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1.  
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FDA

Department of Health, Food and Drug Administration 1 3720
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FDA CDRR Center for Drug Regulation and 

Research

 

 

1.1.1 CDRR  

9711 2009 2009 8 18 3

2011-0101 9711 2009 2011

3 22 4 1 VII 8 CDRR  
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CDRR  

 

                                                 
1 https://www.fda.gov.ph 
2 The LAWPHiL Project, “REPUBLIC ACT No. 3720”
https://lawphil.net/statutes/repacts/ra1963/ra_3720_1963.html 2022 9 22  

3 Official Gazette, “REPUBLIC ACT No. 9711”
https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711 2022 9 22  

4 , Department Circular No. 2011-0101 https://www.fda.gov.ph/wp-
content/uploads/2021/04/Department-Circular-No.-2011-0101.pdf 2022 9 22  
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6 FDA, Joint DOH and DA Administrative Order No. 2013-0026 https://www.fda.gov.ph/wp-
content/uploads/2021/04/JOINT-DOH-and-DA-Administrative-Order-No.-2013-0026.pdf 2022

9 22  
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7 FDA, FDA Advisory No. 2022-0591 https://www.fda.gov.ph/wp-content/uploads/2022/03/FDA-
Advisory-No.2022-0591.pdf 2022 9 22  
8 Official Gazette, “Executive Order No. 175, s. 1987”
https://www.officialgazette.gov.ph/1987/05/22/executive-order-no-175-s-1987/ 2022 9 22
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Citizen’s Charter CDRR 2022 3rd edition FDA CDRR2022 3 10

FDA

2021 3

31
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5. Active Raw Material  

1. API Active Pharmaceutical Ingredient  
2.  

6.  
7. CA Certificate of 

Analysis  
8. 

 
9.  
10.  
11.  

                                                 
9 FDA, “Initial Registration of Veterinary Drugs” https://www.fda.gov.ph/wp-
content/uploads/2021/05/Initial-Registration-of-Veterinary-Drugs.pdf 2022 9 23  
10 FDA, “CITIZEN’S CHARTER CENTER FOR DRUG REGULATION AND RESEARCH 
(CDRR) 2022 (3rd Edition)” https://www.fda.gov.ph/wp-content/uploads/2022/04/FDA-Citizen_s-Charter-
CDRR_Revised-28Mar2022.pdf 2022 9 23  
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https://www.fda.gov.ph/wp-content/uploads/2021/04/Integrated-
Application-Form-XLSX-Format.xlsx 
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2 3 4 5
6 6
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fdac@fda.gov.ph Email

fdac@fda.gov.ph
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Document Tracking Log  
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1
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FDA FDA

FDA
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2020-0045 2020 9 22 12

1

abridged review 2

verification review

WHO-PQP FDA

collaborative procedure 3  

FDA 2022-004 2022 6 16 13

 

 

 

  

 1. FDA LTO  
2.  

a. 1
3  

b. 2
3  
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3.  
4. 

 
5. 

FDA
 

6.  

 1.  
a. 

                                                 
12 FDA, Administrative Order 2020-0045 https://www.fda.gov.ph/wp-
content/uploads/2020/10/Administrative-Order-2020-0045.pdf 2022 9 25  
13 FDA, FDA Circular 2022-004 https://www.fda.gov.ph/wp-content/uploads/2022/06/FDA-
Circular-No.2022-004.pdf 2022 9 25  
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2. FDA
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1. European Commission - European Union 
2. European Medicines Agency (EMA) - European Union 
3. International Federation for Animal Health - Europe 
(AnimalhealthEurope) 
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6. US Department of Agriculture (USDA) - Center for Veterinary 
Biologics (CVB) - United States of America 
7. US Food and Drug Administration (USFDA) - Center for Veterinary 
Medicine (CVM) - United States of America 
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GCP Good Clinical Practice

47-a 2001 ICH

GCP GCP
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47-a 2021 ICH GCP

GCP

ICH GCP GCP
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2014-0034

CRO Contract 

Research Organization FDA LTO

LTO  

2.3 VICH  

VICH 14

20 2

2013 VOF VICH Outreach Forum BAI

ASEAN

ASEAN VICH-GL

ASEAN

ASEAN VICH-GL

ASEAN

VOF
15  

                                                 
14 https://www.maff.go.jp/nval/kouhou/index.html 2023 1 30

 
15 51 25 URL  
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175 1987
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3720 21 e
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LTO License 
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LTO  
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 FDA 2016-014 B  
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 1. dac@fda.gov.ph

 
 
https://eportal2.fda.gov.ph/syseportal/en/neoclassic/2025723735d4
504e361dde4030330943/2656580155d4641ea8aa1d9091841768.p
hp 
 
2. FDA

 

  

 
FDA Circular 2016-014 FDA 2016-014 II-C 
FDA Citizen’s Charter 2021 1st edition FDA 2021

1 pp. 7-8 

 

3.1.1.2 LTO  

LTO  

 

 1.  
2.  
3.  
4.  
5.  
6.  
7.  
8. LTO

 

 1.  
2

FDA

 
 

 
https://www.fda.gov.ph/wp-content/uploads/2021/04/Integrated-
Application-Form-XLSX-Format.xlsx 
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PDF 1  
 

SEC
PDF 1  

 
 
2  

/  
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PIC/S GMP
 

 
4  
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GPS  
 
6  
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FDA Bancnet

FDA

 
 FDA 2  
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 Bancnet 2  

 
8. RFO Regional Field Office  
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9. FDA  



30 

17  
 
10. FDA  
FDA 3

 

  
 2,000 1 +1% LRF 
 2,000 1 5,000 1 5,000

+1% LRF 
 5,000 2 +1% LRF 

 2  
3  

 
FDA Citizen’s Charter 2021 1st edition FDA 2021

1 pp. 13-17 
LTO  
AO2020-0017 

 

3.2 GMP 

1974 GMP Good Manufacturing Practice

6 13 220 1974 16

WHO GMP GMP GMP 1999

43 1999 17  

ASEAN 2004 11 PIC/S GMP

ASEAN GMP PIC/S GMP

GMP 43 1999 GMP

PIC/S GMP 2012-000818 PIC/S GMP

GMP  

 

                                                 
16 , Administrative Order No. 220, s. 1974 https://www.fda.gov.ph/wp-
content/uploads/2021/04/Administrative-Order-No.-220-s.-1974.pdf 2022 9 25  
17 , Administrative Order No. 43, s. 1999 https://wipolex.wipo.int/en/text/313972

2022 9 25  
18 FDA, Administrative Order No. 2012-0008 https://www.fda.gov.ph/wp-
content/uploads/2021/04/Administrative-Order-No.-2012-0008.pdf 2022 9 25  
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19 FDA, “Revised Rules and Regulations Governing the Generic Labeling Requirements of Drug 
Products for Human Use” https://www.fda.gov.ph/wp-content/uploads/2021/08/Administrative-Order-No.-2016-
0008.pdf 2023 1 12  
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10.  
11. Rx  
12. ADR  
13.  
14. /  
15.  

 
1. 1

2  
2. 1

2  
3. 1

2
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4. Rx 1
2  

5. 

 

 
 

 

1.  
2.  
3.  
4.  
5. Rx  
6.  
7.  
8.  
9.  

 
 

 

1.  
2.  
3.  
4.  
5.  
6.  
7.  
8.  
9.  
10.  
11.  
12.  
13.  
14.  
15.  
16.  
17.  
18.  
19.  
20. ADR  
21.  
22.  
23.  

 1.  
2.  
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3.  
4.  
5.  
6.  
7.  
8.  
9.  
10.  
11.  
12.  
13.  
14.  
15.  
16.  
17.  
18. ADR  
19.  
20.  
21.  

 

3.7 PIC/S  

3.2 GMP ASEAN 2004 PIC/S Pharmaceutical Inspection 

Convention and Pharmaceutical Inspection Co-operation Scheme

GMP ASEAN GMP

2012 6 25 2012-0008 PIC/S GMP

GMP  

PIC/S PIC/S

PIC/S GMP

GMP FDA

PIC/S GMP GMP PDF

 

LTO

LTO Site Master File

2  
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3.8 ASEAN  

3.2 GMP 3.7 PIC/S 2004 ASEAN PIC/S GMP

ASEAN GMP 2012 ASEAN

GMP PIC/S GMP GMP

 

ASEAN ASEAN

ACTD ASEAN Common Technical Dossier ASEAN ACTR Common 

Technical Requirements ACTD ACTR

ASEAN GMP  

2012 PIC/S GMP WHO GMP GMP

FDA WHO

GMP PCI/S GMP WHO GMP
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4.  

4.1  

CPR

Superiorvet

 

 

LTO License to Operate

GMP CPR

CPR
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4.2  

2022 12 1 FDA 20 1,920

100 10

 

 

1. Zoetis Philippines 

2. Boehringer Ingelheim Animal Health Philippines  

3. MSD Animal Health (Phils.)  

4. Hipra Philippines  

5. P & D Medivet Distribution 

6. Ceva Animal Health (Philippines) 

7. Vet Specialists 

8. Jickstar Pharm 

9. Prime Veterinary Phils 

10. Asvet 

 

10 2

PrimeVeterinary Phils Asvet

PVDA Philippine Veterinary Drug Association

 

 

4.3  

4.3.1  
21

 

 
 
 

                                                 
20 https://verification.fda.gov.ph/veterinary_productslist.php 
21 KAHPA 
https://www.kati.net/file/down.do?path=/animal/2021/10/&fileName=PT_Phillippines_Revised+2%281%29.pdf.

pdf 2022 12 16  
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* 1 1 12 31 FY  

 
2019 530 1,300

2019 2014 57  

5 2019

 

 
  

 
 

/ Feed premixes/Additives

25 Poultry biologicals

Swine and other biologicals  
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5 /

 

 

4.3.2  
22

 

 

  

 
* carabao  

 

Superiorvet

 

 

swine poultry duck

 

 

 

 
 
 
 

                                                 
22 2016-2020 https://psa.gov.ph/content/livestock-and-poultry-statistics-
philippines 2022 12 16 ) 
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4.4  

FDA 1,900

1/3 50  

 

 
 

 
 

 
 
2018 2022

3.5  
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5

5

4 2022

 

 

 
 

 

 

4.5  

Superiorvet  
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4.6  

Superiorvet

 

 

 

 

5.  

 

FDA 23 

 

9711
24 

 25 

 Distributor Importer Wholesaler

26 

 Retailer 27 

                                                 
23 9711 9 https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711

2022 12 23  
24 2012-0008 IV 5 https://www.fda.gov.ph/wp-content/uploads/2021/04/Administrative-
Order-No.-2012-0008.pdf 2022 12 23  
25 9711 2009 FDA 1 1 5
https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711 2022 12 23  

26 9711 2009 FDA 1 1 5
https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711 2022 12 23  

27 9711 2009 FDA 1 1 5
https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711 2022 12 23  
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 Trader

28 

 Drug Manufacturer

 

 

3 29 

 abridged review 1

3
30 

 verification review 2
31 

 collaborative procedure

WHO-PQP FDA 32 

 GMP GMP
33 

 LTO License to Operate
34 

 

  

                                                 
28 9711 2009 FDA 1 1 5
https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711 2022 12 23  

29 2020-0045 https://www.fda.gov.ph/wp-content/uploads/2020/10/Administrative-Order-2020-
0045.pdf 2022 12 23  
30  FDA 2022-004 https://www.fda.gov.ph/fda-circular-no-2022-004-implementing-guidelines-on-the-
abridged-and-verification-review-pathways-for-new-drug-registration-applications-in-accordance-with-
administrative-order-no-2020-0045/ 2022 12 23  
31 FDA 2022-004 https://www.fda.gov.ph/fda-circular-no-2022-004-implementing-guidelines-on-the-
abridged-and-verification-review-pathways-for-new-drug-registration-applications-in-accordance-with-
administrative-order-no-2020-0045/ 2022 12 23  
32 2020-0045 https://www.fda.gov.ph/wp-content/uploads/2020/10/Administrative-Order-2020-
0045.pdf 2022 12 23  
33 2013-0022 https://www.fda.gov.ph/wp-content/uploads/2021/08/Administrative-Order-No.-2013-
0022.pdf 2022 12 23  
34 2014-0034 https://www.fda.gov.ph/wp-content/uploads/2021/08/Administrative-Order-No.-2014-
0034.pdf 2022 12 23  
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6.  

6.1 WHO CPP  

 
WHO CPP Certificate of Pharmaceutical Product

 
 

Certificate of a pharmaceutical product35 
This certificate conforms to the format recommended by the World Health Organization 
 
No. of certificate 
Exporting (certifying country): 
Importing (requesting country): 
1. Name and dosage form of the product: 

1.1. Active ingredient(s) and amount(s) per unit dose: 
For complete composition including excipients, see attached: 
1.2. Is this product licensed to be placed on the market for use in the exporting country? 
(yes/no) 
1.3 Is this product actually on the market in the exporting country? 

If the answer to 1.2. is yes, continue with section 2A and omit section 2B. 
If the answer to 1.2 is no, omit section 2A and continue with section 2B: 

2.A.1. Number of product licence and date of issue: 
2.A.2. Product licence holder (name and address): 
2.A.3. Status of product licence holder8: (Key in appropriate category as defined in note) 

2.A.3.1. For categories b and c the name and address of the manufacturer producing the 
dosage form is: 

2.A.4. Is a summary basis for approval appended? (yes/no) 
2.A.5. Is the attached, officially approved product information complete and consonant with 
the licence? (yes/no/not provided) 
2.A.6. Applicant for certificate, if different from licence holder (name and address): 
2.B.1. Applicant for certificate (name and address): 
2.B.2. Status of applicant: (Key in appropriate category as defined in footnote 8) 

2.B.2.1. For categories (b) and (c) the name and address of the manufacturer producing 
the dosage form is: 

2.B.3. Why is marketing authorization lacking? (not required/not requested/under 
consideration/refused) 
2.B.4. Remarks: 

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in 
which the dosage form is produced? (yes/no/not applicable) 
If not or not applicable, proceed to question. 

3.1. Periodicity of routine inspections (years): 
3.2. Has the manufacture of this type of dosage form been inspected? (yes/no) 

                                                 
35 WHO CPP Certificate of Pharmaceutical Product)
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/rss/certification-scheme/model-

certificate-of-a-pharmaceutical-product 2022 10 12  
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3.3 Do the facilities and operations conform to GMP as recommended by the World Health 
Organization? (yes/no/not applicable) 

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects 
of the manufacture of the product: (yes/no) 
If no, explain: 
Address of certifying authority: 
Telephone: 
Fax: 
Name of authorized person: 
Signature 
Stamp and dat



59 

6.2 2013-0022  

Annex B
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Annex C 
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Annex E 
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3.  

1.  

1.1  

Kementerian Pertanian 
Republik Indonesia Ditjen PKH Direktorat Jenderal Peternakan dan 
Kesehatan Hewan 36

 

1.1.1 Ditjen PKH  

2015 45
16

 
 

1.  
2.  
3.  
4.  
5.  

1.1.2 BBPMSOH  

Ditjen PKH BBPMSOH Balai 
Besar Pengujian Mutu dan Sertifikasi Obat Hewan 37

BBPMSOH
 

 
1. /

 
2.  
3.  
4.  
5.  
6.  

                                                 
36 https://ditjenpkh.pertanian.go.id/pages/15-direktorat-kesehatan-hewan
2022 7 8  
37 https://bbpmsoh.ditjenpkh.pertanian.go.id/profil/tugas-fungsi/

2022 7 24  
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7. /  
8.  
9.  
10.  
11.  
12.  
13.  
14.  
15.  
16.  
17.  
18.  
19.  
20.  
21.  
22. BBPMSOH  

1.1.3 PPOH  

PPOH Panitia Pendaftaran Obat Hewan

 

1.1.4 KOH  

KOH Komisi Obat Hewan PPOH
78

 

1.1.5 GMO  

KKH PRG Komisi Keamanan Hayati Produk Rekayasa 
Genetik

LPND
Lembaga Pemerintah Non Departemen  

1.1.6 Panitia Penilai Cara Pembuatan Obat Hwan 
Yang Baik  

1992 CPOHB
38CPOHB

 
 

                                                 
38 CPOHB 302/Kpts/KP.150/6/2003
https://jdihn.go.id/files/609/SK-302-03.pdf 2022 8 16  
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1. CPOHB
 

2. CPOHB CPOHB
 

3. CPOHB CPOHB
 

4. CPOHB  

1.2  

2020 2020 11
2021 2021

5 4

 
OSS Online Single 

Submission System NIB Nomor Induk Berusaha
 

KBLI Klasifikasi Baku Lapangan Usaha Indonesia
KBLI KBLI

5
2020 KBLI 2020
KBLI 21013 Industri Produk Farmasi Untuk Hewan

KBLI 46444
Perdagangan Besar Obat Farmasi Untuk Hewan  

2021
15 5. 5.1 

 

1.2.1  

2  
 
 2009 18  
 1967 6  

1.2.2  

 
 
 2000 25  
 

14/PERMENTAN/PK.350/5/2017  
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8PermentanOT.14042009  
 2021 16  
 CPOHB 466KptsTN.260V99  
 02/Kpts/LB.450/F/03/06  
 

695/Kpts/TN.260/8/96  
 1992 78  
 

2021 15  
 2005 21  
 2021 5  

1.2.3  

 39, 40, 41 Obat Hewan
Sediaan Biologik Farmasetik Sediaan Premiks Obat 

Alami
 

 

 
 

4
 

 
1.  
2.  
3.  
4.  

 
1. 

 
 
2. 

 

                                                 
39 14/PERMENTAN / PK.350 /5/2017
https://simrek.ditjenpkh.pertanian.go.id/fileinfo/Regulasi-3-Permentan142017.pdf 2023 1

4  
40 2009 18
https://peraturan.bpk.go.id/Home/Details/38634/uu-no-18-tahun-2009 2023 1 4  

41 2021 26
https://peraturan.go.id/common/dokumen/ln/2021/pp26-2021bt.pdf 2022 11 10  
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3. Feed Additive
Feed Supplement

/  
 
4. 

 
 

 
 

 
a. Obat Keras  
b. Obat Bebas Terbatas  
c. Obat Bebas  

 
a. /

 
 

/

 
 

b. 
 

 

 
 

 

Izin usaha obat hewan
 

 
c.  
 

 
 

Izin usaha obat hewan
 



74 

2.  

2.1  

1992 78 42

2021 16 43

 
 

1. /
 

2. 1
 

3. /
 

4. 
 

5. / /
obat hanya untuk hewan  

6. 5  
7.  
8. 7  

a. 
 

b.  
c.  
d.  

9. /  
a.  
b.  
c.  
d.  

10.  
a.  
b.   

11. 10  
a.  
b.  
c. peralatan kesehatan hewan

 

                                                 
42 1992 78
https://peraturan.bpk.go.id/Home/Details/57944/pp-no-78-tahun-1992 2022 8 27  

43 2021 16
(https://www.regulasip.id/book/18615/read 2022 7 8 ) 
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d.  
 

2021 16

 
 

 
1.  
2. 1 pejabat 

pengawas obat hewan  
3. 2  
4.  

a.  
b.  
c. 

 
d.  
e.  

5. 4
 

a.  
b.  
c.  
d.  
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2.1.1  
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2.2  

2.2.1 Izin usaha obat hewan  

 
 

1.  
a. /  
b.  
c.  
d.  
e.  

2. 1 /
44, 45 

3.  
a.  
b.  

4.  
a.  
b.  
c.  
d.  
e. apotek veteriner  
f. /  
g.  
h.  
i. toko obat hewan  

5. 
 

6.  
7. /  

 
 

2.2.1.1  

 
 
 

                                                 
44  2009 18
https://peraturan.bpk.go.id/Home/Download/27909/UU%20Nomor%2018%20Tahun%202009.pdf

2023 1 5  
45 2019 5
http://www.bpdp.or.id/wp-content/uploads/2019/05/2019pmtani005.pdf 2023 1 5  
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1.  

a. NIB Nomor Induk Berusaha  
b. NPWP Nomor Pokok Wajib Pajak  
c. HGB Hak Guna Bangunan  
d. H.O  
e. SIUP Surat Izin Usaha Perdagangan  
f. KTP  
g. UKL-UPL  
h. /  
i.  

 
2.  

a. NIB Nomor Induk Berusaha  
b. NPWP  
c. HGB  
d. H.O  
e. SIUP  
f.  
g. /

 
h.  

 

 
 OSS  

1. 2021 8 9
2021 5

OSS
https://oss.go.id/  

 
 NIB Nomor Induk Berusaha  

1. OSS NIB
NIB 13 OSS

NIB
TDP Tanda Daftar Perusahaan API Angka Pengenal 

Importir
OSS https://oss.go.id/panduan

46 
 

 NPWP  
1.  

a. KTP
NPWP 

                                                 
46 OSS https://oss.go.id/panduan 2022 7 29  
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b. NPWP  
c.  
d.  

2.  
1. DJP Online e-Reg

DGT http://ereg.pajak.go.id/daftar
/

 
2. 

 
3. 

 
4. Tax e-Reg

NPWP
/

 
5. NPWP

14 NPWP
3 14  

6. 20  
7.  
 

 /  
1. 

 
2. 7  
3.  

 
 47  

1. 
 

2.  
1. KTP  
2. NPWP 
3. NIB Nomor Induk Berusaha  
4.  
5.  
6.  
7. /  

                                                 
47 http://www.asohi.org/ 2022 8 8  
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8. /  
9. /  
10. /  
11. / / /  
12.  
13.  
14.  

3. 7  
4.  

 
 SIUP Surat Izin Usaha Perdagangan 48 

1. OSS  
2.  

1.  
2. KTP 
3.  
4. NPWP 
5.  
6.  
7. 3×4  

3. 1  
4.  

