Halaman 1 dan 7

- mersi FORMULIR USULAN PERUBAHAN
PT. MERSIFARMA TM. (Change Control Form)
SUKABUMI-INDONESIA

1 [No. Pengendalian Perubahan / Change Control No. : 1| /Mg b/ B/00/\ i

Diisi Oleh Inisiator

2 |Judul Perubahan ) : = !
Fol
Title of Change control Penghilangan penulisan Batch No, MD/ED, HET pada bahan kemas cetak Folding box

3 |Diusulkan oleh Nama : Nindya Pangestika Dept. :R&D Paraf / Tanggal : <27 (T /% %
Proposed by Mengetahui (Kepala Dept) :Elvina Iskandar. T  Paraf / Tanggal : er [ Ok
Tgl masuk QA : 43/

4 |Cakupan Perubahan / Scope of Change : e

.| Quality [] Safety (] Environment [ Halal/Non Halal
5 |Pemicu Perubahan / Trigger of Change :
[]’ Inovasi / Continual Improvement ] Penyesuaian Regulasi / Regulation Compliance
] Transfer Teknologi / Technology Transfer [ Perubahan Bisnis Proses / Business Process Changes
| Correction (Perbaikan) / Preventive (Pencegahan) | ] Relokasi Fasilitas / Facility Relocation
] Alih Daya / Toll in or Toll out 1 Pemantuan Kualitas Produk / Monitoring Quality Product

| Aspek Pembuatan Produk/ Aspects of Product Manufacturing O

6 |Uraian Usulan / Detail Of Change :

Kondisi saat ini / Current Condition Perubahan yang diusulkan / Proposed Change

Batch No Batch No

MD/ED MD/ED

HET HET

Tercelak dalam bahan kemas Folding Box Tidak tercetak dalam bahan kemas cetak, namun akan langsung

dicoding bersama 2D barcode

7 |Alasan Perubahan / Reason for Change :
Menambah/ memperbesar ruang coding pada Folding box

8 |Klasifikasi Perubahan / Change Classification :
Permanen / Permanent [] Sementara / Planned Temporary
(Lampirkan BN terdampak atau Periode/ Attach the affected BN or period )

9 |Rencana Pelaksanaan / Expected Date: Desember 2024

10|{Lampirkan Data Pendukung / Attacment Supporting Data :

1.Contoh artwork Folding box produk psikotropik dan Hexymer (Trihexyphenidyl)
2.
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- mersi

PT. MERSIFARMA TM.
SUKABUMI-INDONESIA

FORMULIR USULAN PERUBAHAN
(Change Control Form)

Halaman 2 dari 7

1

-t

Produk terdampak / Impacted Product:
[-4/ Lokal /Local : (sebutkan)

Semua produk Psikotropik dan Hexymer (Trihexyphenidyl)

Apakah berdampak pada praduk Toll Manufacture?
Does it have impact on Toll Manufactured Product?

CTollin ~ : (sebutkan)...R/A......cceinnns
[]Toll Out : (sebutkan).. WA ...
] Impor / Import : (sebutkan)..."R e
[] Ekspor / Export 3 (sebutkan}...?.".’ﬁ ......................................

[ IvYes

..................

“~ No

Diisi Oleh Departement QA

12

President Director
Vice President
Plant Director
Deputi Direktur SC
| _|Deputi Direktur QO
Business Developtment Director
Quality Assurance
Quality Control
Facility Compliance
Technical Support
Marketing
Supply Chain

LI 11

[S1<]

REN|

Isl<

[J< ]

<l

PPIC
Warehouse
Plant Manager Steril

Plant Manager Non Steril

Apoteker Penanggung Jawab 10T
Produksi Steril U1
Produksi Steril U6

Produksi Non Steril U1 & U3

Produksi Non Steril U2 & U5
[Produksi Non Steril U4

Produksi 10T

| _|Project

Pengkajian oleh / Review By (diisi oleh Staff/Supervisor/ Asst. Manager QA/Manager QA):

