NT$400 each.
G. Approval standards: animal pharmaceuticals dealership application approval standards are as shown in the following:
(A) Duly licensed practicing veterinarian (aide) personally managing animal pharmaceuticals retail sales.

(B) Farmer association marketing department veterinarian (aide) managing animal pharmaceuticals applications; members should be retailers.

(C) Duly registered companies employing veterinarian (aide) or store resident pharmacist /pharmaceutical 

(D) Animal pharmaceutical manufacturing companies also conducting a retail sale operation inside their place of business may assign the pharmaceutical manager position to the professional employee suited for said position.  Retailers belonging to item (A) and (B) are prohibited from posting a drug store or animal pharmaceutics dealer signboard.

H. Application forms: as attached
Animal Pharmaceutical Dealership Registration Application

Date: 




	Type of Sales establishment
	
	Line of Business:
	

	Business establishment:

Address:

Tel. no.

	Proprietor name:

Sex:
date of birth:
place of birth:
ID no.

Address:

Educational attainment:

	Pharmaceutical manager/technical personnel:

	Official profession:

Name:


sex:


date of birth


place of birth:


certificate no.

Professional license no.

Address:
	
	

	Capitalization: NT$

Trade association affiliation:

Equipment:

	Attachments:

1. Basic attachments:

a. certificate ??

b. ID picture (2x2) of proprietor and copy of ID; 2 copies each

c. Profession certification of pharmaceutical manager/technical personnel; 2 copies each

d. Dealer establishment business location floor plan; 2 copies each

2. Optional attachments:

e. Professional license of pharmaceutical manager/technical personnel; 2 copies each

f. Employment certificate of pharmaceutical manager/technical personnel; 2 original copies each (farmer associations, manufacturers, importer & exporters, wholesalers, retailers)

g. Farmer association marketing department certification documents; 2 copies (farmer association)

h. Factory registration license; 2 copies (manufacturer)

i. Business registration certificate; 2 copies (manufacturers, importer & exporters, wholesalers, retailers)

j. Company registration certificate; 2 copies (importer & exporters)

k. Import & export license; 2 copies (importer & exporters)

	Preliminary evaluation comments:

(county/city government)

	Permit approbation:



	Date:


Doc. No. Animal pharmaceutics sales (( provincial(city) no. _________


Remarks:

1. Applicant should complete application form and attach two copies each of the required attachments.

2. “Dealer classification” should state import & export, wholesale & retail, farmer association, veterinary hospital (clinic), or manufacturer.

3. “Type of establishment” should state import, export, wholesale, or retail.

VII. Animal Pharmaceutical Inspection Registration, Permit Amendment & Validity Extension Procedures

A. Local animal pharmaceutical inspection registration procedures

Operating procedure

Application


(fill out & submit inspection application form)


acceptance





preliminary


 evaluation







 
secondary evaluation

final evaluation

production software operating rules and test run lot (single lot)

schedule production site sampling inspection

Evaluate hardware equipment & software operating rules and sampling

Inspection

	Comprehensive evaluation; label, accompany insert, serial number and registration verification



Payment of marketing label and accompany insert production cost and processing fees.

Label & accompany insert verification, approbation and permit issuance

Registration complete, file documents
Processing department:

Animal pharmaceutical factory


   fail

	Dept. of Agriculture & Forestry, Taipei City and Kaohsiung City Dept. of Reconstruction
	New medicine
	Council of Agriculture
	Pass
	Animal Pharmaceutical Evaluation Committee



Notify

Animal pharmaceutical factory
Schedule for evaluation meeting

	Dept. of Agriculture & Forestry, Taipei City and Kaohsiung City Dept. of Reconstruction







Meeting

Council of Agriculture

Prov./county (city) animal pharmaceutical inspection analysis









Prov./county (city) authority testing

animal pharmaceutical inspection analysis







pass  
Prov./county (city) authority 










forwards application to

Council of Agriculture









Permit claiming notification

Manufacturer









Permit claiming

Council of Agriculture
Council of Agriculture
B. Imported animal pharmaceutical product inspection registration procedures

Operating procedure

Application
(fill out & submit inspection application and information forms)

acceptance, preliminary evaluation
secondary evaluation        technical evaluation committee

sampling inspection









pass

	Comprehensive evaluation; label, accompany insert, serial number and registration verification





Label & accompany insert verification, approbation and permit issuance

Registration complete, file documents
Processing department:


  
Importer

	fail
	Dept. of Agriculture & Forestry, Taipei City and Kaohsiung City Dept. of Reconstruction









New medicine

Animal Pharmaceutical



Council of Agriculture  



 Evaluation Committee








Pass



(technical evaluation) 

submit for testing       

(regular pharmaceuticals)













pass  (biomedicine)

complete new pharmaceutical testing procedure

animal pharmaceutical inspection analysis






forward to



Council of Agriculture





Permit claiming notification




Importer





Permit claiming


   Council of Agriculture

   Council of Agriculture
C. Animal Pharmaceutical Permit Amendment Registration Procedures

Operating procedure

Application
(fill out & submit inspection application form)

reject application 


add supplementary documents (original)











1-2 days






processing registration
fail








1-2 days

acceptance, preliminary evaluation






pass



20 days

notify application evaluation










2-3 days

notice (permit claiming notice)










1-2 days

amendment, printing of marketing label & accompany insert










claim permit w/in 3 mo.