 

 
 

1.  
a.  
b.  
c. PJTOH penanggung jawab teknis obat hewan

 
CPOHB

/
 

2.  
a.  
b.  
c. PJTOH  
d.  
e.  
f.  
g.  

                                                 
48 https://pelayanan.jakarta.go.id/site/detailperizinan/590

2022 8 8  
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 rejected released  
  
  
  
  
 /  
  
  

h.  
  
 /  
  
  
  
  
  
  
  
  
  
  
  

3.  
a.  
b.  
c. PJTOH  
d. PJTOH  

4. /
 

a.  
b.  
c. PJTOH  
d.  

1.  
2.  

5.  
 



82 
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2.2.1.2  

 
 

1. OSS  
2. PPVTPP Ditjen PKH 2

 
3. 14  
4.  
5. PPVTPP OSS  
6. OSS 2  
7.  

a.  
b. /  

8. 
 

9.  
10. 

 
11.  
12. PPVTPP 2 OSS

 
 

18 49 
2,000,000 50 

                                                 
49 BKPM OSS https://oss.go.id/informasi/kbli-kode?kode=G&kbli=46444
2022 7 12  
50 2016 35
https://peraturan.bpk.go.id/Home/Details/5756 2023 1 10  
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2.2.1.3  

 
 

 
a. 3  
b. 

 
c. /  
d.  
e.  
f.  

 
mekanisme pengawasan/post-audit

 

2.3  

2.3.1 51 

 
 

1.  
a. 

 
b. 

 
c.  
d. 

 
e. 10

 
f. 54/TN.260/Kpts/DJP/2001 55/TN.260/Kpts/DJP/2001

55/TN.260/Kpts/DJP/2001  
g. Toll Manufacturing

 
h.  

                                                 
51 2021 15 https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021 2022 12 19  
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 recall  
 return  
  
  

 
2. 52 

a.  
b.  
c.  

 
3. 53 

a.   
b.  
c. Toll Manufacturing  

 
4.  

a. OSS  
b. OSS  

 
5.  

a. A  
b. B  
c. C  
d. D  
e. E  
f. F  
g. G  
h. H  
i. I  
j. J  
k. K  
l. L  

 
6. 54 

                                                 
52  2019 5
https://peraturan.bpk.go.id/Home/Details/201248/permentan-no-05-tahun-2019 2022 8 2

 
53 2020 11 2020

(https://uu-ciptakerja.go.id/wp-content/uploads/2020/11/RPP-Pelaksanaan-Undang-Undang-tentang-Cipta-
Kerja-Sektor-Pertanian-2.pdf 2022 11 10  
54 OSS https://oss.go.id/informasi/kbli-kode?kode=G&kbli=46444

2022 7 14 ) 
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1. 4  
a.  
b. dossier PPOH

/ KOH  
c. GMO

KKH PRG Sertifikat 
Keamanan Lingkungan 5.3 GMO

KKH PRG
Sertifikat Keamanan Lingkungan  

d. BBPMSOH  
 

  
a. CPOHB  
b. 1 CPOHB

CPOHB  
c.  

 
 4 A F

L 5
 

a. CoO
 

b. Certificate of Free Sale
2

455/KPTS/TN.260/9/2000
695/Kpts/TN.260/8/96

2 1

 
c. GMP Certificate of Good 

Manufacturing Practices  
d. 

GMO/non-GMO Certificate of GMO/nonGMO
5.3 GMO

KKH PRG
Sertifikat Keamanan Lingkungan  

e. Certificate of Registration  
f. 4 a d

/
 

g.  
h. registration holder
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Letter of Appointment  
 

 Toll Manufacturing  
a. CPOHB  
b.  

 
  

a. 
 

b. 
GMP  

c. 
CPOHB  

 
 



89 

 



90 
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2.3.1.1  

ASOHI 2.3.1 
5 A K

GMO KKH PRG
 

55/TN.260/Kpts/DJP/2001 BBPMSOH

MINISTRY OF AGRICULTURE OF REPUBLIC OF INDONESIA 
DIRECTORATE GENERAL OF LIVESTOCK SERVICE

GUIDANCE ON APPLICATION OF VETERINARY DRUG 55 
5.4 GUIDANCE ON APPLICATION OF VETERINARY 

DRUG  

54/TN.260/Kpts/DJP/2001 BBPMSOH
5.5 

54/TN.260/Kpts/DJP/2001  
 

2.3.2  

10
 

 
1.  

a. A  
b. C  
c. J / insert leaflet

gram/ml kg/L  
 

  
a. CPOHB  
b.  
c.  
d. 

/
 

e. BBPMSOH  
f. CPOHB  

                                                 
55 , _ ( )  GUIDANCE ON APPLICATION OF VETERINARY 
DRUG 2013(https://www.qia.go.kr/viewwebQiaCom.do?id=34312&type=2_14dwyp

2022 9 30  
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g.  
 

  
a. CoO  
b. Certificate of Free Sale  
c. Certificate of Registration  
d. GMP Certificate of Good 

Manufacturing Practices /  
e. Letter of Appointment  
f.  
g.  
h.  
i. BBPMSOH  
j. 1 sertifikat keamanan hayati  

 
  

a. 
 

b. 
GMP  

c. 
CPOHB  

 
2. A K

 
a. 

 
b. 

 
 
3. /

 
a. 11 PPOH KOH

 
b. 

 
c. 

API  
d. 

 
e. PPOH  
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2.3.3  

 
 

a.  
b.  
c.  
d.  
e. BBPMSOH

 
 

 
 
  

f. Drug master file/DMF  
g. 

 
 

  
h. 

 
i.  

 
  

j. Drug master file/DMF  
k. 

 
l. 

 

2.3.4  

 
 

1.  
2.  

a. 
 

b.  
c.  
d. MESOH  
e. 

 
3.  
4. dossier PPOH /
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KOH 2 c d  
5. GMO

5.3 
GMO KKH PRG

Sertifikat Keamanan Lingkungan  
6. CPOHB  

2.3.5  

 
 

1. /  
a. dossier PPOH  
b.  
c. BBPMSOH  

2. /  
a. dossier PPOH  
b.  

3. / /  
a. dossier  
b.  

4. /  
a.  
b. /  

 
56 

1. 6,000,000  
2. 5,000,000  

2.3.6 57  

2.3.1 

4
 

2.3.6.1  

 
 

1. POH
                                                 

56 2016 35
https://peraturan.bpk.go.id/Home/Details/5756 2023 1 10  

57 02/Kpts/LB.450/F/03/06
https://dokumen.tips/documents/peraturan-direktur-jenderal-peternakan-nomor-02kptslb450f0306-

tentang.html?page=11 2023 1 10  
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me-too drug
PPOH

KOH
 

2. PPOH BBPMSOH  
3.  
4. PPOH / KOH 11 POH

2  
 

10  

2.3.6.2  

 
 

1. PPOH KOH  
me-too drug PPOH KOH
PPOH  

KOH
695/Kpts/TN.260/8/96

 

 
2. PPOH KOH  

PPOH KOH /
 

 
3. /  

PPOH KOH
 

 
4.  

a. PPOH / KOH
PPOH

PPOH 50  



96 

KOH
KOH 120

PPOH KOH KOH
 

b. PPOH KOH
7

 
c. PPOH PPOH

PPOH 40
40

 
 

PPOH 2022 PPOH 11
421 201 151

58 10 KOH 1
58 

2.3.6.3 59 

PPOH/KOH BBPMSOH

 
 

1.  
BBPMSOH

small scale production  
 
2.  

BBPMSOH
/  

a. BBPMSOH
 

b. BBPMSOH
BBPMSOH 60  

 
3.  

                                                 
58 
https://www.asohi.org/index.php?option=com_content&view=article&id=1925:asohi-hadiri-sosialisasi-dan-

workshop-sistem-pendaftaran-obat-hewan-online&catid=1:latest-news&Itemid=11 2022 12
26  

59  2021 15 https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021 2022 12 19  
60 BBPMSOH https://bbpmsohgunungsindur.com/pelayanan/jumlah-
sampel-uji/ 2023 1 10  
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BBPMSOH

FOHI
 

 
 

9 6
 

 
 

 
BBPMSOH  

 /
 

 
4.  

1) MS TMS
BBPMSOH

BBPMSOH  
2) GMO Derrivative Prosuct

BSL Bio Safety Level 3
/

10
BBPMSOH 35

 
 

5.  
BBPMSOH

 
 

1) 2 35
1 2

 
2) Coryza

10 Fowl Cholera 45 75

 
3) 2

35 2
 

 

2.3.6.4  
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1) BBPMSOH

 
2) BBPMSOH

 
3) PPOH/KOH BBPMSOH

 
4) 

SPP Surat Perintah Pembayaran
10 Bank Mandiri 

Persero Jakarta Ragunan Bendahara Khusus
 

5) 
 

6) BBPMSOH
10  

 
 

DEPTAN RI
DPS 13

 

 
 

1) 1  
D Domestik I Impor  

2) 2 3  
3) 4 5  
4) 6 7 8 9  
5) 10 11 12  

10  
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1) P  
2) F   
3) V   
4) G  
5) A   
6) J  
7) MHK  
8) OHK customix  
9) BOH  
10) PRG  

 
11  

1) K  
2) T  
3) B  

 
12  

1) C  
2) S  
3) M  

 
6 13 1 2  

2.3.7  

 
 

1.  

3  
 
2. /  

 

 
 
3.  
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4.  

1
BBPMSOH

 
 
5. Certificate of Free Sale

CoO GMP Certificate of GMP
 

a. 
GMP 5  

b. C D  
c. C D E

5  
 
6.  

 
a.  
b.  
c. BBPMSOH /

 

61 

1. 
/ / BBPMSOH

 
2.  

a. /
 

b. 

 
3. 1 1

 
4.  
5. / /  
6.  

                                                 
61 2021 15 https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021 2022 12 19  
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/ / /
 

 

2.4  

2.4.1 GMP  

1999 CPOHB
466/Kpts/TN.260/V/99 CPOHB

Pedoman Cara Pembuatan Obat Hewan yang Baik CPOHB

CPOHB
 

CPOHB 466KptsTN.260V99

5.6 CPOHB 466KptsTN.260V99
 

 
CPOHB 466KptsTN.260V99  

  
1  
2  
3  
4  
5  
6  
7  
8  
9  

10  
11  
12  
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2.4.1.1 CPOHB  

1999 CPOHB
2021 2021 5

2021 15 1999 CPOHB
CPOHB  

 
1. 62 

a. 

 
b. 

 
c. 

 
2. CPOHB /  

 
1.  
2.  
3.  
4.  
5.  
6.  
7.  
8.  
9.  
10.  
11.  
12.  
13.  
14.  
15. /  
16.  
17.  
18.  
19.  
20.  

3. KDSTU Konsep Desain Sistem Tata 
Udara CPOHB  

4.  
5. 

                                                 
62 2021 15 https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021 2022 12 19  
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6.  
7. 1

 
8.  
9.  

a. R&D

 
b.  
c.  
d. 

 
e.  
f. /  

10.  
a. 

 
b. 

 
c. 

 

2.4.2  

CPOHB  
 

1. CPOHB
63 

CPOHB 5 CPOHB
CPOHB

 
2. 

quality assurance safety efficacy

CPOHB  
3. 

GMP
 

4. 
1992 CPOHB Panitia Penilai Cara Pembuatan 

Obat Hwan Yang Baik  

                                                 
63 CPOHB 302/Kpts/KP.150/6/2003
https://jdihn.go.id/files/609/SK-302-03.pdf 2022 8 16  
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5. CPOHB
 

6. CPOHB CPOHB
 

7. CPOHB
 

8. CPOHB
 

 
CPOHB 64 
1.  

a.  
b.  

2.  
a.  
b. master design  

 
 

a. CPOHB
 

b. CPOHB SMF
site master file  

c. CPOHB PCOHB Penilai Cara Pembuatan Obat Hewan yang Baik  
d. PNBP  

 
/  

a. CPOHB  
b. CPOHB CAPA corrective action and 

preventive action  
c. / / BAP berita acara penilaian

 
d. CPOHB  

 
CPOHB  
a.  
b.  
c. /  

 
3.  

1. OSS  
2. CPOHB PVTPP

 

                                                 
64 2021 15 https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021 2022 12 19  
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3. 30
 

4. CPOHB ondesk review
/ onsite review 65 

5.  
6. PVPPP OSS  
7. OSS

2  
8.  

a.  
b. /  

8.  
9.  
10.  
11.  
12. OSS CPOHB  

 
CPOHB 66 
1. 1 1 10,000,000  
2.  

a. 1 1 300,000  
b. 1 1 3,000,000  
c. 1 1 3,500,000  

3. 1 1
3,000,000  

4. CPOHB 7,500,000  
 
CPOHB  
1. CPOHB

 
a. CPOHB  
b. CPOHB

 

 

/
67 

1.  

                                                 
65 2021 15 https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021 2022 12 19  
66 2016 35
https://peraturan.bpk.go.id/Home/Details/5756 2023 1 10  

67  2021 15 https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021 2022 12 19  



106 

a.  
b.  
c. /  

2. /  
a.  
b. / /  
c. /  
d. CPOHB  

3.  
a.  

 
1. CPOHB

/ /  
2. post-audit 2 /  

2.4.3  

CPOHB  
 

GMP  
1. 

CPOHB
GMP CPOHB  

2. GMP onsite review/Kajian Lapang
3 68 

 
GMP 69 

1. GMP  
a.  
b.  
c.  
d.  

2. GMP
GMP SIMREK

https://simrek.ditjenpkh.pertanian.go.id/
 

 
 

1. GMP  

                                                 
68 
http://www.asohi.org/index.php?option=com_content&view=article&id=1330:produsen-obat-hewan-asal-impor-

wajib-audit-gmp&catid=1:latest-news&Itemid=11 2022 7 22  
69 2021 16
 https://peraturan.bpk.go.id/Home/Details/175307/permentan-no-16-tahun-2021 2022 7

17  
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a. GMP  
b. izin usaha impotir Obat Hewan  
c. letter of appointment  
d. GMP certificate of 

good manufacturing practices  
e.  
f. CPOHB checklist  
g. GMP  
h. GMP  
i.  
j.  

2. GMP
 

 
 

1. PPVTPP 1 GMP
 

2.  
a. GMP

 
b. GMP  

3. 2 GMP
 

4. GMP
GMP  

5. PPVTPP  
6. GMP PPVTPP 1

14
 

7.  
8.  
9.  

a. CPOHB CPOHB  
b. CPOHB GMP  

11.  
a. CPOHB /

 
b. CPOHB

 
12. 

 
13.  
14. 

BBPMSOH  
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1. BBPMSOH  
2.  

a. PPVTPP  
b.  

3.  
4.  
5.  
6. 12  
7. 7  

 
 

1.  
a.  
b. corrective action  
c.  

2. 
2021 16 43 63

GMP 70

5.2  
3.  
4. 

 
5. PPVTPP

 
6. 

 
 

 
1.  

a. PPVTPP  
b. corrective action  

2.  
3. 6 CPOHB

 
4. 14

 
 

 
1.  

                                                 
70 2021 16 43
63  https://peraturan.bpk.go.id/Home/Details/175307/permentan-no-16-tahun-2021
2022 7 18  
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2.  
3.  

a. CPOHB
 

b. CPOHB
 

4.  
5.  
6. 

 
7. PPVTPP

 
 

 
1. 

Izin Pemasukan Obat Hewan  
 

71 
3 GMP  

a. 7,500,000 72  
b. 1 15,000,000  
c. 4,000,000  

73

 
 

 
1. / GMP

GMP  
2. 

 
 

GMP CPOHB
PPOH

 
 

BBPMSOH CPOHB
GMP  

                                                 
71 
http://www.asohi.org/index.php?option=com_content&view=article&id=1330:produsen-obat-hewan-asal-impor-

wajib-audit-gmp&catid=1:latest-news&Itemid=11 2023 1 10  
72 2016 35
https://peraturan.bpk.go.id/Home/Details/5756 2023 1 10  

73 2023 83/PMK.02/2022
https://peraturan.bpk.go.id/Home/Details/215945/pmk-no-83pmk022022 2023 1 10  
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KOH PPOH GMP
BBPMSOH  

2.5  

2.5.1  

Izin Pemasukan Obat Hewan OSS
74  

 
1.  
2. /  
3. NIB Nomor Induk Berusaha  
4. / /  
5. CoA Certificate of Analysis  
6. CoO Certificate of Origin  
7.  
8. 

 
9. VHC Veterinary Health Certificate  

 
7  

  
1. 1 100,000  
2. CPOHB 1 100,000  

 
2022

26/PMK.010/2022 75 BTK Buku Tarif Kepabeanan Indonesia
 

 

2.6  

5.4 GUIDANCE ON APPLICATION 
OF VETERINARY DRUG J 5.5 
54/TN.260/Kpts/DJP/2001 G  

                                                 
74  2021 15 https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021 2022 12 19  
75 2022 26/PMK.010/2022
https://jdih.kemenkeu.go.id/download/04d90736-33d5-4b72-92a3-0d2b7c6bb8bd/26~PMK.010~2022Per.pdf

2023 1 10  
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2.7  

2.7.1 VICH  

VICH
 

2.7.2 PIC/S  

PIC/S
 

2.7.3 ASEAN  

2020 5 20 BBPMSOH  29 ASEAN
ASWGL Asean Sectoral Working Group on Livestock ASEAN

Pham Quang Minh ASEAN
ASEAN

2020 10 43 ASEAN AMAF
 

Ditjen PKH Nasrullah
ASEAN

ASEAN
BBPMSOH Maidaswar

ASEAN ASEAN
Kasdi Subagyono ASEAN

BBPMSOH 76 
ASWGL

2022
key deliverables ASEAN

77 
  

                                                 
76 https://tabloidsinartani.com/detail/indeks/ternak/16736-BBPMSOH-Raih-Sertifikat-Re-
Akreditasi-Laboratorium-Referensi-ASEAN 2022 8 9  
77 https://www.radarsuara.com/berita/1635441795/syl-dan-menteri-pertanian-se-asean-bahas-
kerjasama-bidang-kesehatan-hewan-di-forum-amaf-ke-43 2022 8 9  
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2.7.4  

2021 39
2

2026
2034 78 

 

  

                                                 
78 2021 39
https://jdih.setkab.go.id/PUUdoc/176351/PP_Nomor_39_Tahun_2021.pdf 2022 12 6  
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3.  

3.1  

2 PUSKESWAN Pusat Kesehatan 
Hewan 79

 

 
  

                                                 
79 2018  
https://drive.google.com/file/d/19u6iF1lLnjV57ANiq9mDTdRquLTjiWxr/view?usp=share_link
2022 11 15  
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3.2  

 
 

 Zoetis Animal Health Indonesia 
 Elanco Animal Health Indonesia 
 Sumber Bima Makmur SBM  
 MSD Animal Health 
 MKVet 
 Sistar Indonesia 
 Nestle Purina Petcare 
 Virbac 
 Boehringer Ingelheim 
 Sanbe Farma 
 Romindo 
 Tunas Daya Vetama 
 

IOHI Indeks Obat Hewan Inodonesia https://www.indeksobathewanindonesia.com
 

ASOHI 2021
400 113 2015 77 42% CPOHB

62 18 26 272 44 2015
16 126% 80, 81 

 

3.3  

2020 2019
10,9 936

6 9,725 USD 2020 15% 9,28
793 5 9,339 USD 2021 5-6% 2022

5 2019 2021 82 
 

                                                 
80agrina-online(http://www.agrina-online.com/detail-berita/2022/01/05/7/8031/2022-industri-obat-hewan-optimis-
tumbuh-5 2022 12 26 ) 
81 https://drive.google.com/file/d/1vgcuHfRh4N6FLfJ6yolmkZhU7NO-
TqxF/view?usp=sharing 2022 11 15  
82 2020 2021 https://www.agropustaka.id/wp-
content/uploads/2021/01/agropustaka.id_Asohi_Situasi-Bisnis-Obat-Hewan-2020-dan-Prospek-2021-
ASOHI.pdf 2022 11 15  
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2018 6,987 2020
11 614 83 

2020 200
300

84

 

3.3.1  

 

85 

ASF AI
 

3  
1.  
2.  
3. 3  

                                                 
83 https://drive.google.com/file/d/1qWRmInZkeD6zA11NWrNGO5vT-
MdTfIzF/view?usp=sharing 2022 11 15  
84 http://troboslivestock.com/detail-berita/2020/10/01/68/13506/budi-tangendjaja-
peluang-menjanjikan-di-industri-obat-hewan– 2022 11 15  
85 https://www.swadayaonline.com/artikel/4672/Tahun-2020-Industri-
Obat-Hewan-Harus-Survive-Optimis-dan-Realistis/ 2022 11 15  
 

02
46
81012

2019 2020 2021& + & 



116 

3.4  

2021 2.63 USD 350 5
 

 

 
 

2018 39  
 

 
 
2021 1.73 USD 231 2020

26.8% 86 

 
  

                                                 
86 2022
https://ditjenpkh.pertanian.go.id/storage/photos/shares/konten/publikasi/files/Buku%20Statistik%202022%20IS

SN.pdf 2022 12 26 ) 

00.51
1.52
2.53

2017 2018 2019 2020 2021
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3.4.1  

 
ASOHI

 

 

87

 

3.4.2  

6  
 
1.  

 
2.  
3.  
4.  
5. 88 
6.  

3.5  

 
  

                                                 
87 http://bbpmsoh-ppid.pertanian.go.id/index.php/news/view/965

2022 8 3  
88 
http://www.asohi.org/index.php?option=com_phocadownload&view=category&download=17:presentasi-

dirkeswan&id=4:materi-seminar 2023 1 10 ) 
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4.  

