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1.0 OBJECTIVE:
The objective of this Report is to document efforts carried out for the
suitability of method used for quantitative enumeration of Total aerobic
microbial count and Total yeast and mold count and the recovery method

used for detection of Specified microorganisms as per Ph. Eur,USP and JP
harmonized method.

2.0 PURPOSE
The Validity of result for microbial enumeration test and test for specified
microorganisms depends largely on adequacy of demonstration that the test
specimens to which they are applied do not of themselves inhibit the
multiplication of microorganism, under test conditions. The inhibition can be
neutralized by addition of neutralizing agents or by using higher dilution
factor. The purpose of this study is to validate method for quantitative
enumeration of mesophillic Bacteria and fungi and recovery method for
detection of Specified Microorganisms as per Ph. Eur, USP and JP

harmonized method

3.0 SCOPE:
The scope of this report is limited to the suitability of method for microbial
enumeration test and test for specified microorganism for
Product/Material Name: Sofosbuvir and Velpatasvir Film-coated
Tablets 400mg/100mg.
Batch No: 2012394.
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4. 0EXPERIMENTAL PLAN
4.1 Media Preparation:

4 .1.1Record the Load No. of Media used during validation activity in following table:

Sr. No. Media Load No/Validity
1. Soyabean Casein Digest Medium (SCDM) zz;&\ };3\”\:{\‘2
Y Soy.ab'ean Casein Digest Medium w/Tween 80 and o B

Lecithin ( SCDM + TS)
3. Soyabean Casein Digest Agar (SCDA) Gsha J 2N

- 4, Sabouraud Chloramphenicol Agar (SCA) ~A
5. Sabouraud dextrose agar (SDA) sshe |ruinl
6. Enterobacteria Enrichment Broth Mossel (EEB) sugb| = \nwC
7. Violet Red Bile Glucose Agar (VRBGA) MPLULY\ tmench 220 %
8. MacConkey Broth (MB) 65 al zsAn\ ¢
9. MacConkey Agar (MA) mpL1g | np 2003
10. Peptone Water (PW) Czq b] 2\ el
11. F;&g?port Vassiliadis Salmonella Enrichment Broth Lomaed) Marth 201
12. Xylose Lysine Deoxycholate Agar (XLDA) mprLadq | Nov e
ISE Triple-Sugar-Iron Agar (TSl) é31c¢ | 22Inlk
14. Cetrimide Agar (CA) myLaee | munch 201 F
15. Mannitol Salt Agar (MSA) MIL R D) Murth 2613

" 4.2 Preparation of Test Strains:

4.2 1Record the inoculum details used in the validation activity in following table:

Sr. No. of
No | Micro-organism Type Lot No/ Validity Organism
per vial
ANaiss 12506\ VF [ 1)5g0 0 civ
1. | Staphylococcus aureus | 1CTC \ON&E @ ashh VA 3iesn crioo by
2 Pseuqomonas NCTC LA LA B >3 \\Sleqrd 33},1.0#‘,
aeruginosa B asw>  \ilesnd €19 clv
3. | Bacillus subtilis feAT Yo hoo B33 \n\eg)1? N2 e oo
4. | Candida albicans AT R B3220 \ 1664V F  [g930 .ok
5. | Aspergillus brasiliensis | (0% 2% S 8333313 ) oq 12V F 233¢ . © u(fv
6. | Escherichia coli AR B354 1ehrorie  |enans che
| 7. | Salmonella abony pom Sogo B3s€3  hieelig 300 cfv

MLLNSK-SOP-QC-GEN-0049 A03-02-08-16
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4.3 Microbiological Examination of Non-sterile products: Microbial Enumeration Tests:

4.3.1 Preparation of Samples:
Prepare all the samples as per protocol MLN/QC/MMVP/03

*Pretreatment of Sample:

O

POSITIVE PRODUCT

NEGATIVE NEGATIVE POSITIVE CONTROL
PRODUCT CONTROL CONTROL
CONTROL
(NPC) (PPC) (NC) (PC)
T semPe [ sam®e (ppe-AY 30 |00 vi S 100 i Sepm +(peAD
+90 w Seom | wnesedm + blobaud CRC-AY nobadd  conbeunINA
Cyope—h V) (g,n)ra)n/ﬂj 10, oo chv T 0,0 chr o

of Y& Snroud

gy LKoo

codded ety

(hdded  Ipdiiduaty)

Weq 94 sampfe A

B~5be’"?i5 { Soso - qodki

B-subs ( sosoqoc ™)

t A1 B0

Pawmgmesa yabe )

(PP C-AiNR))

.00 § Samfle ¥ (DM P A
paemiipota ¢ oo SV C.amvALs ¢ S263 63 )
(ppc-AiP AL COE-n SR

neoq 4 comfic + ¢ adiams ¢ HerP W)
8. e € $2C%.673 ) (P('A‘\‘-CQD

(PPCAt SR A brasiNonss €(3189:01C]
Nog § gempPe -+ (PP OB

¢ akptang (L0121 ¢ )

cpveAite M

24 campe +

A-haxiiiensis ( 3q 89 -oq k)

(ppe A1 BB D

[EE————

—n -

B

_ “01‘1‘5
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N

Prepared By:% oA
Date: A

Checked By:@

Date:

TR reig

MLLNSK-SOP-QC-GEN-0049 A03-02-08-16




4.3.2.1 Total Aerobic Microbial Count:

1 mi of preparation + 15-20 ml of SCDA medium.

Incubate the plates at 30°C to 35°C for 3 to 5 days

Date e W"Sign: é

Incubator No.:twc26% incubation sfarted time:2?% oo

m Report for Suitability of Method for

M Nashik Microbial enumeration Tests and Department | Quality Control
ylan ,Nashi Tests for specified microorganism
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' : Page No. 7 of 22
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4.3.2 Observation:

incubation completed time? °°  Date:=)) 1] \{ Sign: _%f_
Plate | Plate li Mean Observed by _Checked by
Description -

- NPC o o o oﬁ\\\\@ Q&()fb\l'l(»
(B.SPEtiilis) h% s | se j\/\ e [(Ris
(S.zllj:gus) hs < hs owﬁ\/\ W\ V¢ 02\ 6

(P.aeFr,LIJDg?nosa) 24 s ho o?r\ w\ \¢ @0’2;\\'1 ¢
(C.allptfi)c?ans) 36 bl >3 o \V\/\\ \ \¢ oL 6
(A.br:spilﬁansis) 2z Bh El oy \ 1Y ‘ \€ @0’2;\\“@

= © & s ﬁ’ \ \é E o g

PC (B.Subtilis) < c2 o a'\i/\\ 16 @ o c
PC (S.aureus) < I cp <¢ . \ () 1¢ e L
(P.aerzginosa) < | < o111 116 ®0’L wig
(C.alif:ans) S& 62 <9 01?/) W e @O’L t-\¢
(A.braZicliensis) he s h& 'O?T 1\ 14 @O’L tg

4.3.2.2 Total Combined Molds and Yeast Count:

1 ml of preparation + 15-20ml of SDA/&EA medium.
Incubate the plates at 20°C to 25°C for 5 to 7 days.
L4t 1¥ VoA 16
Incubator No.:fec | £~ Incubation started time: Date Sign: 7

