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20 June 2013 

Attention: s47F 
Bh: 03 9096 5355. 
Bh: 1300 364 545 
Mobile s47F 
Fax 1300 360 830 
E-mail s47F @health.vic.gov.au 

s47G 

s47G 

T: (03) 9565 4400 
F: (03) 9565 4488 

s47G 

Re: Morphine Sulphate solution, 50mg in 50ml 0.9% Sodium Chloride Syringe, Batch: 
45/BM270 

Dear Ms s47F , 

Following internal investigation, s47G wishes to advise the compounded 
product listed above has not been manufactured according to specified protocols and 
is therefore, not deemed suitable for patient use due to reduced efficacy. 

This item was made as a batch of 20 units and was supplied to a single customer on 
the 18th June 2013. 

Following the internal identification of this anomaly (and potential patient effect) on the 
19th June 2013, the customer was immediately notified of an unspecified deficiency and 
requested to quarantine the batch on the evening of 19th June 2013. The customer 
(phannacy) advised that no units had been distributed to the hospital wards at this 
time. 

Replacement stock was provided to the customer on the 20th June 2013, where the 
batch in question (45/BM270) was retrieved. The customer could not store the 
increased quantities according to Schedule 8 requirements, due to the small size of the 
pharmacy safe. 

The entire affected batch was received by s47G and immediately quarantined 
on site, on 20th June 2013. 

Deta ils of the event are provided on the following pages for your information. 

If additional information is required, please feel free to contact me. 

s47G is committed to the resolution of this issue and full co-operation with the 
TGA is assured. 

Yours sincerely, 

s47F 

s47F 
STie Qua Ity Manager 
[s47G 
T:03 9"5l,5 4454Tf:03 ~"544138 
s47F @s47G 

s47G 

Digitally signed by s47F 
Date: 2013.06.20 16:41:37+10'00' 
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s47G 

Details of the Problem 

Name, telephone and facsimile number of the person reporting the problem: 
Name: s47F 
Telephone: +613 9565 4454 
Fax: +613 9565 4488 

Date of report: 
20th June 2013 

Physical location of problem; 
s47G 

Nature of the problem; 
Morphine sulphate manufactured at a lower strength than specified: 
21 mg/50ml instead of 50mg/50ml 

Number of similar reports received: 
Nil 

Results of tests and other investigations on suspect or other samples; 
No retention samples were kept for affected batch, no testing (apart from physical 
integrity testing) conducted for affected batch. 

Availabil ity for investigation of suspect sample or other samples; and 
100% of the affected batch located and quarantined. 
Currently these products are available for retrieval and further investigation, pending 
TGA advice. 
Plan to destroy according to internal procedure 

Details of the Product 

Product name, strength and description including dosage form: Morphine Sulphate 
solution, 50mg in 50ml 0.9% Sodium Chloride Syringe 
ARTG number: N/A 
Pack size: 1 
Batch number: 45/BM270 
Part Number: MORP01 S050 
Serial number: N/A 
Donation number(s): N/A 
Tissue bank number(s): N/A 
Expiry date: 15 September 2013 
Manufacturer/Australian sponsor and contact telephone and facsimile numbers: 
s47G 
pH: +6f3 9565 4400 
Fax: +613 9565 4488 

Date manufactured: 
17 Jun 2013 

Date released: 
17 Jun 2013 

Quantity of the batch: 
20 syringes 

Date and amount released; 
20 syringes released 17 Jun 2013 
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Local distribution; 
All 20 syringes shipped by courier directly to: 
s47G 

he Valley Private Hospital 
Corner Police and Gladstone Roads 
Mulgrave, Vic 3170 

Overseas distribution of product exported from Australia: 
Nil 

Number of complaints received: 
Nil 

Whether the product is meant to be st~rile; and 
Sterile, aseptically processed 

Risk assessment and proposed action: 