2021 26 89  
 

 
90 

 

 

 

 

 PJTOH

SIP SIK

SIPP SIKTTK

/ /

/ /  

 CPOHB

91 
 

/  

 

 

 10  

 

 

 

10 

 

 Produksi Obat Hewan dengan Lisensi

                                                 
89 2021 26
https://peraturan.go.id/common/dokumen/ln/2021/pp26-2021bt.pdf 2022 11 10  

90  
14/PERMENTAN / PK.350 /5/2017 https://simrek.ditjenpkh.pertanian.go.id/fileinfo/Regulasi-3-
Permentan142017.pdf 2022 7 1  
91 2021 16
 https://peraturan.bpk.go.id/Home/Details/175307/permentan-no-16-tahun-2021 2022 7

17  
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 Pembuatan Obat Hewan Berdasarkan Kontrak/Toll 

Manufacturing

 

 Izin Pemasukan Obat Hewan

3 1
92 

 PUSKESWAN Pusat Kesehatan Hewan

690/Kpts/TN.510/10/1993 88

93 

 IOHI Indeks Obat Hewan Inodonesia

2021 2 1
https://www.indeksobathewanindonesia.com/

94 

  

                                                 
92 2021 15 https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021 2022 12 19  
93 https://distankp.batam.go.id/pusat-kesehatan-hewan-puskeswan-kota-
batam/#:~:text=Pusat%20Kesehatan%20Hewan%20(Puskeswan)%20sebagai,veteriner%20di%20wilayah%20
Kota%20Batam. 2022 12 29  
94 http://www.majalahinfovet.com/2018/03/indeks-obat-hewan-versi-
online.html 2022 12 6  
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5.  

5.1  

5.1.1 KBLI 21013 Industri Produk Farmasi Untuk Hewan 95 

 
KBLI 21013 Industri Produk Farmasi Untuk Hewan  
No
. 

KBLI 21013 
 

1  

 
2 

 
  
 1 CPOHB

CPOHB  
  
  
  
 OSS  

3 
 

 PJTOH Penanggung Jawab Teknis Obat 
Hewan  

 /  
 

/  
  

4    
  

                                                 
95 2021 15 2229 2308
https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-2021 2022 12

19  
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5 

 

 
 

 
 

 
 

 
 

 1 1 2
PJTOH  

 PJTOH  
 PJTOH 1

 
6    

  
7 / /

 

  
-  
-  
- 

 
-  

  
 CPOHB  

8 
 

  
-  
-  
-  
-  

 
-  
-  

 
 

-  
-  
-  
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9 

 

  
-  
- 

 
-  
- /  
-  
-  
- /

 
  

-  
 

 
-  
-  

 

 
-  
- /  
-  
-  
-  

OSS  
/  
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5.1.2 KBLI 46444 Perdagangan Besar Obat Farmasi Untuk 
Hewan 96 

 

KBLI 46444 Perdagangan Besar Obat Farmasi Untuk Hewan
 

No
. 

KBLI 46444 
 

1  
 

2    
  
  

3 
 

  
-  
-  

  
  
  
 OSS  

4 
 

 PJTOH  
 /  
  
 SOP  
  

5    
  
  
  
  
  
  
 /  
  
  

                                                 
96 2021 15 2342 2359
https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-2021 2022 12

19  
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6 

 

 
 

  
  
 

 
 1 1 PJTOH

1  
 PJTOH  
 PJTOH 1

 

7    
  
  

8 /
/

 

  
-  
-  
-  
-  
-  

  
-  
- PJTOH  

9 
 

  
-  
-  
-  
-  

 
-  
-  

  
-  
- /  
-  
-  
-  
-  
-  
- K3  
-  
-  
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- Recall  
-  
-  

 
 

-  
-  
-  

  
  

10 

 

  
-  
- 

 
-  
-  

/
 

 
-  
-  
- /

 
  

-  
 

 
-  
-  

 

 
-  
-  

/ /  
/

 
-  
-  
-  

OSS  
/  
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5.2   

GMP   
 

  
  

OK MI MJ CR TA 
1       

1.1 /       
a. /

 
     

b. /

 

     

c. /
 

     

d. /
 

     

e. /
 

     

f. /

 
     

g. /
 

     

2       
2.1       

/

 

 

     

2.2       

 

     

2.2.1       
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a.

 

     

b.

 
     

c.
R

 
     

d.

 
     

2.2.2       

 

     

a. 
 

     

b.

 
     

c. 2m

 
     

d.
R

 
     

e.
2m

 
     

2.2.3       

 

     



128 

a.
 

     

b.

 
     

c.
 

     

d. 3m

 
     

f.

 
     

g.

 
     

2.2.4       
a.

 
     

b.
 

     

c.
 

     

d.
 

     

2.2.5       
      

a.
 

     

b.
 

     

c. 1m
 

     

d.
 

     

e.       
f.
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a.

 
     

b.
 

     

c.       
d.       
e.

 
     

f.

 
     

2.2.6       

a.

 

     

b.

 
     

2.2.7       

 
     

3       
3.1       

a.
 

     

b.

 
     

c.

 
     

d.
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e.

 

     

3.2       
a. /

 
     

b.

 
     

c.

 

     

d.

 

     

3.3 /       
a.

/  
     

b.

 
     

3.4       
a.

 
     

b.
 

     

c.
 

     

d.       
e.       
f.       

3.5       
3.5.1 
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3.5.2       
a.

 
     

b.
 

     

c.       
d.       

3.5.3 
/

 
     

3.5.4 
 

     

4       
4.1 /

 
     

4.1.1       
4.1.2 

 
     

4.1.3 /

 
     

4.1.4 
 

     

4.1.5 

 

     

4.2 /
 

     

4.2.1 

 
     

4.2.2 
 

     

4.2.3       
4.3 /       

4.3.1 /
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4.3.2 /
 

     

4.3.3 
/

 
     

4.4       
4.4.1 /

 
     

4.4.2 /
 

     

5       
5.1       

5.1.1 

 
     

5.1.2 
 

     

5.1.3 

 
     

5.1.4 

 

     

5.2       
5.2.1 

 
     

5.2.2 

 
     

5.2.3 
 

     

5.2.4 /

 

     

5.2.5 

 
     

6       
6.1       
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6.1.1. 
 

     

a.       
b.       
c.       
d.1       
e.       

6.1.2 1
 

     

a.       
b.       
c.1

 
     

d.       
e.       

6.1.3       

 

     

6.2       
6.2.1 

 
     

6.2.2 

 

     

6.2.3 
 

     

6.3       

 
     

6.3.1 

 

     

6.3.2 

 
     

6.3.3 
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6.3.4       
6.3.5 

 
     

6.3.6 
/

 
     

6.3.7       
a.

 
     

b.
 

     

c.
/

 
     

d. /

/ /
 

     

e.

 

     

6.4       
6.4.1 

 

     

7       
7.1       

 
     

7.1.1 

 
     

7.1.2 

 
     

7.1.3 
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8       
8.1       

8.1.1 

 
     

8.1.2 
 

     

8.2       

Good 
Laboratory Practice

 

     

9       
9.1 

 
     

9.1.1 
 

     

9.1.2 
 

     

9.1.3 
/

 
     

9.1.4 

 

     

9.1.5 

 
     

9.1.6 

 
     

9.2 

 
     

9.3 

 
     

10       
10.1       
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10.1.1 
 

     

10.1.2 

 
     

10.1.3 

 
     

10.1.4 
 

     

10.1.5 

 
     

10.1.6 

 
     

10.1.7 

 
     

10.1.8 
 

     

11       
11.1 

 
     

11.2 
/

 
     

12       
12.1       

a.

 

     

b.
 

     

/ / /
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d.

 
     

e.

 

     

12.1.2       

/

 

     

12.1.3       

 
     

12.1.4       

 
     

12.1.5 /       
/

 
     

13       
13.1       

13.1.1 /

/
/

 

     

13.1.2 /       
a. /

 
     

b. /
 

     

c. /
/
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d.

 
     

e. /

 
     

13.2       
13.2.1 

 
     

a.
 

     

b.       
c.       

13.2.2 
 

     

a.       
b.

/  
     

c.
 

     

d.

 
     

e.       
13.3       

13.3.1 
/

 
     

13.3.2 

 

     

13.3.3 
 

     

a. /       
b.       
c.       
d.       

13.4       
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13.4.1 

 

     

a.       
b. /       
c.

 
     

13.4.2 /
 

     

a. /
 

     

b.
 

     

c.
 

     

d. /
 

     

13.4.3 /
 

     

a.

 
     

b. /
 

     

c.
 

     

d. /

 
     

13.4.4       
13.4.5 

 
     

13.5       
/ /
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13.5.1 /

 
     

13.5.2 
 

     

13.5.3 /
 

     

13.5.4 

 
     

14       
14.1       

 
     

a.       
b.

 
     

c.       
d.

 
     

e.
 

     

f.       
14.2       

14.2.1 

 
     

14.2.2 

 

     

15       
15.1 /       

/  

     

16       
16.1       
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/

 
     

16.1.1 
 

     

16.1.2 

 
     

16.1.3 
 

     

16.1.4 
 

     

16.1.5 /
 

     

16.1.6       
17       

17.1       
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17.1.3 
/  

     

17.1.4 
 

     

17.1.5 
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18       
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1. OK V  

2. Ml  

3. MJ  

4. CR  

5. TA  
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5.3 GMO

KKH PRG Sertifikat Keamanan 

Lingkungan 97 

PRG Produk Rekayasa Genetik  

1. /
PRG /

 
2. 1

 
a.  
b.  
c. PRG  
d.  
e.  
f. PRG  
g. PRG  
h.  

3. 1
 

a. 
 

b. PRG PRG  
c. PRG PRG

 
d. PRG

PRG  
e.  
f.  

 

1. PRG LPND
 

2. PRG /
 

3. 2 PRG
 

a. PRG certificate of free trade  

                                                 
97 2005 21
 https://jdih.kemenkeu.go.id/fulltext/2005/21TAHUN2005PP.htm 2022 10 11  
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b.  
4. 1 LPND  

a. 2 3  
b. PRG

15  
5. 2 3 LPND

 
6. LPND KKH

 

 

1. LPND 14 PRG
KKH  

2. KKH 14  
3. KKH

 TTKH Tim Teknis Keamanan Hayati PRG 
 

4. KKH 56  
5. TTKH PRG / / 7

PRG KKH
 

6. KKH KKH
BKKH Balai Kliring Keamanan Hayati Produk Rekayasa 

Genetik 15 60
 

7. 13 HKI
 

8. 13 KKH
 

9. 13 BKKH 7 KKH
 

10. KKH
BKKH 14

LPND  
11. PRG LPND KKH

TTKH  
12. PRG KKH 14

LPND  
13. PRG LPND KKH

TTKH  
14. PRG KKH

14 LPND  
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1.  
a.  
b.  
c.  

i.  
ii. PRG  

d. / NPWP  
2. / PRG

/  
3. PRG

 
4.  
5. 4  

a. PRG /
 

b.  
6. 5 b  

a.  
b. PRG /

 
c.  

7. KKH TTKH PRG TTKH 60
KKH BKKH

 
8. 7 KKH  
9. 7 8

 
10. TTKH KKH  

a. PRG  
b. PRG / /

LPND  
11. PRG KKH

10  
12. PRG KKH / LPND

 
13. 10 / KKH

 
a. 

LPND  
b. LPND /

 
14. 



146 

 

 

5.4 GUIDANCE ON APPLICATION 

OF VETERINARY DRUG  

 
A  

 
I.  
 

1.  
2.  
3.  
4. / /

 
 
II.  
 

1.  
-  
-  
-  
-  
-  

 
2.  

2.1.  
-  
-  
-  
-  

 
2.2.  

2.2.1.  
2.2.2.  
2.2.3. adjuvant  
2.2.4.  
2.2.5.  

 
 

 
3. 
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B  

 
I.  
 

1. 
 

2.  
3.  
4.  
5.   
6.  

 
II.  
 

A.  
1.  
2.  
3.  
4.  
5.  

 
B.  

1.  
2.  
3.  
4.  
5.  

 
 

C  
 
I.  
 

1.  
 

-  
- 

 
-  
- pH  
- pH  
-  

2. 
 



148 

3.  
4. 

 
 
II.  
 

A.  
1.  
2.  
3.  
4.  

 
 

B.  
1.  
2.  
3.  
4.  
5.  

 
 
 

D  
 
I.  
 

1.  
2.  
3.  
4.  
5. 

 
 

II.  
 

A.  
1.  
2.   
3.  
4. 

  
 

B.  
1. 
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2. 
 

3. 
  

4. 
 

5. 
 

6.  
 

 
 

E  
 

 
 

1.  
2.  

- pH  
- /  
-  

3.  
4. 

 
5.  
6. 

 
 
 

F  
 
I.  
 

1.  
a. 

 
b. /

 
- T1/2  
- LD50  
-  
-  
-  

2.  
3. 
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4.  

-  
-  

5.  
6.  
7.  
8.  

 
II. 

 
 

1.  
2.  
3.  
4.  
5.  

 
 

G  
 

A.  
1.  

- 
  

2.  
-  

3.  
B.  

 
 

H  
 

 
 

1. 

 
2. 

 
3. 1 2

 
4.  
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1.  
2.  
3.  
4.  

 
 

J  
 

 
 

 
1. /

 
2.  
3.  
4. 

 
 
 

K  
 

 
 
 

L  
 

 
 

1.  
/
GMP

/
 

2.  
3.  
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5.5  54/TN.260/Kpts/DJP/2001  

 
A  

 
a. /

/ /
 

 

/

 
 

 
 

No.CI
 

 
B  

 

 
a. 1

 
1  

 1,000 @7g 
 10,000  @ 300mg 
 10,000 @300mg 
 100g 

b. 1

kg L  
c. 

POS Prosedur Operasional yang 
Standar  
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 /

 
  

  
/  

 
 

/  
 /  
 / /  
  

  
 

d. 

 

 
 

C  
1.  

 
 

a.  
 

b.  
 

2.  

 
 

a.  
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b.  

 
  
 /  
  
  

c. 

 
d. 

 
e. 

 
 

D  
1. 

 
 

a.  
 

b.  
  

 
  

KLT Kromatografi 
lapisan tipis dinamolisa  

c.  
d.  
e. ALT  
f.  
g. pH  

c d e f g  
2.  

/

 
a.  

1. 1 2 3



155 

 
 

6  
2.  

b. a 2
 

c.  
 

E / /  
1. /  

/ /
 

a. / 2
 

b. / /
 

 
 

 /  
 P3T pengelola produksi Perikanan Tangkap

 
 /  

2.  
/

 
a. /  
b. /  

3.  

 
 

 
 

F  
1.  

 
 

  
2.  

  
 /  

3. 
 

a. 1  
 @7g 
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 @100g 
 30

@300mg 
 

10 ×10 @500mg 
b. 2

 
 

G  
1.  

a. 
 

b. 

 
2.  

 
a. Obat untuk Hewan  

5mm 0.5mm
 

b.  
 

  
  

 
 kimia

 
 

  
 anti

 
  
 BPMSOH

 
  

c.  
 

 g  
 ml  
 

30 @300mg 
d.  

5mm 0.5mm
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e.  

 
 

f.  

 
10 100

…mg/g ml/l  

 
g. /  

/ /  
h.  

 
1 1

 
i.  

/
 

 
 

j.  
k.  

 
l.  

 
m.  

 
3.  

 
 

 
a.  
b.  
c.  
d.  
e.  
f.  
g. /  
h.  
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i.  
j.  
k.  

4.  
 

H  

CoO Certificate of Free Sale /
GMP GMP Certificate of GMP

 
GMP
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5.6  CPOHB 466KptsTN.260V99  

 
APPENDIX: DECREE OF THE MINISTER OF AGRICULTURE 
Number: 466/Kpts/TN.260/V/99 Date: May 7, 99 
 
Guidelines for Good Veterinary Medicine Manufacturing Practices 
 
1. General Conditions 
The Good Manufacturing Practice of Veterinary Medicine CPOHB  involves all aspects of 
production and quality control and aims to ensure that the veterinary medicinal products made 
always meet the predetermined quality requirements in accordance with their intended use. 
 

1.1.Common Foundation 
1.1.1. In the manufacture of veterinary medicines, thorough supervision is essential to 

ensure that consumers only use high-quality veterinary medicines. 
Indiscriminate manufacture cannot be justified for veterinary medicines used to 
save or restore or maintain animal health. 

1.1.2. It is not enough for a veterinary drug to pass a series of tests, but it is very 
important that the quality of the veterinary drug should be molded into the 
product. The quality of veterinary medicines depends on the starting materials, 
the manufacturing and quality control processes, the premises, the equipment 
used and the personnel involved in the manufacture of veterinary medicines. 

1.1.3. To ensure the quality of a veterinary drug, it is not acceptable to rely on a single 
test alone. All veterinary medicines made should be made under carefully 
controlled and monitored conditions. 

1.1.4. This CPOHB is a guideline that aims to ensure that the nature and quality of the 
veterinary drugs produced are as desired, if necessary adjustments can be 
made provided that the predetermined quality standards of veterinary drugs are 
still achieved. 

 
1.2. Definition 

In these guidelines the following definitions are used: 
1.2.1. Starting Material 

All raw materials and packaging materials used in veterinary drug production. 
1.2.2. Raw Materials 

All ingredients, both efficacious and inefficacious, altered and unaltered, used in 
the processing of veterinary medicines even if not all of these ingredients are 
still present in the finished product. 

1.2.3. Packaging Materials 
All materials used in the packaging process of the finished product. 

1.2.4. Batch 
A number of veterinary drugs originating from a production process at the same 
time. 

1.2.5. Brochure 
A sheet made of paper or other material containing the complete marking of an 
animal medicine that is included in the container or outer wrapper or circulated 
separately. 

1.2.6. Representative Sample 
A sample that describes exactly a lot or batch or a number of materials sampled.  
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1.2.7. Passed / Eligible 
The status of materials or products authorized for use in processing, packaging 
or distribution. 

1.2.8. Rejected/Ineligible 
The status of materials or products that are not authorized for use in processing, 
packaging or distribution. 

1.2.9. Documentation 
All written procedures, instructions and records relating to the manufacture of 
veterinary medicines. 

1.2.10. Etiquette 
Writing directly on the container or package containing the veterinary drug 
marking and affixed directly to the container or outer package of the veterinary 
drug. 

1.2.11. Real Production Outcomes 
The amount actually produced at each stage of production of a particular 
veterinary medicinal product from a given amount of starting material used. 

1.2.12. Standardized Production Yield 
The amount standardized by the manufacturer that should be achieved at each 
stage of production of a particular veterinary medicinal product. 

1.2.13. Theoretical results of production 
The quantity produced at each stage of manufacturing a particular product, 
calculated based on the number of components used, if no losses or errors 
occur during manufacturing. 

1.2.14. Factory Quarantine 
The status of materials or products that are separated physically or by a certain 
system pending the decision of the inspection results whether a material or 
product can or cannot be used for processing, packaging or distribution. 

1.2.15. Lot 
A specific part of a batch that has uniform properties and quality within specified 
limits. When a veterinary medicinal product is produced by a continuous 
process, lot means a certain part produced in a unit of time or unit of quantity in 
such a way as to ensure that this part has uniform properties and quality within 
specified limits. 

 1.2.16. Batch number 
A marking consisting of numbers or letters or a combination of both, which 
identifies a number of veterinary drugs originating from the same production at 
the same time, enabling the complete history of the veterinary drug to be traced, 
including the stages of production, control and distribution. 

1.2.17. Lot Number 
A marking consisting of specific letters or numbers or a combination of both that 
identifies a lot, allowing tracing back the complete history of the lot's 
manufacture including the stages of production, control and distribution. 

1.2.18. Veterinary Medicine 
Veterinary medicine that is specifically used for animals. 

1.2.19. Finished Veterinary Medicine 
A veterinary drug product that has gone through all stages of the veterinary drug 
manufacturing process. 

1.2.20. Creation 
Processing, mixing and converting activities for veterinary medicine raw 
materials. 
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1.2.21. In-process Supervision 
Inspection and testing instituted and carried out during the veterinary drug 
manufacturing process, including inspection and testing of the environment and 
equipment. 

1.2.22. Quality Control 
All monitoring efforts are conducted during manufacture and are designed to 
ensure that veterinary medicinal products continue to meet specified 
specifications, identity, purity, safety and potency and other characteristics. 

1.2.23. Packaging} 
The part of the production cycle that is performed on the finished product to 
produce the finished veterinary medicine. 

1.2.24. Processing 
A section of the production cycle starting from the receipt of raw materials to the 
production of finished products. 

1.2.25. Production 
All manufacturing activities from receiving initial materials, processing to 
packaging to produce finished veterinary drugs. 

1.2.26. Intermediate Products 
Any material or mixture of materials that still requires one or more stages of 
further processing to become a finished product. 

1.2.27. Bulk Products 
Each ingredient has been processed and only requires packaging to become 
finished veterinary medicine. 

1.2.28. Sterile Room or Sterile Room 
A room or space that has certain environmental conditions, where dust and 
microbial pollution are controlled. The room or space is constructed, equipped 
and used in such a way as to reduce the entry, growth or retention of microbial 
contamination. 

1.2.29. Sanitation 
All efforts made to ensure the realization of conditions that meet health 
requirements. 

1.2.30. Material Specifications 
The provision of a starting material, intermediate product, finished product or 
veterinary drug regarding chemical, physical and biological properties. The 
specification states standards and allowable tolerances which are usually 
expressed descriptively and numerically. 

1.2.31. Sterilization 
Inactivation or reduction of live microorganisms to acceptable limits, carried out 
in an appropriate manner. 

1.2.32. Expiration Date 
A date stating that prior to that date a particular batch or lot still met the required 
quality standard specifications. 

1.2.33. Date of Manufacture 
The date that indicates the completion of the manufacturing process of a 
particular batch. 

1.2.34. Validation 
An act of proving by appropriate means that any material, process, procedure, 
activity, system, equipment or mechanism used in production and control will 
always achieve the desired results. 
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2. Starting Material 
 

2.1. All incoming, outgoing and remaining materials should be recorded. The record should 
include a description of the inventory, batch or lot number, date of receipt or release, 
date of inspection and expiry date. 