Incubation completed timé& ©

Date:03! 1116 Sign: /7}

MLLNSK-SOP-QC-GEN-0049 A03-02-08-16
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Description Plate | Plate Il Mean Opserved by Checked by
NPC / D
W\E
= = B YooY \ oly 1116
PPC +—
(C.albicans) i L3 L6 o2z\n)\é G2\ 6
PPC =
(Abrasiliensis) | * 7 33 30 62\ 1\ 1\¢ Gboa;\\ 16
!
e b o o jo'b\\\\\é @uqv\\'\é
PC N
(C.albicans) 58 60 S% or\ W\ ¢ (_.D(n,.” 1c
PC LS We===
(A.brasiliensis) "l ' h oY n\\¢ C%l—lld ¢

4.3.3 Estimation of Recovery of Number of Viable Microorganisms:

MLLNSK-SOP-QC-GEN-0049 A03-02-08-16

No. of No. of No. of Percent
Name of Colony in Colony in Colony in Recovery =
Organism Dilution Negative Positive Positive (B-A)
product product control (C | --==c-=--- x 100
control (A) control (B) ) C
Total Aerobic Microbial Count
Staphylococcu
s aureus V0 o L8 §¢ £6-FV
(~ere 10F£8 )
Pseudomonas
aeruginosa he 0 Lo s+ 30V,
(e 11924) '
Bacillus
subtilis Ny o Se 60 Q%33 B/
( waad \ULDD) "
Candida }
albicans NO S cE. \o 7.
( NCPF 3D +9) ! g 39 1 S
Aspergillus
brasiliensis (AT 0 19 L8 €¢c. ¢c€ T
( NCpF 2278 )
Total Combined Molds and Yeast Count
Candida
albicans 16 5 L0 sg §61¢ 7
( nepF3179)
Aspergillus
brasiliensis 116 0 %0 L3 6§9 . F€ -1
((nepb223S) | §
Recovery calculated by : Verified by ;
/Zg ] ) |‘ \é @
oy 16 _




11 Report for Suitability of Method for

<= hi Microbial enumeration Tests and Department | Quality Control
Mylan ,Nashik Tests for specified microorganism
Reference Protocol No. MLN/QC/MMVP/03
: , Page No. 9 of 22
Report No. MLN/QC/MMVR/161002.

4.4 Microbiological Examination of Non-sterile Products: Tests For Specified

Microorganisms

4..41 Preparation of Samples:

Prepare all the samples as per protocol MLN/QC/MMVP/03
*Pretreatment of Sample:

> H
NEGATIVE POSITIVE PRODUCT NEGATIVE POSITIVE CONTROL
PRODUCT CONTROL CONTROL
CONTROL
(NPC) (PPC) (NC) (PC)
Noq 9 sampe somple + Jomd SO | yoe ) SO 100 v oopwn CP ¥ )
(VP A 2) corfebn’n]  lvoo chv MM oo chv oF

o a’a’jdxm'jn’)

G anErr

[ Pdiled  fadorguotddy)

(pddad nebviduetdy)

N.eg g semple + Fco (s¥3s ¢ (%)

£ coli (SIS M) Cpe—# 5 ' )

tppc-Ar I E€1) P aeneginesa <<\~ 8k
H»“?’WC"" (PL-F2PH)

paewpmosa (SS) g k)

ottt (Shto Y

Cppi-PrifP)

w(~ﬂ 1‘_&'“2)

Pk g Swnf) € 7

For BT B

$« aunctl 0§ hg 0 M)

Ecoli (S .S

(PPL-Hqat SPL)

cpi-Hr . B

o BYGVB

) aemginose ($s) 8k

o) 4 Sompe +

CpC-Aqiphyd

Ecell  ($33-<cw)

(PPC1LY )
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NEGATIVE POSITIVE PRODUCT NEGATIVE POSITIVE CONTROL

PRODUCT CONTROL CONTROL

CONTROL

(NPC) (PPC) (NC) (PC)

N3 q SamfC

pw,W/ﬁm/m (€5 § U

CPp (A lpha)

Nt 9 Sune -+

N6 g St + g6 w

Voo vl (epasd

oo wV! Shm (pi-A3)

oy Sebmw Sy PPC-AND) A ( NC—A3) + Bobaut - CokeinrS
(M -A D dyobad conAwem g NNT oo (W0t

VI e U oF S abory (B0-° b

frabony (300 /) PERTE

(poe~A3 (A8

\\\
\NQ\
'{_ WA\ \\
\

e,

b

et

Prepared By:/%} ij
Date: /1

Reviewed By: @
Bats: e
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4.4.2 Bile-Tolerant Gram-Negative Bacteria:
4.4.2.1Qualitative Evaluation:

Incubate negative product control, Positive product control, Positive control and negative
control at 20°C to 25°C for 2 to 5 hours.
Incubator No.; B2t \&h '

Incubation details Negative Positive Negative Positive
product control | product control control Control

Incubation started v j \%%j \2etle

date/time y ’FHW\\C\U"-W el 6| 200 ) A LA UL R e

Incubation 4 ‘ % j

completed date/time / 1?(\0\\5"”‘””‘ 2 1o\ Loy Y220 e e | ey

Transfer \o ml of enriched broth to 1¢¢  ml of EE broth.

Incubate at 30°C to 35°C for 24 to 48 hour

Incubator No.: Fwcae

Incubation Negative Positive product Negative Positive
el product control control control control
Incubation ‘

started .«A%m\o\\c\ 3o ,};m \o) )¢ |2300 4j VA 1o) 16 22 10 Z;MM \¢e| 23 %e
date/time

Incubation nN— N— I— Jr—
completed : : ‘ ¥ .
date/time Zﬂ M‘G\ oS g \ \o\ \6\ 1S5 ’lﬁ\\o\ \6\ \WLes ’27\\0\\6! 1 oS

Subculture on plates of VRBGA.
Incubate the plates at 30°C to 35°C for 18 to 24 hours

Incubator No.: tw 167
Incubation details Negative Positive Negative Positive
product control | product control control control
Incubation started | 77 = e —
datel/time 14)ia)e o | 24]erk] 15208 |24 o) s | 29 et Va5
Incubation j e M— Mm— M
completed ) .
date?time )\l I | 12es [30]Vehle | 1238 | Bel1o)ie) 18| Vel | 120

MLLNSK-SOP-QC-GEN-0049 A03-02-08-16
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Observations:

Dilution Observation Observed | Checked
5 DY __ by

Negative product control WO 4row Hh henrene | 16

Positive product Control = n— :

( Escherichia coli) ted @\l po\ 101 ¢ VLNAE

Positive product Control ol & r—

( Pseudomonas aeruginosa) ped e\ 701101 1K @m—\r 18

Positive Control ( b =

Escherichia coli ) Red  colow NV e g

Positive Control ped  chervcs 7"‘/” Cp

( Pseudomonas aeruginosa) . . AR el 2 IR LS

Negative Control NO  dvv D 201100 P o2
I“} ~

4.4.2.2 Quantitative Evaluation :

Sample preparation: Take!:2 | gm sample add into ! ® ° ml of SCDM and inoculate

inoculum containing NMT 2,e¢¢  cfu of E.coli.
Take!" 3h gm sample add into 1 ml of SCDM and inoculate

inoculum containing NMTy, 2o cfu of P.aeruginosa.

