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STABILITY STUDY RECORD 30C +2°C & 35% R +5%

nirlite

healith is happiness. ..

SF/QC2/QCS/019.09
PRODUCT CIPROFLOXACIN INTRAVENOUS INFUSTON(2.2%W/Y) MIFG. DATE JAN-2014
BATCH NO. 2A40177 EXP. DATE DEC-2016
BATCH SIZE 4000 L KZPT ON 06/03/2014
SPECIFICATION BP COMPLETION DATE 23/03/2017
PLASTIC BOTTLE/VIAL 100 ML STURY TYPE LONG TERM
SR Retesting Result After (In Months)
1‘\10. Test Limit
. Illi[i'd] 3‘\[ 61(1 g i 12 th 18 th 24 h 36{“
Identitication (A) Should Comply. . . . . . . . - .
. - -ompies ompiies OMmpIes ompiies SOMMICS ompiies omplies GIMIPHCs
Identitication (B) Should Comply Compl Compl Compl Comp] Compl Compl Compl Compl
1.0 Identificati C Should C 1 N Complies Complies Complies Complies Complies Complics Complics Ceaplics
entification (C) ou omply. Complies Complies Complies Complics Complies Complies Complies Complics
20 | Acidity Between 3.9 and 4.5 424 4.0 425 419 416 413 423 +23
/ Complies
3.0 Colour of solution Should Comply. Complics Complies Complies Complies Complies Complics Complies empies
| 1 I I !
4.0 Related substances Should comply Complies Complics Complies Complies Complies Complies Complics Complies
Iy
5.0 | Bacterial Endotoxin NMT 0.5 1U per ml. <OSIUML | <0SIUML | <05IUML | <051UML | <05 IUML | <051uMmL | <ostome | =0 WML
cqtr 1079 %
Assay , 95.0% to 105.0% 103.34 % 101.77 % 102.30 % 102,31 % 102.55 % 102.80 % 102.62 %
(A)ciprotloxacin
6.0 . ., 104,10 %
(B)Sodium chioride 95.0% to 105.0% HI2.69 % 101.67 % 103,97 % 103.28 9% 103.39 % 101.78 % HO2.76 %
N0.00
> -max 1 < -
=10p-max 6000 particles per 80.00 0.00 380.00
container ,
7.0 Particulate contamination NA NA NA NA RS
>75-max 600 particles per
Z25p-max 600 particles pet 0.00 0.00 6.67
container
8.0 Extractable volume NLT nominal volume (02.0 ML NA NA NA 100.2 ML NA 102.0 ML 1000 ML
9.0 Sterility Should Comply. Complies NA NA NA Complies NA Complies Complies




NIRMA LIMITED

niriife

UALITY ASSURANTE DEPARTMENT health is happines: .
STABILITY €TUDY TSCCORD 32C - 297 7 25% 7 4+ 5 % SF/QC2/QCS/019.02
PRODUCT CIPROFLOXACIN INTRAVENOUS INFUSION(0.2%W/V) MIFG. DATE JAN-2014
BATCH NO. 2A40177 EX?. DATE DEC-2016
BATCH SIZE 4000 L WEPT ON 06/03/2014
SPECIFICATION BP CONPLETION DATE 23/03/2017
PLASTIC BOTTLE/VIAL 160 ML STUDY TYPE LONG TERM

Conclusion: The stability study conducted for CIPROFLOXACIN INTRAVENOUS INFUSTON 128 ML

confirmed with predefined acceptance criteria.

at 39°7C for 3/6/9/72/18/24/36 months At the condition defined above =re

Analyst Sign.
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NIKITA RAKESH

™ M A B TN . {ETAN
Name MEWADA MEW ADA SUVARNA SUVARNA SUVARNA
Qualification B SC B SC B PHARM B PHARM B PHARM M5C BsC E PHARM
Date 061032014 06/06:2014 G6/09/2014 06/12/2014 06/03/2015 06092015 GOA320106 00/032017

Q.A. Manager / Exeewtive Sign ¢

Name
Date
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QUALITY ASSURANCE DEPARTMENT

nirlife

health is happines. ..