2.2. Each starting material, before being qualified for use, shall meet the established starting 
material specifications and be labeled with the name stated in the specifications. 
Unauthorized abbreviations, codes or names should not be used. 

2.3. For each consignment or batch of starting material, a reference number should be 
assigned that will indicate the identity of the consignment or batch during storage or 
processing. This number shall be clearly indicated on the container etiquette to enable 
immediate retrieval of records for inspection, including analytical reports. For sampling, 
testing and declaration of eligibility purposes different batches originating from a single 
consignment shall be considered as separate batches. 

2.4. On receipt of each consignment, a visual inspection of the general condition, integrity of 
packaging, leaks and damage shall be made, and samples for testing shall be taken by 
personnel using methods approved by the quality control manager. Such samples shall 
be tested against specifications that can be recognized by a certificate of analysis of the 
starting material concerned, corroborated by self-assessment of identity. 

2.5. Measures should be taken to ensure that all packages in a consignment contain the 
correct starting material, and safeguards against possible mislabeling of containers by 
suppliers. 

2.6. Shipments of starting materials should be held in plant quarantine, until approved and 
qualified for use by the quality control manager. 

2.7. The etiquette indicating the status of the starting material should only be posted by 
personnel appointed by the person in charge of the quality control section to prevent 
confusion, the etiquette should be different from the label used by the supplier, for 
example by including the company name or logo. If the status of the material changes, 
then the status indicating etiquette must also be changed. 

2.8. Supplies of starting materials shall be inspected at regular intervals to ensure that the 
containers are tightly closed, properly marked and in good condition. The material 
should be resampled and retested at regular intervals as specified in the starting 
material specification. Re- sampling should be preceded by re-labeling and/or using 
other equally effective systems. 

2.9. Starting materials that can be damaged by temperature should be stored in a room 
where the air temperature is regulated. 

2.10.Starting materials that tend to deteriorate or decrease in potency or activity during a 
certain period of storage, especially antibiotics, anthelmintics, sulfa preparations, some 
vitamins, enzymes, hormones and biologic materials should have a shelf life stated. 

2.11.The initial release of materials for use should be carried out by authorized personnel in 
accordance with approved procedures. Inventory records should be maintained so that 
inventory referrals can be made. 

2.12.There should be a separate handing room that is well equipped to prevent cross 
contamination. A specially equipped area may be required, for weighing sensitizing or 
highly toxic materials or materials such as cytotoxin hormones and certain antibiotics. 

2.13.Weighing and measuring instruments shall be regularly marked and checked to prove 
that their capacity, accuracy and precision meet the requirements in accordance with 
the amount of substance to be weighed or measured. 

2.14.All unqualified starting materials should be clearly marked and should not be used in 
production. 
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3. Location and Building 

The location and building should be adequate, so that any risk of errors, cross-contamination 
and other errors that could reduce the quality of veterinary medicines, can be avoided. 
Buildings for the manufacture of veterinary medicines shall be of adequate size, design, 
construction and location to facilitate proper working, cleaning and maintenance. 

 
3.1. The location of the building should be such as to prevent pollution from the 

surrounding environment, such as pollution from air, soil and water as well as from 
nearby activities. If the building is located in an unsuitable place, effective measures 
should be taken to prevent pollution. 

3.2. Buildings should be constructed and maintained so that they are protected from the 
effects of weather, flooding, seepage through the ground and the entry and harboring 
of nuisance animals. 

3.3. In determining the design and arrangement of the building, the following points should 
be considered: 

(a) Compatibility with other activities, which may be conducted in the same facility 
or in adjoining facilities; 
(b) The size of the workspace, which allows the placement of equipment and 
materials in an organized and logical manner and allows for the implementation of 
activities, smooth flow of work, effective communication and supervision as well as 
to prevent crowding and disorganization; 
(c) Prevent the use of production areas as general traffic for employees or materials 
or as storage areas except for materials in process. 

3.4. The interior surfaces of the room (walls, floor and ceiling)should be smooth, free of 
cracks and open joints and easy to clean, and if necessary easy to disinfect. Floors in 
processing rooms should be made of impermeable materials, have a flat surface and 
allow for quick and efficient cleaning. Walls should also be watertight and have easily 
washable surfaces. Corners between walls, floors and ceilings in specialized rooms 
should be curved. 

3.5. Sewers should be large enough to have control basins and good ventilation. Open 
drains should be avoided as much as possible but if necessary should be shallow 
enough to facilitate cleaning and disinfection. 

3.6. Air intake and exhaust ports, pipes and ducts should be installed in such a way as to 
prevent contamination of the product. 

3.7. Buildings should be effectively lit and ventilated with air control facilities (including 
temperature, humidity and filters) appropriate for the activities within the building and 
the surrounding environment. 

3.8. Pipes and other installations in the manufacturing room should be installed in such a 
way as to avoid the formation of grooves that cannot be cleaned. Such installations 
should be installed outside the processing room as much as possible. 

3.9. Electrical power should be sufficient to ensure the smooth functioning of production 
and laboratory equipment. 

3.10. All buildings, including production rooms, laboratories, warehouse aisles and 
surrounding areas, should be maintained in a clean and tidy condition at all times. The 
condition of the building should be checked regularly and repairs made where 
necessary. Special care should be taken to ensure that building repairs or 
maintenance activities do not negatively affect the product. 
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3.11. The material storage room should be spacious, well-lit and arranged and equipped in 
such a way as to allow the storage of materials and products in a dry, clean and 
organized state. 
3.11.1. Storage rooms should be suitable for the effective segregation of quarantined 

materials and products in the factory. Special and separate rooms should be 
provided for the storage of flammable, explosive and highly toxic materials, 
and other hazardous veterinary drugs as well as for rejected products and 
materials; 

3.11.2. If necessary, storage facilities with special conditions, such as temperature, 
humidity and security, should be provided; 

3.11.3. The storage room should be organized in such a way as to allow effective 
and orderly segregation of the various groups of materials stored and to 
facilitate inventory turnover; 

3.11.4. Separate storage should be provided for rejected or recalled items; 
3.11.5. Storage should be organized in such a way that individual labels, as well as 

other printed matter, are kept separate to prevent mixing. 
 
4. Room Setup 
 

4.1. The design and arrangement of the building should meet the requirements. 
4.1.1. Prevent the risk of mixing of different veterinary drugs or components, the 

possibility of cross-contamination by veterinary drugs or other ingredients and 
the risk of 
Missing a step in the production process. Suitable room dividers, air curtains 
and other means can be used to achieve this goal. Special attention should 
be given to the processing of highly toxic or sensitizing materials such as 
hormones, cytotoxic materials, certain antibiotics and germ and virus seeds. 
The production of biologic animal drugs (vaccines, antigens or antisera) 
should be separated from the production of other animal drugs. This 
requirement can be met by providing a separate warehouse for activities 
related to biologic products or by providing effective isolation of activities 
involving bacteria or viruses in one building. For both alternatives a separate 
air management system should be provided. 

4.1.2. Materials processing activities for non-animal medicine products are 
separated from the animal medicine production room. 

4.1.3. There is a separate room for cleaning moveable equipment and a room for 
storing cleaning materials. 

4.1.4. Changing rooms and clothing storage are directly related to the processing 
room but are located separately. 

4.1.5. Toilets do not open directly to the production room and are well ventilated. 
4.1.6. Animals are housed in separate buildings, or at least in well-isolated rooms. 

 
4.2. Certain rooms are required for the following activities. 

4.2.1. Receiving materials 
4.2.2. Quarantine of incoming goods 
4.2.3. Storage of starting materials 
4.2.4. Weighing and delivery 
4.2.5. Processing 
4.2.6. Storage of finished products 
4.2.7. Packaging 
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4.2.8. Quarantine of finished veterinary drugs while awaiting final inspection results 
4.2.9. Storage of finished veterinary drugs 
4.2.10. Delivery of goods 
4.2.11. Laboratory 
4.2.12. Equipment washing 

 
4.3. Sterile product processing rooms should be separated from other production rooms 

and specially designed and constructed. Separate spaces are required for the 
following activities: 

4.3.1. Component packaging opening 
4.3.2. Washing of equipment and containers 
4.3.3. Processing 
4.3.4. Direct container filling and closing 
4.3.5. Air buffer space connecting the changing room with the charging room 
4.3.6. Change into sterile clothing before entering the sterile room. 

 
5. Equipment 

Equipment used in the manufacture of veterinary drugs should be of proper design and 
construction, of adequate size and properly located, so that the quality designed for each 
veterinary drug product is guaranteed uniformly from batch to batch, and to facilitate 
cleaning and maintenance. 

 
5.1. Design and construction 

5.1.1. Equipment surfaces that come into contact with materials, intermediates, 
finished products or finished veterinary medicines must not react, adsorb or 
absorb, which may alter their identity, quality or purity, beyond specified 
limits. 

5.1.2. Equipment must not cause adverse effects on the product, for example due 
to leaking valves, dripping lubricating substances and other similar causes, or 
due to incorrect repair, maintenance modification or adaptation. 

5.1.3. materials required for a special purpose, such as lubricants or coolants, must 
not come into direct contact with the material being treated as this may 
change the identity, quality or purity of the raw material, intermediate 
material, finished product or veterinary drug. 

5.1.4. Equipment should be easy to clean, both inside and out. 
5.1.5. All equipment used in the processing of flammable chemicals, placed in 

rooms where flammable materials are used, should be equipped with 
electrical equipment that is explosion-proof and completely destroyed. 

5.1.6. Equipment used for weighing, measuring, testing and recording shall be 
regularly checked for accuracy and tested according to an appropriate 
program and procedure. The results of inspection and testing shall be 
recorded and the records kept properly. 

5.1.7. Filters for liquids must not release fibers into the product. Asbestos-
containing filters should not be used even if special filters that do not release 
fibers are used afterwards. 

 
5.2. Installation and Placement 

5.2.1 Equipment should be placed so as to minimize the possibility of cross-
contamination between materials in the same room. 
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5.2.2 Equipment should be placed at a sufficient distance from other equipment to 
provide working freedom and ensure that there is no mix-up or confusion. 

5.2.3 All open mechanical tires and hoists should be equipped with safety guards. 
5.2.4 Water, steam, compressed air or vacuum lines should be installed in such a 

way that they are easily accessible during the activity. These ducts should be 
clearly labeled or marked for easy identification. 

5.2.5 Each major piece of equipment should be given a clearly identifiable number. 
This identifying number will be used on all batch orders and records to 
indicate the specific unit or tool used in the specific manufacturing process for 
the batch, unless the tool is only used for one type of product. 

5.2.6 All pipes, tanks, steam pipe casings or cooling pipes should be well insulated 
to prevent possible defects and minimize energy loss. 

5.2.7 Pipelines to equipment using pressurized steam should be equipped with a 
vapor trap and a functioning drain. 

5.2.8 Support systems such as heating, ventilation, air conditioning, drinking water, 
water purification, water, steam, compressed air and gas distillation systems 
should be validated to ensure that they continue to function as intended. 

 
5.3. Maintenance 

5.3.1 Equipment should be maintained according to an appropriate schedule to 
keep it in good working order and prevent contamination that could alter the 
identity, quality and purity of the product. 

5.3.2 Written procedures for equipment maintenance should be developed and 
followed. 

5.3.3 Records of the maintenance and use of major equipment should be included 
in a logbook showing the date, time, product, strength and number of each 
batch or lot processed with the equipment concerned. Records for equipment 
used specifically for one product only may be included in the production 
record of the specific product batch. 

 
6. Personnel 
The number of Experts and Employees at all levels should be sufficient and have the 
knowledge, skills and abilities appropriate to their duties. They should also be of sound 
mental and physical health. 
so that they are able to carry out their duties professionally and properly. They should have a 
high attitude and awareness to realize the goals of CPOHB. 

 
6.1. Organization, Qualifications and Responsibilities 

6.1.1. The organizational structure of the company should be such that the 
production and quality control departments are headed by different experts 
who are not responsible for each other. Each should be given full authority 
and the means necessary to carry out their duties effectively. Neither should 
have any other interests outside the factory organization, which may hinder 
or limit his/her responsibilities or which may lead to conflicts of personal or 
financial interest. 

6.1.2. The production manager shall be a qualified Veterinarian or Pharmacist with 
sufficient practical experience in the veterinary drug industry and leadership 
skills to enable him/her to perform his/her duties in a professional manner. 
The production manager shall have full authority and responsibility for 
managing the production of veterinary medicines. The production manager 
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should have joint responsibility for veterinary drug quality with both the quality 
control manager and the engineering manager. 

6.1.3. The quality control manager shall be a qualified Veterinarian or Pharmacist 
with sufficient practical experience and training to enable him/her to perform 
his/her duties professionally. The quality control manager shall have full 
authority and responsibility for all quality control tasks, namely the 
development, verification and implementation of all quality control 
procedures. The quality control manager is the only one who has the 
authority to decide to approve or reject starting materials, intermediate 
products, finished products and finished veterinary medicines if they conform 
to the specifications, or if they are not made in accordance with approved 
procedures and specified conditions. 

6.1.4. The production manager and quality control manager are jointly responsible 
or co-responsible for the development and approval of written procedures, 
monitoring and supervision of the veterinary drug manufacturing 
environment, plant hygiene and validation of production processes; 
calibration of measuring instruments, personnel training, approval of material 
suppliers and contractors; safeguarding of products and materials against 
damage and deterioration of quality in record keeping. 

6.1.5. To support and assist the core personnel mentioned above, a suitable 
number of skilled personnel may be appointed. 
to exercise direct supervision in production and quality control. Each 
supervisor should be adequately trained and have sufficient technical skills 
and practical experience in the field related to their duties. They report to the 
production manager or quality control manager. 

6.1.6. In addition to the above staff, a sufficient number of technically trained 
personnel should be available to carry out production or quality control 
activities in accordance with predetermined procedures and specifications. 
They should be familiar with written work instructions. At the time of 
appointment, they should be given adequate training. 

6.1.7. The responsibilities assigned to each employee should not be so excessive 
as to pose a risk to the quality of veterinary medicines. 

6.1.8. Duties and responsibilities should be given clearly and be well understood by 
each employee. 

 
6.2. Exercise 

6.2.1. All employees who directly participate in veterinary drug manufacturing 
activities and whose duties require them to enter the veterinary drug 
manufacturing room should be trained on specific activities relevant to their 
duties as well as on CPOHB principles. 

6.2.2. Training should be provided by a qualified person. Special attention should 
be given to training for those who work in sterile and clean rooms or those 
who work with high-risk, toxic or sensitizing materials. 

6.2.3. Training on the CPOHB should be conducted on an ongoing basis and with 
sufficient frequency to ensure that employees are familiar with the CPOHB 
requirements relevant to their duties. 

6.2.4. Training on CPOHB should be conducted according to a written program 
approved by the production manager and quality control manager. 

6.2.5. Records of employee training on the CPOHB should be maintained and the 
effectiveness of the training program should be assessed regularly. 
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6.2.6. After training, employees' performance should be assessed. To determine 
whether they are adequately qualified to carry out the tasks they have been 
assigned. 

 
7. Sanitation and Hygiene 

A high level of sanitation and hygiene should be established in every aspect of veterinary 
drug manufacturing. The scope of sanitation and hygiene includes personnel, premises, 
tools and equipment, production materials as well as 
containers, and anything that may be a source of product contamination. Sources of 
contamination should be eliminated through a comprehensive and integrated sanitation and 
hygiene program. 

 
7.1. Personnel 

7.1.1. All employees should undergo medical examinations, both prior to 
employment and during employment. Employees who serve as visual 
inspectors should undergo regular eye examinations. 

7.1.2. All employees should practice good personal hygiene and should be trained 
in personal hygiene. All employees in contact with the manufacturing process 
should observe a high level of personal hygiene. 

7.1.3. Any employee who at any time contracts an illness or suffers from an open 
wound, which could be detrimental to the quality of the product, shall be 
prohibited from handling raw materials, packaging materials, in-process 
materials and finished veterinary drugs until he/she has recovered. 

7.1.4. All employees should be instructed and encouraged to report to their 
immediate supervisor any situation (plant, equipment or personnel) that in 
their judgment could be detrimental to the product. 

7.1.5. Direct contact between hands and raw materials, intermediates and finished 
products should be avoided. 

7.1.6. For their own safety and to ensure the protection of products from 
contamination, employees should wear clean protective clothing including 
clean hair coverings, soiled uniforms should be kept in a closed container 
until washing. Soiled cleaning rags, which can be reused, should be kept in a 
closed container until washing. 

7.1.7. Only authorized personnel are allowed to enter buildings and facilities 
declared as confined spaces. 

7.1.8. Employees should be instructed to wash their hands before entering the 
production room. Appropriate posters should be displayed for this purpose. 

7.1.9. Smoking, eating, drinking, chewing, placing plants or storing food, beverages, 
smoking materials and personal medication are only allowed in certain rooms 
and are prohibited in production rooms, laboratories, storage rooms and 
other rooms that may be detrimental to quality. 

7.1.10. Personal hygiene procedures, including the requirement to wear protective 
clothing, should apply to all persons entering the production room, whether 
they are permanent or temporary employees or non-employees who are on 
company premises, e.g. 
contractor employees, visitors, company leadership staff and inspectors. 

7.1.11. Specific requirements for the manufacture of sterile veterinary medicines are 
covered in items 8.7.8 and 8.7.9. 

 
7.2. Building 
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7.2.1. Buildings used for veterinary drug manufacturing are appropriately designed 
and constructed to facilitate the implementation of good sanitation. 

7.2.2. There should be a sufficient number of well-ventilated toilets and 
handwashing stations for employees within easy reach of the workspace. 

7.2.3. Adequate facilities should be provided for the proper storage of work clothes 
and personal clothing. 

7.2.4. The sink should be located outside the sterile room. If installed in a sterile 
room, it should be of proper quality and equipped with a system that prevents 
overflow and the water supplied to the sink should at least meet drinking 
water quality standards. 

7.2.5. The preparation, storage and consumption of food and beverages should be 
restricted to a dedicated room, such as a dining room. These facilities should 
meet hygiene standards. 

7.2.6. Waste should not be allowed to accumulate. Rubbish should be collected in 
suitable containers for transfer to a storage area outside the building and 
disposed of frequently in a safe and sanitary manner. 

7.2.7. Rodenticides, insecticides, fumigation agents and cleaning agents must not 
contaminate equipment, raw materials, packaging materials, in-process 
materials or finished veterinary drugs. 

7.2.8. There should be a written procedure that identifies the person in charge of 
sanitation and outlines in detail the schedule, methods, equipment and 
cleaning materials to be used and the facilities to be cleaned. These written 
procedures should be followed. 

7.2.9. Specific requirements for the manufacture of sterile veterinary medicines are 
covered in point 8.7.1.1. 

 
7.3. Equipment 

7.3.1. After use, equipment should be cleaned both inside and out in accordance 
with established procedures, and maintained and stored in a clean 
condition. Before use its cleanliness is checked again to ensure that all 
products or materials from the previous batch have been removed. 

7.3.2. Vacuum or wet cleaning is recommended. Compressed air and brushes 
should be used with caution and avoided wherever possible as they 
increase the risk of product contamination. 

7.3.3. Cleaning and storage of moveable equipment and storage of cleaning 
materials should be done in a room separate from the processing room. 

7.3.4. Sufficiently detailed written procedures for cleaning and sanitizing 
equipment and containers used in veterinary drug manufacturing should be 
developed and adhered to. These procedures should be designed 
appropriately to prevent contamination of equipment by cleaning and 
sanitizing agents. The procedure should include at least the person 
responsible for cleaning, the schedule, methods, equipment and materials 
used in cleaning and methods of disassembling and reassembling 
equipment as may be necessary to ensure thorough cleaning. If necessary 
the procedure also includes sterilization of equipment, de-identification of 
previous batches and protection of clean equipment against contamination 
before use. 

7.3.5. Records of cleaning, sanitizing, sterilizing and inspecting equipment before 
use should be kept. 
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7.4. Validation and Reliability of Procedures 
Sanitation and hygiene procedures should be validated and evaluated periodically to 
ensure that they are effective and continue to meet requirements. 

 
8. Production 

Production should be carried out following established procedures that can ensure the 
continuous production of veterinary drugs that meet the specified specifications. 
 

8.1. Process Validation 
8.1.1. All procedures should be validated appropriately. Validation should be carried 

out according to a predetermined procedure and a record of the results 
should be kept. The extent and level of validation undertaken depends on the 
nature and complexity of the products and processes concerned. The 
validation program and documentation should attest to the suitability of the 
materials used, the reliability of the equipment and systems and the capability 
of the personnel. 

8.1.2. Before a Master Processing Procedure is established, steps should be taken 
to prove that the procedure is suitable for routine production, and that the 
established process using the specified materials and equipment will always 
produce products that meet the specified specifications. 

8.1.3. Significant changes in processes, equipment or materials should be 
accompanied by a revalidation action, in order to 
guarantee that the changes will still produce a product that meets the 
predetermined specifications. 

8.1.4. Processes and Procedures should be regularly and critically re- evaluated to 
ensure that they continue to deliver the desired results. 

 
8.2. Pollution 

Chemical or microbial contamination of a veterinary drug that is detrimental to 
animal health or reduces the therapeutic power or affects the quality of a product is 
not acceptable. Particular attention should be paid to the issue of cross 
contamination, as even if its nature and extent does not directly affect animal 
health, it is indicative of veterinary drug manufacturing practices that do not comply 
with the CPOHB. 

 
8.3. Batch and Lot Numbering System 

8.3.1. A system that details how batches and lots are numbered is required to 
ensure that the intermediate product, finished product or finished veterinary 
drug of a batch or lot can be identified by a specific batch or lot number. 