Incubate negative product control, Positive product control , Positive control and
negative control at 20°C to 25°C for 2 to 5 hours.

Incubator No.: Fecig4 ;

Incubation Negative Positive product | Negative control Positive

gelgiis product control control Control

Incubation ' " . "
started date ”/f;d’“"“‘" |72 19 Z’Mm&\qg * j”””‘” 6 {2 \D/%N‘\A 1P

Incubation \ ( %-H - e lant
completed date Ao 221 L 1016 22 1) 10116 {22 /.A;%H! 16 |

Procedure: Inoculate quantities of sample equivalent to 0.1g or ml, 0.01 g or ml and
0.001 g or ml in EE broth for E.coli and P.aeruginosa separately.

1) Add_‘? ml or gm quantity of sample equivalent to 0.1g or ml in EEB for E.coli and
P.aeruginosa separately.

I) Add o] ml or gm quantity of sample equivalent to 0.01g or ml in EEB for E.coli and
P.aeruginosa separately.
MLLNSK-SOP-QC-GEN-0049 A03-02-08-16
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Incubate at 30°C to 35°C for 24 to 48 hours.

[11) Adde '\ _ml or gm quantity of sample equivalent to 0.001g or ml in EEB for E.coli
and P.aeruginosa separately.

Incubator No.: &< 263
Incubation Negative Positive product | Negative control Positive
details

product control control control

Incubation j )
started date/time ,:/;L:H\o\\(\"lzloo ) 0/)}4\0\\{'12‘:00 /?:w,\\;\'l/} oo 4 e\ ie\n3 v
Incubation M M W
completed V oo | o . v
date/time 'l‘f\\"'\\é\ ' ZAIIARNIE 1)\ \0\\‘\ " %\\O\\G\ .

Subculture on surface of VRBGA
Incubate the plates at 30°C to 35°C for 18 to 24 hours.

MLLNSK-SOP-QC-GEN-0049 A03-02-08-16

Incubator No.: G289
Incubation Negative Positive product | Negative control Positive
detals product control control control
Incubation o N n— M—
started date/time 'L‘T]\GHC\ 1$:22 [ 29]1e) e \\41%‘5 ’Lﬁ\_\o\\c\ \§2 28 Dl\\o)\e\\f.%
Incubation M— N— M M
leted
gg?;ﬂi(::ee 30\ \e\ \¢ \ \iice | 30\\o) \6‘\ yuree [ 3o\\e\) \c\ \ee 3@\\0\\0\\1@
Observations:
Observation
Result of Each Quantity of product Probable
- Number of
S le details
e O-490r 1 .04 giormi [ 0/001gior mi| Basenarer
mi R i Gram or ml
of Product
Negative product control — - - £L\©
 Positive product Control
( Escherichia coli ) a i B >1e” 1
Positive product Control o3
( Pseudomonas aeruginosa) + i i b
Positive Control A s o 7 o
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( Escherichia coli) + + -+ 7\~

Positive Control [ 3 5 > l1o3

( Pseudomonas aeruginosa)

Negative Control -~ - - Lo
Observed by: 26116 )< Checked by:QLl\‘lG
Remark: Saple Lhos e A AN en

4.4.3 Escherichia coli:

Transfer

VO A

from solution  WP(~P 1, PPty £5 ,Pl"“‘““’ ) e

Incubate Negative product control, Positive product control, Positive control and Negative
control at 30° to 35°C for 18 to 24 hrs.

Incubator No.:

Foci16 s

Incubation details

Negative

product control

Positive

product control

Negative

control

i

Positive

control

date/time

Incubation started

/ZH 17) lﬂ)ui%”

/m 10)ig 20230

/fﬂ W) [2e2 20

/fwt )6 | 20732

Incubation

completed date/time

/M Jwl )¢ 14232

/zz] e | 102

/Lf”ﬁ”f //”'"36

£

/frm?//}/h.no

Shake the container and transfer 1 ml of enriched medium to 100 ml MacConkey Broth

and incubate at 42 to 44°C for 24 to 48 hours. Incubator No.. E<¢c 266 (3
Incubation Negative Positive product | Negative control Positive
details
product control control control

Incubation / f }«

started dateftime |/28])o11¢ list3 /2 [lelle | 162> ot |l Jg [0 [l 1e | 1022
Incublat:og M M— I e

Comp e e “ ' y
_date/time 30 ] o) l¢ o700 |29 |10 s lo3 -4 | 30) ol | :ke | 2q] el |’]i’?'“‘*

Subculture loopful of enriched media on plates of MacConkey agar, incubate at 30 to 35°C

for 18 to 72 hours.

Incubator No.:

bpceed

MLLNSK-SOP-QC-GEN-0049 A03-02-08-16
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Incubation Negative Positive product | Negative control Positive
details
product control control control
Incubation r— I M—
started qo\\o\\g]\zzoo zqhowhgzp,g 30)1016 | 1200 4 \\o\ FRRIS:
date/time
Incubation — o i M
completed . "o ro®
datezime o+ 1N)ie Ines 30| )1k ’W"o 02| H)\” 1205 |30} 1oy Vg | V2t
Observation o ¢ Red Yeed
ve gt | PEIS gt | T
Checked by (O &)
(Em-,-n-l(; G\?’LIHB RIS oz 1§

Test for the presence of Indole:
Transfer the suspected positive colonies to 5 mi of peptone water and incubate at 30-35°C
for 24 hrs.

Incubator No.: Fwenre¢d Incubation start date/time: 172 10e ,_/30, Je116 M=

Incubation completed date/time: 1% $& ! oJ] 1) \é %’

Add 0.5mL of Kovac's reagent to the peptone water tube shake well and allow to stand for
1 minute.

If red color develops in the reagent layer, Indole is present, which indicates the presence
of E. coli.

Sample description Observation Observed by / | Checked
_date by/date
Positive product Control Red Colovk MY feqmuden )l e [_QQ’L‘\\'\C
Positive Control led colomt " e v IKTART 1\2024\‘15
Negative Control N ped cdlowt TS Q/
(Tube containing 5 ml of S ek’ A
s ) Eermaksnvy o1 Vw1 o2 \|'16
Remark: Recuid¢  mMeeds Qm%f%m,m an feviof

4.4.4 Salmonella:

Incubate Negative product control, Positive product control, Positive control and Negative
control at 30° to 35°C for 18 to 24 hrs.
Incubator No.: bwer6vd

MLLNSK-SOP-QC-GEN-0049 A03-02-08-16
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" [ Incubation Negative Positive product | Negative control Positive
details
product control control control
/ ,
Incubation ﬁ .
started date/time Z?H\OHC\”L@%O ‘Zma)\d')ﬂ% Z;;M\o\\G’%lBo/ 4ot 10116]223€
Incubation } ’ % |
Completed 4 Mol 1€ Vb Yo ‘ kL ’ ¢ LY, M’)“ﬂ 4 )L"'}O
complete AR S AL 2 SIS
Transfer 0.1 ml of enriched solutions of all dilutions.to 10 m! of RVS broth.
Incubate at 30°C to 35°C for 18 to 24 hours.
Incubator No.: foenco
Incubation ‘ Negative [ Positive product ‘Negative Positive
details
product control control control control
4 / i
Incubation ﬁ %
Starte,d Aap11e € /,gtzo / ”a)l(‘/ yg1 30 /%;”a)lé( V¢ 3o ;%f]}clh{,‘/r(ﬂff
date/time
Incubation y == M =
completed 24116118138 [2a] 100 16] 10735 [alyelie | ws g [lol e[ 410s
date/time

Subculture the enriched RVS medium on plates of XLDA
Incubate the plates at 30°C to 35°C for 18 to 48 hours.

