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BT IRHL (EANEEE B NAIEE  (Modification CIEON ERIIIN
(Revision Times) (Revision Date) Content/Reason) (Modifier) (Approver)
1) J 4 FRBQR-FA-14 A/0, 1BB0A 7 & Fr N
ABC-CS-013.
Original name: BQR-FA-14 A/0. Revised|
1 2026.4.5 (A1) |company abbreviation to ABC-CS-013. LR bk
2) SCAF R S B A, ABEONTF R A A
The document shall be reviewed by the|
review team.
1) 3 51 SCAF 6. I B EE Je 76 T8 3 21
FH .
3 References, Item 6: Add Indonesian Halal
Regulations.
2) N, RO MIERER, WA RS
WL RS R AEE . 7= R, DL X
2 2026.5.26 (A2) 2R R

PRV BB ) A
Add an appendix containing a matrix table
covering the applied certification scope,
product categories and corresponding halal
critical control

points of your]

organization.
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BHEA /B i IE T 5
Halal Pharmaceutical / Medicinal Products Certification Scheme

1 BH / Purpose

NFEIE B2/ B e ARG S, G EFE . AR vE S B FRELR,
AR VIEE FE T A B BRARAE . B br R A AR B 22 058K, ki AR GAEH
T EEGFEF Y GMESEZ TAEEREIE) GUEd e EGIRET) $lE A7 %,

This scheme is formulated to standardize Halal certification
activities for pharmaceutical/medicinal products, unify certification
procedures, audit standards and management requirements, ensure the
certification process complies with international standards, target
country regulations and Islamic Shariah, in accordance with the
company’ s Certification Application Acceptance Control Procedure,

Operating Specification for Certification Audit Activities and
Certification Decision Control Procedure.
2 EHYEHE / Scope

ARTTREH T &R 5 A5 RN SR BREE. Fm. BRI
PR PR Z5 . 25 FgRE . RE R b Fasml. e 55 b OTE HAIE. B i
FIONIE . B ® . BGIE. JEEY B, Sl 4. #ik/2 5, s,
B 5. KB BUEMZE S5,

This scheme applies to the halal certification of various
pharmaceuticals, medicinal products, medicinal raw materials,
preparations, capsules, tablets, granules, oral liquids, topical
medicines, pharmaceutical excipients, dietary supplements, health
products and other related products. It covers activities including
initial certification, surveillance audit, recertification, scope

expansion, scope reduction, transfer/change, short-notice audit, special
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audit, suspension, reinstatement, revocation and termination.

3 S| / References

1. ISO/IEC 17065 7=t i ARAAR S UEN LI Bk

ISO/IEC 17065 Conformity assessment — Requirements for bodies certifying
products, processes and services

2. ISO/TEC 17021-1 5A&IFE EHEARHAZNEHAZR 5 1 . 2K
ISO/IEC 17021-1, Conformity assessment—-Requirements for bodies providing
audit and certification of management systems——Part 1.Requirements.
FER B B AR R AR SR MR N S Rt 4RI, 22 1SO/I1EC 17021-1.

Refer to ISO/IEC 17021-1 when applying the principles for management
system audits as supporting guidelines.

3. ISO/IEC 17025 Al A v S50 2 B 77 )3 F 2K

ISO/IEC 17025 General requirements for the competence of testing and
calibration laboratories.

ke BN A o BB E R SRR IF AR A I, 2% 1SO/1EC 17025,

Refer to ISO/IEC 17025 when testing activities are subcontracted or used
as supporting evidence.

