Halaman 1 dan 7

3 mersi FORMULIR USULAN PERUBAHAN
PT. MERSIFARMA TM. (Change Control Form)
SUKABUMI-INDONESIA
1 |No. Pengendalian Perubahan / Change Control No. :
Diisi Oleh Inisiator
2 |Judul Perubahan Perubahan cetak Insert Dokter Riban 20 mg dan Rivaroxaban 20mg , digabung
Title of Change control menjadi Insert Riban dan Rivaroxaban 20 mg, 15mq dan10 mg
3 |Dlusulkan oleh Nama : Tika F Dept. : R&D Paraf / Tanggal : GAL / 19/ 37
Proposed by Mengetahui (Kepala Dept) :Elvina T Paraf / Tanggal : L 6te | Ofot®
Tgl masuk QA :
4 |Cakupan Perubahan / Scope of Change :
4 Quality [ Safety || Environment "] Halal/Non Halal
5 |Pemicu Perubahan / Trigger of Change :
[ Inovasi / Continual Improvement  Penyesuaian Regulasi / Regulation Compliance
| Transfer Teknologi / Technoiogy Transfer |_| Perubahan Bisnis Proses / Business Process Changes
[ Correction (Perbaikan) / Preventive (Pencegahan) | Relokasi Fasilitas / Facility Relocation
] Alih Daya / Toll in or Toll out [ ] Pemantuan Kualitas Produk / Monitoring Quality Product
| Aspek Pembuatan Produk/ Aspects of Product Manufacturing ]
6 |Uralan Usulan / Detail Of Change :
Kondisi saat ini / Current Condition Perubahan yang diusulkan / Proposed Change
Cetakan Insert Dokter Riban 20 mg dan Rivaroxaban 20 mg | Penggabungan Insert Dokter Riban dan Rivaroxaban 20 mg,
lerpisah dengan Insert Riban dan Rivaroxaban 15 mg dan 15 mg dan 10 mg
10 mg.
7 |Alasan Perubahan / Reason for Change :

Telah diterbitkannya NIE terbaru oleh BPOM untuk Insert gabungan Riban dan Rivaroxaban 20 mg, 15 mg dan 10 mg

Klasifikasi Perubahan / Change Classification :
(/! Permanen / Permanent [ Sementara / Planned Temporary
(Lampirkan BN terdampak atasu Periode/ Attach the affected BN or period )

Rencana Pelaksanaan / Expected Date :

10

Lampirkan Data Pendukung / Alfacment Supporiing Data :
1. Artwork (terlampir)
2.

BN AW

D:kmn : QA-FOID16.00 ;:fm:i : 3 ] UCT 2025 Di;e::ju :V




2 Halaman 2 dani 7
9 mersi FORMULIR USULAN PERUBAHAN
PT. MERSIFARMA TM. (Change Control Form)
SUKABUMI-INDONESIA
11 |Produk terdampak / Impacted Product :
"] Lokal /Local 2. (DODRMCINY. o inisinise sxinpornisesamnamicinsriessasnss
Apakah berdampak pada produk Toll Manufacture? _lYes _INe
Does it have impact on Toll Manufactured Product?
ITollin 2 (SEbUtKAN).......ovice e
ClTollOut . (SObUIKEN.: .ivis s ssiississivsansnsssavassiivazssnsin
"1 Impor / Import . (OOBDUKBINY. <. i i s s sa e sarese
| Ekspor / Export e ASEDIUEARY ) ¢si s rionisdossts sawmisivabih pombsisssay
Diisi Oleh Departement QA
12 |Pengkajian oleh / Review By (diisi oleh Staff/Supervisor/ Asst. Manager QA/Manager QA):
It President Director [ Peic Engineering il Accounting
&l Vice President i Warehouse Information Technology Ni Third Party
: Plant Director K Plant Manager Steril Business Development : .................
|| Deputi Direktur SC | |Prant Manager Non Steril Purchasing ) A
| |Deputi Direktur QO |_|Apoteker Penanggung Jawab IOT MR K3 & Lingkungan L_ .................
i Business Developtment Director [ie Produksi Steril U1 MR Halal I B
Quality Assurance Produksi Steril U6 RAD @ ] e
: Quality Control : Produksi Non Steril U1 & U3 Packaging Development : .................
&4 Facility Compliance E Produksi Non Steril U2 & U5 Regulatory Affair Lo
Technical Support Produksi Non Steril U4 General Affair | |
[ |Marketing [ |Produksi 1o HRD ]
| _|Supply Chain |_|Project Finance |
13|Kategori Usulan Perubahan / Category of Change Control
[T Minor
[ Major *(Harus melampirkan dokumen kajian resiko / Must attach a risk assessment document )

Perubahan major adalah perubahan yang berdampak secara langsung/signifikan terhadap kualitas, keamanan,
efikasl atau kepatuhan terhadap regulasl produk.