Engineering
Information Technology
Business Development
Purchasing

MR K3 & Lingkungan
MR Halal

R&D

Packaging Development
Regulatory Affair
General Affair

| |HRD

NENEEEN

Finance

Accounting
Third Party

13

V| Minor

[ Major

Kategori Usulan Perubahan / Category of Change Control

*(Harus melampirkan dokumen kajian resiko / Must attach a risk assessment document )

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

Apakah perlu persetujuan management 7 [ 1Ya/Yes [ Tidak / No
Does it require management approval?
14 Pengkajian / Review (diisi oleh pengkaji yang ditunjuk)
Dikaiji oleh / Rekomendasi Tindakan / | Tenggat Waktu/
Review by ey Sl Recomendation Action Due Date pic Sign & Date
%L Approved ] Not Approved
R&D List produk terlampir Perubahan artwork, SPBK Oesenl,ac Pack. Dev
’ wk m
o5 o\ (2L
FE, Approved | Not Approved
[ o p
kA 0f, prokehen  Jeewabil Py WH\ et pA o
NoHfket '
3/ | /2. L
[/ Approved "] Not Approved
Qc - -
\"*fsb-ou e fno{ — 7‘?‘ q,'a
Sefuar Pervbubon dertacy |
Nomor Tanggal Disetuj N
i . jui
Dokumen QA-FQI016.00 Berlaku - 3 ] D [:T 2025 oleh \%




9 mersi

Halaman 2 dan 7

FORMULIR USULAN PERUBAHAN

PT MERSIFARMA TM. (Change Control Form)
SUKABUMI-INDONESIA
1 |Produk terdampak / Impacted Product®
 Lokal iLocal B Bkiveriy semnsrselimsentoin. it o b
Apakah berdampak pada peoduk Toll Manufaciure” ¥ - N
Does it have impact on Toll Manufactured Product?
| Toll in (sebutkan).." /A,
| Tol Ot - (sebutkan) "R
Inipor f Import - lmm«:;....".‘.’.’.‘. SR
Ekspor | Export (sebutkan). &

[

Pengkajian oleh / Review By (diisi oleh Staff/Supervisor/ Asst. Manager QA/Manager QA)

AL COuntin

Third Party

Presidont Direclor PPIC Engingenng ]

Vice Presicent Warehouse |__|information Technology -

Plant Director Ptant Manager Sten! | ¥|Businass Development -

Deputi Direktur SC |_|Ptant Manager Non Stenl | £ [Purchasing il

Deputi Direktur QO L Apoteker Penanggung Jawab 10T &l MR K1 & Lingkungan aft
i Business Developiment Director n Produksi Steril U1 | _|MR Halal ]
-~ |Quality Assurance * Produks: Stenl U6 | | R&D -
i+ |Quaiity Control L Produks: Non Sterd U1 & U3 |/ |Packaging Development -
& Fadility Compliance Produksi Non Steril U2 & US | Regulatory Affair }_‘
] Techmcal Support Produksi Non Steril U4 | Genaral Affar L—{
¥ IMarxeling Produks! 10T HRD
E Supply Chain Projact : Finance j

13|Kategorl Usulan Perubahan | Category of Change Controf
J Minor
Maijor *(Harus melampirkan dokumen kajian resiko / Must atfach a sk assessment document |

Perubahan major adaiah perubahan yang berdampak secara langsung/signifikan terhadap kualitas. keamanon
efikasi atau kepatuhan terhadap regulasi produk.

