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R1EH: ABMATIF - iR—K

products Imanufacture
Biological(Local)
BCG Vaccine Center

inactivated cholera vaccine

Vaccine Center

tetanus toxoid (absorbed)

Vaccine Center

diphtheria toxoid (absorbed)

Vaccine Center

diphtheria and tetanus toxoid (DT)

Vaccine Center

alum precipitated tetanus toxoid (TX).

Vaccine Center

Biological (Imported)

Hepatitis B GlaxoSmithkline/Belgium, Merck/USA

OPV GlaxoSmithkline/Belgium , Sanofi Pasteur /France
DTPw sanofi pasteur /France

Varicella Merck/USA, GlaxoSmithkline/Belgium

MMR Merck/USA, GlaxoSmithkline/Belgium

Hepatitis A Merck/USA, GlaxoSmithkline

Influenza sanofi pasteur /France, GlaxoSmithkline/Belgium

1. Bulk : The Kitasato Institute/Japan

2. Filling : KK/ROC

Blood products (local)

Ivophilized diphtheria antitoxin(FD)

antivenin of A. acutus (FA)

bivalent antivenin of Tr. mucrosquamatus

and Tr. stegnegeri (FH)

bivalent antivenin of B. multcincutus and N. atra.(FN

antivenin of D russelli (FR)

Blood products( Imported)

Hepatitis B

GlaxoSmithkline/Belgium and Merck/USA




F2HE REARRB WEIIF LME)

freeze-dried live BCG vaccine

sterilized test
chemical test
stain test
total bacterial count test
potency test

safety test

koch phenomenon test

inactivated cholera vaccine

sterilized test
chemical test
potency test

ICR mice toxicity test

adsorbed tetanus and diphtheria toxoid (Td)

sterilized test
chemical test
potency test

safety test

abnormal toxicity test

adsorbed diphtheria and tetanus toxoid (DT)

sterilized test
chemical test
potency test

safety test

abnormal toxicity test

alum precipitated tetanus toxoid (TX)

sterilized test
chemical test
potency test

safety test

abnormal toxicity test

lyophilized diphtheria antitoxin(FD)

sterilized test
chemical test
pyrogen test
potency test
abnormal toxicity test

lyophilized antivenin : antivenin of A. acutus (FA)

bivalent antivenin of Tr. mucrosquamatus (FH)

bivalent antivenin of B. multcincutus and N. atra
Tr. stegnegeri (FN)

antivenin of D russelli ( (FR)

sterilized test
chemical test
pyrogen test
potency test
abnormal toxicity test

_61¥
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Products (manufacturer)

HASEL 4T T BCG vaccine (CDC)

ZERLEE Cholera  (CDO)

W B {4 B %6 2 7% Tetanus toxoid (CDC, ADI)

W [ MR AR Oy %8 3535 Diphtheria-Tetanus toxoid (CDC)

W 1 M TR 5 L 17 1 R O G DWPT (Aventis)

DTaP "fbiubf

BE#S DTaP  (Aventis)

B [nfanrix (GSK)

#ifEE (Boostrix) (GSK)

M4 3% (Pediacel) DTaP-IPV-Hib-HB (Aventis)

"FEE T DPT /NG BRI 52 E DTwP-1PV (Aventis)

WS O —#F i (Infanrix-1PVHHiID) (GSK)

WSS —& s (Infanrix-1PVHHib+HBY) (GSK)

HEXAVAC /<& —¥& i (Aventis)

B R (i PR FR B S Y PR (B H) Hib (MSD)

B U HE [ MR AR S A R T (L) Hib  (Aventis)

B R I R E R E A S e R (@A Hib (GSK)

B Rwg M FR B R RS O YEREE (B4%)  Hib (Wyeth)

ZAEPER R R nul tivalent pneumococcus (MSD, Aventis)

L LE A YEVEI& % multi- conjugated pneumococcus (Wyeth)

HR T B HFAZEH Recombinant Hepatitis B (GSK, MSD)

AJEAL AT 9% B Inactived Hepatitis A vaccine (MSD, GSK)

o (AR R B RIFFRIE S ) Twinrix  (GSK)

H AR R JE (ADD)
[ 1B aR, S o AR JE (same final bulk, ADI)