Incubator No.: Fec26%
Incubation Negative Positive product Negative Positive
details

product control control control control
Incubation M M— M— . M
started 2aNNE) joopy |29V 10018) 15122 | 24V a 116 ) 1528 zq\\o\\é\!sw
date/time '
Incubation % M % M
completed . v Il ‘6 - (o
date'/otime A \ie [13%9e [po\ oV 12 YW | 13:¢7 | Jenrenic] 12tes
Observation NO %YDLVW\ fed colenles NO aﬂ,m red colerie
“Checked by @ P T
P | S0 | 26 | o206 [o2annvié

MLLNSK-SOP-QC-GEN-0049 A03-02-08-16




Report for Suitability of Method for

: hik Microbial enumeration Tests and Department | Quality Control
Mylan ,Nashi Tests for specified microorganism
Reference Protocol No. MLN/QC/MMVP/03
, . ; Page No. 17 of 22
Report No. MLN/QC/MMVR/161002.
Transfer suspected colonies on TSI agar slants.

Incubate at 30°C to 35°C for 18 to 24 hours.

Incubator No.:_ 0165 Incubation start date/time: { »'-©© \ 20\ \o\\G\

Incubation completed date/time: (oo | 1) 11|\ € \ %’

Observation:

Sample description Observation Observed by Checked
/ Date by/date
Positive product Control | Meade But  feramoben V/o” TRLY: f D g2 16
Positive Control Patke Buyy fexmakienN \% ot @07’,,\.\£
Negative Control . Blac bu %/
’ . N Y . > b=
I(Osc}Fr)(iaked with sterile e akion B Wil W& 02-1116
Reamrk: Re o1t Mee  dao fMa neC  emdenma

4.4.5 Pseudomonas aeruginosa:

Transfer  \o »} from solution NPC—A1 , pge—pyt PP, , PrA2ipRr, WA

Incubate Negative product control, Positive product control, Positive control and Negative

control at 30° to 35°C for 18 to 24 hrs. Incubator No:  Bx.2C.265
Incubation Negative Positive product | Negative control Positive
details
product control control control

Incubation /7 / ,
started date/time #2410V 12020 Wiotle |noiae ArHleNe | 26270 fon10116 2012

2
Incubation / /
completed A 2211610 116120 ) 7110114 { WAL (9717 /c jh‘- 3v 129 \a)) ‘ 15:3°

 date/time
Subculture on CA

Incubate at 30°C to 35°C for 18 to 72 hours. Incubator No.: Wﬁ

Incubation Negative Positive product Negative Positive
details

product control control control control

N

Incubation ; / %
SElise w#1)ig | 1513 »g?/aW/ ENLD (TSI Y IESELD /al!(/ 16 3P

date/time g

MLLNSK-SOP-QC-GEN-0049 A03-02-08-16



Report for Suitability of Method for

~= ] Microbial enumeration Tests and Department | Quality Control
Mylan ,Nashik Tests for specified microorganism
Reference Protocol No. MLN/QC/MMVP/03 _
, . Page No. . 18 of 22
Report No. MLN/QC/MMVR/161002.
Incubation M~ | M p— M—
completed "50'\\0\\6‘ ‘ v\\\é\\é\u‘.\s 30\\0\\5( R RWIPARTEN
date/time 11\ 3¢ \y3e
Observations . Creenith colenies Owcenrsh (ol cveked
, , ¢ Y +h
NO ﬁ'V\)‘/M,\ a"‘% )4(/71)5(0""& L /WUV CV‘W:_‘ﬁMWIC'
Checkedby (1 @® O D
a2-\\6 0L\ 6 o2-\116 021116
Transfer suspected colonies from CA to Oxidase Disc.
Observations:

Sample description Observation Observed by | Checked by
Positive product Control purpls cdent furmolen | L oy Y
Positive Control purfle Glows koo | qyie (Bho 1t

q 9(,(/1{/‘(’ MMJL
Negative Control e | ;&rmaM 16 101 521116
Remark: hedutks  meel /;/,ag;)@; nee O kA

4.4.6 Staphylococcus aureus:

Transfer 1o ] from solution _ }~p¢ 7+, NP LRL Pl B M
Incubate Negative product control, Positive product control, Positive control and Negative
control at 30° to 35°C for 18 to 24 hrs. Incubator No.: Fwwency
Incubation Negative Positive product | Negative control Positive
details
product control control control
Incubation /
started date/time | /22#)als [20:92 14l hose /% ¢ o3 /444 1116 20132
Incubation ' !
completed j . : : / .
date/time Zlls e Ugnenie Duse Jhgpene | jisse f50190 1
Subculture on MSA
Incubate at 30°C to 35°C for 18 to 72 hours. Incubator No.: &cha}

MLLNSK-SOP-QC-GEN-0049 AOQ_’>—02-08-1 6



Report for Suitability of Method for
e ] Microbial enumeration Tests and Department | Quality Control
Mylan ,Nashik Tests for specified microorganism
Reference Protocol No. MLN/QC/MMVP/03
; , Page No. 19 of 22
Report No. MLN/QC/MMVR/161002.
Incubation Negative Positive product Negative Positive
defalls product control control control control
Incubation j / / /
started g / 1930 1%
Incubation n— == M M—
completed , ,
dateﬂime %\10\\(’\\:’\0 u\\\o\\; \H:lg 30\\0\\4\\\:36 24\ \e g
Observations _ o coAoe’ et (ol
V7 %’\mm Z,,HA Vel 2nel Mo rwfh m YUl cewr 2475
Checked by ) D Cg)
Y HRIS o2\ & S \1N% 21116

Coagulase Test:

Transfer Suspect colonies to £° 5 _ml of mammalian plasma Incubate in water-bath (ID
No. &eci*b) at 37°C examining the tubes at 3 hour and subsequently at suitable intervals up
to 24 hours.

Incubation details Positive product | Positive control Negative control
control ( mammalian plasma
only)
Incubation started S iy 7
date/time 30| ol\l¢ \&[ es | 10\l \b‘f‘.cs 2\ 1o\ \¢ \epie<
Incubation e — ¢
completed 10\ o) \¢ : q PARIRCI IR RIR R PR WA 2
date/time e L |so)iene ° \ -
Observations -l - eeden -~ ageln
e %ﬂd - *‘c‘i ﬁ{,‘di,-»t-v_j Qb fflﬂ'ﬂf'u"-’.{f
Checked b (D)
Y Qé'b\\‘\(- @o'p\\'\% @oq,-\l~\c
Remark: Kegwht, Meeds  ac L‘@_.?‘!,---@.ﬂ ce_ omiYemy