Apakah peru persetujuan management 7 Ya/ Yes = Tidak / Ne
Does it require management approval?
14 Pengkajian / Review (diisi oleh pengkay yang mitunjuk)
Dikaji oleh /
| Review by Tanggapien | Response Sign & Date
Ll peodsk lertampir Parubahan antwork, SPEK Oc*h‘(- Puack Den \
]
’ L0k [ fi/m
‘ o5 lo\ /2L
V' Approved Not Approved 4
Voray WO W, 5
g OF, prubwhen  dewald " “\ i pA owd
mt‘aM‘ 3/, Jat
; 5 W Asproved = Not Approved
Whosing ‘ )
|\m~ brotee | Yo 37
- = al hﬂ Ea S
1| O Lhuon e o - |
|
|
|
Nomor Tanggail r ARAL Disstufui v
Dokumen QA-FOR18.00 Bertaku 3 ] L.,.lr ﬁbi‘; cimh “f




Hataman 2 dan 7

Mingr
Magr

[Kategor! Usutan Perubahan | Categary of Change Control

“(Harus melampiikan dokumen kajian resiko | Must aftach » sk assessment document |

9 mersi FORMULIR USULAN PERUBAHAN
T MERSFARMA T™M (Change Contral Form)
SUKARUMI NDONE SIA
+ |Produx terdampak | impacted Froduct '
| S LokaliLocal PRI vobied i o ot e S Ao el
| Apaxah berdampak pada peaduk Toll Menufacture Yo =
i Does | have impact on Toll Manufaciured Producl?
! ITollin ~ ; (sebutkan), /A
', ToOut  : (sebutkan) MR
Irpar | impoet (sobiutkan), ™A
| Ekapor | Export (wobutkan) "R - -
mﬂw oA
:zL an oleh  Review By (diisi oleh Staft/Supervisor/ Asst. Manager QA/MManager QA): ;
o Presudent Diractor PIC f_'f Y nEenng FJ Accounting
Vice President Warshoyusd | _|intormation Technology __j Tthird) Bagry
tv'u it Dractor Plant Manager Starni | ¥ifiusnods Development __4'
Deput Deektur SC Plant Manager Nar Stenl | # [Purchasing {
_oe;monmroo Apoteker Pananggung Jawab (0T _IlRi(‘l&Unghmqun :1
Hl&mnm Developiment Director Produks! Steril U1 [_{MR Haial u
|~ |Quaity Assurance Produks: Stonl U6 ._cq R&D | |
- [Quanty Conbrol Produks: Non Sterd LT & UD ':_‘ Fackoyng Davelcomen:
Facility Compliance Produka Non Sterd U2 & US “ |Reguisiory Affair
- | Tochnical Support Produks. Noa Sterd U4 Ganery Affak
7| Marsating Produks: 107 HRO
+ [Supply Chain Project Fnanca
19

Perubahan major adalah perubahan yang berdampak secara langsung/signifikon terhadap kualitas keamanan
afikas! atau kepatuhan terhadap regulasi produk.

| Apakah perty perSeluuan management 7 Ya ! Yas w Tigak / N
[Dnu it require management approval?
14| W!M {diiss cleh pangkay yang ditunpk)
Oikaj ]
9,,,*.::: Sign & Date
|
i Losk pragud: Inrarmpe Pecubaban artwork, SPHx p!l-ﬁd.lf Hgs D | ;
I v Lot [ JL*“
2% jol fal
v Aupruver Nk ARt aved i
| R 0f, prooveban Armaby H Veray NO\N jo 2 } " N
w*m 3 fat
'. p
|[ ~7 aporoved Nt Agpeureed |
{
- SC ok ¢
* B —
| Aav
1
i Naomor T - . 1
| Sokaviet QA-FO18.00 E""‘W"' 11 D [:']' A0 s -
bt ———————— b




9 mersi

FT MERSIFARMA TM

SUKABUM INDONESIA
—

rinlaman 3 dan 7
FORMULIR USULAN PERUBAHAN
(Change Control Form)

Pengkajian | Review (dits) oleh pengkayl yang dunjk)