1 AR /s 2 FRE S T oral polio (GSK, Aventis)

RIEAL/NE RS Inactived polio ( Aventis, GSK)

RIS Meales (Aventis, MSD)

%60 FRIZ #F 1 Rubella (Aventis, MSD)

B AR JSFE 1 Mump  (Aventis, MSD)

RS IR R ER RS EGZE MMR (GSK, MSD)

KIGEEE Varicella (GSK, MSD)

Fif iR E ¥t Flu (Aventis, GSK, ADI, Wyeth, Chiron)
fig sk A Rota (GSK)

05 1 AR B AR e P v Rota (MSD)

K Typhoid vaccine (Aventis)
R Rabies (Aventis)
BN Yellow fever (Aventis)
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AL B S Albumin (Bayer,Biotest Alpha Therapeuticals, SNBTS,
Aventis Behring GmbH, Aventis Behring LLC, Octapharma, Baxter)
"TIET i E N Biseko(Biotest)

M AE7 52 Plasma Protein Fraction (Baver)

FLRENTESE IMIG (Aventis Behring GmbH)

FIEEREEFEIRITE S IVIG(Biotest)

5, 10 %G ERE MFRIRES [VIG (Bayer)

E iR N ERAFIRT Y AR IVIG (Alpha Therapeuticals)

HERFFTESEI IVIG (Aventis Behring GmbH)

TR N G R AR B AL RIS A TVIG (Aventis Behring LLO)

NBS G R RN 5 % (BLAy, JEN74#) ( Octapharma, Grifols)
" AERET NG G ER AR LRIV E S IVIG (SNBTS)

B RIF % AN fyE ek & 1 Hepatitis B IMIG (Bayer)

VAR B R R PTHEIE B Hepatect (Biotest)

R (55 B N\ S0 ER B Y Tetanus IMIG (Bayer)

SRR A A SRR EREE T Tetanus (Green Cross)

"EE R 500U PTHNAlFEEMAE 4 FEIBA (Baxter)

"I AR E M EES A Tissucol (Baxter)
" I AR T B T (R il Combi-Set (Aventis Behring GmbID)

A s SRR R Freeze-dried Coagulation Factor VIII(Alpha, Baxter, Bayer,
Aventis Behring GmbH, Biotest, SNBT)

VA L RS JUBE I K] £ % G188 Freeze—dried Coagulation Factor XI Complex (Baxter,
Aventis Behring GmbH)

st s S5 JLEEILRl  Freeze-dried Coagulation Factor X1 (SNBTS,Baxter, Alpha)

N IR HERE 787 Fibrinogen (Aventis Behring GmbIH)

M %51 5HE Cytotect (Biotest)

Fbi R IRAN L e ERE 1 Thymoglobulin (Genzyme)

ST MR G PEERE 1 Lymphoglobulin (Genzyme)

R H B e Atgam (Pharmacia & Upjohn)

FIIGTE I ATG-FRESENIUS S (Fresenius AG)

JESIHFIEEEHE Varitect (Biotest)

H1D (Rho) ASsZERE 1 Rho D IMIG (Bayer)

FRIEERE T Rabies IMIG (Baver)

S R EA S Biotest)
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[ll [Il 4.71

piitimtteecE L EifniE Snake anti-venom

et L [EIm{4 Snake anti-venom

NS 2.1 IR( | Snake anti-venom

FINEP1EE Diphtheria Antitoxin

WS EPTEE  Tetanus Antitoxin

WEFAEPIFEE Botulinum Antitoxin

U, £ DD RF

Illl'Tl gl

REREEE (R Botox (Allergan)

HHERE % (BEF2) Dyspot (Ipsen Biopharm Ltd.)

fiEA I 1#F# PPD
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()W Vaccine

Dec 07, 2005 renew
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Dﬂ%

025
ml/yvial

0.5

ml/vial

1 mL/vial

2 ml/vial

3 ml./vial

5 ml./vial

10

HEEH B R AR/ FE L A RFARE
/48 B 7

95

71

30

20

(1 BR /) 52 A R A 7

80

60

24

24

A B/ 5 R B

100

(rmmzeE mowm

80

60

25

25

[z EmsEREERa S S

80

60

30

30

AT B RE

95

80

KRR

80

ek B BUIEMAP B EESHEREE (MSD, GSK,
EA)

