
::\IR:\L-\ LH\' ~TC:> nirlite 
QUALIYY ASSURANCE DEPAR:M~NT health is happines5 

STABILITY STt1DY RECCR:> 30C ± 2°C & 35'1', RT{± 5 % SF/QC2/QCS/019.09 

PRODUCT CIPROFLOXACIN INTRA VENOUS INFUSI0N(9.2%W/\') M~G. DATE .JAN-2014 

BATCH NO. 2A40177 EXP. DATE DEC-2016 

BATCH SIZE 4000 L K:::PTON 06/03/2014 

SPECIFICATION BP CO:\tnLETION DATE 23/03/2017 

PLASTIC BOTTLE/VIAL 100 ML S:t'9YTYPE LONG TERM 

I SR. :letesting Result After (In i'v1onths) 

NO. 
Test Limit 

Initial 31st 6th 9th 12th 18th 7..:J. ,h 3(i' 
Identification (A) Should Comply. 

Complies Complies Complies Complies Complies 
Identification (8) Should Comply. Cumplies Complies Ccn1plies 

1.0 
Identification (C) Should Comply. 

Complies 

I 
Comp I ies I Complies Complies Complies (\implies Complie,- Ccmplies 

Complies Complies Complies Complies Complies Complies Complies C,,,nplics 

! L2.Y 
2.0 Acidity Between 3.9 and 4.5 4.24 4.09 4.25 4.19 4.16 4.13 4.23 

3.0 Colour of solution 
Should Comply. 

Complies Complies Complies Complies Comp 1 ics Complies Cumplies 
C111plies 

4.0 Related substances Should comply Complies Complies i Complies Complies Complies Complies Complies 
(\ 11plies 

5.0 Bacterial Endotoxin NMT 0.5 IU per ml. < (l.5 IU!VI L < 0.5 [LJ1ML < 0.5 !U!ML < 0.5 IU/[VlL <0.5[UML < 0.5 IU/ML <0.5 lU,ML <'. 0.: l Ll/fvl L 

A,;say 
95.0'X, to 105.0%, [03.34 %, !01.77 % 102.30% !02.31 % 102.55 % 

IO . 79 ',!u 

(A)ciprotloxacin 
102.8() % I 02.62 ':;, 

6.0 10--t. lO 0 o 

( B )Sodium chloride 95.0'?;;, to 105.0'% I 02.69 °/;, 101.67~,, I 03. 97 "-1, I I 03.28 °,, I 03.39 %, 101.n % 102.76 °1, I 
i'0.00 

210~1-max 6000 particles per 
80.00 

I 
0.00 3:-,0.00 

container 

7.0 Particulate contamination NA NA NA NA 

i 
l].33 

225p-max 600 particles per 
0.00 0.00 6.67 

container I 
8.0 Extractable volume NL T nominal volume 102.0 [VIL NA I NA NA 100.2 ML NA 102.0ML I O\'.O ML 

9.0 Sterility Should Comply. Complies NA NA NA C()mplics NA Cimplies Complies 



N-,:~i\'_1,\ : __ :tv~:T~D ,nirliff~ 
C~AUTY /.SSL'RAN".::Z '..,'EPA:l".:.":\!~N':' health is happines.· 

STABILI:-v 8TUDY ~'::C·CRD 2: ~ -'- 2 ° C 2·. 35°k -"·-~ + 5 °/o SF/QC2/QCS/019.0;} 

PRODUCT CIPROFLOXACIN INTRAVENOUS INFlJS!'}N(0.2'Yc,W/V) l ?,!l;'G. DATE JAN-2014 

BATCH NO. 2A40177 EXP. 'lATE DEC-2016 
. 

BATCH SIZE 4000 L :(E~T 2N 06/03/2014 

SPECIFIC\ TION BP CO::\~r.,:_,ET:ON DATE 23/03/2017 

PLASTIC BOTTLE/VIAL IOOML STUDYTYP~ LONGTERM 

Conclusion: The stability study conducted fo1· CIPROFLOXACIN !NTRA VEN'JUS !N~<'US1 0:\I H)~; l'e1L a~ 39°C: foi· 3/6/9/''._2/18/H/36 months At the condition defined abow .re 
confirmed with predefined acce11tance criteria. 