LamOar vy dapal & perbanyak

Dikajl oleh | Rekomendasi Tindakan . | Tenggar Waktu ]
pe by Tanggapan | Response R 3 Action l Ay PiC Sign & Date
| !
¥ |
N 0 wet | (s,
|
‘ T
. AL uwet Nt At onerd I[
|
‘| Aporueed Kot Approved
;T_ A wed T ot Approved
| |
! |
[ Acpraved mwmn/ W .
|
|
|
: [r— Nat Agpeaved
i
i
/ Ao oved [Trv—
|
|

QA-FQII6.00

Targgai
Bartaku

3 10C

1“
wZ&




3 mersi

Halaman 2 dari 7

FORMULIR USULAN PERUBAHAN

PT. MERSIFARMA TM. {Change Control Form)
11 mwtwm-
(/ Lokal /Locs! . (sebutkan). - Bemua pmdukdeHmr {Trihexyphenidd)
Apakah berdampak pada praduk Toll Menufacture? _lves “No
Does it have impact on Toll Manufactured Product?
ClTollin 3 (ssbutkan). S/ inininisiiiiiannn,
CITolOut  : (sebutkan).. B . i
(7] impor | Import BT TR (P IO e e
(] Ekspor/Export  : (sebutkan)..P.........oiineris e I MRESEEES
Diisi Oleh Departement QA
12 |Pengkajian oleh / Review By (dilsi oleh Staft/Supervisor/ Asst. Manager QA/Manager QA):
President Director PPIC Y Enginearing i Accounting
Vice President Warehouse [ information Technology | | Third Party
Plant Director Plant Manager Steril E Business Development | |................
Deputi Direktur SC Piant Manager Non Steril _fq!Purchasiug [ f-
Deputi Direktur QO Apoteker Penanggung Jawab 10T | _|MR K3 & Lingkungan I ER——
Business Developtment Director Produksi Steril U1 _]MFI Halal [ SREER .
«|Quality Assurance Produksi Steril U8 ‘_{_.R&D ||
| Quality Control Produksi Non Steril U1 & U3 | |Packaging Deveiopment | |.
Fadlity Compllance Produksi Non Sterfl U2 & US v |Reguistory Affair i F
Technical Support Produksi Non Steril U4 General Affair ]
Marketing Produkst 10T [ |HRD :
/|Supply Chain Project [ JFinance )
131lt-qulum Perubahan /| Category of Change Conlrol
Lﬁumr
[T major “(Harus melampirkan dokumen kajian resiko / Must sttach a risk assessment document )

Perubshan major adalah perubshan yang berdampak secara langsung/signifikan terhadap kuslitas, keamanan,
efikaal atau kepatuhan terhadap regulasi produk.

Apakah periu persetujuan management ? Ya/Yas ' Tidak / No
Does it require management approval?
14 Pengkajian / Review (diis! oleh pengkeji yang ditunjuk)
Dikajl olsh / Rekomendasi Tindakan / | Tenggat Waktu/
Raview by T A Recomendation Action Due Dato PIC | Sign & Date
R&OD List produk terlampir Perubahan ariwork, SPBK Pesewlear | Pock Dev
* wLe W
%o\ fatl
W Approved £ Not Approved o
. ;
A oF, provohen  demoab LR \'9‘\ b 2} aa o
r a/i/q.i.
™ Approved T Nat Approved
% - I
1o/ 2 /26
Nemar Disatujul
- QA-FOI016.00 3 10CT 205 -, V




3 mersi

PT. MERSIFARMA TM.
SUKABUMI-INDONESIA

FORMULIR USULAN PERUBAHAN

(Change Control Form)