4.GS0 2055-1, GSO 2055-2 ¥4 [E 5K i B~ S bn ik

GCC GSO 2055-1, GSO 2055-2 Halal product standards

5.MS 1500:2019 oK P MEIH 3 & dhAr it

Malaysia MS 1500:2019 Halal food standard

6. ENEEJRETF 2023 4B 20 2. 2014 4E55 33 Byk. 2021 45 39 2. 2024 4F
42 B 2021 4EES 748 2. 2024 4E5 944 B 2021 4EE 1360 B4,

Indonesia: Law No.33 of 2014, Government Regulation No.39 of 2021,
Government Regulation No. 42 of 2024, Decree of Head of BPJPH No. 20 of 2023,
Decree of Minister of Religious Affairs No. 748 of 2021, Decree of Minister
of Religious Affairs No. 944 of 2024, Decree of Minister of Religious

Affairs No. 1360 of 2021, etc.
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1) G FE IR BN 571 57 NVE4 2023 58 20 500 TABITTE B/~ iR
P FALA TN 2021 SR 56 57 5 5% T 5™ i ERBEAR SR HER R E

Decree of the Head of Halal Product Assurance Organizing Agency (BPJPH)
Number 20 of 2023 Concerning Criteria for Halal Product Assurance System

2) ENREJEVEALHIE 2014 55 33 5 (FEMMmMIREE) , LHEHKE
I EAb TR

Law of the Republic of Indonesia No. 33 of 2014 concerning Halal Product
Assurance, as amended and/or supplemented by applicable laws.

3) 2021 3 39 SEUMEM GRH7MORFESLEZEG) » DLEART Sond i
B IT IR .

Government Regulation No. 39 of 2021 concerning the Implementation of
Halal Product Assurance, and any latest applicable
replacement/amendment.

4) ENEJEVNVICATE 2024 SE5 42 5 EUF A0 TE B b DR B Ak ) s
Jits

Government Regulation of the Republic of Indonesia Number 42 of 2024
Concerning the Implementation of Halal Product Assurance

5) SRHEFSAA 2021 F5H 748 5K T L AHATIHE FHANIER P i R K th e

Decree of the Minister of Religious Affairs Number 748 of 2021
concerning Types of Products That Must Be Halal Certified

6) EIVREJE PUNEIE 5™ dh 2R A G 8k ji 25 0, B A T m AR
F] KMA 2024 SE55 944 5

Indonesian halal product category and critical-point references,
including KMA No. 944 of 2024 for Food and Beverages Products.

7)2021 £E55 1360 553 # A (R S im FOAIE 355 (1 RS L CIE A #O))

Decree of the Minister of Religious Affairs Number 1360 of 2021

Concerning Materials Exempted from Halal- Certification Obligation

8) HIEEJEPUNEILAIE 2023 5 6 SREGL, KT4dh. EVIH] ARS8
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s FAAILE

Presidential Regulation No. 6 of 2023 concerning Halal Certification
of Medicines, Biological Products, and Medical Devices

9) BPJPH KFAMEE FANEN . EFINIEINAT . JE 0200 M.
B AR R AR R

BPJPH regulations and guidelines concerning Foreign Halal
Certification Bodies, halal certification recognition, halal product

categories, registration, surveillance, and reporting.

7.SMIIC1:2019 {EH B M —MER (LHH / Fi=2E/EHLD
SMIIC 1:2019 General Requirements for Halal Food (Turkey / Standards and
Metrology Institute for Islamic Countries)

8. i = #yk VS BB FH#EN] Islamic Shariah and general Halal guidelines

9.5 A EE . HE ARZE. RAEKZEMIGEM

Relevant laws and regulations on pharmaceutical GMP, excipients, labeling,

hygiene and safety.