MLLNSK-SOP-QC-GEN-0049 A03-02-08-16



m Report for Suitability of Method for
. Microbial enumeration Tests and Department | Quality Control
Mylan ,Nashik Tests for specified microorganism
Reference Protocol No. MLN/QC/MMVP/03
4 Page No. 20 of 22
Report No. MLN/QC/MMVR/161002.
4.4.7 Results for Estimation of Recovery of Specified Microorganisms:
Observation
Test etV Product Positive : Positive
Product Negative control
Control control
Control
Bile-Tol t
Glrzm-oNzrggtive (o growth| Red o\l |y gopwth Red colowks
Bacteria 0 v ved ovesgved o bimved obceed
Escherichia coli B W , ML— W
NO 3-(@@ M | e . NO ﬂwm/’rh _ N
) co\emde R J Celondes
ohse e . | OlGo Ve . A
Salmonella sp. NO WH}“ aed  wiowes NO ?TYD‘“’M’ o ed  colowed
ohganed Ohgorved ohsenve s Ohgened
Pseudomonas , o Colowes| e 4 Creenish
‘ 0O - Wih (reends nNO  gyrudh X9 )
aeruginosa s W ontn o scencd: dmgw Tulowes vt
Obgp/w@xé { = ¥uroscemee
e Obs
Staphylococcus U ~atlo
aurgug No Wm 5"9(40@ ¢ \owe % O ?P/V\S-Af"“ (J‘@MU\U Lalova]
wAHN yeu o | st feMen)
ohecened — oS 0D e d mmé/_%
cﬂbawﬂf&‘? ooggnwed
Prepared By: yy— Reviewed By@
Date: Date:
o2l )¢ ol 1116

MLLNSK-SOP-QC-GEN-0049 A03-02-08-16



Report for Suitability of Method for
Microbial enumeration Tests and Department | Quality Control

Mylan ,Nashik Tests for specified microorganism

Reference Protocol No. MLN/QC/MMVP/03
Report No. MLN/QC/MMVR/161002.

Page No. 21 of 22

5.0 ACCEPTANCE CRITERIA

5.1 The negative control should not show any growth.

5.2 All the Positive cultures used in recovery of specified microorganisms should
show positive results for all the tests.

5.3 The average number of colony forming units recovered from the challenged
product (Positive product Control) should not differ by a factor of 2 (Not Less
than 50% to Not more than 200%) of that from the Positive control

Prepared By: %_ Date: 93V \\ 4
Reviewed By:,_('?:’ T Date:_ o4 11114

| —

MLLNSK-SOP-QC-GEN-0049 A03-02-08-16




Report for Suitability of Method for
Microbial enumeration Tests and Department | Quality Control

Mylan ,Nashik Tests for specified microorganism

Reference Protocol No. MLN/QC/MMVP/03

: ; Page No. . 22 of 22
Report No. MLN/QC/MMVR/161002.

6.0 SUMMARY,EVALUATION OF DATA AND CERTIFICATION:

SummMmy a:JYf - Method Swwaamq S—Wd}r wa b por foymed for
solvshuny and  nel pakatay G Coohed  yelfleAs hoo m e |
o v - hatkeh Mo 2o122ql. Yoy miceoral  enmumeradn on

yoty and  degr by specibed amievo mjawwn Lhe Sy
was pesWyvned af puv pyetocol me. rrplec|mmvp lea

Evatvahon of Jdoaka 0~ he 008wy and ved patetory W19
Coaded tmlleks  noe wq 100wz amedized ok Y110 Huhid
ajond wn'th et e parabien with gpvicng ot S aunel - B CobBiis
{D-mm&mas'ﬁ, ¢ aldrians, A- boasllemerr . oY enupmesebon et
cweve.  Ovaluakd and Tound Ahe neigs wWere

He R e gt
weld  wiHym Ane  dlcopiance Cmlena:

Yoo Yesr Yoy ‘!pg@ﬁ»!ed erocggnim e Sawpy
was deged gk 110 Mowen e Sorked m\”woé/mqqmi,g/m A ene
detected In 4he  pocihne combyol _axvd Po@be poduck cemdyol fo
Yoar Vv Lschordoa  Coli, Salmeneda  <pp: pépuderionel alrug nee
Shephflecccets . pences g e elerand  Gragn megiine  baddera

CHRTGNRY .

cexnicabhion - s e awmeyidS nepAt  enlCo paance onlesmia. the

reer ped v conatvese Lhatl he  cedilied  a’ vaMdaled . MHoe

soutve Apfing ot Setudpouny and ~elparetwy Wm  Goeted Ambets
hoo myq [lee mq and lower Svergih autbe enadyred vh'pg

1. 40 Jdivhen.

Description Prepared By Reviewed By ARRISIESISY
N \ olralc
ame Tughag, Kubpemd Vg ol Koo ades Mm%unpwaasbf‘
Sign and date % v@-’
: 033\ \€ @OU'II'IQ gl
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BioBall

HighDose - 10K

Certificate of Analysis

Reference Material Data

Organism: Aspergillus brasiliensis
Designation: NCPF 2275
Reference: 413776 10vials

56049 20 viais
B-AN2275-10K-10
B-AN2275-10K-20
10 December 2015

BTF Internal Reference:

Date of Manufacture:

Expiry Date: 9 December 2017

Extended Expiry Date®: N/A

Culture Information

No. of Passages: 4

QC Media: DRBC

Plate Incubation Time (hrs):  counted at 18, 24 and 42-+/-2hrs
Plate Incubation Temp °C: 37 Aerobic

Note: Number of p are indicaled from the original strain assuming original strain Is zero.

Strain Confirmation

Lot Number: B3373

P 2\
Quantification Data
(Msthod Ref; B8-018)

‘cfu Count per BioBall

Mean cfu sD

8776.0 900.0
95% Prediction Interval
Lower Limit Upper Limit

6640.8 10911.2

For. i’n'explaqauah"c? tha Prediction (Rlarval
w6 he BioBall Instructions For Usa on tho
BioBall wabsites - wiww.blaball,cam

Bacteria strains are confirmed by genetic typing. Yeast and Mould strains are confirmed by Commonwealth Scientific

and Industrial Research Organisation (CSIRQ).
Quality Officer:

Linh Le

12 January 2016

Manufactured by:

BTF - A bloMérieux Company
Sydney Australia

Tel. 61 (0) 2 8877 9150

Fax. 61 (0) 2 8877 9101
www.btfblo.com

Sales and General enquiries:
bioMérieux S.A

69280 Marcy I'Etolle - France

Tel. 33 (0)4 78 87 20 00

Fax. 33 (0) 4 78 87 20 90
www.blomerisux-industry.com

NATA

N

AT IO
Hi

Accredlted for compllance with ISO Guide 34
Accredlted Reference Materlal Producer
Accredltation Number: 14993

consgiemcs  Site Number: 15276

gtraiT)sourced from NCPF (Nalional Collection of Pathogenlc
ung|

*BTF ragularly axtends the ozj'gFLry dalas on standard BloBall
products, Ploasa chieck the BTF wabsile www.bliblo.com/cofa.php
to determine whather or nol the shelf lifa of your BlaBall batch

has been extended.

BTF

A BIOMERIEUX COMEANY

BIOMEIRIEUX
1 uls R
~

Issue: 8 - May 2012
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BioBall

HighDose - 10K

Reference Material Data

Organism:
Designation:

Reference:
BTF Internal Reference:

Date of Manufacture:
Expiry Date:
Extended Expiry Date®;

Culture Information
No. of Passages:

QC Media:

Plate Incubation Time (hrs):
Plate Incubation Temp °C:

Candida albicans
NCPF 3179
413778 10vials
56050 20 vials
B-CA3179-10K-10
B-CA3179-10K-20
17 September 2015
16 September 2017
N/A

4
Nutrient agar
40-48

37 Aerobic

Certificate of Analysis

Note: Number of passages are indicated from the original strain assuming original strain is zero.