Halaman 3 dari 7

Pengkajian / Review (diisi oleh pengkaji yang ditunjuk) Lembar Ini dapat di perbanyak
Dikaji oleh / Rekomendasi Tindakan /| | Tenggat Waktu/
Review by Tangpapen [ Response Recomendation Action Due Date FC Sign & Date
/
Ei Approved [] Not Approved
"K Qevnoan () Bartode MM l.y %]
-— _ - ﬂ
P langin prinhug, o, g, 6 |
V4 Approved [1 Not Approved
unhh  bemaron  lams Ygoms ma-
rik btmf\” fuleren tﬂk‘. Ao .
PP‘\C MD/ED | cun WET stgar cdapat B poe
dihabidleon femlebibh dahde re e - wf!ﬂ“z(.
lomm IM?ICMAHJI.WM derern ’mﬂ
ko
WH ' Approved "1 Not Approved
:t-bt-!um ?gm&:.m ‘3/“
Adimplemrentatrcn, deaa (7
Merogunakan d@.‘. - = -
¥es d -
noran defet lama kingag
[« Approved [T Not Approved
W, Mg Ty, Mer
{ i | b
\.ﬁh‘\ g"L»L \ — - Z'LL
"‘t‘"‘ k'\-ﬂ_‘.ﬁbq. [
\‘\u\ﬂn.n Q‘tld&&’\‘ h&"ﬁﬂ& Ln“v‘
\/ Approved | Not Approved
02
A N /W
(7% I~ - = :f
1-1(.;
& A’ i Approved [”] Not Approved | _ ®R g
oM Arvagprt. | Mo 24 RO
av —Rewwn $rek Mo~ 26 | Ry \ /.D/ n
-
~op dade de spape | Ao~ 26 | OA
Approved [] Not Approved
/’—-’—
/
|t e |
e v 7
Nomor Tanggal Disetujui s
Bokiimen QA-FO/016.00 sy 9 1 DCT 2005 e ;\;f




) mersi

PT. MERSIFARMA TM.
SUKABUMI-INDONESIA

Halaman 4 dar 7

FORMULIR USULAN PERUBAHAN
(Change Control Form)

15

DPI - PPI

Formula Dasar / Basic Formula

7 Spesifikasi / Spesification

] Metode Pengujian / Method Testing
Stabilita / Stability

Transfer Metode / Transfer Method
Daftar Pemasok / AVL
_iKuallﬁkasi Pemasok / Supplier Qualification
Artwork Design

Uji BE (Bioekuivalen) / Test BE

Uji Disolusi Terbanding /

Test Comparable Dissolution

BN

|

Registrasi Baru / New Registration

V|Registrasi Variasi / Variation Registration

Penilian Dampak pengendalian perubahan / Change Control Impact Assesment

URS
Kualifikasi Design / Design Qualification
Kualifikasi Instalasi / Installation Qualification

Kualifikasi Operasional / Operational Qualification
Kualifikasi Kinerja / Performance Qualification
Validasi Proses / Process Validation
Validasi Metode Analisa /
Validation of Analytical Methods
Validasi Pembersihan / Cleaning Validation
[ |Validasi Aseptis / Media Fil
i Validasi Sistem Komputer /
Computerized System Validation
[Pelatihan / Training

Struktur Organisasi / Structur Organitation

Deskripsi Kerja / Job Description
Manual Mutu / Quality Manual
Prosedur Perusahaan / Company Procedur
Instruksi Kerja / Job Instruction
Formulir /| Form

Daftar / List

Denah / Layout

Jadwal Pemeliharaan/

Schedule Maintenance

SPB

Daftar Risiko / Risk Register

16

PENILAIAN DAMPAK PADA PERIZINAN FASILITAS / Impact Assesment on Facility Licensing

—D Perubahan dapat langsung diimplementasikan setelah penyampaian notifikasi kepada BPOM
Changes can be implemented immediately after submited the notification to BPOM
Perubahan fasilitas tidak dapat langsung diimplementasikan karena periu :
Facility change cannot be implemented immediately because the are necessary :
_| Persetujuan notifikasi dari BPOM
Approval notification from BPOM
Tidak diperlukan pemberitahuan perubahan/ No change notification is required