90

120, 95,

B RIEMSEBSHEE (MSD, Xk

80, 75

B 35 B 9 L X0 25 SR

120

35

25

BEBOBBSE / BESMEAORESHER
(RAR)

55

26

25

25

B B B R SR

160

100

35

30

RECQRESEEMEEBESEE (GSK,
B, Aventis)

210

160, 200,

80

BNNRIRE ORI A S S AR S%EH

180

REOR. HER. BREE. B RFLRS
gi]

130

B & B R R R 52 R R G 5 RE B

130

VB 35 5 DT 199 LAY B4 15 OB A0 4\ 52 R
BEORBIR B UEMISERESHAR

180

B A 4 R 8

R RH AR

25

it ¢ %

90

AT

120

20

|6R% 452 ] AR 6 LR 75 BB 22 B85 (MISD)

B HTEEFR(5000 1U) / B9 R B8 (4000
1U) 3 &5

30

R RN RS T HM 1500 ERREI(GT

35

g

0.5 mg/amp

1.5 mg/amp

2.5 mg/amp

5.0 mg/amp

50 mL/vial

RSB ENE 0.5 mg/amp

85

40

35

35

LA

24
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(Z) mM#B™W Blood products

o 0.5 1 2 23 5 10 20 50 100 250
mi/viallml/viallmlviallml/vial Lol /vial lml/vial bml/vial iml/viallml/viall mi/vial
AMEBED / AMEEH — = = - - — 117 (7) |14 (4) - |13 (3)
LS FSAAREIRER = = 129 (19)] — |20 (10)]17 (7) = = = =
(RN HAARZIRED - - 30 20)| - - |18 (8) - - . —
[ m A emRES - | - - — s s Gafis ® (14 @ [13 @ [13 G
AR HAARRKRERD = - - — |35 (25)[25 (15)|19 (9) |15 (5) [14 (4) [ 14 (4)
B BFAARERED 100(60)|55 (35)[30 (20)| = |22 (12)| ~— - - - -
R B RERASERES 100(60)| - - = = = = - = -
B EA R RRED — |55 (35)[30 (20)| ~— - - — - - =
VIRMBEA FIRED - - - 125 (18)] = - - - - -
i D (Rho) ARBFHREA 95 (55)|55 (35)| - = = = ~ = = =
FENFEHRE = - = - (20 (10)| = [15 (5) = - -
% FE TR - = = - - |16 (6) |15 (5) 13 (3) - -
R/ ENMEERERGERED TS
= 4 = = 20 10} — - - - -
=
WwHEMFERTHE (BHE /
NERTRKRES / NIFEHR - - == — - - 125 (5) = = ad
AR FLAE)
600,
500 500,
Sl 250 | 250, | 250 |\ [1000| 300 | Lo ‘32‘:{’) 1200 oo
o | 2 3 5 || s00 | s o I/ . LU v/ mg/
- . / u/
pre mbL/vialjmL/vialimL/viall 25 | u/s | 10 Yol 10 T 25 2 i 10 el
mL | mL [ mL ’ mL mL 20, | mL
mL mL 30, 50
ARERE/NBD| B B | 2| Emlemialss] — | - mb | |
HF# (22) | (14)
insiiias I = = - A ] - 17(n| = [16(6) ol 19(9)[16 (6)[18 (8)] —
HrEcE# (1 (15)
AMEEESR - - = — - - - = = o — — - — |18 (8)
SREENELE
- - - - -1 -1- - = - 18® - | -1 -
_:F
NEHFEMES B B B N B B 2] B N N B B B
k) (10)
lezEnrmE |eown] - [0 - | - -1 -1-|-|-|-|-|-|-]-
HEEERSE |3202)22(12) — 18(8)| — = - = = = - - = = =




(=) Hftt Others

- 100 500 0.5 ) _ , ) 10 20
e 1 mL/vial | 2 mL/vial | 3 mLAvial | 5 ml./vial
units/vial L units/vial | ml/vial ml/vial | ml/vial
EEERR o - - 40 — 30 25 -
<82 AR R RN 5
29 (9) = = = = - - = -
=
BEEF R E S 500 BIfT = 26 (16) - - - = — = =

P4aC -

— BEEXE: R MTERGELERVRSBRRELAVENEEENHERESR, .