Apakah periu persetujuan management ? | _lYa/VYes __|Tidak / No
Does it require management approval?
14 Pengkajian / Review (diisi oleh pengkaji yang ditunjuk)
Dikaji oleh / Rekomendasi Tindakan / | Tenggat Waktu/
Review by Tanggepan | Response Recomendation Action Due Date Pe Sign & Date
i; Approved [[] Not Approved Y =
g = Arkworte  Yer\amyir Iy A
o |~ Cevakon insect vivaroaabe
M Waoan 20 fidak aj*
Apunoiean dun alcan
o
\O Jan 15 A Sadeh A1 s .
[ Approved T Not Approved
Approved [T] Not Approved
Nomor S Tanggal Disetujui
Dokumen QA-FO/016.00 Berlaku 3 ] 0 CT 2025 oleh




3 mersi

PT. MERSIFARMA TM.

SUKABUME NDONZSIA

FORMULIR USULAN PERUBAHAN

{Change Control Form)

Halamap Sdan 7

Pengkajian / Revisw (diisi olah pengkan yang difunfuk)

Lamber ini dapet di perbanya¥

I e R T
= =
Aooroves _ Not Approvaed
Aporoves "7 Not Approved
—  Approved Nt Appireved
. Approved — Net Approvec
T appreved " NoiAdrroved
Apcroved Not Approved
Approved ~ Ncl Approvec
e OwoRteon | e 0 P 5




]

9 mersi

PT. MERSIFARMA, TIA.
SUKABUMIHNDONES A

FORMULIR USULAN PERUBAHAN
(Change Control Form)

Halaman 4 dar 7

15

Formula Dasar f Basic Fermula

Spesifikas ! Sgesification

|

Metode Panguj ar / Methed Testing
Stakilita * Stabity

lif I arster Metode | Transfer Meltod

| | Daftar Pemasok / AVL

I
L1

Penilian Dampak pengendalian perubahan / Change Control impact Assesment
B [Nurs
Kualifikasi Drsign ¢ Desgn Quaifuatian
Kualifikasi Instalasi ¢ instattation Guoification
Kualiikasi Ooerasional f Ogeraltonal Qualficalion
B KLalifikasi Kinerja ! Parformanca Cuahfication
Validasi Proses | Process Vandation
Vzidasi Metnde Anadisa f

—

I

Fomulir / Form
Caftar | List
CGenah | Layowt

[ T T T T

Kualifikas: Pemasok / Suppler Quaification Vislidaticn of Analytical Methads

L_ Arwork Design Ve das Pembersimar / Cleaning Vaidation
—1 —
Ui 3% ;Bioe«uivaler)! Test BE Va wlas Azeptis | Media Fioi SPB
o [l £ 0 m ) B
Ui Disol.si Terbanding / Ve dasi Sistem Komputer ¢

Tast Campearshie Dissalyron Computenzed Svstern Validaton
Peiatihan ! Training

Struktur Organisas ! Stnictur Orgarration

Registras: Baru [ New Registralion

I

Reylstras: Varias ! Varation Registralion

Deskripsi Kerja § Job Desenption
Mancal Muty ¢ Quallty Msnisat
Srosedur Perusahaan ! Comgany Frocedur

Inslruksi Kenas / Job Instruchion

Jadwal Paulihargan!
Scheduie Maintenance

Deftar Risiko / Risk Register

16

PENILAIAN DAMPAK PADA PERIZINAN FASILITAS ! Impact Assesmen! on Facilty Lizensing

ﬁ Perubahan dagat langsung diimplementasikan setelsh penyamgaian notifikasi kepada BPOM
Changes can be implemented immediately after submited the notification to BPOM
Perubahan fasilitas tidak capat langsung ciimp-ementasikan karena perlu :

Facility changa cannot be implemented immediately because the are necessary :
Persetujuan notifikas dari BROM Inspeksi dar BFOM
Approval notification from BPOM tnspection from BPOM

T cak diperluxan pemberitakuan perubahan/ No change notification is required

Perubahan tidak ter<ait fazilitas / Non-Facility Related Changes

PENILAIAN DAMPAK PADA REGULASI | Impact Assesment on Regutalion

[ Penibaran dapat largsung dilaksanakan tan pa menunggy izin dari BPOM karena
Changes can be implemented immediately without waiting for permission from BPOM, because:

Registrasi secara pertahap
in stages

|:] Tidsk diperiukan pemberitahuan perubahan
No change noftification is required

|:|F’embenlahuan akan disampakan persama dengan perupshan dokumen yang bersangkutan oleh Depariemen

Notification will be submitted along with changes to the documents concerned by the Registration Department

Perubahan memerluan izin BPOM, termasuk kKategori
Changes require BPOM permission, including categaries;

Registrasi Variasi Mayor ¢ Registration of Major Variation (ieil and do)
Registrasi Varasi Minor / Registration of Minor Variation (el and do,
Reqistrasi Vanas: Notfikasi / Registration of Notification Variation {do an tell)

Perubahar telah disetyjui oleh BPOM tanggal -
The changes were approved by BPOM on date :