4 I\EM / Certification Mode

G + CIFE + S BBz + 28 Bl + el Cn
) + ERSINERE + SRIEERE + FAE

Application Acceptance + Document Review + Stage 1 Audit + Stage 2 On—site

Audit + Sampling Testing (if necessary) + Review and Certification

Decision + Post-certification Surveillance + Recertification

5 YIEHITRI4S / Certification Unit Classification
- fbZ25 4 / Chemical pharmaceuticals
- R /S 25 5/ Traditional Chinese medicines / traditional medicinal

products
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- ZiRREE. Rl BURT] / Capsules, tablets, granules

- DR BEHF / Oral liquids, syrups

- ANHZG /B (EZ5R) / Topical medicines / disinfectants (medicinal)

- ZiRHR. J5URBL / Pharmaceutical excipients and raw materials

- FEEANTEF. R{E &5 / Dietary supplements, health foods

6 INIERERF / Certification Procedure

1. WIEHIE S 2 (% GAIEHEZBEHIEF) AT

Certification application and acceptance (Implemented in accordance with the
Certification Application Acceptance Control Procedure)

2. & AVEEH 5%9T Contract review and signing

3. H—PrBE % (CCfEE#R%)  Stage 1 Audit (Document Review)

4. % BB % Stage 2 On-site Audit

5. A CLERS)  Sampling Testing (if necessary)

6. TAREGVIERE (3% GAEREFEHIFEFF) $AT)

Technical review and certification decision (Implemented in accordance with
the Certification Decision Control Procedure)

7. fL#EKAE Approval and certification

8. FKiILJ5 i Bt Post-certification surveillance

9. FRMIE. ¥ /4T & {5 /YR /4

Recertification, scope expansion/reduction, suspension/restoration/withdrawal

7 HIEEBLESKR / Documentation Required

70 316 0
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% GAEREZEIZHIREF) 4T, B

Implemented in accordance with the Certification Application Acceptance
Control Procedure, including:

- HIER. LB, A VEET

Application form, enterprise qualification, production license

- 5 iEM/ % SIEB Pharmaceutical registration/filing certificate
- W7 L&A | XATRE

Formula, process flow chart, factory layout

- AR 245 P ARHE 5 A8 FAIEW]

Raw material / pharmaceutical excipient list and Halal certificates
- BRAREE RS GMP & H

Halal assurance system and GMP documents

- bR, %, Ui Label, packaging, instructions

- KRS . AEFEH KR4S Test reports, production water reports
- HAREETER %R Country-specific requirement documents

8 FIZERREHZHAER / Audit Planning & Audit Team

. COAEHZ TAFBRIERNE) $AT

Implemented in accordance with the Operating Specification for Certification
Audit Activities:

TR H BB R A, e B Y. 7%, A,

Audit project manager plans audit, defines objectives, scope, scheme,

time.
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2RI, i kg I UL D
The audit team has a leader, and members have matching professional

competence

B ET E V R C R A ip T S S ¥

At least one member of the audit team shall be an expert in Islamic affairs
4. FHIZ A NRE 52 W% TT iR

The composition of the audit team shall be confirmed by the auditee
SR (CHAZIT R Rkt

The audit team leader develops the Audit Plan and submits for approval

9 HLME / Audit Implementation

9.1 HE—krB % / Stage 1 Audit
PR REEAR R A% ETEH .

Review the Halal management system, raw material risks, production

conditions, and certification scope.

HE CGE—MrBEZkE) , il ES A& Bkt
Issue the Phase 1 Audit Report to confirm whether the conditions for

Phase 2 audit are met.

9.2 F B IsH % / Stage 2 On-site Audit

Bz NG . T2 JFER, O, S, Bid, 8. fRs. TRk
B BURIRATRL S . GMP S, 2 HRNE A

Key audit points: Personnel, equipment, process, traw materials,
warehousing, cleaning, pest  control, traceability, labeling,

mixed—production isolation, control of sensitive raw materials, GMP

compliance, Halal compliance of pharmaceutical excipients.

Hifg: HER2W - ABHEZ > I > AFEIRE > Kk

9 3t 16 W
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Process: Opening meeting — On-site audit — Audit findings —

Non—-conformity report — Closing meeting.
H A% [A]4% GSO 2055-2. MS1500. BPJPH. SMIIC K R\ & 1144,

The audit duration is calculated in accordance with GSO 2055-2, MS 1500,

BPJPH, SMIIC and the risk level.