Analyst Sign. Lfl5l1'--· 
Name JM 

MEWADA 

Qualification BSC 

Date 06/032014 

\/0--- I (<} 6) 
.IM I SUVARNA I SUVARNA [VIE\VADA I 
BSC ' B PHARM BPHARM ' 

06062014 I 06i( 19. 20 14 06/12,2014 

Q.A. l''anager /~Sign 

Name 

Date 

«2- (~ o,...,,A~ CIP7 
SUVARNA 

NIKITA RAKESH (ETAN 

B PHARM MSC B SC E' PHARM 

U60YWl5 06 ()')/2015 060Y20li, 0 .,()3:2017 
---

-(_~ \ 



i\!IF.::+iiA L:r1!:-::? nirlite 
QUALITY ASS:JRANCf :'':l!:'}'.\?.:Ml=l"'T health is happines 

ST ABILI"-:-Y STUDY RECORD 30 C + 2 ° C 8: 3S'J/o RH + 5 °/o SF /QC2/QCS/019.09 

PRODUCT CIPROFLOXACIN INTRAVENOUS I:\lFUSION(0.20/oW /V) 
1 

MFG. DATE JAN-2014 

BATCH NO. 2A40192 EXP.DATE DEC-2016 

BATCH SIZE 4000 L !~E-:c,T O!'l 06/03/2014 

SPECIFICATION BP I c-:·~..,'LET!CN DATE 23/03/2017 

PLASTIC BOTTLE/VIAL 100 ML STUDY TYPE LONG TERM 

SR. Retesting Resl!I,:: After (In Months) 

NO. 
Test Limit 

Initi<"I 3rd 5th :) th :!.2th 18th 24th 36th 
Identification (A) Should Com;.,!y. 

Complies Complies Complies I Complies Complies Complies 
c( :nplics 

Identification ( B) Should Comply. Complies C, 'nplies 
1.0 Complies Complies Complies Complies C,Hnplies Colllplies Complies C, ''lplies Identification ( C) Should Comply. Complies Complies Complies Complies Complies Complies Complies 

2.0 Acidity Between 3.9 and 4.5 4.2 l 4.10 4.13 4.22 4.18 4.12 4.2X t.~8 

3.0 Colour of solution Should Comply. 
Cnmplies Compli..:s Complies Complies Complies Complies Complies 

c( nplies 

4.0 
Related Should comply ' Complies Complies Complies Complies Complies C olllp lies Complies 

C, nplies 

substances 
Bacterial NMT 0.5 IU per ml. 

< 0. IU!ML 
5.0 

Endotoxin 
< 0.5 jLJ1fVIL <0.5 IU 1ML < 0.5 IU1ML < 0.5 ILJiML <0.5 IU/ML < 0.5 IU/M L <0.5 ILJitvlL 

Assay 
95.0°/o to 105.0°/o 

10 :.04 ';., 

(A)ciprofloxacin 
!02.59 % 101.73% 10l.5X 01

0 101.80 % I 02.66 °/i, 102.96 %, 102.45 % 

6.0 
(B)Sodium IO ,.45 '\, 

chloride 
95.0°/o to 105.00/o I 02.29 '}o 103.19 ';.;, I 03. 74 '1u 104.42 % 103.43 % I 02.X I ";;, 102.76 '\, 

' .<).(){) 

~10u-max 6000 
26.67 I (J.00 288.67 

particles per container 
7.0 

Particulate NA NA NA NA 
contamination )_ ()() 

2!25µ-max 600 
0.00 0.00 0.00 

particles per container 

8.0 
Extractable 

NLT nominal volume 
10 .0 ML 

volume 
102.0 ML NA NA NA 100.2 ML NA I 00.0 ML 

9.0 Sterility Should Comply. Complie, NA NA NA Complies NA C,Hnplies Cc·11plies 



NIR1\1A Lii'iH-l:C nirlif<? 
QUALITY ASS~RANCE D'::">ART'.'·~El'"T health is happines~. 

STABILITY STUDY RECORD 30 C + 2 ° C & 35010 RM + 5 O/o SF/QC2/QCS/019.0~ 

PRODllCT CIPROFLOXACIN INTRAV:SNOUS INFUSI0N(0.2'Y.,\Y/V) MFG. DATE JAN-2014 

BATCH NO. 2A40192 EXP.DATE DEC-2016 

BATCH SIZE 4000 L '(EPTON 06/03/2014 

SPECIFICATION BP COMPLETION DATE 23/03/2017 

PLASTIC BOTTLE/VIAL 100 ML STUDY TYPE LONGTERM 

Conclusion: The stability study conducted for CIPROFLOXACIN INTRAVENOUS INFllSION 100 M:__, at 30°C for 3/6/9/12/18/24/36 months At the condition defined abow a ·e 
confirmed with predefined acceptance criteria. 