=, BRHFEE RS, Rk —Hk. (FRRFIIZIMIEEER—(IREE BAOEEBREIR

RE)

M, FPE AR ZRE, mARRE, SLUIRRERRBRES 2mReBEER i mEB@Es®A O Pir.

. EREOLEEA HCV RNAPCR B85, RISHEEES SmL.



&5

BEICE T 2EYRAIDRE

Application for testing by manufacturer

v
Work assignment by sec chief

—® Fee payment inform
v

Cold-chain and/or manufacturing record inspecting,
products sampling and quarantining

Check the docuthents filed in
—— Request the indispensable
documents

v
Testing (or data reviewing))

l

Unqualified (~&18)

Complete testing (or reviewing) — 5 Inform DOH,
manufacturer and local

health authority

B1&(Qualified)

v
(Issue the Certificate to manufacturer and (Retreat or destroy the
unqualified biologicals
the copy to DOH) under the supervision of local
health authority)

Stick the sealing slip on the individual vial



6. 1 RKRTT

1. & - AR
L. 1 iEEREL

A v FRTHMEE@REEE 23 8 (Law
of the republic of the Indonesia, No. 23 of
1992, Regarding Health), 3EIjL 39-43 &
(Part 11: Securing Pharmacy Materials and
Health Instruments),

1.2 Frekekns

[E REMLELHEHT (National Agency of
Drug and Food Contral. NADFC)

L3 ARFARFIOMEER (K1,28H)

Uy Fr o BREEA—H—{IBio Farma |
f, mERH : ENTIIRB L TELT, F
—APZUT., PP, FILR, HE, ¥
FrL@ALTHD,

2. FE - KB O EKIR

=L
3. EERE (1)

3.1 {EHRHL

JEHFE39—43% (Part 11: Securing
Pharmacy Materials and Health Instruments,
Article 39—43), FIRIZ2WTIZE S
(Decree) THESN TV S
3.2 PrEEME

[#7 EEEL A5 EHT (National Agency of
Drug and Food Control, NQCLDF) * #i 5 &
3.3 AR ORAERK

IS0 1702543 (7 7 F )

3.4 BE (BEEL)

SLP & HEF AR, Bt dlo i
9. BEECE (Bio Farma 705 SLP & COP)
DA, FMERER & LEERRT — ¥ & H it
BY2., WIRROBIHETS
3.5 fiE (RH)

DTP LED 7 FrORRBRIEBIIX3IE2S
i
3.6 REOHEE

EFEAIZBRELUZREZOWT, HERR
i 10%, HEEMRLHFERBIILREDL
32w b2 T, RUADZF Ef
27 D second reading {22V T 100%ERK T 5,
3.7T REMDMEH L ¥

VY FrOREGBERERIIRAEBH
3.8 MEMDKEmMY, #BHFE

Bio Farma THRE N2 77 F it

“FENC Y EICNETFEOT 2 F Y
A b &NQCLDFiZ#2H T 5

-NQCLDFiZ, #HERNIZ U R b b BWefE S
W10 DRAI A RERH & L TGRIRT S

—Hi F BT L YBio FharmalZ HH7s 7 €Y
Ml GERRERAKRERS (2o y b2
HEHD 0t %)

“HEEBERC L > THRER OBk L
t=l—aoy b7 a baL%ENQCLDFIZRHT
%)

3.9 FRIETFHS LB KRR
AR
3.10 BREDMAE AGE
EL., HEMNLHBKTHIEELERL
[[] A ¥ — 2L (Pharmaceutical Inspection
Cooperation Scheme, PIC/S) ~M&BMA
CIRS
4. GMPE %2
4.1 FTEERERY

— R ES I HITIC K - THEM

LA - NADFC & #15TTIC X » TEM
4.2 HEOKE (EH., REMYLHH)

Bio Farma {Zxf L Cid. & 3 [E]GMP £ #
179 (WHO 226 RIEIZE D), E7-, 2%

(2 WHO o EZMMBHN (B, 54).

__69,,



EBERFIT OV TNADFC & 2FH1T D,
WHO J2 TR NADFC X, Bio Farma THLEXR
- EBEBERER T DT 7 F o (BCG ZFRS) (D
DWTHARATIC X FETHMEIT .

