BYN BUO - HU3IMB EOOA

1504 Cothun, 6yn. Anko Cakbaos 26 1504
daxkc: **359 2 943 34 55

TenedoH Ynpasuten:

**359 2 944 61 91

e-mail: bulbio@bulbic.com

CERTIFICATE
Ne 57 / 12.05.2017

For Quality Control of BCG Vaccine

Freeze-dried
1. Name and Address of manufacturer:

'BB-NCIPD Ltd.

Sofia, 26 Yanko Sakazov bivd.
Fax: **359 2 943 34 55
Telephone General Manager:
**359 2 944 61 91

e-mail: bulbio@bulbio.com

N

B8 - NCIPD Ltd
26, Yanko Sakazov, .
Sofia, Bulgaria

2. Lot number and size of the Lot: 295-2 900 a
3. Date of manufacture of the lot: February 201&
4. Containers: Vacuum eSicontaining
1 { 20 Infant
= 5. Appearance/ color
- freeze-dried vaccine d @ { whitish color
- reconstituted vaccine ogerious, slightly pale
nsion
6. ldentity test (stained smears, \
growth on Lowenstein-Jensen): 0 Approved
7. Test for absence of conta
microorganisms (WHO): Approved
8.
Approved
9. 0.397 Approved
10. Test for
A rmination: WHO/TB/Techn.Guide/77.9
Six
22.03.2017
45x10°/ ml
1 t for thermostability: 24.44 % Approved
2
\ -Moisture content /Not more than 3,0 per cent/ 0.011 %
{Loss on drying/ Date of performing the test 22.02.2017
13.Vacuum test: Approved
. 14. Expiry date: February 2020

15. Storage temperature

Head of Quality Control Departiment:

Date of issue: 12.05.2017

from +2°Cto+8°C

{J. Cen