Analyst Sign. t.fl>--
Name 

JM 
MEWADA 

Qualification B SC 

Date I 06032014 

\.fO--- @-- ~ ~ 
JM 

SUVARNA 
I\IEWADA 

SL/VARNA SL/VARNA 

BSC B PHARM I B PHARM B PHARM 

()6.()6(21) 14 06, I)<) 2014 06.12/2014 06i03•20!5 

Q.A. Ma~ager / E~ Sign: 

Name 

Date ~z 

@ Q-t0) cE_ 
NIKITA RAKESH .;.ETAN 

MSC B SC E PHARIVI 
·---

()(J,()9 2015 06'!)32016 08, 32017 



NlRl\IA Ul\'!~E:-
Qt'ALEY .\SS:JRANCE :::;:;::'ART:\:ZNT nirlife 

health is happiness_ 

STABIL!T" S':"~_''.J>Y R":C0'.::".;' 30 C ± 2 ° C & 35'Yo It::± 5 % SF /QC2/QCS/O 19 .09 

PRODUCT CIPROFLOXACIN INTRAVENOUS INFUSICN(fl.2'1.,W/\') I ~-" Fr-" ?~ _.,_ '"rl7 
' ~ f_ u. ~~'!l_.;.~ JAN-2014 

BATCH NO. 2A40201 EXP. DATE DEC-2016 

BATCH SIZE 4000 L !(E?T ON 06/03/2014 

SPECIFICAT!ON BP I CC:\'i_PLE~:ON DATE 23/03/2017 

PLASTIC BOTTLE/VIAL 100 ML STlID)T TYPE LONGTERM 

SR. Retesting '.lesult After (In Months) 
Test Limit 

NO. Initial 3n1 6'" 9 u, 12 m 18 111 24111 3(/h 

Identification (A) Should Comply. 
Complies Complies Complies Complies Complies Complies Complies ::::omplies 

Identification (B) Should Comply. 
1.0 

Identification (C) Should Comply. 
Complies Complies Complies Complies Complies Complies Complies Complies 
Complies Complies Complies Complies Complies Complies Complies Complies 

2.0 Acidity Between 3.9 and 4.5 4.28 4.15 4.25 4.25 4.19 4.20 4.31 4.31 

3.0 Colour of solution 
Should ComJ)ly. 

Complies Complies Complies Complies Complies Complies Complies 
Complies 

i 

4.0 Related substances Should comply Complies Complies Complies I Complies Complies Complies Complies CJ mp lies 

5.0 Bacterial Endotoxin NMT 0.5 lU per ml. I <0.5 IU/ML 
<0.5 <0.5 

<0.5 IU/ML <0.5 lU/IVIL <0.5 IU/ML <0.5 IU/ML 
<0.5 JU/ML 

IU/IVIL IJJ/ML 
Assay 95.0°1., to 105.0'Y., 102.18% 101.65'% 101.74%, 99.19%, 102.13'% 101.06'% 103.39%, 

I 02. 71 %, 
(A)ciprotloxacin 

6.0 103.45'% 
(B)Sodium chloride 95.0% to 105.0% 101.45°{, 101.31% 103.04'};', 102.90% 

i 
101.06% 103.13%, 103.41'1., 

+0.00 
~top-max 6000 particles per ., ., -, .., 

0.00 73.33 
container 

.).) . ..)..) 

7.0 
Particulate NA NA NA NA 
contamination 0.00 

~25~t-max 600 particles per 
0.00 0.00 6.67 

container 
I 

8.0 Extractable volume NLT nominal volume l 02.01\lL NA NA 
r 

NA 100.2 ML NA 100.0ML IGO.OML 
i 

' Complies 9.0 Sterility Should Comply. Complies NA NA ! NA Complies NA Complies 



N. ~~.tA . ,:Y ":-::::-::- nirlite 
~·_:AL'"'..''/ c'.SS ~, RAN C ":: ~ 'c?A?."':'.: :=:-r health is hap pines:. 

S~,__c_\ ~;:~:1~::,. S~r_r~_;\r RC,C~~1J 2!1 C ± 2 °-C: & 35°ft) R "~ ± 5 °;{) SF/QC2/QCS/019.09 

PRODUCT C!'R.CFLCXACN !N:'RA\'=Nc:Js INr:US'~N('.).2'Y.,\V/Y) l\:FG. DATE JAN-2014 

BATCH NO. 2A40201 EXP.DATE DEC-2016 

BATCH SIZE 400C L K'ZPTON 06/03/2014 

SPECIFICATION BP COl\l!'~ET:ON DATE 23/03/2017 

PLAST!C 30TTLE/VIAL 100 l\:L S~[T~~( T\"PE LONGTERM 

Conclusion: The stability study condui:ted for t.::~?ROFLCXAC!N !NTRX/EN0:.IS •:~'7US!ON 1 '.}" '.!:'~ at 30°C for 3/6/9/!2/18/24/36 months At the condition defined above a ·e 
confirmed with predefined acceptance criteria. 

Analyst Sign. 

Name 

Qualification 

Date 

J Iv~ 
MEWA!JA 

J l\1 
l'vlEWADA 

B SC ! B SC 

06/03/2'..J 14 i 06/06120 I~ 

SUVARNA SUVARNA I SUVARNA 

B 

(: .. /\. ~ .. ~r:z:~s:-" l ~e Sign: 

""arne 
-,""'".'--P 
_;'C, ... -

NIKITA RAKESH 

MSC I B SC 

06/09/2015 I 06/03/20 l 6 

LETAN 

[ 

7 