Strain Confirmation

Lot Number: B3280

Quantification Data
(Mothod Ref: BB-019)

" cfu Count per-BioBall ®

Meancfu - SDh+

8970.0 445.7

95% Prediction Interval
Lower Limit Upper Limit

7912.5 10027.5

For an explanalion of tha Prediction Interval
see |lhe BloBall Inslructions For Use on the
BloBall webslte - www.bloball.com

Bacteria strains are confirmed by genetic typing. Yeast and Mould strains are confirmed by Commonwealth Scientific
and Industrial Research Organisation (CSIRO).

Quality Officer:

Flona Pollock

8 Oclober 2015

Manufactured by:

BTF - A bioMérieux Company
Sydney Australia

Tel. 61 (0) 2 8877 9150

Fax. 61 (0) 2 8877 9101
www .btfblo.com

Sales and General enquiries:
bioMérieux S.A

69280 Marcy I'Etoile - France

Tel. 33 (0) 4 78 87 20 00

Fax. 33 (0) 4 78 87 20 90
www.biomerieux-industry.com
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NATA

Vv

Accredited for compliance with ISO Gulde 34

ﬁccreg_i:eg Re{lere?)ce hqa‘:grglgl Producer
m iy ccreditation Numbper:
JECHICAL  Sile Number: 15276

Elrair])sourced from NCPF (Natlona! Collection of Pathogenic
ungi

YBTF regularly extands tha ex {ry dates on standard BioBall
products. Please chack the BTF websito www.bl(blo.conicofa.php
o determine whathar or nat the shell life of your BioBall batch
has been exlendsd,

BTF

A BIOMERIEUX COMPANY
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BioBall

HighDose - 10K

Certificate of Analysis

_F___,__——-'-"'—-_'///’—’.—

T Lot Number: B3236
Reference Material Data (" o 2
, y Quantification Data

Organism: Bacillus subtilis (Method Ref: BB-019)
Designation: NCTC 10400 - ¢fu Count per BioBall®
Reference: 413777 10vials Meamet) 2l
56143 20vials 11112.0 il
BTF Internal Reference: B-BS10400-10K-10 95% Prediction Interval
B-BS10400-10K-20 Lower Limit Upper Limit
9452.1 12771.9

Date of Manufacture:
Expiry Date:
Extended Expiry Date®:

12 August 2015
11 August 2017
N/A

Foran mtmnmstron of thio Prediction Inlerval
see the BloBall Instructions Far Use on the
BioBall wabsita < wyw.blaball.com

Culture Information

No. of Passages: 4
QC Media:
Plate Incubation Time (hrs): 14 - 24
Plate Incubation Temp °C: 37 Aerobic

Note: Number of passages are indicated from the original strain assuming original strain is zero.

Nutrient agar

Strain Confirmation

Bacteria strains are confirmed by genetic typing. Yeast and Mould strains are confirmed by Commonwealth Scientific
and Industrial Research Organisation (CSIRO).

NATA Accredited for compliance with ISO Guide 34

Quality Officer: v
v ﬁccreg::eﬂ Rer[lerer;)ca M1a4tgril Producer
'™ Accredltation Number: 9.
7 w Site Number: 15276
[% ¢ Strain sourced from NCTC (National Collection of Type
s Cultures)

......... 5
BTF regulary extands the s,

Linh Le roducts. Please chack Ihe B’? WWW. php
o datarmine whather or not the shalf life of your BloBall batch

4 September 2015 has been extended.

Iry datas on standard BloBall
F lo.comvcofa.pl

Manufactured by: .
BTF - A bioMérleux Company Se B T F
Sydney Australla e

Tel. 61 (0) 2 8877 9150
Fax. 61 (0) 2 8877 9101
www.btfblo.com

A BIOMERIEUX COMPANY

Sales and General enquiries:
bioMérieux S.A

69280 Marcy I'Etoile - France

Tel, 33 (0) 4 78 87 20 00

Fax. 33 (0) 4 78 87 20 90
www.biomerieux-industry.com
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BioBall

HighDose - 10K

Certificate of Analysis

Reference Material Data

Organism: Pseudomonas aeruginosa
Designation: NCTC 12924

Reference: 413831 10 vials

56144 20 vials
B-PA12924-10K-10
B-PA12924-10K-20

BTF Internal Reference:

Date of Manufacture: 16 September 2015
Expiry Date: 15 September 2017
Extended Expiry Date®: N/A

Culture Information

No. of Passages: 4

QC Media: Nutrient agar

Plate Incubation Time (hrs). 14 - 24
Plate Incubation Temp °C: 37 Aerobic

Note: Number of passages are indicated from the original strain assuming original sirain is zero.

Strain Confirmation

Lot Number: B3278

~

( Quantification Data
(Method Ref: BB-019)

‘cfu Count per BioBa__llQ

Mean cfu ! SD

9372.9 658.9 .
95%Prediction Intefval
Lower Limit Upper Limit

7808.8 10935.2

Foran explanation of the Prediclion Interval
seq the BiaBall Inslructions For Use on the
BloBall websits - wwav.bioball.com

Bacteria strains are confirmed by genetic typing. Yeast and Mould strains are confirmed by Commonwealth Scientific

and Industrial Research Organisation (CSIRO).

Quality Officer:

Linh Le

2 Oclober 2015

Manufactured by:

BTF -~ A bioMérleux Company
Sydney Australia

Tel. 61 (0) 2 8877 9150

Fax. 61 (0) 2 8877 9101
www.btfblo.com

Sales and General enquiries:
bioMérieux S.A

69280 Marcy I'Etoile - France

Tel. 33 (0) 4 76 87 20 00

Fax. 33 (0) 4 78 87 20 90
www.blomerieux-industry.com

Rl o A UGS
vl f%:‘&-'/lf’}\'f'»‘»\‘" +he ZT‘?})W m

Oy kg Jee

vl ofF a/gw /(’w;f/,mm /' /)[)C

NATA Accredlted for compliance with ISO Guide 34

Accrediled Reference Materlal Producer
ot Accredliation Number: 14993

TEDMWCAL  Site Number: 15276

Strain sourced from NCTC (National Collection of Type
Cullures)

"BTF regulary oxtends tha axpiry dates on standard BioBall
products, Ploaso check the BTF wabsilo www.bifbio.com/cata.php
Io datarming wheiher or not the shell life of your BisBall batch

has been extendod.
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BioBall

HighDose - 10K

Certificate of Analysis

Reference Material Data

Organism: Staphylococcus aureus
Designation: NCTC 10788
Reference: 56159 10 vials

56055 20 vials
B-SA10788-10K-10
B-SA10788-10K-20

BTF Internal Reference:

Date of Manufacture: 26 August 2015
Expiry Date: 25 August 2017
Extended Expiry Date®: N/A

Culture Information

No. of Passages: 4

QC Media: Nutrient agar
Plate Incubation Time (hrs): 14 -24

Plate Incubation Temp °C: 37 Aerobic

Note: Number of passages are indicated from the original strain assuming original strain is zero.