Sign & Date Tanggapan { Comment :

RA

18

PERSETUJUAN PIHAK KETIGA / Third Party Approval

:Ipembahan akan diinformasikan <e pihak ketiga
Change will be informed to the third party

[:]Pefubahan memerlukan persetu.uan pinak xetiga
Change require third party approval

Sign & Dale Tanggapan ;| Comment :

PhakRelna” . ......ooev i cnmcemisanss

Nomor . p Ta~ggal = @ k Diselujui
Dokurmen ’ QAEH1G00 Berdgku -~ - | Lo oo ¢ oleh




3 mersi

PT. MERSIFARMA TM.
SUKABUMI-INDONESIA

FORMULIR USULAN PERUBAHAN
(Change Control Form)

Halaman 5 dan 7

19 PENILAIAN DAMPAK PADA HALAL / Impact Assesment on Halal
Apakah materal/kegiatan digunakan terkait produk Halal?
Are the materials/activities used in relatio to the product Halal?
[ Yes, Perlu persetujuan BPJH / Require Approval BPJH
Tidak memerlukan persetujuan BPJH / Doesn't require Approval BPJH
Dﬁdak diperlukan pemberitahuan perubahan / No change notification is required
20 |Persetujuan / Disposisi :
] Approved — Not Approved
Sign & Date Tanggapan ! Response
D QA Manager/Asst.
Manager QA/ APJ
Pemastian
Mutu/Deputy of Quality
Operational
| | Plant Director
| | Vice President/President
Director
I:l Others..ii i

2

.

Distribusi / Distribution of Change Control Form :

| _|Quality Assurance |_|Produksi Non Steril U4 : General Affair
| _|Quality Control |_|Produksi 10T | |HRD
|_|Facility Compliance |_|Engineering |_|Finance
|_|Technical Support |_|Project |_|Accounting
|_|Marketing _|Information Technology |_|Third Party
|_|Supply Chain | _|Business Development I ST
|_|PPIC | _|Purchasing I [ neniee
| Warehouse | |MR K3 & Lingkungan L Jsssspmmmusnenases
| _|Produksi Steril U1 | |MR Halal
| |Produksi Steril U6 [ |rRsD ) R
| _|Produksi Non Steril U1 & U3 | _|Packaging Development = L vasrsnseis
| _|Produksi Non Steril U2 & U5 |_|Regulatory Affair W (BT e
Hossiaick aaronrecn | Trecet . 3 7 OCT 2005 [ N\f




(3 mersi

PT. MERSIFARMA TM.
SUKABUMI-INDONESIA

FORMULIR USULAN PERUBAHAN
(Change Control Form)

Halaman 6 dari 7

22

Pelaksanaan Rencana Tindakan / Implement of Action Plan

Lembar Ini dapat di perbanyak

No. No. CAPA Detail Activity No Dokumen Due Date PIC Realisasi
Nomor Tanggal | Disetujul
Dokumen CA-FOD16.00 Berlaku 3 ] U ET 2025 oleh




Halaman 7 dari T
3 mersi FORMULIR USULAN PERUBAHAN

PT. MERSIFARMA TM. (Change Control Form)
SUKABUMI-INDONESIA

23

Tinjauan Pelaksanaan Usulan Perubahan / Review of Implementation Change Control

1. Pelaksanaan Tindakan Usulan Perubahan di Mulaidarni .................
Implementation of Action for Change Control start from.......
- Tanggal / Date
Produk / Product
= BEENUMDBY R R R R RSN S
2. Apakah Implementasi tindakan telah effektif? DYa / Yes DTvdak / No
Whether the implementation of the action has been effective?
3. Apakah terdapat tambahan uraian perubahan yang dilakukan? DYa !/ Yes DTrdak /' No

Are thare any additional explanations for the changes made?
Jika lya, jelaskan! / If yes, explain it!

4 Apakah terjadi penyimpangan karena implementasi perubahan? DYa ! Yes Dﬁdak/ No
Whether deviations occur due to the implementation of changes?
Jika lya, jelaskan! / If yes, explain it!

4. Apakah perlu dilakukan tindakan tambahan ? Dva [ Yes DTidak/ No
Do additional actions need to be taken?

Jika Ys, lakukan penanganan sesuai Protap Penanganan CAPA (isi form CAPA) dan jelaskan |
If yes, carry out treatment according to CAPA Handling Procedures (fill in the CAPA form) and expiain it!

5. Apakah usulan perubahan dapat di tutup? DYa ! Yes D'ﬁdak / No
Whether the change control can be closed?
Jika tidak, Jelaskan! / If no, explain it!

SUKABRINE. v cosavissdomisissim e

QA Manager

ooy ¢ oavomisoo | T . 3 1 OCT 2075 [ P




ARTWORK DESIGN STANDARD INSERT DOKTER B mersi

RIBAN 10, 15 & 20 T

Date of use: 07/01/2026
Size (LxW) 610x 210 mm e
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