8.3.2. The batch and lot numbering systems used at the processing level and the 
subsequent packaging level should be interrelated. 

8.3.3. The batch and lot numbering system should ensure that the same batch or lot 
number is not used repeatedly. 

8.3.4. Allocated batch or lot numbers should be recorded immediately in a logbook. 
The record should include the date of numbering, the identity of the product 
and the size of the batch or lot concerned. 

 
8.4. Weighing and Delivery 

8.4.1. The weighing, or counting and delivery of raw materials, packaging materials, 
intermediate products and finished products is considered a part of the 
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production cycle and requires complete documentation and reconciliation. 
Control of the release of the aforementioned materials and products into 
production is critical. 

8.4.2. Methods for handling, weighing, counting and handing over raw materials, 
packaging materials, intermediates and finished products shall be covered in 
written procedures. 

8.4.3. All releases of raw materials, packaging materials, intermediate products and 
finished products, including additional materials beyond those originally 
delivered, should be documented. 

8.4.4. Only raw materials, packaging materials, intermediate products and finished 
products that have been approved by the quality control department may be 
submitted. 

8.4.5. After weighing, handing and marking, raw materials, finished products and 
intermediate products should be transported and stored appropriately so that 
their integrity is maintained until the next processing. 

8.4.6. To avoid mixing, only one specific type of printed matter may be placed in the 
marking area at a time. Between the marking areas, there should be 
adequate separation barriers. 

8.4.7. Prior to weighing, checks should be made on the correctness of the marking 
of raw materials including the graduation label from the quality control 
section. 

8.4.8. The capacity, accuracy and precision of the weighing and measuring 
instruments used should be in accordance with the amount of material being 
weighed and measured. 

8.4.9. For each weighing or measurement, it is necessary to prove the correctness, 
accuracy of the identity and amount of the material weighed and measured 
by two separate officers. 

8.4.10. The success of weighing and handing places should be maintained. Sterile 
raw materials should be weighed and delivered in a sterile room. 

8.4.11. Weighing and handing should be done using suitable and clean equipment. 
8.4.12. Raw materials, intermediate products and finished products that are delivered 

should be double-checked for correctness and signed off by the production 
supervisor before being handed over to the production department. 

 
8.5. Returns 

8.5.1. All raw materials, packaging materials, intermediates and finished products 
returned to storage should be properly documented and referenced. 

8.5.2 Raw materials, packaging materials, intermediate products and finished products 
shall not be returned to the warehouse unless they meet the specifications. 

 
8.6. Processing 

8.6.1. All materials used in processing should be checked before use. 
8.6.2. The condition of the processing room should be monitored and restored to 

the level required for the activity to be performed. Before processing begins, 
measures should be taken to ensure that the processing room and 
equipment are free of materials, products or documents that are not required 
for the processing in question.  

8.6.3. All equipment used in processing shall be inspected before use. Equipment 
should be declared clean in writing before use. 
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8.6.4. All processing activities should be carried out following the prescribed written 
procedures. Any retention should be reported with reasons and explanations. 

8.6.5. Containers and covers used for materials to be processed, for intermediates 
and finished products, should be clean, of an appropriate nature and type to 
protect products and materials against contamination or damage. 

8.6.6. All containers and equipment containing intermediate products should be 
appropriately labeled stating the stage of processing. Before these labels are 
applied, all previous inappropriate labels or markings should be removed or 
completely removed. Before these labels are applied, all previous 
inappropriate labels or markings should be removed or completely removed. 

8.6.7. All intermediates or finished products must be appropriately labeled and 
quarantined within the factory, until approved by the quality control 
department. 

8.6.8. All in-process controls, as required, must be carefully recorded at the time of 
processing. 

8.6.9. The actual and standard results of each batch made should be recorded and 
matched against the theoretical results. If there is any significant deviation, 
action shall be taken to prevent the release or further processing of the batch 
until a definite explanation is obtained, which will permit release for further 
processing. 

8.6.10.In all stages of processing, primary attention should be paid to the issue of 
cross-contamination. 

8.6.11.Dry materials and products. 
8.6.11.1. The handling of dry materials and products poses problems of 

dust control and cross-contamination, which require special 
attention in the design, maintenance and use of facilities and 
equipment. To handle dusty materials wherever possible, a 
closed manufacturing system that prevents the spread of dust or 
other suitable methods should be applied. 

8.6.11.2. Effective air suction systems should be installed with properly 
located exhaust openings to prevent contamination of other 
products or processes. A filtration system or other suitable 
system should be installed to contain dust. The use of dust 
removal devices on tablets and capsules is highly recommended.  

8.6.11.3. Special care should be taken to protect the product against 
contamination by metal, glass or wood fragments. The use of 
glassware should be avoided wherever possible. Sieves, sieves, 
tablet pestles and tablet mortar should always be checked for 
wear or damage before and after use. 

8.6.11.4. Care should be taken not to leave any tablets or capsules in the 
equipment, counting device or container of the finished product. 

8.6.12 Powder and Granule Manufacturing. 
8.6.12.1. Mixing, sieving and stirring machines should be equipped with 

dust control systems, except when working with closed systems. 
8.6.12.2. Critical operational parameters (e.g. time, speed, temperature) 

for each mixing, agitating and drying process shall be listed in the 
Master Production Document, and monitored throughout the 
process, and recorded in batch records. 

8.6.12.3. The filter bags installed in the belly-belly dryer should not be 
used for different products without prior washing. For some high-
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risk or sensitizing products, special filter bags should be used for 
each product. Air entering the dryer should be filtered. Safety 
measures are required to prevent cross contamination by dust 
escaping from the dryer. 

8.6.12.4. The preparation and use of solutions and suspensions should be 
carried out in such a way that the risk of contamination or growth 
of microorganisms is prevented. 

8.6.13. Tablet Printing. 
8.6.13.1. Tablet presses should be equipped with effective dust control 

facilities and located so as to avoid mixing of products. Each 
machine should be located in a separate room, unless they are 
making the same product. Machines equipped with a closed air 
control system may be placed in an unseparated room. 

8.6.13.2. To prevent mixing between granules and tablets, it is necessary 
to control both physically, procedurally and marking. 

8.6.13.3. Care should be taken to keep a precise and calibrated weighing 
instrument available for use in monitoring the weight of tablets 
in process. 

8.6.13.4. Tablets taken from the tableting room for testing or other 
purposes must not be returned to the bacth. 

8.6.13.5. Rejected or discarded tablets should be placed in a container 
clearly marked as to their status and the quantity recorded on 
the Batch Processing Record. 

8.6.13.6. Each time before use, all such tablet pestles and tablet mortars 
shall be inspected for wear and conformity to specifications. A 
record of their use should be kept. 

8.6.14. Shrouding. 
8.6.14.1 The air delivered into the dressing container for drying should 

be filtered and of the right quality. 
8.6.14.2 Dressing solutions are prepared and used in a manner that 

minimizes the risk of microorganism growth. Preparation and 
use must be documented. 

8.6.15. Hard Capsule Filling. 
8.6.15.1 Empty capsules should be considered and treated as starting 

material. Empty capsules should be stored in conditions that 
prevent them from drying out, getting wet or being exposed to 
moisture. 

8.6.15.2 Requirements in points 8.6.13.1. to 8.6.13.6. also apply to the 
filling of hard capsules. 

8.6.16. Marking of Coated Tablets and Capsules. 
8.6.16.1 Special measures should be taken to avoid product mix-up 

during the marking process of coated tablets and capsules. 
When marking different products at the same time, or in 
different batches, or in different batches, the work should be 
separated. 

8.6.16.2 If ink is used in marking, the coloring material should meet the 
requirements for feed auxiliaries. 

8.6.16.3 Special care should be taken to avoid mix-ups during the 
inspection, sorting and polishing of capsules and coated 
tablets. 
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8.6.17. Liquids, Cremes and Ointments. 
8.6.17.1. Liquid, cream and ointment products should be made in such a 

way that they are protected from microorganism and other 
contamination. Closed manufacturing and transfer systems are 
highly recommended. 

8.6.17.2. The chemical and microbiological quality of the water used 
should always be monitored. The water used must meet 
drinking water quality standards. 

8.6.17.3. Where pipelines are used to convey raw materials or finished 
products, care should be taken to make the system easy to 
clean. Pipelines should be properly designed and installed so 
that they can be easily dismantled and cleaned. 

8.6.17.4. The accuracy of a measuring system should be verified. 
Measuring sticks shall only be used for specific containers and 
have been marked for the container concerned. They should be 
made of non-reacting and non-absorbent materials. 

 
8.7. Sterile Products 

8.7.1. Sterile products should be made with special supervision and attention to 
detail in order to eliminate the contamination of microorganisms and 
foreign particles. Supervision in the manufacturing process of sterile 
products is very important. 

8.7.2. According to the production method, sterile products can be classified into 
two main categories: those that must be processed in an aseptic manner 
at all stages, and those that are sterilized in the final container, also called 
final sterilization. 

8.7.3. All sterile products should be made under controlled conditions and 
carefully monitored. 

8.7.4. To gain confidence in the sterility of sterile products made aseptically 
without final sterilization, special measures are required, including sterility 
testing. 

8.7.5. To manufacture sterile products, a separate, specially designed room is 
required. Entry to this room should be through an air buffer chamber or 
other suitable passageway. The room should always be dust-free and 
supplied with air that passes through a bacteria filter. The air pressure in 
the room should be higher than in the adjacent room. The filters used 
should be checked at the time of installation and periodically. All surfaces 
in the processing room should be properly designed to facilitate cleaning 
and sanitizing. Routine counts of indoor microorganisms should be carried 
out before and during processing. The results of the count should be 
compared with the standardized 
Determined. Microbial count data should be documented. 

8.7.6. Manufacturing sterile products requires three different room qualities: 
8.7.6.1 The changing room is a room for taking off factory work clothes 

and the next room is a room for putting on sterile protective 
clothing. 

8.7.6.2 The clean room for carrying out clean activities does not have 
to be sterile, it is also used for component preparation and 
solution preparation. Products to be final sterilized can be 
worked on in this room. The room must not contain more than 
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3,500,000 particles of o.5 microns or larger and no more than 
500 microorganisms per cubic meter of air. 

8.7.6.3 Sterile rooms are used for sterile activities. Employees enter 
this room through an air conditioning room or other suitable 
means. The sterile room must not contain more than 350,000 
particles measuring o.5 microns or larger and not more than 
100 microorganisms per cubic meter of air. The room under the 
laminaer airflow in a sterile room must not contain more than 
3,500 particles of 0.5 million or larger and not more than 5 
microorganisms per cubic meter of air. 

8.7.7. It is important that microbial contamination in clean rooms and sterile rooms 
does not exceed the specified limit values. These rooms should be 
monitored for microbial contamination. 

8.7.8. Personnel. 
8.7.8.1 Employees working exclusively in clean rooms and sterile 

rooms should be carefully selected to ensure that they can be 
relied upon to work with discipline and are not suffering from a 
disease or health condition that could cause microbiological 
contamination of the product. 

8.7.8.2 High standards of personal hygiene and cleanliness are 
essential. Employees should be instructed to report any health 
conditions (e.g. diarrhea, cough, influenza, skin or hair 
infections, wounds, etc.) that may lead to contamination with 
abnormal numbers and types of microorganisms. In addition, 
periodic health checks should be conducted. 

8.7.8.3 Only a limited and necessary number of employees are allowed 
in clean rooms and sterile rooms when there is activity. 
Examination and supervision should be carried out from the 
outside as much as possible. 

8.7.8.4 All employees, including those from maintenance, who work in 
clean rooms or sterile rooms, should receive training in areas 
related to the manufacture of sterile products, including hygiene 
and basic microbiology. 

8.7.9. Clothing. 
8.7.9.1 Employees entering a clean room or sterile room should 

change into special clothing including headwear and footwear. 
These garments should not shed fibers or particles and should 
be comfortable to wear and loose enough to prevent friction. 
These garments should only be worn in the clean room or 
sterile room for which they are intended. 

8.7.9.2 In the sterile room, employees should wear sterile overalls or 
pants that can be put together with the neck, tied at the wrists 
and ankles. Head coverings should cover all hair and chin and 
be tucked into the neck of the shirt. Foot coverings should 
cover the entire foot. Sterile clothing should be worn every time 
you enter a sterile room. Plastic or rubber gloves are to be worn 
with the sterile garment, either overalls or trousers, which can 
be attached to the neck and fastened at the wrists and ankles. 
Head coverings should cover all hair and chin and be tucked 
into the neck of the garment. Foot coverings should cover the 
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entire foot. Sterile clothing should be worn every time you enter 
a sterile room. Plastic or rubber gloves should be shaped. The 
ends of the sleeves are tucked into the gloves. The face 
coverings used prevent contamination from the face and are 
comfortable to wear. When leaving the sterile room, the face 
cover should be taken off. 

8.7.9.3 Ordinary clothing from outside should not be brought into the 
changing rooms associated with clean rooms or sterile rooms. 
Employees entering the changing room should wear standard 
work clothes. Dressing and laundering should follow written 
procedures.  

8.7.9.4 Watches, jewelry and cosmetics should not be worn in clean 
rooms and sterile rooms. 

8.7.9.5 Clothing for the sterile room and sterile room should be 
washed, ironed, sterilized and handled appropriately to avoid 
contamination, and washing facilities should be separate. 

8.7.10. Building. 
8.7.10.1. Sterile products are processed in specially designed and 

constructed production rooms, separate from other production 
rooms. Space for each different type of work such as 
preparation of starting materials and other components, 
solution preparation, solution filling and sterilization should be 
separate. 

8.7.10.2. Processing rooms should be effectively supplied with positive 
pressure air through filters that have the desired efficiency. This 
airflow should realize positive pressure differences relative to 
the surroundings and also between different rooms or activity 
spaces. The final air filter should be installed directly or as close 
as possible to the air inlet to the room. A warning system is 
required for high-risk rooms where the air is in direct contact 
with the product. Special care should be taken to ensure that 
airflow does not spread particles from employees' bodies, 
machinery (ampoule cutters, vial closures, etc.)and activities 
that could spread particles into a space with a high risk to the 
product. 

8.7.10.3. Non-sterile products should not be with sterile products in the 
same space and at the same time. If a sterile room is used for 
the processing of non- sterile products, it should be 
appropriately fumigated and air-filtered before being used for 
the manufacture of sterile products and verified against sterile 
room requirements. 

8.7.10.4. Wall, floor and ceiling surfaces should be smooth, watertight 
and not cracked to reduce the spread or accumulation of 
particles and to allow repeated use of cleaning and pest-
repellent agents. Uncoated wood should not be used. 

8.7.10.5. To reduce dust fertilization and facilitate cleaning, there should 
be no hidden and difficult-to-clean parts. Protruding corners, 
shelves, cabinets, equipment, inventory items and electric light 
fixtures should be as few as possible. Angles between walls, 



177 

floors and ceilings in spaces 
Sterile and clean rooms should be curved. 

8.7.10.6. The ceiling should be properly sealed to prevent pollution from 
the room above. 

8.7.10.7. Pipes and ducts should be properly installed so that there are 
no hidden parts that are difficult to clean. Pipes and ducts 
should be embedded into the wall through which they pass. 

8.7.10.8. Drains should be avoided in sterile rooms unless absolutely 
necessary. If installed, they should be fitted with effective and 
easily cleaned traps containing buffer air to prevent backflow. 
All floor drains should be open, sufficiently shallow and easy to 
clean and connected to external drains appropriately to prevent 
possible microbial contamination. 

8.7.10.9. Sinks in the clean room should be eliminated as much as 
possible. All sinks installed in the clean room should be 
stainless steel, non-overflowing and meet drinking water quality 
standards. 

8.7.10.10. Room temperature and humidity should be kept at a level that 
does not cause employees to sweat excessively and does not 
wet their work clothes. 

8.7.10.11. Entry for personnel to the sterile and clean rooms can only be 
through the changing rooms. Changing rooms should be 
equipped with an air buffer chamber, effectively supplied with 
filtered air at a positive pressure lower than that in the clean 
room and sterile room. Changing rooms should be 
appropriately designed and used to avoid microbial and 
particulate contamination of protective clothing and allow 
separation of the various stages of changing clothes and 
washing limbs. 

8.7.10.12. The changing room is for staff use only and should not be used 
for traffic of materials, containers and equipment. 

8.7.10.13. The intermediate space or air buffer space for the traffic of 
materials, equipment and other items into the clean room and 
sterile room is properly arranged so that only one door on one 
side can be opened at a time. Push doors are avoided because 
push teeth are difficult to clean. If such a door opening 
mechanism is not possible, there should be an appropriate 
procedure or system in place that allows the door to be opened 
at any one time. 
can prevent the outer door and inner door from being opened 
simultaneously. The conveyor belt must not penetrate the 
barrier wall of the sterile room. The conveyor belt ends at the 
wall and further product transportation only passes through the 
static surface. Special care is needed to avoid contamination of 
the sterile room when goods are passed through an air buffer 
space or an intermediate space. 

8.7.10.14. Mechanical or electrical systems for oral communication to and 
from the sterile room should be properly designed and installed 
so that they can be easily cleaned and effectively disinfected. 
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8.7.10.15. Clean rooms and sterile rooms should not be used to carry out 
sterility testing or other microbiological testing. 

8.7.11. Cleanliness and hygiene. 
8.7.11.1. Clean rooms, sterile rooms and other related rooms should be 

cleaned frequently and carefully according to a written program. 
If cleaning is carried out using disinfectants, the type should be 
exchanged in rotation to prevent resistance of microorganisms. 

8.7.11.2. Disinfectants and detergents used should be monitored for 
microbial contamination. Dilutions should be placed in 
thoroughly washed containers and should not be stored unless 
sterilized. Partially empty containers should not be refilled. 

8.7.11.3. Clean rooms and sterile rooms should be frequently 
microbiologically monitored by placing petri dishes, taking 
surface samples, air samples or other appropriate means. 
Records of monitoring results should be documented and 
corrective actions taken as soon as deviations are observed. 

8.7.12. Equipment. 
8.7.12.1. Equipment should be designed and installed appropriately so 

that it is easy to clean, disinfect or sterilize. 
8.7.12.2. Electrical outlets and other equipment should be designed and 

placed appropriately so that personnel performing maintenance 
and repairs do not need to enter the clean room or sterile room 
as far as possible.  

8.7.12.3. The recording device should be carefully measured at the time 
of installation and possibly checked at regular intervals. 

8.7.12.4. Validation of the results of installation, periodic maintenance 
and checks on the capability of critical equipment such as 
sterilizers, air filter systems and distillers is essential. Validation 
results should be documented. 

8.7.13. Processing. 
8.7.13.1. Starting materials should not contain significant levels of 

microorganisms or pyrogens. Particular attention should be 
paid to starting materials used for large volumes of parenteral 
preparations. Starting material specifications should include 
requirements for monitoring the content of microorganisms, if 
necessary with specific limits. 

8.7.13.2. Measures should be taken to prevent contamination of products 
by microorganisms at all stages of processing both before and 
after sterilization. 

8.7.13.3. To prevent the spread of particles and microorganisms, 
activities in clean rooms and sterile rooms are limited as much 
as possible, as is the movement of personnel. 

8.7.13.4. Containers and materials that may release particles or fibers 
should not be brought into the clean room or sterile room. 

8.7.13.5. After final cleaning of containers and other components, they 
should be handled appropriately to prevent re-contamination. 
Final rinsing should be done with distilled water or water of 
suitable quality. 
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8.7.13.6. The time between washing and sterilization of equipment, 
containers and other components should be as short as 
possible. 

8.7.13.7. The time between sterilization of equipment, containers and 
other components and their use in the aseptic process should 
be as short as possible. 

8.7.13.8. The time between the start of solution preparation and 
sterilization should be as short as possible with a certain time 
limit found The volume of the homemade solution should be 
made no larger than the filling capacity of a day and should be 
filled into the final container and sterilized on the same day. 
Residual solution whose filling and sterilization cannot be 
completed on the same day should be specially stored. 

8.7.13.9. Water sources, water treatment equipment and treatment water 
should be monitored regularly. 
for chemical and microbial contamination and if necessary for 
pyrogens. Monitoring results and countermeasures taken 
should be documented. 

8.7.13.10. Water treatment plants should be properly designed, 
constructed and maintained to ensure that the water produced 
meets the specified drinking water quality requirements. Water 
treatment, storage and distribution should be appropriate so 
that the growth of microorganisms is prevented. 

8.7.13.11. To prevent bacterial growth and the emergence of pyrogens, 
distilled water that will be used for processing or sterilization 
should not be left for more than 24 hours except under special 
conditions such as by storing at temperatures above 650 c. 

8.7.13.12. Where water and solutions are stored in hermetically sealed 
containers, all safety valves should be protected with 
hydrophobic bacterial screens. 

8.7.13.13. Items that are used in the sterile room and require sterilization 
should be sterilized and put through a two-door sterilizer unit or 
other means that can provide the same results. 

8.7.13.14. The effectiveness of aseptic procedures should be validated 
when a new aseptic process is introduced and continued 
periodically. Validation is also done when there are significant 
changes in the process or equipment, or when personnel are 
being trained. 

8.7.14. Sterilization. 
8.7.14.1. Sterilization can be carried out by heat sterilization (by wet 

heating and dry heating), by ethylene oxide gas, by filtration 
recommended by aseptic filling into sterile final containers, or 
by ionizing radiation. Each sterilization method has limitations 
and is used for specific applications. Heat sterilization is the first 
choice. 

8.7.14.2. When biological indicators are used, strict safeguards should 
be taken to prevent microbial contamination of the indicator. 

8.7.14.3. A clear way to distinguish between products that have and have 
not been sterilized is required. All containers for products or 
other components should be clearly labeled with the name, 
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batch number and an indication of whether they have been 
sterilized or not.  