Strain Confirmation

Lot Number: B3255

i

L) - N

Quantification Data
(Method Ref: BB-019)

cfu Count per BioBall®
Mean:cfu SD -

11580.0 629.0

95% Prediction Interval
Lower Limit Upper: Limit
10087.8 13072.2

Forane ion of the P ion Intarval
H00 Iho,éToBal[ Instructions For Use on the
BioBall webslta - www,bloball.com .

Bacteria strains are confirmed by genetic typing. Yeast and Mould strains are confirmed by Commonwealth Scientific

and Industrial Research Organisation (CSIRO).

Quality Officer:

Flona Pollock

17 September 2015

Manufactured by:

BTF - A bioMérleux Company
Sydney Australia

Tel. 61 (0) 2 8877 9150

Fax. 61 (0) 2 8877 9101
www.btfblo.com

Sales and General enquiries:
bicMérieux S.A

69280 Marcy I'Etolle - France

Tel. 33 (0) 4 78 87 20 00

Fax. 33 (0) 4 78 87 20 90
www.biomerieux-industry.com
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Accrediled for compllance with ISO Gulde 34

Accredited Reference Materlal Producer
Accreditatlon Number: 14993
Site Number: 15276

Strain so)urced from NCTC (National Collection of Type

Cullures;

"BTF ragulary extends the

ry datas on standard BioBail

products. Please check the BTF waballs wiww, biiblo.comfcala.php
1o determine whather or not the shelf ife of your BloBall batch
has been extended.
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3ioBall

HighDose - 10K

Reference Material Data

Organism:
Designation:

Reference:

BTF Internal Reference:

Date of Manufacture:
Expiry Date:
Extended Expiry Date™:

Culture Information
No. of Passages:

QC Media:

Plate Incubation Time (hrs):

Plate Incubation Temp °C:

Pseudomonas aeruginosa
NCTC 12924

413831 10 vias

56144 20 viais
B-PA12924-10K-10
B-PA12924-10K-20

16 September 2015

15 September 2017

N/A

4
Nutrient agar
14 - 24

37 Aerobic

Nofe: Number of passages are indicated from the original strain assuming onginal strain is zero

Strain Confirmation

Certificate of Analysis

Lot Number: B3278

r Quantification Data
(Method Ref: BB-019)

cfu Count per BioBall ®
Mean cfu SD

9372.0 658.9

95% Prediction Interval
Lower Limit Upper Limit

7808.8 10935.2

For an explanation of the Prediclion Interval
see the BioBall Instructions For Use on the
BioBall website - www bioball com

L _J

Bacteria strains are confirmed by genetic typing. Yeast and Mould strains are confirmed by Commonwealth Scientific
and Industrial Research Organisation (CSIRO).

Quality Officer:

2 Qclober 2015

Manufactured by:

BTF - A bioMérieux Company
Sydney Auslralia

Tel 61 (0) 28877 9150

Fax 61 (0) 28877 9101
www,btfbio.com

Salés and General enquiries:
bioMérieux S A

69280 Marcy I'Etoile - France

Tel 33(0)4 7887 20 00

Fax. 33 (0) 4 78 87 20 90
www.biomerieux-industry.com
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N‘ATA Accredited for compliance with ISO Guide 34
A5 Accrediled Reference Material Producer

D Accredilation Number 14993
TacumcAt  Site Number: 15276

Strain sourced from NCTC (National Colleclion of Type
Cultures)

BT ragulary extends i explry dates on standard EoBall
praducts. Please check the BTF website waww, bifbio comicala.php

10 delerming whather or nol (he sholl Hfe of your BleBall balsh
has been axtanded
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Certificate of Analysis

BioBa I

MultiShot - 53

Lot Number: B3543

Reference Material Data 4 . R
, , Quantification Data
Organism: Pseudomonas aeruginosa (Method Ref: B8-019)
Designation: NCTC 12924 cfu Count per BioBall®
Reference: 56007 10 vials MeRnieil B
56017 20 viais 9 551.8 271 P,
. ; -550- P ™
BTF Internal Reference: B-PA12924-550-10 4 Quantification Data
B-PA12924-550-20 cfu Count per 100pl aliquot*
Date of Manufacture: 16 May 2016 Mean cfu SD
Expiry Date: 16 May 2018 50.2 7.4
) " 95% Prediction Interval
Extended Expiry Date ™ N/A Lower Limit P eimit
35.1 65.2
Culture Information For an explanation of the Prediction Inlerval
Erocian webse - v bbagom
No. of Passages: 4 L T )
QC Media: Nutrient agar
Plate Incubation Time (hrs): 14 -24
Plate Incubation Temp °C: 37 Aerobic

Note: Number of passages are indicated from the original strain assuming original strain is zero

Strain Confirmation

Bacteria strains are confirmed by genetic typing. Yeast and Mould strains are confirmed by Commonwealth Scientific
and Industrial Research Organisation (CSIRO)
s

A a NATA Accredited for compliance with ISO Gulde 34
Quality Officer: 4
Accredited Reference Material Producer
Accreditalion Number: 14993
TacHNiCAL  Sile Number: 15276

Strain sourced from NCTC {Nalional Collection of Type Cultures)

............... "HTF regutarly exlends the sxpiry dales on standard BioBall
LinhLe products. Fleass chack the BTF wels|te www.blibio.com/cofa php
{0 determing whathar or not the shall |ife of your BioBall batch
10 June 2016 has been exiended '

* QC dalta using BioBall Re-Hydration Fluid {ref 56021)

Manufactured by:

BTF - A bioMérieux Company
Sydney Australla

Tel. 61 (0) 2 8877 9150

Fax. 61 (0) 2 8877 9101
www.btfbio.com

Sales and General enquiries:
bioMérieux S.A

69280 Marcy I'Etoile - France

Tel 33(0)4 78 872000

Fax. 33 (0) 4 78 87 20 90
www.biomerieux-industry.com
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BioBall

MultiShot « 550

Certificate of Analysis

Reference Material Data

Organism:
Designation:

Reference:
BTF Internal Reference:

Date of Manufacture:
Expiry Date:
Extended Expiry Date*:

Culture Information
No. of Passages:
QC Media:

Plate Incubation Time (hrs):

Plate Incubation Temp °C

Staphylococcus aureus
NCTC 10788

56009 10 vials

56019 20 vials
B-SA10788-550-10
B-SA10788-550-20

17 May 2016

17 May 2018

N/A

4
Nutrient agar
14-24

37 Aerobic

Note: Number of passages are indicated from the original strain assuming original strain is zero.

Strain Confirmation

Lot Number: B3544

Bacteria strains are confirmed by genetic typing. Yeast and Mould strains are confirmed by Commonwealth Scientific
and Industriat Research Organisation (CSIRO).

Quality Officer:

Linh Le

14 June 2016

Manufactured by:

BTF - A bioMérieux Company
Sydney Australia

Tel. 61 (0) 2 8877 9150

Fax. 61 (0) 2 8877 9101
www.btfbio.com

Sales and General enquiries:
bioMérieux S.A

69280 Marcy I'Etoile - France

Tel. 33(0) 4 78 87 20 00

Fax. 33 (0) 4 78 87 20 90
www.biomerieux-industry.com

R \o\b

Strain sou

i Accredited for compliance with 1ISO Guide 34

Accrediled Referance Mnlerlnl Producer
ﬁ.ncrsdl aﬂon ;.Eher

'nm fram NCTE (Natlonal Collection of Type Culliiras)

*BTF regularly extends the explry dates nmﬂandnrﬂ FrioBall

odurts, Please chieck the BT F website v, bithin.comvicata (i
f: dalg;rqna Awhether o nnllha sheil Ilfa af youir BloSall | butf.:a il

has boan extonded.