! Inspeksi dari BPOM
Inspection from BPOM

" |Perubahan tidak terkait fasilitas / Non-Facility Related Changes
17 PENILAIAN DAMPAK PADA REGULASI / Impact Assesment on Regulafion
[ Perubahan dapat langsung dilaksanakan tanpa menunggu izin darl BPOM karena :
Changes can be implemented immediately without waiting for permission from BPOM, because:
Dpamberitahuan akan disampaikan bersama dengan perubahan dokumen yang bersangkutan oleh Departemen
Registrasi secara bertahap
Notification will be submitted along with changes to the documents concerned by the Registration Department
in stages
Tidak diperlukan pemberitahuan perubahan
No change notification is required
Perubahan memerlukan izin BPOM, termasuk kategori :
Changes require BPOM permission, including categories:
Registrasi Variasi Mayor / Registration of Major Variation (tell and do)
egistrasi Variasi Minor / Registration of Minor Variation (tell and do)
Registrasi Variasi Notifikasi /| Registration of Notification Variation (do and tell)
Perubahan telah disetujui oleh BPOM tanggal :
The changes were approved by BPOM on date :
Sign & Date Tanggapan / Comment :
¥y /20
RA i
18

PERSETUJUAN PIHAK KETIGA / Third Party Approval

I:IPerubahan akan diinformasikan ke pihak ketiga
Change will be informed to the third party

I:IPambahan memerlukan persetujuan pihak ketiga
Change require third party approval

Sign & Date Tanggapan / Comment :
r/a n/a
Plhiak Ketiga ... esasssoisisiseis
Nomor Tanggal Disetujui \
Dokumen 9eFON18.00 Berlaku 3 ] DET 2[]25 olahl :




5 mersi

PT. MERSIFARMA TM.
SUKABUMI-INDONESIA

FORMULIR USULAN PERUBAHAN
(Change Control Form)

Halaman 5 dari 7|

19

PENILAIAN DAMPAK PADA HALAL / Impact Assesment on Halal

Yes,

Apakah material/kegiatan digunakan terkait produk Halal?
Are the materials/activities used in relatio to the product Halal?

Perlu persetujuan BPJH / Require Approval BPJH
Tidak memerlukan persetujuan BPJH / Doesn't require Approval BPJH

E'ﬁdak diperlukan pemberitahuan perubahan / No change notification is required

20 |Persetujuan / Disposisi :

—Up g s At SPBS.

M Approved I Not Approved
Sign & Date Tanggapan / Response
[Z, QA Manager/Asst.
Manager QA/ APJ S Revin Prtvoo~ £
Pemastian ] 16 | _ i
Mutu/Deputy of Quality L Reuvis 1 SPH<
Operational

| | Plant Director

[] Vice PresidentPresident
Director

2

-

Distribusi / Distribution of Change Control Form :

V) Quality Assurance Produksi Non Steril U4 ] General Affair

[ /|Quality Control [ |Produksi 10T ~|HRD

| _|Facility Compliance : Engineering B Finance

| /| Technical Support | |Project [ Accounti ng

| v|Marketing | _|Information Technology | Third Party

| v[Supply Chain / |Business Development i e

V|PPIC |/|Purchasing i RS

| /|Warehouse | |MR K3 & Lingkungan [ [———

| |Produksi Steril U1 MR Halal | SR

| |Produksi Steril Us V|R&D [

| _|Produksi Non Steril U1 & U3 E Packaging Development 1

| _|Produksi Non Steril U2 & U5 z Regulatory Affair i S
Nomor e

Dokumen QA-F0/016.00 L‘;:Qaiﬂ : 3 ] U ET 2025 Dl:;:jm * V




- mersi

PT. MERSIFARMA TM.
SUKABUMI-INDONESIA

(Change Control Form)

