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BIOVALYS

WILNINN LUANTE VU NIINWURIUAT 10260
Tel : 02-361-8116 Fax : 02-361-8106

E-mail : order@biovalys.com
wutszandadi#unidans 0105553022311
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- DESCRIPTION QUANTITY UNIT PRICE
/ACCINE (Box of 1@ 25 BOX 210.00 5,250.060
Lot: 1PS3 AaN11Y 0430620 Exp:30/00/23
= : #r1uan .00
fia an uniu
E.&OE. DISCOUNT
| ImyamauA /usnsnauny 4,906.54
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Copy nuuaiver : 0%

gﬁ No. : 0850/CoA/X 1172020
Sy Sertifikat Analisa h
””? Certificate of Analysis
; ?
@ g4 e i 7 v No. Batch : 0430620
Name Of Product Adsorbed Td Vaccine Batch no.
Jumiah Produksi © 74,550 ampoules Kemasan . Ampoule , 0.5 mL/ | dose
Batch size Presentation
. » - s ; Kadaluwarsa : September 2023
Penyimpanan 1#2sd +8°C Jangan dibekukan F.,Tpira tion date
Storage +2t0+8°C Do not freeze
Tangeal Pengisian ~ : October 12,2020
Date of filling
Pengujian Persyaratan Hasil
Test Items Requirements Resalts

Tampilan Suspensi putih Lulus uji

Appearance Whitish suspension Pass ]
Isi dalam wadah Lulus uji

Volume in container 0.65%0.05 mL Pass

Ideatitas Flokulasi dengan antiserum T dan D Lulus uji

Hdentity Floceulation with T & D antiserum Pass

Sterilitas Tidak ada pertumbuhan mikroba Lulus uji

Sterility No evidence of microbial growth Pass

Toksisitas abnormal Hewan tidak menunjukkan gejala toksisitas abnormal dan tidak | Lulus uji

Abnormal Toxicity ada hewan yang mati selama masa pengamatan; Berat badan | Pass

hewan uji tidak berkurang pada akhir waktu pengamatan
dibandingkan pada waktu penyuntikan.

No significant signs of toxicity and no animal death during
observation period ;. No animal weight loss at the end of
observation compared with that of injection time

Potensi*) Shall not be less than 40 U per single human dose. The limits of
Potency Tetanus the 95% confidence intervals of the estimated potency shall be | 8690 (61.97 - 120.76) [Usshd
within 50-200% of the estimated potency unless the lower limit of
the 95% confidence interval of the estimated potency is greater than
401U per single human dose

Less than 30IU per single human dose and the lower limit

Diphtheria confidence interval (=0.95%) of the potency is not less than 21U | .11 (240 - 6.78) [Uishd
per single human dose
Adsorpsi
Adsorption Diphtheria 275 % 82.77 %
Tetanus 45 % 63.26 %
pH 6.0-7.0 6.72
Kadar Aluminium - 0.304 mg/shd
Aluminwm content < 1.25 mg/shd
Formaldehida bebas™) o : 0.000024 %
Free Formaldehyde < 0.02%
Kadar Thimerosal*) 0.0085%- 0.0115% 0.0102 %
Thimerosal content
Osmolalitas - 282.0 mOsnvkgli 0
Osmolality
Kadar Endotoksin - 0.48 EU/shd
Endotoxin
Kesimpulan : Memenuhi Persyaratan Date of Approval : %&v\b@f Q.%,Q_Q;),o

Conclusion  Fulfill The Requirements

For Head of Quality Assurance Operational
J 2!2& . E&’

Asri Percekawati

Reference : WHO Expert Committee on Biological Standardization, 63 report, WHO TRS 980, Geneva, 2014
; British Pharmacopoeia, 2001 ‘
*)Tests are performed on final bulk

PT. BIO FARMA (Persero)

Ji. Pgsteur‘No. 28, Bandung 40161, Indonesia, P.O. Box 1136, Telp. 022-2033755, Fax. 022 2041306
e-mail : mail@biofarma.co.id - http : /iwww.biofarma.co.id
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mg./ml. in 2 ml

Uszwelne)

311

95 | Digoxin oral sol. 0.05 Taidl
mg./ml. in 60 ml

96 | Digoxin tab. 0.25 mg. Taidl

97 | Dimenhydrinate inj. 50 Taid]
mg./ml.

98 | Dimenhydrinate tab. | W§wm 9l.uuu W13
50 mg. 11 9709

99 | Diosmin + Herperidine | U3t g6
tab. 500 mg el

100 | Diphtheria +Tetanus PT Bio Pharma
vaccine 0.5 ml/amp (|
Dt) 5 ml 10 dose

101 | Diphtheria +Tetanus PT Bio Pharma
vaccine 0.5 ml/amp (
Dt) 1 dose

102 | Dipotassium USEN @uunwne
clorazepate cap. 5 WY 9110
mg.(Tngoongvs 4)

103 | Dobutamine nan.Agylay
hydrochloride inj. 250 | W133n%
me.

104 | Domperidon tab. 10 | US®¥w alad s
mg. 11 A

105 | Domperidone susp. 1 | U8V Wamsuau
mg./ml.in 30 ml 3110

106 | Dopamine Taidl

Dimenhydrin
ate Tab

Adsorbed Td
Vaccine

0.17 1 tab
85.00 1 tab
11,0180 | 1 | amp
0
210.00 1 | amp
58.85 1 cap
135.00 1 | amp
44.00 1 tab
5.15 30 | ml

0.15 | 101313000003850120381078
2.35 | 203050300028326120381187
105.00 | 210060170017304210182781
24.00 | 210060170017304210182781
0.60 | 104337000003521120181252
140.00 | 100395000000820110181175
0.18 | 101314190003620120381099
5.15 | 101314000000531430481144
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