(pre—qualified vaccines : DT, DTP,

HepatitisB filled in Uniject, 0PV,
TT. TT filled in Uniject, Measles,
Measles (20 doses) @8 fhH
5. (R dh

HAEF
6. REEIF S, BIEAER
6.1 PrEEssd

T=H2Y 7 - FMER (National
Committee for Monitoring and
Evaluation), ZDZBRITMIZOMMT
fRHEE KEEIZ & » THEAr &7z \NADFC, CDC,
NREES, EME. BEREOERHRONE
THERIN TS,
6.2 INE « FHHES

FHAICBERDOZR A H Y, 24 KA
TRIRIGHEBRZE, BICERET H5HEL
NEFINTND
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LOT RELEASE PROCEDURE FOR VACCINES PRODUCED BY BIOFARMA AND SUPPLIED TO
UN AGENCIES

List of vaccines that will be produced
in a year submitted by Bio Farma
to NQCLDF
at the beginning of the year

NQCLDF will choose the batches that
will be tested (at least 10%) from the list
randomly

v

Vaccine produced by Bio Farma
(Samples for all batches will be taken by
Regional Office in Bandung with a
number of samples depend on
items/parameters of testing

Summary protocol and samples
taken by Regional Office will be
submitted to NQCLDF

@ceduﬁ: in NQCLDF




®l1., A FRVT7  AREESL (HES L UCBARNA)

Vaccine for human use

No Products Local Imported
1. BCG Vaccine o

2. Measles Vaccine o

3. DTwP vaccine o

4. DTaP vaccine o}
5. TT Vaccine 0

6. Hepatitis B Vaccine 0 0
7. Polio Vaccine ) o

8. Monovalent Oral Polio Tipe 1 o]

9. DT Vaccine o

10. | DTP-HB Vaccine o o]
11. | DTP-Hib Vaccine o]
12. | Hepatitis A Vaccine o
13. | Influenza Vaccine o
14. | Meningococcal Polysaccharide Vaccine o
15. | Measles Mumps Rubella Vaccine o
16. | Haemophilus Influenza Type B Vaccine o
17. | Hepatitis A + Hepatitis B Vaccine o
18. | Yellow Fever Vaccine o
19. | Varicella Vaccine o
20. | Pneumococcal Vaccine o
21. | Typhoid Vaccine o)
22. | Monovalent Bulk of Polio type 1,2 & 3 o

23. | Purified Bulk of Diphtheria o

24. | Bulk of Tetanus o)

25 | Purified Bulk of Pertussis o

Blood products

No Products Local Imported

1. Human Albumin o)
2 Human Normal Immunoglobulin o
3. Human Tetanus Immunoglobulin o]
- Human Anti-Hepatitis B Immunoglobulin o)
5 Factor of Combination and Single of o

Agglutination Blood ( Factor 11, VII, VIII, IX,
X, XIID)
6. Serum o




Ko A FRIT  RKBRALE
LIST OF REGISTERED VACCINES

Products

Manufacturer

=R~ "R e R e N

L Lo M) d ) W W W R KR RN R R R R R = o o e et ot ot
PURA N B W =S OB ARAE DN —O 00 dO & — o

39

iy
<

ACT Hib, Injeksi 10 mg (Hib)

Avaxim 80, injeksi (Hepatitis A)

Avaxim adult, injeksi 160 iu (Hepatitis A)

DTP - HB 10, injeksi

DTP - HB 5, injeksi

Engerix B , injeksi (Hepatitis B)

Euvax B, injeksi (Hepatitis B)

Fluarix cairan injeksi (virus influenza)

Havrix , injeksi (Hepatitis A)

HB Vax 11 (Hepatitis B)

Hiberix , injeksi (Hib)

Infanrix, injeksi (DTaP)

Mencevax AC , injeksi (meningococcal polysaccharide)
Mencevax ACWY, injeksi (meningococcal polysaccharide)
Meningococcal Polysacharide AC vaccine, Injeksi
MMR I, injeksi

Okavax (varicella virus)

Pneumo 23, Injeksi (polysaccharide 23 serotype)

Ped Vax (Hib)

Rouvax , injeksi 1000 CCID (live attenuated measles virus)
Tetract HIB serbuk injeksi (DTwP — Hib)

Thypim VI Injeksi (salmonella typhi)

Trimovax Merieux serbuk injeksi (MMR)

Tritanrix — HB , injeksi (DTwP — HB)