FORMULIR USULAN PERUBAHAN

Halaman 6 dari r

22 Pelaksanaan Rencana Tindakan / Implement of Action Plan Lembar Ini dapat di perbanyak
| No. No. CAPA Detail Activity No Dokumen Due Date PIC Realisasi
u B ¥
L. RSN /T 2 featn ) _‘flo"d‘:“n;lrk&uim design 3\ /1nf 1t
Tyt habis & SiIt0 Yok voiL,
L. (o8 €91IThael 2| BE foiding box destgn lamw /04126
Percana pemesunar Bk coldiy wC
© 0.3
3|08\ e )]s [as [eay e Ausin v W /o4) 20
4. [ Ry I 3¢ fesmn | KEAAARAN B {ling wox %0 of[ 26 wi
' M dexign bary
o, [l /s feptas | Pevm STRN Nin (24
74 (itul \ A\
‘. m”“,““ h“mm P fgistias  vowian no'\u‘l\-\aa zﬂ/lﬂ-,?-?
Nomor . T | " isetisiii \
Dokumen ' QA-FO/016.00 Boritiey 3 10CT 2025 PSR \Kf




£ 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 Mulaidari .................
Implementation of Action for Change Control start from.......
- Tanggal / Date

- Produk/ Product e
- Bateh-Number T s i Vi s e
2. Apakah implementasi tindakan telah effektif? DYa I Yes D'ﬂdak / No
Whether the implementation of the action has been effective?
3. Apakah terdapat tambahan uraian perubahan yang dilakukan? DYa | Yes DTidak / No

Are thare any additional explanations for the changes made?

Halaman 7 dari 7

Jika lya, jelaskan! / If yes, explain it!

4 Apakah terjadi penyimpangan karena implementasi perubahan? DYa!Yes D'ﬁdak / No
Whether deviations occur due to the implementation of changes?

Jika lya, jelaskan! / If yes, explain it!

4. Apakah perlu dilakukan tindakan tambahan ? DYa / Yes D‘ﬁdak I No
Do additional actions need to be taken?

Jika Ya, 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 explain it!

5. Apakah usulan perubahan dapat di tutup? DYa | Yes [:l'ﬁdak I No
Whether the change control can be closed?

Jika tidak, Jelaskan! / If no, explain it!

SUKEDUMI, . vvevivviseeninienirinnns

QA Manager

moer . osoos | T 3] OCT 205 [P NP




LIST PRODUK PERUBAHAN FB

No. Nama Produk Sediaan Kategori Obat
1 Lorazepam 0.5 Tablet Psikotropika
2 Merlopam 0.5 Tablet Psikotropika
3 Lorazepam 2 Tablet Salut Selaput Psikotropika
4 Merlopam 2 Tablet Salut Selaput Psikotropika
5 Lorazepam 2 Injeksi Psikotropika
6 Diazepam 5 Tablet Psikotropika
7 Diazepam 10 Injeksi Injeksi Psikotropika
8 Valdimex 5 Tablet Psikotropika
9 Valdimex 10 Injeksi Injeksi Psikotropika
10 |Phenobarbital Sodium Tablet Psikotropika
11 Phenobarbital Sodium Injeksi Psikotropika
12  |Sibital Tablet Psikotropika
13  |Sibital 200 Injeksi Psikotropika
14 |Clonazepam Tablet Salut Selaput Psikotropika
15 |Riklona Tablet Salut Selaput Psikotropika
16 |Clobazam Tablet Psikotropika
17  |Clofritis Tablet Psikotropika
18 |Alprazolam 0.25 Tablet Psikotropika
19 |Alprazolam 0.5 Tablet Psikotropika
20 |Alprazolam 1 Tablet Psikotropika
21 |JAtarax 0.25 Tablet Psikotropika
22 |Atarax 0.5 Tablet Psikotropika
23 |Atarax 1 Tablet Psikotropika
24 |Methylphenidate Tablet Psikotropika
25 |Prohiper Tablet Psikotropika
26 |Lexzepam Tablet Psikotropika
27 Hexymer Tablet 00T
28 |Trihexyphenidyl Tablet O0T




ARTWORK DESIGN STANDARD FOLDING BOX m mersi

DIAZEPAM INJEKSI Front/ Rear Panel Loft / Right Side Panel Top Closure Panel e o ey
L Type Font Type Font Type Font
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