* QC data using [oBall Re-Hydralian Fluld (ref 56021)

HBTF
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BioBall ' Certificate of Analysis

SingleShot
/ Lot Number: B3583
Reference Material Data (D - ST 2)
- Quantification Data
Organism: Salmonella abony = L (Method Ref: B8-001).
Designation: ACM 5080 X .t;i"uj';gd_l.ln{_ per BioBall e
Reference: 413841 10viais ., Mean efu i SD
56042 20 vials 300 L 2.2
BTF Internal Reference: B-SA5080-30-10 5% Efe dlchoriln:erval il
B-SA5080-30-20 . LowenLimit Upper Limit
Date of Manufacture: 15 June 2016 : i %4.5 ‘
Expiry Date: 15 June 2018 § e W@%‘é&"%m |
Extended Expiry Date®: N/A Sl 1) .. SWHL J

Culture Information

No. of Passages: 4

QC Media: Nutrient agar
Plate Incubation Time (hrs): 14 -24

Plate Incubation Temp °C: 37 Aerobic

Note: Number of passages are indicated from the original strain assuming original strain is zero.

Strain Confirmation
Bacteria strains are confirmed by genetic typing. Yeast and Mouid strains are confirmed by Commonwealth

Scientific and Industrial Research Organisation (CSIRO).

- Accreditad for complignca with 150 Guids 34

Quality Officer:

. Accreditod Refarente Materal Producer
pom' Acereditation Number. 14983

P - = Site Number, 15278
%“‘“ Straln soyrced from ACM (Australian Collection of Microorganisms)

'BTF occasionally exdends the expiry dates on standard BioBall products
Please check Ihe Bloball websile hiip://bioball.comvbloball/certificate-of-
analysis/ fo datermine whelher or not the shelf life of your BioBall batch
has been extanded

Fiona Pollock

4 August 2016

Manufactured by: By B JT §

0 2 . ' A '.It. ) -
BTF - A bioMérieux Company g Sl _g 8
Sydney Australia A RIBMERTED%, oM RANY
Tel. 81 (0) 2 8877 9150
Fax. 61 (0) 2 8877 9589
www.bioball.com

Sales and General enquiries:
bioMérieux S.A

69280 Marcy I'Etoile - France

Tel. 33 (0) 4 78 87 20 00

Fax. 33 (0) 4 78 87 20 90
www.biomerieux-industry.com

Page 1 of 1
Issue: 8 - June 2016
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BioBall

HighDose - 10K

Reference Material Data

Organism:
Designation:

Reference:
BTF Internal Reference:

Date of Manufacture:
Expiry Date:
Extended Expiry Date*:

Culture Information

No. of Passages:
QC Media:

Plate Incubation Time (hrs):

Plate Incubation Temp °C:

Certificate of Analysis

Lot Number: B3131

Nole: Number of passages are indicated from the original strain assuming original strain is zero.

Strain Confirmation

and Industrial Research Organisation (CSIRO).

Quality Officer:

oA

Linh Le

a N
o Quantification Data
Escherichia coli _ “(Method Ref: BB-019)
NCTC 9001 cfu Count per BioBall ®
56160 10 viais Meapietu SD
56053 20 vials 9934.0 567.8
B-£C9001-1 QK—1 L 95% Prediction Interval
B-EC9001-10K-20 Lower Limit Upper Limit
19 May 2015 8586.9 11281.1
18 May 2017 o6 the BlOBAN incinwcions For Use on Uhe.
mceaulwehslw wiw, bioball.com
N/A . =
4
Nutrient agar
14 - 24
37 Aerobic
Bacteria strains are confirmed by genetic typing. Yeast and Mould strains are confirmed by Commonwealth Scientific

NATA Accredited for compliance with |SO Guide 34

x- mned Reference Material Producer

HORR S Ninper Joare 1489

Strain sourced from NCTC (National Collection of Type

Cultures)

BIF mgu!arly menda the ax;glry dates on standard BjoBall

cis, Please BIF websita www.bifbio.comicala.php

17 June 2015

Manufactured by:

BTF - A bioMérieux Company
Sydney Australia

Tel. 61 (0) 2 8877 9150

Fax 61 (0) 2 8877 9101
www.btfbio.com

Sales and General enquiries:
bioMérieux S.A

69280 Marcy I'Etoile - France

Tel. 33 (0) 4 78 87 20 00

Fax. 33 (0) 4 78 87 20 90
www.biomerieux-industry.com

o deie_mﬂna whalhur or rmi 1he shelf life of your BioBall balch
has been exlelidsd
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MultiShot

Reference Material Data

Organism:
Designation;

Reference:
BTF Internal Reference:

Date of Manufacture:
Expiry Date:
Extended Expiry Date*:

Culture Information
No. of Passages:

QC Media: _
Plate Incubation Time (hrs):

Plate Incubation Temp °C:

Escherichia coli
NCTC 12923
56006 10viais

56016 20 viais
B-EC12923-550-10
B-EC12923-550-20
4 May 2016

4 May 2018

N/A

4
Nutrient agar
14 -24

37 Aerobic

Note: Number of passages are indicated from the onginal strain assuming original strain is zero

Strain Confirmation

Certificate of Analysis

Lot Number: B3529

Ty
Quantification Data
(Method Ref: BB-019)
cfu Count per BioBall®
Mean cfu SD
573.5 28.5 J

Quantification Data
cfu Count per 100yl aliquot*

Mean cfu SD
52.1 7.3
95% Prediction interval
Lower Limit Upper Limit
37.4 66.9

For an explanalion of the Prediclion Inlerval
see Lhe BioBall Instruclions For Use on the
BioBall website - www bioball com

Bacteria strains are confirmed by genetic typing. Yeast and Mould strains are confirmed by Commonwealth Scientific
and Industrial Research Organisation (CSIRO)

Quality Officer:

Linh Le N

14 June 2016

Manufactured by:

BTF - A bioMérieux Company
Sydney Australia

Tel. 61 (0) 2 8877 9150

Fax. 61 (0) 2 8877 9101
www.btfbio.com

Sales and General enquiries:
bioMérieux S.A

69280 Marcy I'Eloile - France

Tel 33(0)4 78 87 20 00

Fax. 33 (0)4 78 87 20 90
www.biomerieux-industry.com
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NATA Accrediled for compliance wilh ISO Guide 34
3 o
“1‘” Accredited Reference Material Producer
Accredilation Number: 14993
TeSHNICAL  Sile Number: 15276
Strain sourced from NCTC (National Collection of Type Cuilures)

*BTF ragulirly extisnds the expiry dates on standard BioBall
praducts Pleass chack the BTF weabsile www.btfbio.com/cofa php
o dalermins whilhar ar nol the shelf life of your BioBall batch

has been extended

* QC data using BioBall Re-Hydration Fluid (ref 56021)

BTF

A BIOMERILUX COMPANY

S0 ME R TE WX

issue: 10 - May 2012