9.3 fliFEAI (LEER)) / Sampling Testing (if necessary)

Hopikanill: ShVIUETERC ) . #E DNA. CRE& &, 22 psr. IR/ R IR/ H i
SRR

Key testing: Animal-derived ingredients, porcine DNA, ethanol content,
prohibited ingredients, sources of excipients (gelatin, stearic acid, glycerin, etc.).
SLES Z NAF S 1ISO/IEC 17025,

The laboratory shall comply with ISO/IEC 17025.

10 BB 5iAEHE / Review and Certification Decision

% CGMESREERFEF)  GAEFZ TARRERE) 47

Implemented in accordance with the Certification Decision Control Procedure
and Operating Specification for Certification Audit Activities:

1. BN ML T 45

Reviewers are independent of audit activities

2. INEREHAZEDS 3 N, B0 1 B =2HESERK

Certification decision panel has at least 3 members, including at least 1 Islamic

affairs expert

3. HUESRA: T B4 R g EE. KR RUE

=
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Decision types: Grant, refuse, expand, reduce, suspend, restore, withdraw
4, ZiEE S HLHEA % Effective upon approval by Top Management

11 IEB5#RE / Certificate and Mark

1. IEBA I 3 4 Certificate validity: 3 years

2. FrEALPRVE T A 7 it A A 15 1

Mark only used on certified products and packaging

3. SET A B IK,

Certified client maintains usage log and accepts surveillance

A, R RDRE 5 A E

Violation leads to suspension/withdrawal of certificate

12 FKIEGIEE / Post-certification Surveillance
L A#:. 8240 1 &, mEA#EL 12 MH.

Cycle: at least once a year, interval <12 months.
2. WH: MARFEIZIT. AFERENR. BHE., brEMMH. Bf. BUSEie.
Contents: system operation, correction, changes, mark use, complaints,

sensitive materials.
3. HBLE KRS rl i RS GEERMER) .

Unannounced/short—notice audit may be conducted for major risks.
13 HiAIE / Recertification
WEB RN HAET 3 /N H HE, B EVIONE; @ E 3R 3.

Apply 3 months before expiration; same procedure as initial certification;

overdue invalidation.

14 ZH 57EFEH% / Change and Scope Adjustment

=
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1. 9700 AT HE LI~ EHHET .

Scope expansion: Apply — Special audit — Update certificate.

2. HET: ARl HE B LA A% 5 — 1 RV B — O UE S

Scope reduction: Client apply or verification — Adjust scope — Reissue

certificate.
3. ERARE (FLJ7. L2, pih. 8 A Ziz Rl H 4 FE56E

Major changes (formula, process, site, key personnel): declare
immediately and verify
15 F1=. 84 K. &1k / Suspension, Withdrawal, Restoration, Termination
7 QMEREEZERIERF) MRS TARRIERE) 347,
Implemented in accordance with the Certification Decision Control
Procedure and Operating Specification for Certification Audit
Activities.

i BB S KRR, FHHEE: <6 ~MH.

Suspension: Uncorrected non-conformity, mark violation, no surveillance,
incident; <6 months.

e B AR EEBM. BEMEL RRIEERE.

Withdrawal: No correction after suspension, serious violation, falsification, loss
of Halal capability.

W . BESERAES % > HiF > H A S>HHERE .

Restoration: Correction verified = Apply = Audit = Approve restoration.

Zab: EP RIS EART G, ZIERE.

Termination: Terminate if serious non-conformity found during certification.

16 B, BIFS5%L / Appeal, Complaint and Dispute

#H 1ISO/IEC 17065, GSO 2055-2 Z54447, ALBEEN 7 TR % i 5 UE € .

Handled in accordance with ISO/IEC 17065, GSO 2055-2, etc. Handlers are

212 3t 16 0t
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independent of original audit and certification decision.