8.7.15. Heat Sterilization. 
8.7.15.1. All heat sterilization cycles shall be recorded on a time-

temperature chart or by other suitable means. Time-
temperature records should be part of the batch record. 
Chemical and biological indicators may be used in addition to 
but not in place of physical monitoring. 

8.7.15.2. In the cooling period after reaching the highest temperature 
phase, the possibility of contamination by non-sterile air 
entering the autoclave or sterilizer during cooling should be 
prevented. 

8.7.16. Wet Heat Sterilization. 
8.7.16.1. This method is suitable for aqueous solutions and wettable 

materials. Other types of materials should be sterilized by other 
methods. 

8.7.16.2. Wet heat sterilization is achieved by using pressurized 
saturated water vapor in a suitable container. In this situation 
there is a definite relationship between temperature and water 
vapor pressure, but the pressure is used only to achieve the 
desired temperature and does not play a role in sterilization, 
time, temperature and pressure are used to supervise and 
monitor the sterilization process. 

8.7.16.3. Sterilized items, other than aqueous products in hermetically 
sealed containers, should be wrapped in a material that allows 
the penetration of moisture, which under normal circumstances 
will not cause back contamination by microorganisms after 
sterilization. 

8.7.16.4. Care should be taken that the water vapor used in sterilization 
is of the right quality and does not contain additives in levels 
that could contaminate the product or equipment. 

8.7.17. Dry Heat Sterilization. 
8.7.17.1. Dry heating is suitable for sterilization of equipment, non-

aqueous solutions and other materials that are resistant to the 
desired sterilization temperature. 

8.7.17.2. Heating should be carried out in a sterilization cabinet or other 
equipment that can achieve sterilization conditions for the entire 
load. The air delivery and air suction system of the sterilization 
cabinet should be equipped with appropriate filters. 

8.7.18. Filter Method Sterilization. 
8.7.18.1. Sterilization by filtration should not be used if heat sterilization 

is still possible. 
8.7.18.2. Solutions or liquids can be sterilized by filtration with a nominal 

pore size of 0.22 microns or the same ability to withstand 
microorganisms. The filter results are collected in a sterilized 
container. 

8.7.18.3. The integrity of the filter device should be checked by 
appropriate methods such as the point-bubble pressure test or 
the forward-flow pressure test carried out immediately before 
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and after use of the filter. The inspection results are recorded in 
the batch record. 

8.7.18.4. The filter must not have an adverse effect on the solution, such 
as absorbing efficacious ingredients from the solution or 
releasing substances into the solution. 

8.7.18.5. Because filter sterilization carries a greater risk than other 
sterilization methods, it is recommended to re- filter through a 
sterile bacterial filter immediately before filling. 

8.7.18.6. The lifetime of the sterile filter should be limited to ensure that 
there is no growth of microorganisms in the filter. 

8.7.19. Sterilization with Ethylene Oxide Gas. 
8.7.19.1 The effectiveness of ethylene oxide gas as a sterilizing agent 

depends on the concentration, temperature, humidity, duration 
of contact with the material and the level of microbial 
contamination. Where possible, other sterilization methods 
should be used as an option to sterilization with ethylene oxide 
gas. 

8.7.19.2 The entire sterilization cycle should be monitored with 
appropriate biological indicators placed throughout the load. 
Monitoring results are recorded in the batch record. 

8.7.19.3 After sterilization is complete, the material should be placed in a 
well-ventilated room to remove residual ethylene oxide and its 
reaction products. Steps should be taken to prevent back 
contamination of the sterilized material. Records should be kept 
to check that all biological indicators have been removed from 
the product. 

8.7.19.4 During the sterilization cycle, records shall be kept of the length 
of time to complete one cycle, pressure, temperature, gas 
concentration and humidity in the sterilization cavity. The 
pressure, temperature and relative humidity during the cycle 
should be monitored and recorded in a graph. 
or by other appropriate means. This record forms part of the 
batch record. 

8.7.20. Sterilization by Radiation. 
8.7.20.1.   Radiation sterilization is used primarily to sterilize heat-sensitive 

materials and products. This method is only used when it has 
been proven that there is no detrimental effect on the product. 

8.7.20.2.   The radiation used can be either gamma rays from radio 
isotopes (e.g. cobalt-60)or high-energy electrons from an 
electron accelerator. 

8.7.20.3.   The usual minimum sterilization dose is 2.5 mega rad. 
8.7.20.4.   During sterilization the radiation dose should be monitored. For 

this purpose there should be a dose measurement procedure 
that determines the amount or size of the dose received by the 
product Biological indicators should be used only as an adjunct. 
Monitoring results are recorded in the batch record. 

8.7.20.5.   Clear markings should be provided to distinguish between 
irradiated and non-irradiated materials. The design of radiation 
facilities and the use of radiation- sensitive plates can help 
provide this assurance. 
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8.7.21. Water. 
8.7.21.1. The water used to make sterile products, including the storage 

and distribution system, should be monitored according to the 
specifications set for each activity. 

8.7.21.2. Water for injection is made by distillation or other suitable 
means. 

8.7.21.3. Water for injection is stored and circulated continuously at a 
temperature of at least 650 C. Water that is not stored and 
circulated should only be used for no more than 24 hours. 

8.7.21.4. Water for injection used in the formulation is considered and 
applied as starting material. 

8.7.21.5. A logging device should be used to monitor the storage 
temperature. 

8.7.21.6. Water for injection is stored in clean, sterile, non-reactive, non-
absorptive, non-additive containers and protected from 
contamination. 

8.7.22. Sterile Product Finishing. 
8.7.22.1.1.  When detergents or similar materials are used in the final 

container rinsing sequence, procedures should be in place to 
ensure that no residue remains in the container. Final rinsing 
distilled water or water that meets water quality standards 
should be used. 

8.7.22.1.2.  Staff should not handle containers with bare hands. The final 
washed, dried and sterilized containers should be used within 
the specified time limit. 

8.7.22.1.3.  The final container of sterile product must be sealed in an 
appropriate manner. Closure ability is checked by appropriate 
procedures. 

8.7.22.1.4.  Containers filled with injection solution should be checked 
individually for visible particles. If this is an eye examination, it 
should be carried out with appropriate lighting and background. 
Examiners should be given adequate rest periods during the 
examination and receive regular eye examinations. 

8.7.22.1.5.  If the examination is performed electronically or photo-
electrically, the effectiveness of the device should be validated 
and its sensitivity monitored. 

8.7.23. Biological and Chemical Indicators. 
8.7.23.1. Biological and chemical indicators cannot be used as evidence 

that sterilization has been effective. 
8.7.23.2. Monitoring using biological indicators is less reliable than 

physical monitoring except for sterilization with ethylene oxide 
gas. 

8.7.23.3. Strict safety measures should be taken in handling biological 
indicators, to prevent contamination of an otherwise 
microbiologically clean room. Biological indicators should be 
stored according to the manufacturer's specifications. 

8.7.23.4. Chemical indicators for heat sterilization, ethylene oxide gas 
and radiation sterilization are usually available in the form of 
tapes, adhesive sheets, color dot cards, small tubes, small 
bags or plastic dosimeters. These indicators will change color 
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as a result of the chemical reactions that occur due to the 
sterilization process. This color change may occur before the 
sterilization time is completed. Therefore such indicators are 
not sufficient as evidence of sterilization, except for plastic 
dosimeters used in the radiation sterilization process. 

 
8.8. Packaging 

8.8.1. The packaging activity functions to divide and package the processed products 
into finished veterinary medicines. Packaging process should be carried out 
under strict supervision to maintain the identity, integrity and quality of the 
packaged goods. 

8.8.2. For packaging activities, there should be a written procedure outlining the 
receipt and identification of finished products and packaging materials, controls 
to ensure that the correct finished products and packaging materials (printed or 
unprinted)are used, in-process controls during packaging, reconciliation of 
finished products and printed packaging materials, and final inspection of 
packaging results. All packaging activities shall be carried out in accordance 
with the instructions given and using the packaging materials listed in the Master 
Packaging Procedure. Details of packaging operations should be recorded in the 
batch packaging record. 

8.8.3. Before packaging activities begin, checks should be made to ensure that the 
equipment and workspace are clean and free of product and other product 
residues or documents that are not required for the activities being carried out. 

8.8.4. Every delivery of finished products and packaging materials shall be checked 
and scrutinized for compliance with the Master Packaging Procedure or 
packaging order. 

8.8.5. Pre-marking on Packaging Materials. 
8.8.5.1. Labels, cartons and other components that require pre-marking with 

batch or lot numbers, expiry dates and information in accordance with 
the packaging order shall be closely monitored at every step of the 
process, from receipt from the warehouse until they become part of the 
finished or destroyed veterinary drug. 

8.8.5.2. Packaging materials that have been determined to be pre-marked 
should be stored in tightly closed containers and placed in a separate 
room where safety is guaranteed. 

8.8.5.3. Pre-marking of packaging materials should be carried out in a room 
separate from other packaging activities. 

8.8.5.4. All packaging materials that have been pre-marked should be checked 
before being moved into the packaging room. 

8.8.6. Packaging Line Readiness. 
Immediately before placing the packing material on the packing line a readiness 
check of the packing line concerned shall be carried out by the designated 
personnel, in accordance with the written procedure specified for: 

(a) Ensure that all materials and packaged products originating from 
previous packaging activities have been completely removed from that 
packaging line and the surrounding space. 

(b) Examine the cleanliness of the path and surrounding space. 
(c) Ensure the cleanliness of the equipment to be used. 

8.8.7. In-Process Packaging. 
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8.8.7.1. Written procedures for in-process control should be followed. This 
procedure should describe the method of sampling, the frequency of 
sampling, the number of samples taken for inspection, the 
specifications to be inspected and the acceptable limits for each 
specification. 

8.8.7.2. In-process supervision should also include the following general 
procedures: 

(a) Products to be packaged should be inspected at the time of 
packaging; 

(b) Packaged products should be checked during the packaging 
process at regular intervals to ensure compliance with the 
specifications stated in the Master packaging Procedure. 

8.8.7.3. The results of tests and inspections in the process should be recorded 
on the bacth packing record. 

8.8.8. Packaging Implementation. 
8.8.8.1 The occurrence of errors in packaging can be minimized in the 

following ways: 
(a) label usage; 
(b) bacth coding directly on the label installation line; 
(c) use of electronic code readers and label counters; 
(d) labels and other printed matter are designed so that they have 

distinctly different markings for different products; 
(e) In addition to visual inspection during packaging, a separate 

inspection should be carried out by the quality control 
department during and after completion of packaging. 

8.8.8.2. Products that are the same or nearly the same in shape and 
appearance should not be packed on adjoining lines, unless there is 
a physical separation. 

8.8.8.3. On each packaging line, the name and batch number of the product 
being packaged should be clearly visible. 

8.8.8.4. Containers used to store freshly partially packaged or subbatches of 
finished products or veterinary medicines shall be labeled or marked 
as to indicates the identity, quantity, batch number and status of the 
product. 

8.8.8.5. Containers to be filled should be delivered to the packaging 
department in a clean state. 

8.8.8.6. All packaging personnel should be trained to appreciate the 
importance of monitoring the process and reporting any irregularities 
that may be noticed as they perform their duties. 

8.8.8.7. The packaging room should be cleaned at certain times during the 
working day and at any time of soiling. Cleaners should be trained 
to avoid actions that may cause mixing or cross-contamination. 

8.8.8.8. Any printed packaging materials found during cleaning should be 
given to the supervisor, who will place them in a designated area for 
reconciliation and destroy them at the end of the packaging process. 

8.8.8.9. Finished and near-finished products found to be outside the 
packaging line should be handed over to a supervisor and should 
not be immediately returned to the packaging process. If the product 
has been checked by a supervisor and found to have the same 
identity as the batch being packaged and is in good condition, the 
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supervisor may return it to the packaging process in progress. If the 
identity is different then the item should be destroyed and the 
quantity recorded. 

8.8.8.10.Products that have been filled into the final container but have not 
been labeled should be separated and marked to avoid mixing with 
other products. 

8.8.8.11. Packaging equipment whose parts are not in direct contact with the 
finished product should be cleaned because it can be a place for 
dust, debris of packaging materials or products to accumulate which 
can then contaminate the product being packaged or become a 
source of pollution. 

8.8.8.12.Care should be taken to avoid the spread of dust during the 
packaging process of dry products. Separate packing rooms are 
required for certain products. For example, low-dose veterinary 
drugs that pose a high risk. Toxic products and sensitizing 
materials. Compressed air is not used for Clean the equipment in 
the packaging room because it may cause cross-contamination. 

8.8.8.13.The use of brushes as cleaning tools should be limited as they can 
cause contamination from the bristles. 

8.8.8.14.Personnel who need medicine for their illness that does not 
endanger the product or others around them should be allowed to 
leave the packing room to take their medicine. Under no 
circumstances should medicine be brought into the packaging room. 

8.8.8.15.Staff should be reminded not to put packaging materials or products 
in their pockets. Such materials should be carried by hand or in 
closed containers that are clearly marked. 

8.8.8.16.Materials required for packaging such as lubricants, adhesives, inks, 
cleaning fluids should be placed in a separate container within the 
product container that is clearly marked with the contents. 

8.8.9. Packaging Product Completion. 
8.8.9.1. At the completion of packaging the packaged product should be 

carefully checked to ensure that the veterinary medicine complies with 
the requirements of the Master Packaging Process. 

8.8.9.2. Only finished veterinary medicines from a single batch should be 
placed on a pallet. If a carton is not full, the quantity inside should be 
written on the carton. 

8.8.9.3. After the adjustment process is completed. Excess packaging materials 
and finished products to be disposed of should be properly monitored 
so that only materials that are found to be qualified can be returned to 
the warehouse for reuse. Such materials should be clearly marked. 

8.8.9.4. Supervisors should oversee the counting and destruction of packaging 
materials and finished products that cannot be returned to the 
warehouse. All unused and marked packaging materials should be 
destroyed. The amount destroyed is recorded on the batch packing 
record. 

8.8.9.5. Supervisors should calculate and record the net usage of all packaging 
materials and finished products. 

8.8.9.6. Any packaging deviations that cannot be explained or do not meet 
specifications should be thoroughly investigated by consider other 
batches or products that may be affected. 
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8.8.9.7. Once the reconciliation has been matched, the finished veterinary drug 
should be kept in factory quarantine pending clearance by the quality 
control department. 

 
8.9. Selected products, leftover products and finished veterinary medicines returned from 

the factory warehouse 
8.9.1. Intermediate products or ruined products can be reprocessed and recovered 

provided that the materials are suitable for reprocessing under certain 
authorized procedures, and the results still meet the specified specification 
requirements. 

8.9.2. Reprocessing procedures should be specifically authorized and documented, 
after an assessment has concluded that the risk is negligible. 

8.9.3. Leftover products and recovered products can only be added into the next batch 
if they meet the specified specifications. 

8.9.4. Procedures for handling leftover or recovered products and adding them to the 
next batch should be specifically authorized and documented. 

8.9.5. There should be a limit approved by part of quality control on the amount of 
residual recovered product that can be added to the next batch. 

8.9.6. Batches containing residual or recovered product are only considered eligible 
after all batches from which the residual or recovered product originated have 
been assessed and found to meet the prescribed specifications. Consideration 
should also be given to the need for additional testing of all finished veterinary 
medicines containing by-products. 

8.9.7. Finished veterinary medicines that are returned from the factory warehouse, for 
example because the label or outer packaging is soiled or damaged, can be 
relabeled provided there is no risk to the product and the work is specifically 
authorized and documented. When finished veterinary medicines are relabeled, 
care must be taken to avoid confusion with other products or mislabeling. 

 
8.10. Quarantine of Finished Veterinary Medicine Factory and Delivery to Finished 

Veterinary Medicine Warehouse 
8.10.1. The finished animal plant quarantine is the final point of control before the 

finished animal medicine is transferred to the warehouse and ready for 
distribution. Before finished veterinary medicines are transferred to the 
warehouse, strict controls should be in place to ensure that a comprehensive 
record of the batch meets the requirements. 

8.10.2. Written procedures should include how finished veterinary medicines are 
delivered to the quarantine room, how they are stored while in quarantine.  
waiting for graduation, the requirements fulfilled to obtain graduation and how to 
further transfer to the finished veterinary medicine warehouse. 

8.10.3. While awaiting clearance by the quality control department, all packaged 
batches or lots should be held in factory quarantine status. 

8.10.4. No veterinary medicine may be taken from a batch, as long as the finished 
veterinary medicine is still in the quarantine room, except for samples for the 
quality control section. 

8.10.5. The factory quarantine room is a room restricted to personnel who are strictly 
required or authorized. 

8.10.6. Any veterinary drug that requires special storage requirements should be clearly 
labeled stating the required storage requirements, and the veterinary drug 
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should be stored in a suitable storage area within the quarantine room of the 
plant under specified conditions. 

8.10.7. The approval of finished veterinary drugs by the quality control department must 
be preceded by satisfactory completion of the following: 
a. The finished product meets the quality requirements in a processing and 

packaging specification. 
b. The quality control department sets aside and stores a sufficient amount of 

the finished veterinary drug as a lagging sample. 
c. The final packaging or marking meets the requirements, subject to the 

inspection results of the quality control section. 
d. Reconcile suitable printed packaging materials. 
e. Finished veterinary drugs received at the factory quarantine room are in 

accordance with the quantity stated on the goods transfer document. 
8.10.8. After the quality control department approves a batch or lot, the finished 

veterinary medicine should be transferred from the factory quarantine room to 
the finished veterinary medicine warehouse. 

8.10.9. When receiving the finished veterinary drugs, the warehouse staff should record 
the entry of the batch in the finished veterinary drug inventory card. 

 
8.11. Supervision of Finished Animal Medicine Distribution. 

8.11.1. The distribution system should be designed appropriately to ensure that finished 
veterinary medicines that arrive early are distributed first. 

8.11.2. The system also includes a way of recording so that the distribution of each 
batch can be known immediately to facilitate investigation and recall if 
necessary. 

8.11.3. Written procedures for the distribution of finished veterinary medicines should be 
developed and implemented.  

8.11.4. Deviations from the first principle of exit are only permitted for a short period of 
time with the approval of the responsible leader. 

 
8.12. Storage of Starting Materials, Intermediate Products. Ruined Products and Finished 

Veterinary Medicines. 
8.12.1. All materials should be stored in a neat and organized manner to prevent the 

risk of mixing or contamination and to facilitate inspection and management. 
8.12.1.1. All materials should be stored at a sufficient distance from other 

materials and walls and not on the floor. 
8.12.1.2. Materials should be stored under appropriate environmental 

conditions, any special storage conditions required should be 
provided in factory quarantine rooms and warehouses. 

8.12.1.3. Storage outside the building is allowed for materials packed in 
impermeable containers (e.g. metal drums) whose quality is not 
affected by temperature, humidity and other factors. 

8.12.1.4. Storage activities should be clearly separated from other activities. 
8.12.1.5. All deliveries to the storage area including returns should be 

properly recorded. 
8.12.1.6. Each starting material, intermediate product, finished product and 

veterinary drug stored should have an inventory card. The card 
should be reconciled at all times and any irregularities noted with an 
explanation. 

8.12.2. Storage of raw materials and packaging materials. 
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8.12.2.1. All raw materials and packaging materials delivered to the storage 
room should be checked for identity, container condition and a pass 
mark from the quality control department. 

8.12.2.2. If the identity or condition of the container of a raw material or 
packaging material is in doubt or does not match the identity or 
condition requirements, the container should be sent to the factory 
quarantine room. For further inspection by the quality control 
department. 

8.12.2.3. Rejected raw materials and packaging materials should not be 
stored together with approved materials but stored in a special room 
designated for rejected materials.  

8.12.2.4. Printing-packaging materials should be kept in a specific storage 
room and removed under strict supervision. 

8.12.2.5. Certain inventories and approaching expiry dates of approved raw 
materials and packaging materials that have been utilized in 
advance. 

8.12.2.6. Raw materials and packaging materials should be retested as to the 
identity of their quality strength and purity when necessary, for 
example after long storage or after exposure to hot air or other 
influences that reduce their quality. 

8.12.3. Storage of intermediate products, processed products and finished veterinary 
drugs. 

8.12.3.1. Intermediate products, processed products and finished veterinary 
medicines should be kept in the quarantine room of the factory 
pending inspection and decision by the quality control department. 

8.12.3.2. Each delivery should be checked to ensure that the material 
delivered complies with the delivery document. 

8.12.3.3. Each container of intermediate products, finished products and 
veterinary drugs delivered to the storage room should be checked 
for identity and the condition of the container. 

8.12.3.4. If the identity or condition of the container of an intermediate 
product, processed product and finished veterinary drug is in doubt 
or does not meet the identity or condition requirements, the 
container should be quarantined for further inspection by the quality 
control department. 

 
9. Quality Control 
Quality control is an essential part of good veterinary medicine manufacturing so that every 
veterinary medicine made meets the quality requirements for its intended use. A sense of 
engagement and responsibility of all elements in all stages of manufacturing is essential to 
produce quality veterinary medicines from the time they are made to the distribution of 
finished veterinary medicines. For this purpose, there should be a stand-alone quality control 
department. 

 
9.1. General Conditions 

9.1.1. The quality control system should be designed appropriately to ensure that 
each veterinary drug contains ingredients of the correct quality and in the 
specified quantity and is made under the right conditions or following standard 
procedures. So that the veterinary drug meets the established specifications 
regarding physical identity, content, purity, potency and safety.  
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9.1.2. Quality control covers all analytical functions performed in the laboratory 
including sampling examination and testing of starting materials, intermediate 
products, finished products and finished veterinary medicines. Quality control 
also includes the stability test program of work environment monitoring, 
validation, documentation of a batch, sample storage program and preparation 
and storage in accordance with the applicable specifications of each material 
and product including the test method. 