STABILITY STUDY RECORD 30C + 2°C & 35% RH + 5 % SF/QC2/QCS/019.09
PRODUCT CIPROFLCXACIN INTRAVENCUS INFUSION(0.2% W /YY) MFG. DATE JAN-2014
BATCH NO. 2A40192 EXP. DATE DEC-2016
BATCH SIZE 40001L ETT ON 06/03/2014
SPECIFICATION BP CTMPLETICN DATE 23/03/2017
PLASTIC BOTTLE/VIAL | 100 ML STUDY TYPE LONG TERM
Retesting Resu!il After (In Months)
SR. Test Limit
NO. Initial 3 5% o 2% 18 24 36"
Identification (A) | Should Comply. Commlics Comnlics Complics Comnfics Comnlies Comnlics Commlies Complies
Identification (B) Should Comply. -omypy ]Lb L’)n?i) !L\ omp ?L) ﬁ()l))p lL\t omp !Lt -Omp lLb omp lk\ Ce fnphcs
1.0 cpas Complies Complics Complies Complies Complies Complics Complics Cemplies
Identification (C) Should Comply. Complies Complics Complics Complies Complies Complics Complics
2.0 | Acidity Between 3.9 and 4.5 121 410 413 122 418 412 428 28
aplies
3.0 Coleur of solution Should Comply. Complics Complies Complics Complies Complics Complies Complics Cnplic
% lies
4.0 SR!.?!!)aSiea?‘lceS Should compiy Complics Complies Compies Complics Complies Complies Complies Conplic
i < (. [W/ML
5.0 g:;t)etl;:iln NMT 0.5 IU per ml. <05 1UML | <05TU/ML | <05 IUML | <05 1IUML | <0S5TIUML | <051U/ML | <05 IU/ML UM
10 .04 9%
?E)S;:’Jroﬂoxacin 95.0% to 105.0% H02.59 %, 101.73 %% 101.58 %% 101.80 % 102.66 % 102,96 % 102.45 % :
6.0 (3)Sodium 10543 %
cHEoride 95.0% to 105.0% 102.29 % 103.19 %% 103.74 % 104.42 9% 103.43 % 102.81 % 102.76 % :
<000
=10u-max 6000 26.67 0.00 288.67
eul particles per container
7.0 | Particulate NA NA NA NA
contamination S LOG
=25u-max 600 0.00 0.00 0.00
particles per container
0.0 ML
8.0 ‘E,:)(It;ﬁf;able NLT nomina! volume 102.0 ML NA NA NA 100.2 ML NA 100.0 ML
9.0 Sterility Should Comply. Complies NA NA NA Complies NA Complics Complies




NIPMA LIMITED

QUALITY ASSURAMCE PZRPARTMENT

nirlife

heaith is happines: ..

STABILITY STUDY RECORD 30C + 2°C & 35% RN + 5 % SF/QC2/QCS/019.09
PRODUCT CIPROFLOXACIN INTRAVENOUS INFUSION({0.2%W/V) MFG. DATE JAN-2014
BATCH NO. 2A40192 £XP. DATE DEC-2016
BATCH SIZE 4000 L XEPT ON 06/03/2014
SPECIFICATION BP COMPLETION DATE 23/03/2017
PLASTIC BOTTLE/VIAL 100 ML STUDY TYPE LONG TERM

Canclusion: The stability study conducted for CIPROFLOXACIN INTRAVENQUS INFUSION 100 ML at 30°C for

confirmed with predefined acceptance criteria.

3/6/9/12/18/24/306 months At the condition defined above a-e

Analyst Sign. Uh— [\ /D——| & — (@ &— (/f; Bleen a2

. M ™ o VARN A ‘ NIKITA RAKESH <{ETAN
Name MEWADA VIEWADA SUVARNA SUVARNA SUVARNA
Qualification B SC B SC B PHARM B PHARM B PHARM M SC BSsC E PHARM
Date | 06/032014 06/06:2014 06:09:2014 06/12/2014 66/032015 | 96092015 06/03:2016 U8/.:3.2017

Q.A. Manager / Executive Sign:

Name
Date

: \{HV""/)'.