Tripacel, injeksi (DTaP)

Twinrix , injeksi (Hepatitis A + Hepatitis B)

Vaksin BCG kering injeksi

Vaksin campak kering 1000 CCID

Vaksin Hepatitis B anak

Vaksin Hepatitis B Dewasa

Vaksin Jerap DT cairan injeksi

Vaksin Jerap DTP cairan injeksi

Vaksin Jerap Tetanus, injeksi

Vaksin Polio Oral Trivalen

Vaksin Rabies Kering (Otak mencit)

Vaqta cairan injeksi 25 iu (Hepatitis A)

Vagqta cairan injeksi 50 iu

Varicella KGCC serbuk injeksi

Vaxigrip Injeksi (virus influenza)

Yellow fever vaksin (live attenuated yellow fever virus)

AventisPasteur, Perancis
AventisPasteur, Perancis
AventisPasteur, Perancis
PT. BioFarma

PT. BioFarma

SKB, Belgia

LG. Chemical, Korea
SKB, Belgia

SKB, Belgia

MSD, USA

SKB, Belgia

SKB, Belgia

SKB, Belgia

SKB, Belgia

Aventis Pasteur
MSD, USA

Biken, Jepang
Aventis Pasteur
MSD, USA

Aventis Pasteur

SKB, Belgia

Aventis Pasteur
Aventis Pasteur
SKB, Belgia
Connaught Lab, USA
SKB, Belgia

PT. BioFarma

PT. BioFarma

PT. BioFarma/KGCC
PT. BioFarma/KGCC
PT. BioFarma

PT. BioFarma

PT. BioFarma

PT. BioFarma

PT. BioFarma

MSD, USA

MSD, USA

KGCC, Korea
Aventis Pasteur
Connaught Lab, USA
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3. AVFFVT - RERBEE (DTPBXTHEZY 7 F )

ITEMS/PARAMETERS OF TESTING

VACCINE PARAMETER OF TESTING
DTP APPEARANCE TEST
(ADSORBED) RESUSPENTION TIME TEST

POTENCY OF DIFTERI

POTENCY OF PERTUSSIS

POTENCY OF TETANUS

ABNORMAL TOXICITY

SPECIFIC TOXICITY OF DIFTERI-TETANUS
SPECIFIC TOXICITY OF PERTUSSIS (MWGT)
STERILITY

pH

ALUMINIUM CONTENT

FREE FORMALDEHYDE

THIMEROSAL CONTENT

MEASLES APPEARANCE TEST
IDENTITY

pH

POTENCY

STABILITY

STERILITY
ABNORMAL TOXICITY

Legal provision to perform lot release :

1. Health Regulations

2. The Decree of Head National Agency of Drug and Food Control (NADFC) regarding Criteria and
Management of Drug Registration

3. The Decree of Head of National Agency of Drug ang Food Control (NADFC) No HK.
00.06.331.3.1655 dated 27 September 2004 regarding Standard Operating Procedure (SOP) of Lot
Release for human vaccines and distributed letter for pharmaceutical industries and vaccine
distributors No : PO.01.01.3.1464 regarding Lot Release certificate.




4. A FRLT DI FOBEEE (2005 F)

NUMBER OF VACCINES TESTED AND RELEASED 2005

NUMBER OF TESTED NUMBER OF
NO. | NAME OF VACCINES CERTIFICATE
PT. BIO FARMA PROVINCIAL OF RELEASE
1. | Polio 19 27 109
2. |'TT 10 1 63
3. | Measles 7 7 83
4. | Dried BCG 15 1 154
5. | DTP 11 14 27
6. | DTP-HB 7 - -
7. | Hepatitis B 14 1 112
8§ | DT 1 - 9
9. | MOPV 5 - 16
10. | Rabies - 2 -
11. | Tetanus Bulk 1 - 13
12. | Diphtheria Bulk - - 7
13. | Hepatitis B Bulk - - 2
14. | Polio Bulk 2 - 28
15. | Measles Bulk - - 4
16. | Pertussis Bulk 2 - 12
17. | NVT 36 - -
18. | Tetanus Toxoid Liquid 1 - -
TOTAL 131 53 639

PROVINCIAL it, #H5FIc Lk 540 T, WERTEICHY,
PT. BIO FARMA 25 [EZF &