Label & accompany insert approval, permit amendment registration, permit issuance  




 4-5 days

Registration complete, file documents
Processing department:

manufacturer

Council of Agriculture (documents section)

Council of Agriculture (processing officer)

Council of Agriculture (livestock farming section)

Council of Agriculture (documents section)

manufacturer

Council of Agriculture (livestock farming section)

manufacturer

D. Animal Pharmaceutical Permit Validity Extension Registration Procedures

Application
(fill out & submit inspection application form)

deny extension 


add supplementary documents (original)










1-2 days

processing registration
fail







1-2 days

acceptance, preliminary evaluation







pass

15 days

notify application evaluation









1-2 days

amend computer data, stamping extension approval on permit










1-2 days

Registration complete, file documents
Processing department:

manufacturer

Council of Agriculture (documents section)

Council of Agriculture (processing officer)

Council of Agriculture (livestock farming section)

Council of Agriculture (documents section)

Manufacturer

VIII. Important Animal Pharmaceutical Registration & Control Regulations

A. Animal pharmaceutical formula importation or manufacturing approval principles:

Permits or permit extension shall not be issued to animal pharmaceutical compounds having the following conditions:

1. Compound ingredient proportion did not comply with pharmacopoeia instructions, no complete test report was submitted.

2. Compound ingredients had contraindications or side reactions.

3. Compound ingredient application increased poisoning or had side effects.

4. Compound ingredient application did not improve anti-bacterial spectrum or effects.

5. Compound ingredients have cross resistance.

B. Restricted animal pharmaceutical finish product antimicrobial ingredient types:

When applying for animal pharmaceutical compound product importation or manufacturing, scientific bases should be attached to the formula (i.e. presence of synergistic effect or reduced dosage).  If formula meets scientific principles, the antibiotics should be less than under two categories, antimicrobial products (non-antibiotic or combination of antibiotic and non-antibiotic) less than three categories, as a rule.  If the aforementioned effects are absent, only one category can be added.

C. Animal pharmaceutical under application processing suspension:

1. Biomedicine containing New Castle Disease killed vaccine.

2. Lapinized hog cholera virus

3. The following raw material animal pharmaceutical having the following active ingredients:

(1) Chlortetracycline (until May 39, 1998)

(2) Procaine penicillin G (non-sterilized raw material and its finish product) until May 20, 1997)

(3) Cephalexin monohydrate (until January 15, 1996)

D. Raw material animal pharmaceutical under strict management are subject to the antibiotic raw material importation regulations, hence importation and use are limited to duly licensed manufacturer.

1. Olaquindox

2. Carbadox

3. Nitrofuran derivatives

E. “Mineral salt brick” for animal use containing animal pharmaceutical ingredients is subject to the Animal Pharmaceutical Control Act and its implementation rules, therefore inspected and registered as animal pharmaceutics.  “Mineral salt brick” without animal pharmaceutical ingredients should be subject to the Feeds Control Act and its implementation rules, therefore registered as feeds.

F. Antifungal and anti-oxidation products are not subject to the Animal Pharmaceutical Control Act; but if the antifungal product us used in livestock fungus infection treatment, then the Animal Pharmaceutical Control Act provisions shall apply.

G. Imported animal pharmaceutical dealership rights:

1. If domestic companies A and B agreed to transfer the dealership registration rights of a foreign animal pharmaceutical product, then the concerned should attached an executed transfer agreement, the animal pharmaceutical importation permit, transfer product list, foreign manufacturer transfer agreement document, dealership permit copy and trade association membership certificate copy to the transfer application form and submit them to the animal pharmaceutical central animal pharmaceutical authorities. 

2. When a foreign manufacturer desires to transfer animal pharmaceutical dealership registration rights, but the local owner (company A) of said rights refuse to transfer rights to company B, then in protection of the original dealer’s rights and prevent the irrational changes of the manufacturer, company A retains the right to keep dealership rights until the expiration of the permit. However company may not apply for dealership permit extension; company B shall then apply for the dealership permit of said animal pharmaceutical product.

3. The trade association shall moderate or arbitrate matters for special conditions.

11 cm.





Payment of marketing label and accompany insert production cost and processing feeds.
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