9.1.3. The documentation system and the quality control procedures and approvals 
should ensure that the necessary checks and tests are carried out 
appropriately and that starting materials, intermediates and finished products 
are not used and finished veterinary medicines are not distributed or sold until 
the results of the quality checks and tests are judged to meet the 
specifications. The system should also ensure the implementation of any other 
matters that require approval from the quality control department. 

9.1.4. The quality control section carries out the following main tasks: 
a. Develop and refine supervision procedures. 
b. Maintain detailed written instructions for each inspection and test. 
c. Develop a written plan and procedure for sampling for examination. 
d. Keeping the leftover samples for future reference. 
e. Approve or reject each batch of starting materials, intermediate products, 

processed products and finished veterinary drugs and other prescribed 
matters. 

f. Examine records relating to the processing, packaging and testing of 
finished veterinary drugs of the batch in question before approving for 
distribution. 

g. Evaluate the stability of all finished veterinary drugs on an ongoing basis, 
starting materials if necessary, and prepare instructions on how to store 
starting materials and finished veterinary drugs in the factory based on the 
available stability data. 

h. Establish expiration dates and time limits for the use of starting materials 
and finished veterinary drugs based on their stability data and storage 
conditions. 

i. Evaluate and approve product reprocessing procedures. 
j. Approve the supply of raw materials and packaging materials that are 

known to be capable or reliable of supplying starting materials that meet 
the established quality specification materials. 

k. Take part or provide assistance in the implementation of the validation 
program. 

l. Evaluate all complaints received or deficiencies found in a batch, and if 
necessary cooperate with other departments to take necessary corrective 
actions. 

m. Provide secondary comparison books according to the specifications 
contained in the test procedure. 

n. Keep records of the examination and testing of all samples taken. 
o. Evaluate returned veterinary drugs and determine whether they can be 

used directly or reprocessed or destroyed. 
p. Participate in the Internal Inspection program with other parts of the 

company. 
q. Provide recommendations for the manufacture of veterinary drugs by 

other parties on a contract basis after an evaluation of the contractor 



190 

concerned is considered capable of making veterinary drugs that meet the 
established quality standards. 

 
9.2. Testing laboratory 

9.2.1.  Building 
9.2.1.1 Testing laboratories should be properly designed, constructed and 

equipped to accommodate and carry out the required activities. 
9.2.1.2 Suitable and safe facilities should be provided for waste and 

residual materials to be disposed of. Toxic and flammable materials 
should be stored in a special and separate place. 

9.2.1.3 The laboratory room should be separate from the production room. 
9.2.1.4 Biology, microbiology and chemistry laboratories should be 

separated from each other. 
9.2.1.5 A separate room for the instrument may be required to protect 

against electrical noise, vibration, excessive humidity and other 
outside disturbances or where the instrument needs to be isolated 
from other equipment. 

9.2.1.6 The design of the laboratory should take into account the suitability 
of the building materials used, outlets for harmful gases and fumes 
and ventilation. Separate air control units should be installed for 
each of the biology, microbiology and rodioisotope laboratories. 

9.2.1.7 All pipes and equipment for the distribution of water, gas, air, steam 
and so on should be clearly marked. In this regard, it is necessary to 
pay attention to the availability of non-interchangeable pipe 
connections or adapters for hazardous gases or liquids. 

9.2.2. Personnel  
9.2.2.1. Every employee who is given the task of supervising or directly 

performing laboratory work should have the appropriate education, 
training or experience to enable them to carry out their duties 
properly. The duties and responsibilities of each employee should 
be clear, either in writing in their job description or in other 
appropriate forms. 

9.2.2.2. Each employee should wear protective clothing and safety 
equipment such as respirators or masks, goggles and gloves as 
required to perform their duties. 

9.2.3. Equipment 
9.2.3.1. Testing laboratory equipment and instruments should be suitable for 

the test procedure being performed. 
9.2.3.2. Standard work procedures for all instruments and equipment should 

be available and placed near the instrument or equipment 
concerned. 

9.2.3.3. Equipment and instruments should be serviced and tested at set 
intervals and documented. Checks to ensure that instruments are in 
good working order should be carried out daily or before each use. 

9.2.3.4. The date on which the equipment has been tested and serviced and 
the date of the next test and service shall be indicated on each 
instrument or by other suitable means. 

9.2.3.5. It should be clearly marked to indicate that the equipment is not 
functioning properly or is being serviced so that it is not used. 
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9.2.3.6. Safety showers and eye washes should be available near the 
workplace. 

9.2.4. Reagents and Breeding Media 
9.2.4.1. Receipt and manufacture of reagents and culture media should be 

recorded. 
9.2.4.2. Reagents made in the laboratory should follow written 

 manufacturing procedures and be labeled accordingly. 
 The label includes the concentration, standardization factor, time 

limit for use, date of re-standardization, storage conditions, along 
with the date of manufacture and signature of the person who made 
the reagent. 

9.2.4.3. Both positive and negative controls should be used to ensure the 
suitability of the culture medium used. The amount of inoculum in 
the positive control should be adjusted to the desired growth 
sensitivity. 

9.2.5. Standard Comparison  
9.2.5.1. Benchmarks should be under the responsibility of a designated 

person. 
9.2.5.2. Official benchmarks are only used for the purposes described in the 

relevant monograph. 
9.2.5.3. Secondary standards of comparison or working standards of 

comparison can be made and used after appropriate testing and 
periodic and regular checks to correct deviations that occur and to 
ensure the accuracy of the results. 

9.2.5.4. All comparator standards should be stored and used appropriately 
so that their quality does not deteriorate. 

9.2.5.5. The label of the comparator should include the concentration, date 
of manufacture, expiration date, date the container lid was first 
opened and if necessary the storage conditions. 

9.2.6. Specifications and Test Procedures 
9.2.6.1. Test procedures should be validated with respect to the facilities 

and equipment available before they are used in routine testing. 
9.2.6.2. Specifications and test procedures for each raw material, 

intermediate product, processed product and finished veterinary 
drug shall contain provisions and methods for examination and 
testing regarding its identity, purity, content, potency and safety. 

9.2.6.3. The test procedure shall contain: 
a) the number of samples required for testing and those that should 

be stored for future reference. 
b) The amount of each reagent, aqueous solution, etc. required for 

the test. 
c) Equipment and instruments required for testing 
d) Calculations and formulas used. 
e) Target value and tolerance of each test. 

9.2.6.4. The test procedure shall include the frequency of re-examination of 
each raw material determined by considering its stability. 

9.2.6.5. All tests conducted should follow the instructions contained in the 
test procedure for the respective material or product. Test results, 
especially those concerning calculations, should be checked by a 
supervisor before the material or product is accepted or rejected. 
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9.2.7. Testing Notes 
Test records should include: 
(a) name and batch number of the sample. 
(b) Name of the officer who took the sample. 
(c) analysis method used. 
(d) All analyzed data such as weight, burret reading, volume and dilution. 
(e) calculations and formulas used. 
(f) requirements regarding allowable tolerances. 
(g) requirements whether it meets or does not meet the specification 

requirements. 
(h) date and signature of the officer conducting the test and the officer 

checking the calculation. 
(i) A statement on whether to pass or reject and advice on further action 

signed and dated by the authorized officer. 
(j) Name of supplier, quantity of initial material received. 
(k) Total number and quantity of containers, intermediates, finished products 

and finished veterinary drugs from the batch or lot of origin being 
analyzed. 

9.2.8. Leftover Sample 
9.2.8.1. Residual samples with other identifiers representing each batch of 

received efficacious starting materials shall be retained for a certain 
period of time. 

9.2.8.2. Clearly identified residual samples representing each batch of 
finished veterinary medicines in full package form should be kept for 
a certain period of time. These samples of finished veterinary 
medicines should be stored under the same conditions as those 
indicated on the etiquette. 

9.2.8.3. The number of leftover samples should be at least twice the number 
of samples required for a complete test. 

 
9.3. Validation 

9.3.1 Quality control section validates 
9.3.1.1. Level determination procedure  

In the validation exercise, the level determination principle is 
considered suitable for the procedure. Validation is intended to 
determine the accuracy and precision of the determination and not 
to determine the cause of the observed deviations. If the accuracy 
and precision of the determination is not satisfactory, the procedure 
needs to be reviewed, redesigned, improved or replaced. 

9.3.1.2. Equipment: 
Testing of equipment used in testing shall be carried out periodically 
to ensure that that the equipment continues to provide precise 
measurement and weighing results. 

9.3.2 The quality control department shall provide necessary assistance or take part in 
periodic validation by other departments, especially the production 
department, to ensure that all veterinary medicinal products produced meet 
the minimum requirements. 

 
9.4. Supervision of Starting Materials, Intermediate Products, Ruined Products and Finished 

Veterinary Medicines 
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9.4.1. Specifications 
Each specification should be approved in advance and kept by the quality 
control department. Matters covered by the specifications for starting materials, 
intermediates, finished products and finished veterinary medicines will be 
described separately. Periodic amendments of each specification should be 
made in accordance with the latest edition of the Indonesian Veterinary 
Pharmacopoeia or other official regulations. 

9.4.2. Sampling 
9.4.2.1. Samples should be representative of the batch of material taken. 

Sampling shall be conducted in accordance with approved written 
methods. 

9.4.2.2. Sampling should be done properly so that there is no contamination 
of or by other product ingredients. 

9.4.2.3. Equipment used to collect samples should be cleaned and if 
necessary sterilized, before and after use and stored separately from 
other laboratory equipment. 

9.4.2.4. Containers and equipment used for sampling should not affect the 
quality of the veterinary drug substance or product from which the 
sample is taken. 

9.4.2.5. Each sample container should be labeled to indicate: 
(a) the product name of the sample taken; 
(b) batch or lot number; 
(c) amount packaging products that samples were taken; 
(d) signature of the officer who took it; 
(e) sampling date. 

9.4.2.6. Sampling should be carried out in accordance with established 
procedures, the sampling procedures will be explained later. 

9.4.3. Testing 
9.4.3.1. Raw Materials 

Each raw material should be tested for physical specifications, 
identity, purity, quality, strength and other specified requirements. 

9.4.3.2. Packaging Materials 
Packaging materials should meet the specified specifications, 
especially in terms of the suitability of the type of material for the 
product that is contained in the material. Critical physical defects and 
the accuracy of material identity markings that may cast doubt on the 
veracity and quality of the product should be checked. 

9.4.3.3. Intermediates, Ruined Products and Finished Veterinary Medicines. 
(a) To ensure batch uniformity and integrity, in- process control 

should be carried out by taking representative samples of each 
batch of intermediate products, finished products and finished 
veterinary drugs for testing of identity, strength, purity and 
potency. Approval from the quality control department is 
absolutely necessary after the completion of critical production 
steps or if the product has been stored for a long time before the 
next production step is carried out. 

(b) Rejected intermediate products, processed products and finished 
veterinary medicines shall be marked and monitored with a 
factory quarantine system designed to prevent their use in further 
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production processes or for distribution unless they are deemed 
to be reprocessable. 

(c) Sterility Test 
Sterility tests performed on finished veterinary drugs should be 
considered as the last step in a series of control measures to 
ensure sterility. Qualified test results do not guarantee the 
sterility of the entire batch as it is possible that unsterile 
containers were not selected during sampling. 
In addition, the breeding method used has limited sensitivity. So 
it does not always allow the growth of all microorganisms. Even 
so, with the right sampling method and the use of appropriate 
media, the results of the sterility test can be used as a guideline 
for passing or rejecting a batch in carrying out the sterility test, 
the following should be considered:  

(1) Guidelines for the minimum number of sample packs to be 
tested as well as the standard methods used for testing 
different types of preparations for aerobic bacteria, 
anaerobic bacteria and fungi, should be stated in the test 
procedure. 

(2) Samples of a batch should be taken at random, including 
from the presumed coolest spot on the heat-sterilized load 
and be from the initial and final fills of the batch aseptically. 

(3) If the test results of a batch are found to be unqualified, the 
cause of this failure should be traced and appropriate 
corrections made. 

(4) All sterility testing results should be documented. 
(d) Pyrogen Test 

1) In the manufacture of sterile veterinary drugs, consideration 
should be given to testing raw materials, intermediate 
products, finished products and finished veterinary drugs for 
pyrogens. 

2) Water for injection is checked for pyrogenicity, if it is labeled 
"pyrogen-free" or if its volume is more than 10 ml in the final 
package. 

9.4.4. Environmental Monitoring 
The work environment supervision carried out is as follows: 

a. Regular monitoring of the chemical and microbiological quality of water 
used in veterinary medicine processing, especially that leaving the 
premises where it will be directly used. Sample sizes and testing 
methods should be capable of detecting small concentrations of indicator 
organisms (e.g. Pseudomonas). 

b. Periodic microbiological monitoring of the production environment. 
c. Periodic testing of the environment around the production room to detect 

the presence of other animal drugs that will contaminate the product 
being processed. 

d. Monitoring of pollution in the surrounding air. 
9.4.5. In-process Supervision 

9.4.5.1. To ensure batch uniformity and integrity of finished veterinary 
medicines, written procedures for the supervision and testing or 
inspection of in-process products from each batch should be 
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established and followed. Such control procedures are established to 
monitor production results and validate production process 
capabilities that may be the cause of non-uniformity of in-process 
product properties. 

9.4.5.2. In-process specifications should be consistent with finished veterinary 
drug specifications. These specifications should be derived from 
previously accepted process averages and where possible based on 
estimates of process variability and where necessary established 
using statistical methods. 

9.4.5.3. In-process products shall be tested for identity, purity and 
grade/potency at appropriate stages and declared qualified or 
unqualified by the quality control department during the production 
process. 

9.4.6. Packaging Supervision 
9.4.6.1. The packaging line should be inspected by the quality control 

department prior to the packaging activity. 
9.4.6.2. During packaging, samples should be taken at the beginning, middle 

and end of packaging. 
9.4.6.3. The final packaged product should be kept in factory quarantine until 

a declaration of minimum qualified results is issued by the quality 
control department. 

9.4.7. Retesting of Approved Veterinary Materials or Drugs 
9.4.7.1. Appropriate storage time limits should be set for each starting 

material, intermediate product, processed product and finished 
veterinary medicinal product. After this time, the material or product 
must be retested by the quality control department for identity, purity 
and potency. Based on the results of the retest, the material or 
product is either approved for use or rejected. 

9.4.7.2. If a material is stored under improper conditions, it should be retested 
and approved by the quality control department before use. 

 
9.5. Production procedures and changes 

9.5.1. The quality control department should participate in the development of the 
Master Processing Procedure and Master Packaging Procedure for each 
batch size of a product to ensure uniformity from batch to batch produced. 
Any changes and adjustments to the Master Packaging must be approved by 
the quality control department before use. 

9.5.2. The quality control department should approve the procedures for cleaning 
and sanitizing production equipment. 

 
9.6. Review of Production Batch Records 

9.6.1. All production and control records for each batch of finished veterinary 
medicine should be scrutinized by the quality control department to determine 
whether the batch meets all established procedures before being released for 
distribution. 

9.6.2. Each batch that deviates or fails to meet specifications shall be thoroughly 
investigated by the quality control department. Investigations should be 
continued into other batches of the same product and other products that 
may be associated with the particular deviation or failure. A written report of 
the investigation shall be made with conclusions and follow-up actions. 
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9.7. Stability Check 

9.7.1. A stability testing program should be designed to determine the stability 
properties of the finished product to determine suitable storage conditions 
and expiry dates. 

9.7.2. The stability testing program shall be adhered to and include: 
a. The number of samples and testing schedule are based on statistical 

criteria for each trait tested, to ensure correct stability estimates. 
b. Storage conditions. 
c. Specific and reliable test methods. 
d. Testing in the same packaging as the marketed veterinary drug 

packaging. 
e. In finished veterinary drugs for reconstruction, stability testing is 

performed both before and after reconstruction. 
9.7.3. Stability checks should be carried out in the following cases: 

a. New products (generally done on trial batches). 
b. New packaging that differs from the established standard. 
c. Changes in formula, processing method or source of raw materials. 
d. Batches that have qualified by exception or batches that are 

reprocessed. 
9.7.4. Against sample left medicine animal so please make follow-up 

observations. 
 
9.8. Outside Laboratory 

9.8.1. Some or all aspects of quality testing may be performed by a laboratory 
outside the factory for comparison.  
The manufacturer should assess that the laboratory is capable of performing 
the tests specified by the manufacturer. 

9.8.2. Although quality analysis and testing can be done by outside laboratories, the 
responsibility for quality control remains with the manufacturer. 

9.8.3. The nature and extent of the analysis performed should be agreed upon and 
clearly defined in a contract. 

9.8.4. Relevant detailed test methods should be provided to the outside laboratory. 
9.8.5. Arrangements should be made for the storage of leftover samples and the 

keeping of records of test results. 
9.8.6. The external laboratory test report includes the name of the external 

laboratory concerned, product name, date of analysis, batch number or lot 
number, method of analysis, test results, signature of the officer responsible 
for the analysis. 

9.8.7. Approval for graduation is at the discretion of the factory concerned. 
 
9.9. Supplier Assessment 

9.9.1. The quality control department should be responsible for determining 
suppliers who are capable and trustworthy in providing starting materials that 
meet predetermined specifications. 

9.9.2. All candidates should be evaluated before an order is placed. Supplier 
inspections should be conducted when the supplier's history, reputation or 
assurances are deemed sufficient that inspection is not required. 
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9.9.3. Inspections should be conducted jointly by representatives from quality 
control, production and purchasing to determine which suppliers can be 
trusted. 

9.9.4. As prospective buyers, representatives of the quality control, production and 
purchasing departments should assess the technical qualifications of the 
supplier and try to determine its attitude toward quality. 

9.9.5. All suppliers should be evaluated regularly. 
 

10. Internal Inspection 
The purpose of internal inspections is to assess whether all aspects of production and 
quality control comply with the CPOHB. The internal inspection program should be 
designed to look for weaknesses in the implementation of the CPOHB and to establish 
corrective actions. Internal inspections should be conducted on a regular basis. 
Suggested corrective actions should be implemented. An inspection team capable of 
objectively assessing the implementation of the CPOHB shall be appointed for internal 
inspections. Procedures and records of internal inspections should be established. 
10.1. Things to Inspect 

In order to achieve a minimum and uniform standard of internal inspection, a 
checklist should be compiled that is as comprehensive as possible. The checklist 
should include questions about the following, among others: 

a. Employees 
b. Building including facilities for employees 
c. Storage of ingredients and finished veterinary drugs 
d. Equipment 
e. Production 
f. Quality control 
g. Documentation 
h. Building and equipment maintenance 

10.2. Internal Inspection Team 
The internal inspection team is appointed by the company and consists of at least 3 
experts in different fields who are familiar with CPOHB. Members may come from 
within the company or from outside the company. Each member of the team shall 
be free to provide an assessment of the inspection results. 

10.3. Implementation and Interval of Internal Inspection 
Internal inspections can be carried out section by section according to the needs of 
the plant concerned. Thorough internal inspections should be carried out at least 
once a year. 

10.4. Internal Inspection Report 
Upon completion of the internal inspection, a report shall be prepared that includes: 

a. Inspection-internal Result 
b. Assessment and conclusion 
c. Proposed corrective action 

10.5. Internal inspection follow-up 
Based on report internal inspection, leadership the company takes the necessary 
corrective actions 

 
11. Handling of Observations, Complaints and Recalls of Veterinary Drugs in circulation 
11.1. Recall of Finished Veterinary Medicine 

A finished animal medicine recall can be in the form of a recall of a certain batch or 
all finished animal medicines from all distribution links. Recalls are conducted if 
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there are products that do not meet quality requirements or on the basis of 
unaccounted for side effects that are detrimental to health. The recall of all finished 
animal drugs is a follow- up to the cessation of manufacture of a particular type of 
finished animal drug. 
11.1.1. Finished Animal Medicine Recall Decision 

11.1.1.1. Recalls may be made on the manufacturer's own initiative or the 
instruction of the competent government. 

11.1.1.2. The decision to recall a finished veterinary drug is the 
responsibility of the person in charge of the factory and the 
company management. 

11.1.1.3. The decision to recall a finished veterinary drug may be to recall 
one or more batches or all of the finished veterinary drug in 
question. 

11.1.1.4. The decision to recall a finished veterinary drug may also mean 
the cessation of manufacture of the finished veterinary drug in 
question. 

11.1.2. Recall Implementation 
11.1.2.1. Recall actions should be taken as soon as it is known that a 

finished veterinary drug does not meet the requirements or has 
unaccounted for side effects that endanger health, both animal 
health and human health. 

11.1.2.2. For finished veterinary medicines that pose a major risk to animal 
and human health, in addition to the recall action, special 
measures should be taken so that the veterinary medicine 
concerned is embargoed from use. In this case, the recall should 
also be carried out up to the level of veterinary drug users. 

11.1.3. The factory documentation system should be able to support the 
implementation of recalls and embargoes effectively, quickly and 
thoroughly. 

11.1.4. Appropriate finished veterinary drug recall guidelines and 
procedures should be established so that recalls and embargoes 
can be carried out quickly and effectively from all links of the 
distribution chain. 

11.1.5. Records and reports should be kept on the implementation, 
results of recalls and embargoes of finished veterinary 
medicines. 

 
11.2. Complaints and Reports 

Complaints and reports may concern quality, residues, adverse side effects or other 
veterinary medical issues. All complaints and reports shall be investigated and 
evaluated and appropriate follow-up action taken. 
11.2.1.  Types of complaints and reports can be: 

a. Quality complaints concern the physical, chemical and biological state 
of the product or its packaging. 

b. Complaints or reports of adverse side effects such as allergic reactions, 
toxic reactions, fatal or near-fatal reactions and so on. 

c. Other medical report complaints such as lack of efficacy or lack of 
clinical response. 

 
11.2.2.  Complaints and Reports Handling. 
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11.2.2.1. A written record should be made of all complaints and reports 
received.  

11.2.2.2. Complaints and reports should be handled by the relevant 
department according to the type of complaint or report 
received. 