17 BHBEEIMER / Country-specific Requirements

1. BIJé (IND) : #$TI&EM T & AR AAR ™= S KMA 56 748 5
Indonesia (IND): Implement KMA No. 748 applicable to products other than

food and beverages

2. BRVETE (JAKTMD = JFURHSTE )T 7565 JAKIM [R 252K 205K

Malaysia (JAKIM): Raw materials and formula comply with JAKIM
pharmaceutical requirements

3 E S AT GSO 2055 R4, 24 i RIH L E R A%

GCC countries: Implement GSO 2055 series with strict Halal rules for

pharmaceuticals

4. B3 / 0IC (SMIIC) : SMIIC 1:2019, mRAbER4-YE. ZhWJEsER . 2K
i

Turkey/0IC (SMIIC): SMIIC 1:2019;strengthen traceability, animal-derived

g
R

N]

X

prohibition, alcohol control

5. FTE VGE L0 SR 28055 HirE T 7 EK.
All certification complies with Islamic Shariah & official target country

rules.

18 25T\ E 341 ;K / Special Controls for Pharmaceuticals
T IR WENEER . Hl, BRZETe. FUWE. BESEZG HARLL G A k1
Pharmaceutical excipients including gelatin, stearic acid, glycerin, capsule shells,

lactose, enzymes must provide Halal certificates

2. LIEMURTZAMEM, RIFEAEIR, SRS HbnEER

%13 T 3L 16 I
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Ethanol only for process use, non-wine origin, residue complies with target
country requirements

3. PREAE AR MR BRAE. . AR HA R

Porcine ingredients, blood, placenta, lard and non-Halal animal ingredients are
strictly prohibited

A, PR B b I ECE R, TE TS RAIE S R

Production line must be dedicated or effectively isolated with complete
cleaning validation

5. GMP 5if H AR R [F P84T

GMP and Halal assurance system operate simultaneously

6. P35 Ui B AEE i 2 B0k

Labels and instructions shall not violate Islamic Shariah

7. Zi M ANG & RIS FORR o BG5S G KU

Pharmaceutical packaging materials shall not contain non-Halal ingredients or

contamination risks

19 IR FMHK / Quality Record Forms

IUE IS PEE % Certification Application Review Form
B %S Audit Assignment Letter

B AZ 11 Audit Plan

WA HE %K On—site Audit Form

ANFFE ik 55 Non—conformity Report

INEEZ I EIC S Certification Review and Decision Record

=
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Appendix - Proposed Scope, Product Type, and Halal Critical Point Matrix

fisk - MUEFEREE. PR RENE O’ RAERE

Proposed
No. Product / Service Category Examples Main Halal Critical Points Evidence to Verify
Scope
FFe PR IFTEE FEh | RS 5 FEFERER G AR
Traditional medicines, health supplements,
Gelatin capsule shell; magnesium
quasi medicines, OTC drugs, restricted OTC Formula, APl/excipient specs, COA, halal
stearate/stearic acid/glycerin/lactose; coating;
drugs, prescription drugs excluding certificates, GMP records, ethanol
Medicine Medicines and medicinal substances ethanol solvent; animal-derived APl/excipient;
narcotics/psychotropics, APl/excipients; declaration/test, supplier declaration, batch
enzyme; microbial media; porcine DNA risk;
capsules/tablets/syrups/topicals as dosage record.
GMP and batch traceability.
forms
fEGe 2y AR HEZ . AR TS | BRI EE TS, TEMRRRBE/BER R/ H it /FLbE s
) B 7« API/AHEHUES . COAL S5 HIETS . GmP
[BRAAELL TS /b T7 25 (A& IR 2Rl | B CEOAR: SR API/AEL: B 14
2 24 % FI25 R o 0k BRI BRI i
2y API/EEEL: IR/ AIBER/SNE | AR IREE: JEUR DNA XKL GMP IR o
FIEL, B

i
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