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Biovalys Co., Ltd.
23 Sol Udomsuk 37, Sukhumvit 103 Road,
Bangiak, Prakancng, Bangkok 10260, Thailand

gﬁ@g/ﬁiyﬁ Tel. (66)2 361 8116 Fax {66)2 361 8106

www . biovalys.com
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CDSD101 | SPEEDA (Rabies vaccine) Box of 1 dose 200 Boxes 260.00 52,000.00
TPU Code: 670576, GPU Code: 862174
BFTD101 | ADSORBED Td VACCINE 40 Boxes 240.00 9,600.00
(Tetanus toxeid and reduced diphtheria toxoid vaccine)
Box of 10 ampoules (1 dose per ampoule)

TPU Code; 863788 , GPU Code; 979178
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cDSD 101 SPEEDA (Rabies vaccine) Box of 1 204 BOX
dose
Lot: H132 mEMYY 201911394 Exp:31/10/22
BETD1@1 ADSORBED Td VACCINE (Box of 1@ 4@ BOX

ampoules)
Lot: 1P45 @adyl 0430220 Exp:S@I@f&S

260,60 52 ,009.60

240.00

9,600.00
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'SFDA Clearance No.: 20201152

QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS

LIAONING CHENG DA BIOTECHNOLOGY CO., LTD,, CHINA

Test Report No.: D-2019354

Product: SPEEDA (RABIES VACCINE FOR HUMAN USE (VERO CELL),
FREEZE DRIED > 2.5 [U/Dose)

Batch Ne.: 201911394
Mfg. Date: Nov. 2019

Check out Date: 29 Apr. 2020

Exp. Date: Qct. 2022
Determined as per specifications of the current Pharmacopoeia of the People’s Republic

of China, WHO Requirements and British Pharmacopoeia

S. no _ TESTS STANDARDS RESULTS
Appearance before . . o .
L. Reconstitution | The vaccine looks like a white crisp cake | Complies
Appearance after - . .
2. o
| Reconstitution Clear liquid free of foreign matter Complies
3. Identification The vaccine shoulfi be shown to contain Complies
the rabies virus antigen
4. pH 7.2 -8.0 74
5. Sterility Test Should be sterile Sterile
Water Content o 0
6. (Moisture) £3.0% wiw 0.6% wiw
All  animals  should survive the
7. Abnormal Toxicity observation period with body weights | Complies
increasing ' )
8. Bacterial Endotoxin < 25 EU/dose < 25 EUfdose
9. *Total Protein Content < 80 yug/dose 74 pg/dose
Residual Bovine Serum
L0. Albumin Content < 50 ng/dose 7 ng/dose
Residual DNA Content
L. of Vero Cell <100 pg/dose <100 pg/dose
d ok « 4 . s s .
12. _{\bsence of Living Nf’ mice shall die dt}nng the test period Compties
Virus with symptoms of rabies
> 2.5 U/dose
- (Confidence Limits (P=0.95) are not less |.>:0, [/dose
13. | Potency Test o (5.8 [U/dose,
than 25% and not more than 400% of the | X2 o
. ) 43.1%-246.6%)
estimated potency) . 1
> 2.5 IU/dose .
4, Thermostability Test at | (Confidence Limits (P=0.95) are not less ?439 llgﬁziz
© | 37°C for 4 weeks than 25% and not more than 400% of the | }, %, "
) | 34.7%-306.1%)
estimated potency)
The sum of the response of the group of "
13. | Pyrogens three rabbits should not exceed 1.15 C Complies
16. | Osmolality 320 — 440 mOsmal/kg 387 mOsmol/kg

“Note: Add Human Serum Albumin when formulation. The TP is tested after purification but not in

finished product. The absence of living vitus is tested after {nactivation but not in finished product.

o DBl s
Conclusion: The sample referred to above is of standard quality \_‘pg}:\\ eblx(‘]éc{ﬁ% 2

h

ANALYSED BY /Iﬂ(fyj_ CHECKED BY '@é &




Copy number : 03

N, : 0371CoAIVIT2020

Sertifikat: Analisa
Cettificate of Analysis |

¢ 0430220

‘Ampoule,QS mL./ | doge

Tangial Penpisian:  Apcil 07,2020
Dateof filling:
Persyﬂrafaar " Hasil
. chmremeﬂfs . . Resulls
- o CLulus i
Piys
Larlus:
-Pass’
Lillus i
-Pass
1 Ladisuji
Pass.
idaks Lulus uji
Nb evidfente of microbial: growt)‘r Pass
' chm'ﬁdak menunjukkanzgeja]a tukmsdas abnormni dan tidake | -Lalis i
ada ] elami ‘migsa pengaimitan:; Beral baddn, Pasi
iy [i’dak. berlcumng pada akhu' wakli' pEngamatan ’
N § animaf degt during
bser foss* at e’ end of
. s ;compared wuh .U':af of ijection iz
’ ‘l’alz‘ensg‘) .. Shall naf'be less. than 40 1t persingle vt dose: The hmrts of . :
: _P?(e,ng:y . Tetanus the 9 rfidence intérvals of the éstimatéd potenty shall be | 101.96' (74.94— 145,19} [Lifshd
: within 00% of the estrma:ed po[eucy unless the lower lumt of
the 95% confideniie interval of the estimated’ polency is greater
than 401U per single-human dose
Di i\ﬁ L Less than JOIY per single huinan dose and the lower [imit )
tphtiena confidence interval (p=0.9324) of the potency u'not less than 24U | 3.82(2.13 —6.33) tW/shd
pek single humion dose ]
Adsorpsi’
| Adséiption Diphtheiia - 0.1 %
Tetanus I~ 6390 %
_piL 6.0-76 6.84,
‘Kiddar Alaminum N . 0.3 16 mig/shd
A!ummun‘:lzlanlem S 123 wg/ shd PG
" - Fommidldehida.bebas® ‘ 0.000018 %
e Borrdldehyde. ) £ 0:02 % T
Kadar'['hxmemsal") 't 0:0085%-0.0115% 0.0102 %
 Thimerogal costent .
Osriidlatifag: 285.0 mOsmvkgHiO
Csinolaling
Radar. Endotoksin . 11,96 El/shd
Endotoxin

Kesimpulan : . Memenuhi Persyaratan
Concluslon 'Fulfill The Requirements

Poppy Patricia, M.Si.

Refererice : WHO Expert Commiltee on Biological Standardization, 3% teporf, WHO TRS 980, Geneva 2014
Buitish Phannacopoeia, 2001
*JTests are perfarmed on final bulk

PT. BIO FARMA (Persero)

JI. Pasteur No. 28, Bandung 40161, Indonesia, P.O. Box 1136, Taip. 022- 2033755, Fax. 022 20413086
e-mail ; ma:i@buofarma co.id - hitp : fiwww.biofarma.co.id

fssuod derd : Sl 13, 2020 ot 4307 20 Pages a2
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