: 2.{




NIRMA LIMITED . / .f
QUALITY ASSURANCE DEDARTMENT LUEITE

health is happiness...

STABILITVSTUDY RECORD 28 C+2C & 35% REI+5 % SF/QC2/QCS/019.09
PRODUCT CIPROFLOXACIN INTRAVENOUS INFUSICN(9.2%W/V) BIFLL DATE JAN-2014
BATCH NO. 2A40201 EXP. DATE DEC-2016
BATCH SIZE 4000 L KEPTON 06/03/2014
SPECIFICATION BP CCMPLETION DATE 23/03/2017
PLASTIC BOTTLE/VIAL 100 ML STURY TYPE LONG TERM
SR Retesting Result After {in Months)
N O‘ Test Limit
. I“itiﬂl 3;'6 61!] 9 39 12 th 18 th 24 th 36"1
!dent{ijcat!on (4) .?houfd Comply. Complies Complies Complies Complies Complies Complies Complies Complies
ldentification (B) Should Comply. . \ . . . . ) . } . ~ .
1.0 R Complies Complies Complies Complies Complies Complies Complies Complies
Identification (C) Should Comply. - . . . . . . . . . ~ .
Complies Conmplies Complies Complies Complies Complies Complies Complies
2.0 | Acidity Between 3.9 and 4.5 428 4.15 4.25 4.05 4.19 420 431 4.31
3.0 Colour of solution Should Comply. Complies Complies Complies Complies Complies Complies Complies Complies
4.0 Related substances Should comply Complies Complies Complies Complies Complies Complies Complies Complies
5.0 Bacterial Endotoxi NMT 0.5 1U per ml <(.5 1U/ML <05 <0.3 <0.5 IU/ML | <05 IU/ML | <0.51U/ML | <0.5 IU/ML <03 1UML
s acterial K1 Xin h 5 p . .z { TU/ML /ML <0. AU 51U 5 1U;
ay , , o . 02.71%
Assay . 95.0% to 105.0% 102.18% 101.65% | 101.74% 99.19% 102.13% 101.06% 103.39% 10271
{A)ciprofloxacin
6.0 ‘ ’ 103.45%
(B)Sodium chloride 95.0% to 105.0%:- 101.45% 101.31% 103.04% 102.90% 101.06% 103.13% 103.41%
. 40.00
Zlﬂp—’ma.\ 6000 particles pex 3333 0.00 7333
container
Particulate
. Lo NA NA NA NA
7.0 contamination _ . 0.00
225;1-.11333. 600 particles per 0.00 0.00 6.67
contaier
8.0 | Extractable volume NLT nominal volume 102.0ML NA NA Na 100.2 ML NA 100.0ML 160.0ML
9.0 Sterility Should Comply. Complies NA NA NA Complies NA Complies Complies
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STABILITY STUDYRECOAD 22C+ 27 C & 25% BRI+ 5% SF/QC2/QCS/019.09
PRODUCT CIPROFLCXACIN INTRAVY] SINEFUSION{.2%W/AY) MEFG. DATE JAN-2014
BATCH NO. 2A40201 EXD DATE DEC-2016
BATCH SIZE 4000 L KEPTON 06/03/2014
SPECIFICATION BP COMPLETION DATE 23/03/2017

PLASTIC BOTTLE/VIAL

100 DML

STUDY TYPE

LONG TERM

Conclusion: The stability study conducted for C'PROFLOXACIN INTRAVENGUS INFUSION 180 ML at 30°C for 2/6/9/212/18/24/36 months At the condition defined above a:e

confirmed with predefined acceptance criteria.

Analvst Sign.
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'z SUVAR? JVAI UV: = “ET.
Name MEWADA | MEWADA SUVARNA | SUVARNA | SUVARNA NIKITA RAKESH FETAN
Qualification Bsc B sc B pharm B pharm B pharm M sc B sc E pharm
Date 06/03/2014 | 06/06/2014 | 06/09/2014 | 06/12/2014 | 06/03/2015 | 06/09/2015 | 06/03/2016 | 06/03/2017