Type of hazard, and assessment of risk to user: 
Potential patient effect of under-medication 

Action proposed by sponsor: 
Product quaran!ined, to be destroyed: 

• Non-Conformance NCR514 raised 

• Full investigation, including root cause analysis and action plan to be developed 
and executed 

Proposed recall classification: 
Class II 

Proposed recall level: 
Hospital level (pharmacy only) 

Availability of alternative product : 
Single batch affected 
Replacement stock compounded and supplied 
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 
Phone: 02 6232 8444  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au 

OFFICIAL 

OFFICIAL 

AMENDED - URGENT MEDICAL DEVICE RECALL* 
The sponsor recently advised the TGA that 2 additional batches and 46 additional 
customers were identified as being affected by this recall action. 

LEVEL: Hospital CLASS: Class I 

REFERENCE: RC-2014-RN-01091-1 DATE AGREED: 10/10/2014 

PRODUCT
: 

0.9% Sodium Chloride for Irrigation 2000ml and Water for Irrigation 
2000ml 

Newly identified batches : 

Product Code Batch Description 
Expiry 
Date 

AHB7616 S78F1 
0.9% Sodium Chloride for 
Irrigation 2000mL Aug 2016 

AHB7606   S78A6 Water for Irrigation 2000mL Aug 2016 

Previously identified batches : 

Product Code  Batch Description 
Expiry 
Date 

AHB7616 S77N6 
0.9% Sodium Chloride for 
Irrigation 2000mL July 2016 

AHB7616 S77R8 
0.9% Sodium Chloride for 
Irrigation 2000mL July 2016 

AHB7606  S77N5  Water for Irrigation 2000mL July 2016 

ARTG Number: 155928 

SPONSOR: 

PHONE: 

REASON: Investigation of a small number of customer complaints has confirmed a 
reported problem of solution leaking into the overpouch. It has been 
identified that the issue was caused by a component used in the manufacture 
of the lots above, and is confined to these batches. There are no other affected 
products. This issue potentially impacts the sterility of the irrigation fluid. 

PROPOSE
D ACTION: 

Customers are advised to locate and remove all of the affected products and 
lot numbers from their facility. The affected product should be returned for 
credit by contacting Customer Service. Additionally, 
customers are advised to bring this matter to the attention of relevant 

s47G

s47G

s47G
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Australian Government 

Department of Health 
Therapeutic Goods Administration 

T.GAHealth S~fety I , Regulation 
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prescribers within their hospital so that any patient who is undergoing 
infusion, or has very recently received an infusion of this product, can be 
monitored. 

The sponsor is expected to dispatch letters to all affected customers within two working days 
of the agreed date. Please do not contact the sponsor for further information unless you 
believe that you have the goods under recall and have not received a recall letter. 
 
Product Distribution: 195 hospitals/distributors/medical centres in ACT, NSW, QLD, VIC 
& WA 
 
Product export status: New Zealand and Singapore 
 
This issue was first identified by the Sponsor. 
 
*For further details about Recall Actions, please refer to http://tga.gov.au/safety/recalls-about.htm  
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Approval under subsection 61 (7) of the Therapeutic Goods Act 1989 
Under subsection 6 1 (7) of the Therapeutic Goods Act 1989, the delegate of the Secretaty may release therapeutic goods information 
where release is necessaty to ensure the safe use of particular therapeutic goods or relating to the reasons for withdrawal of therapeutic 
goods from supply in Australia. 