11.2.2.3. Each complaint should be thoroughly researched and evaluated 
including: 
(a) Review all incoming information about the complaint or 

report. 
(b) Check or test the samples received and, if necessary, also 

check the samples left over from the batch in question. 
(c) re-examining all pertinent data and documentation, 

including batch records, distribution records, test result 
records and so on. 

11.2.3.  Follow-up 
11.2.3.1. Based on the results of the evaluation and investigation, follow-

up actions are carried out in the form of, among others: 
(a) corrective actions required 
(b) recall of batches of finished veterinary medicines or all 

finished veterinary medicines concerned 
(c) other appropriate follow-up 

11.2.3.2. The results of the handling of complaints and reports including 
the results of research evaluation and follow-up actions taken 
shall be recorded and reported to the relevant section 
submitted to the Minister of Agriculture in this case to the 
Director General of Livestock. 

 
12. Documentation 
Veterinary drug manufacturing documentation is part of a management information 
system that includes specifications; procedures, methods and instructions; records and 
reports and other types of documentation required in the planning, implementation, 
control and evaluation of all veterinary drug manufacturing activities. 
Documentation is essential to ensure that each officer receives detailed and clear 
instructions on the tasks to be performed, thereby minimizing the risk of misinterpretation 
and errors that usually arise from relying solely on oral communication. 
The documentation system should describe the complete history of each batch or lot of a 
product to enable investigation and traceability of the batch or lot. 
Documentation systems are also used in monitoring and controlling, for example, 
environmental conditions, equipment and personnel. 

 
12.1. General Conditions 

12.1.1. Documents should be carefully designed and created so that they can be 
used easily, correctly and effectively.  

12.1.2. Documents should record activities in production, quality control, 
equipment maintenance, warehousing, distribution and other specific 
matters related to CPOHB. 

12.1.3. Documents should include all important data, but not be excessive, and be 
kept up to date. Any changes should be officially authorized. It should also 
allow for periodic review and revision, if necessary. 

12.1.4. A system should be in place to prevent the use of outdated documents. 
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12.1.5. If an error occurs or is found on a document, it should be corrected in an 
appropriate way so that the original writing or record is not completely lost 
and the correction is written or included next to the original writing, then 
initialed and signed. 

12.1.6. If the document contains instructions, they should be written in a tone of 
command organized in sequentially numbered steps. The instructions 
should be clear, precise, without double meaning and in a language that 
the user can understand. 

12.1.7. Each document should be signed and authorized by the production 
manager and quality control manager. The department or person receiving 
the derivative document should be listed at least on the original document. 

12.1.8. Documents should be made available to all relevant parties. 
12.1.9. Documents and records relating to a batch as well as reference samples 

of finished veterinary drugs and their starting materials shall be retained 
by the company for the period specified by the Ministry of Agriculture. 

 
12.2. Specifications 

Specifications include raw materials, packaging materials, intermediate products, 
processed products and finished veterinary drugs. 
12.2.1. Raw Material Specifications 

12.2.1.1. Raw material specifications should contain: 
a. Product names and codes defined and used by the company. 
b. The name and code provided by the supplier. 
c. Reference the monograph or test method used for examination 

and testing of the specification or pharmacopoeia used. 
d. Frequency of retesting of stored materials, if necessary. 
e. Specific types of testing required for the reassessment of 

expired materials to determine possibility extension its 
expiration date. 

f. Conditions storage and other necessary security measures. 
g. Age limit if required. 
h. Name of the approved supplier. 
i. Date the specification was put in order. 

12.2.1.2.  Speciation material raw materials can be separately or 
included in the Master Production Document. 

12.2.2. Packaging material specifications 
12.2.2.1.  Packaging material specifications shall include: 

a. Product names and codes defined and used by the company. 
b. The name and code provided by the supplier. 
c. Providing betweentype material, thickness, dimensions color 

strength, text. 
d. Technical drawings when necessary. 
e. Reference the monograph or test method used for inspection and 

testing of the specification and pharmacophore used. 
f. Frequency of re-inspection of stored materials. 
g. Storage conditions and necessary safety measures. 
h. Required age limit. 
i. Name of the approved supplier. 
j. Date of issuance of the specification. 
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12.2.2.2.  Packaging material specifications may be separate or included 
in the master production document. 

12.2.3. Specifications of intermediate products, processed products and finished 
veterinary drugs 
12.2.3.1.  Specifications of intermediate products, processed products or 

finished veterinary medicinal products, according to the 
dosage form and manufacturing stage, should contain: 

(a) name and the products that the company puts out. 
(b) Dosage form and strength 
(c) Feeding, chemical characteristics as well as microbiological 

standards, if any. 
(d) Reference the monograph or test method used for inspection and 

testing of the specification or pharmacopoeia used. 
(e) Physical properties, such as standard weight or filling volume 

(including limit values), pH, viscosity, density, hardness, 
firmness, disintegration time and in-vitro bioavailability, if 
necessary. 

(f) Specifications for finished veterinary medicines should also 
include the type and specifications of packaging materials used. 

(g) Age limit or expiration limit.  
(h) Storage conditions and safety measures. 
(i) Packaging and labeling specifications. 

12.2.3.2.  Intermediate product, finished product or finished veterinary 
drug specifications may be separate or included in the Master 
Production Document. 

 
12.3. Documents In Production Documents in production consist of: 

a. Master Production Document which is the basic production guideline for 
each type of finished veterinary drug with a certain dosage form and 
strength regardless of batch size. 

b. The Master Production Procedure consists of a Master Packaging 
Procedure which is a more detailed processing and packaging guideline 
for each finished veterinary drug by dosage form, strength and batch size. 
The Master Production Procedures have basically been validated. 

c. Batch Production Records consisting of batch processing records and 
batch packaging records are basically a continuation of the Master 
Production Procedure which already contains data and information on the 
implementation of production, processing and packaging. Sometimes the 
Batch Production Procedure is included again in detail. 

12.3.1. Master Production Document 
12.3.1.1. The Master Production Document should contain the product 

name, dosage form, strength, naming of constituents and 
parts, names of inspectors involved, table of contents and 
distribution list. 

12.3.1.2. The contents of the Master Production Document should 
include: 

a. A general section containing the type of packaging or 
alternative packaging, a statement on product stability, 
safety measures during storage and other safety 
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measures that need to be implemented during processing 
and packaging. 

b. Composition/formula for each unit dose or sample for the 
size of one batch used. 

c. a complete list of raw materials, both those that are fixed, 
those that will not change and those that will undergo 
changes in the process. 

d. Raw material specifications. 
e. complete list of packaging materials. 
f. packaging material specifications. 
g. outline processing and packaging procedures. 
h. list of equipment that can be used for processing and 

packaging. 
i. in-process controls that must be implemented during 

processing and packaging. 
j. general product/expiration limits. 

12.3.2. Parent Processing Procedure 
12.3.2.1. This Master Processing Procedure should also include 

procedures and instructions procedures and instructions 
regarding processing, including in- process supervision to be 
carried out by the production and processing departments. 
Section supervision quality control, safety measures and 
matters special matters that need to be considered during 
processing and during storage of intermediate and finished 
products. The Master Processing Procedure shall provide a 
room for record data. Document This document should be 
created, dated and signed by the production manager. 
production manager and checked separately, dated and 
signed by the quality control manager. 

12.3.1.2. The Master Processing Procedure shall include the following: 
(a) name and strength of the product and description of the 

dosage form. 
(b) A complete list of raw materials, with specific names 

and codes to indicate specific quality characteristics 
and/or reference monographs. 

(c) A statement regarding the use of an excess amount of 
raw materials that has been accounted for. 

(d) The amount of leftover product that can be added in the 
next batch, if needed. 

(e) The number of batches of certain active and inactive 
raw materials that may be used for each batch of 
product. 

(f) A statement of the theoretical weight or size obtained at 
a particular processing stage. 

(g) A statement of the theoretical results obtained including 
the maximum and minimum percentage of actual results 
to the theoretical results allowed. 

(h) Processing location and equipment to be used. 
12.3.3. Product Packaging Procedure 
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12.3.3.1. Master Packaging Procedures shall contain complete and 
detailed procedures and instructions on packaging including 
supervision of the process.to be performed by the production 
department and quality control department, safety measures 
and special matters to be considered during packaging. The 
master packaging procedure should provide space for 
recording data. This document should be created, dated and 
signed by the production manager and separately checked, 
dated and signed by the quality control manager. 

12.3.3.2. The Master Packaging Procedure shall include the following: 
(a) name, dosage form and strength and description of the 

finished product. 
(b) A complete list of containers, lids and other packing 

materials including a sample of labels and other markings 
signed and dated by an officer authorized to approve 
such markings. 

(c) A statement of the theoretical results obtained including 
the maximum and minimum percentage of actual results 
to the theoretical results allowed. 

(d) Procedures for reconciliation between finished products 
and packaging materials issued. 

(e) Packaging location and equipment to be used. 
12.3.4. Batch Processing Notes 

12.3.4.1. A Batch Processing Record shall be maintained for each 
batch of veterinary drugs and shall include complete data on 
the processing and supervision of the batch concerned. The 
form for the Batch Processing Record is a reproduction of the 
Parent Batch Processing Procedure which has been checked 
for accuracy, dated and signed by the production manager. 

12.3.4.2. Batch Processing Records shall show that each processing 
step as listed in the Master Processing Procedure has been 
completed and include: 

(a) batch number. 
(b) Start date and end date of processing. 
(c) The identity of each major piece of equipment as well 

as the identity of the path or location used. 
(d) The actual weight or volume and batch number of each 

raw material used during processing as well as the 
signature of the person who weighed or measured and 
initials of the officer who conducted the countercheck. 

(e) Batch number and/or reference approval number and 
quantity of recovered material used, if any. 

(f) Records on the cleaning of equipment used. 
(g) In-process monitoring results and laboratory testing 

results. 
(h) Real results as well as the percentage of theoretical 

results at a certain processing stage. 
(i) Sampling carried out in various stages of processing, 

including the amount. 
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(j) The initials of the personnel who performed and directly 
supervised or checked each processing step. 

(k) Details of the authorization of each deviation from the 
Master Processing Procedure. 

(l) A dated and signed approval by authorized personnel 
stating that all processing activities have been carried 
out according to the Master Processing Procedure and 
that process variations and yield variations are 
adequately explained. 

(m) Investigation of specific failures or deviations. 
12.3.5.Batch Packaging Notes 

12.3.5.1. A batch packing record shall be maintained for each batch of 
veterinary drugs and shall include complete data on the 
packing operations and supervision of the batch concerned. 
The form for the Batch Packaging Record is a reproduction of 
the Parent Packaging Procedure which has been checked for 
accuracy and signed by the production manager. 

12.3.5.2. On the Batch Processing record it should be addressed that 
each packaging step as listed in the Master Packaging 
Procedure has been provided and covered: 

(a) Batch number. 
(b) Start date and end date of packaging. 
(c) The identity of each major piece of equipment and the 

path or location used. 
(d) The actual quantity and batch number of each 

packaging material and finished product used and the 
initials of the personnel who used them weighing or 
counting and the signature of the officer conducting the 
countercheck. 

(e) In-process surveillance results. 
(f) Records on the cleaning of equipment used. 
(g) Pre-use packaging line readiness check by authorized 

personnel. 
(h) The real results as well as the percentage against the 

theoretical results that the packaging turnaround time. 
(i) Complete samples of printed-packaging materials and 

their inspection records including all printed-packaging 
materials that have been assigned a marking code. 

(j) Sampling conducted during and after packaging 
includes the number of samples. 

(k) The signature of the officer who implemented and 
directly supervised or checked each step. 

(l) Results of reconciliation and implementation of 
remaining unused packaging materials. 

(m) Product inspection results and packaging residue. 
(n) Investigation of specific failures or deviations. 

 
12.4. Documents in quality control.  

Documents in quality control consist of: 
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(a) procedures in quality control and testing methods, in addition, the most 
important procedure in control is the sampling procedure for testing. 

(b) Records and reports of test results, records of stability test results are usually 
kept separately. Test result reports can be in the form of analyzed results. 

12.4.1. Sampling procedure for testing 
The sampling procedure for testing consists of a sampling pattern and method 
that is authorized by affixing the signature of the compiler and the date and 
includes the following: 

(a) Sampling methods for testing including formulas or standards used. 
(b) Tools and containers used. 
(c) Packaging measures during sampling, such as the use of special 

clothing by the person taking the sample. 
(d) The section authorized to take samples. 
(e) Sampling location. 
(f) Number of samples taken. 
(g) Sample distribution pattern if necessary. 

12.4.2. Test method. 
Test methods are detailed procedures for the examination and testing of 
specifications of starting materials - intermediate products, finished 
products and finished veterinary medicines. Test procedures should 
include reagents required for analysis, identification and determination of 
levels and calculation methods for obtaining analytical results. 

12.4.3. Sampling notes. 
Records should be kept of the sampling of samples to be used for testing 
in accordance with the prescribed sampling procedures. 

12.4.4. Test result records and reports 
12.4.4.1. Records shall be made of the results of inspection and testing 

of the specifications of starting materials, intermediates, 
intermediate products, finished products and veterinary drugs, 
in accordance with the test method, indicating the pass or 
rejection along with the test and supervisor. 

12.4.4.2. The test result record shall contain: 
(a) the date of the test. 
(b) material identification, including product code if 

applicable. 
(c) the name of the supplier for the starting material. 
(d) date of receipt. 
(e) batch number of the starting material. 
(f) number batch which provided by quality control 

department. 
(g) the amount received. 
(h) sampling date and quantity. 
(i) reference to the test method performed with the date 

and signature of the examiner and supervision. 
(j) a record of the results of the tests carried out with the 

date and signature of the examiner and supervision. 
(k) a record of the results of the tests carried out with the 

date and signature of the carrying out officer and 
supervisor. 
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(l) Approval or rejection from the quality control 
department with the date and signature of the person in 
charge. 

(m) The certificate number issued for the decision to pass or 
reject. 

(n) Cross-reference or comparison with previous 
certificates, if necessary.  

12.4.4.3. An analysis certificate is a form of record and report of test 
results and should contain the following: 
(a) name and address of the manufacturer or issuing 

institution. 
(b) Certificate number. 
(c) Name of ingredients and name of dosage form and 

strength of finished veterinary medicine. 
(d) Batch number from the manufacturer. 
(e) Test results and standard limit values. 
(f) Decisions on graduation or rejection are accompanied by 

necessary explanations. 
(g) Date and signature of the person conducting the analysis 

and the quality control manager. 
12.4.4.4. Notes on stability tests in addition to containing the items 

mentioned in item 1.2.4.4.2 shall also contain the following 
items: 
(a) a complete description of the packaging materials used. 
(b) The period of the stability test. 
(c) Storage conditions during the stability test such as 

temperature and humidity of the finished veterinary drug. 
(d) Test results after each specific storage period. 
(e) Test results are compared with finished veterinary drug 

specifications and preliminary test results. 
 

12.5. Storage and Distribution Documentation. 
Records should be kept of the distribution storage documents. The most important 
distribution storage documents are inventory cards and distribution records. 
12.5.1. Inventory card 

An inventory card should be maintained that consists of a record of the 
quantities received, issued and available for each starting material, 
intermediate material, finished product and finished veterinary medicine. 
12.5.1.1.The inventory card should contain : 

(a) code number and the name of the material or product. 
(b) date of receipt or delivery and inventory. 
(c) amount supply or delivery and inventory. 
(d) batch number. 
(e) storage location. 
(f) status of the material, whether quarantined or passed or 

not. 
12.5.1.2.  For each product group, such as packaging materials, auxiliary 

materials, active ingredients; processed products or finished 
veterinary drugs, an inventory card should be created using a 
different color. 
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12.5.1.3.  Inventory cards should support the implementation of the first-
in-first-out principle. Deviations from this principle are only 
permitted for short periods of time with the approval of the 
authorized manager. 

12.5.2. Finished Veterinary Medicine Distribution Record. 
12.5.2.1.  Distribution records are records relating to the distribution of 

finished veterinary medicinal products from the factory. 
Distribution records of finished veterinary medicines should be 
properly established so that complete, actual and progressive 
data on each batch of finished veterinary medicines can be 
obtained immediately and easily followed and traced and 
facilitate the implementation of effective and prompt recall 
actions. 

12.5.2.2.  Distribution notes should contain: 
(a) name and address of the recipient. 
(b) number and date of the delivery order. 
(c) date of submission. 
(d) names of dosage forms and strengths of veterinary 

drugs. 
(e) batch number. 
(f) expiration date, if any. 
(g) terms storage special or 
security measures may be required. 

12.5.2.3.  Inventories of finished veterinary drugs should be recorded in 
inventory as mentioned in the item. 

 
12.6. Documents in the Maintenance, Cleaning and Control of Rooms and Equipment. 

The maintenance, cleaning and control documents for rooms and equipment are 
mainly maintenance and cleaning procedures and records for equipment, rooms 
and pest extermination and monitoring of particles and microorganisms. 
12.6.1. Equipment Cleaning Maintenance Procedures and Records. 

12.6.1.1.  A maintenance and cleaning procedure should be developed 
for each piece of equipment that includes the type of work to 
be performed and a maintenance schedule. Maintenance and 
cleaning operations should be recorded, including 
replacement of parts or repairs. 

12.6.1.2.  A procedure should be developed for cleaning equipment used 
in the production process that describes how to clean each 
product change or batch change.The cleaning procedure 
should include methods and equipment and cleaning 
materials used. Cleaning operations should be recorded and 
attached to the relevant batch records. 

12.6.2. Procedures and Records for Room and Production Cleaning A cleaning 
procedure should be developed for each production room that includes 
the room to be cleaned, the method of cleaning the tools and materials 
used, and the time and schedule for cleaning. Records should be kept of 
cleaning operations. 

12.6.3. Pest Extermination Procedures and Records 
A pest extermination procedure should be established that includes the 
extent and schedule of the extermination, the rooms to be covered, the 
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methods, tools and materials to be used, the safety measures, and the 
departments or persons involved in carrying out the pest extermination. 
Pest extermination should be recorded. 

12.6.4. Procedures and Records for Monitoring Particles and Microorganisms A 
procedure for monitoring airborne particles and microorganisms in 
specific rooms should be developed, covering the methods and rooms to 
be monitored, specifications, including alert levels and action levels. 
Monitoring results should be recorded. 

 
12.7. Documents in handling complaints, reports and destruction of veterinary materials 

and drugs. 
12.7.1. Grievance procedures and records 

12.7.1.1.  A procedure for handling complaints and reports of adverse 
reactions from finished veterinary medicines should be 
established, including definitions of complaints and adverse 
reactions, types of complaints and reports, handling and 
evaluation. 

12.7.1.2.  A record should be made of each complaint and report 
containing: 

(a) product name and batch number 
(b) types of complaints and reports 
(c) place of origin of the complaint or report 
(d) sample of the product in question 
(e) summary of the complaint or report 
(f) investigation result 
(g) evaluation 
(h) response and follow-up to complaints or reports 

12.7.2. Procedures and handling of returned veterinary drugs Procedures for 
handling returned veterinary medicines should be established, including 
guidelines on finished veterinary medicines that can be salvaged, 
reprocessed and destroyed. The handling of returned veterinary 
medicines should be recorded.  

12.7.3. Finished veterinary medicine return procedures and records 
12.7.3.1.  Procedures should be established to recall a batch or lot or all 

finished veterinary medicines from circulation. 
12.7.3.2.  Records of recall actions should be made, including: 

(a) product name, batch number and batch size. 
(b) Date started and completion recall 
(c) Reason for withdrawal. 
(d) The remaining amount and the amount that has been 

distributed from the batch or to the product in question 
as of the initial date of the recall. 

(e) Number of returned products. 
(f) Place of origin of the returned product 
(g) Evaluation. 
(h) Follow-up. 
(i) Recall handling reports including reports to the 

government, if required. 
12.7.4. Procedures and Records for Destruction of Rejected Materials and 

Products. 
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12.7.4.1. Procedures should be established for the destruction of 
rejected materials or products that include precautions, 
environmental pollution and the possibility of the product 
falling into the hands of unauthorized persons. 

12.7.4.2. A record should be made of the destruction of rejected 
materials or products containing, among other things: 
(a) material name, batch number and quantity of the 

material or product. 
(b) origin of the material or product. 
(c) Destruction method 
(d) Name of the officer who carried out and who witnessed 

the destruction 
(e) Date of destruction 

 
12.8. Documents for Specialized Equipment 

Important documents for special equipment are work procedures as well as lighting 
procedures and records for special equipment. 

12.8.1 Work procedures for specialized equipment 
Work procedures should be established for each specific piece of 
equipment to avoid errors that could affect the quality of a batch or that 
could damage the equipment. Work procedures are generally based on 
the equipment manual. 

12.8.2. Specialized Equipment Lighting Procedures and Records. 
A testing procedure should be developed for each specific piece of 
equipment to ensure that it gives the correct weighing or measuring 
results. The test procedure should include the schedule, reference 
standards, reagents and equipment required, the test method used for 
implementation and the test results should be recorded. 

 
12.9. Procedures and Records on Internal Inspection 

12.9.1. Procedures for internal inspections should be developed, including 
checklists and internal inspection forms, team composition, and internal 
inspection schedules. 

12.9.2. A record should be made of the implementation and results of the self-
inspection that includes evaluation, conclusions and necessary follow-
up. 

 
12.10. Guidelines and Notes on CPOHB Training for Employees 

12.10.1. CPOHB training guidelines should be developed for employees in 
accordance with their respective fields of work. 

12.10.2.  A record of the implementation and results of the CPOHB should be 
kept which includes: 

(a) training date. 
(b) Name of the employee who participated in the training. 
(c) Name of the instructor, department or institution providing the 

training. 
(d) Training materials and tools used. 
(e) Demonstration performed, if any. 
(f) Evaluation of trainees. 
 