In relation to issues with the 0.9% Sodium Chloride for In·igation 2000ml and Water for lffigation 2000ml I. as delegate of the 
Secretaty for the pmposes of section 61 (7) of the Therapeutic Goods Act. approve the release of the information of the therapeutic goods 
information relating to recall action ( i.e .. Recall action notice and list of affected customers) to the following persormel or organisation. 
The infonnation to be released can be found in TRIM: Rl4/ l 136104. Rl4/ l 136191. Rl4/ l 136199 & Rl4/ l 136213 

Section 61(7) Delegate Name: s 7 
Date: 4/11/2014 

Position Number: 20010778 (Signed electronically) 

Medicine Recall Actions (t.o be dispatched after 2 working days aft.er the approval dat.e) 
D #Recalls_Medicines Group which includes state and tenitory nominees for medicines identified in Appendix IV of the 
URPTG as well as appropriate contacts identified with.in Appendix V of the URPTG. 
[ ]ARPANSA (03) 9433 2210 s47F 
(Recalls of Radioactive Materials) 
D Operations Mgr. Australian Retailers (03) 8600 3399 
Association 
(Medicines sold by Grocery Retailers) 
D Metcash [IGA Supermarkets] (Medicines 1800 021 73 1/1300 135 690 
sold by Grocery Retailers) 
D Expolt of Class 1/11 recalled products Send to countries: 
D Class I recalls of Australian manufactured Send to Rapid Alert list 
medicines 

info@retail.org. au 

s47F @metcash.com 
consumersupport@metcash.com 

Device recall actions (t.o be dispatched after 2 working days aft.er the approval dat.e) 
1ZJ #Recalls_ Devices Group which includes state and tenitory nominees for medical devices identified in Appendix IV of 
the URPTG as well as appropriate contacts identified within Appendix V of the URPTG. 
D Orthopaedic Implants: D (02) 8071 8002 ~7F , ~7F 

D Operations Mgr. Austr·alian Retailers 
Association 
(Devices sold by Grocery Retailers) 
D Metcash [IGA Supermarkets] 
(Devices sold by Grocery Retailers) 
Devices that relate to poisons / poisoning: 
D WA Poison Infonnation 

D NSW Poison Infonuation 
D QLD Poison Information 
□VIC Poison Information 
1Z1 Expolt of Class 1/11 recalled products 

Consumer recall act.ions 
D Editor. Choice 
D President, PSA 
D Executive Director, Phannacy Guild 

Australian Orthopaedic 
Association 
0 (08) 8223 4075 S47F 
National Joint Replacement 
Registry 
(03) 8600 3399 

1800021731 

(08) 9346 3493 

(02) 9845 3597 
(07) 3252 1903 
(03) 9496 4912 
Send to countries: 

(02) 6285 2869 
(02) 6270 1800 

s47F @aoanjn.org.au 

info@retail.org.au 

F @metcash.com 
consumersupport@metcash.com 

poisonscentre@ttealth.wa.gov.au 
s47F @health.wa.gov.au 
nswpoisons@chw.edu.au 
Eoisons.Info@health.qld.gov.au 
f l?F @austin.org.au 
Singapore 

ausconsumer@choice.com.au 
psa.net@?psa.org.au 
s47F @guild.org.au 
S4/t" 0 uild.or .au ..._ _____________________________ _ 

Note: Individual fax numbers added to as follows: Addressee/Organisation/faxnumber@fax.tga.gov.au 
Control Document: R14/878447 Date 18/08/2014 
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Blood recall actions which includes state and te1Titory nominees for medicines identified in Appendix IV of the URPTG as 
well as appropriate contacts identified within Appendix V of the URPTG 
D #Recalls_ Blood and Human Tissues 
Group 
□ NSW: F 
0 NT: .S4/r 

_54/t" 

0 SA: S4tr 

0 TAS:s47F 

0 WA: F 

TAS Health 

WA Health 

(02) 9424 5860 
(08) 8922 8027 
(08) 8999 2412 
(08) 8463 5540 

(03) 6233 6392 

(08) 9222 2463 

F@,.dcl_1.health.nsw.gov.au 
s47F @nt.gov.au 
s47F @nt.gov.au 
s47F @health.sa.gov.au 
bloodorganandtissueprograms@health 
.sa.0 ov,au 
s47F @dhhs.tas.gov.au 

F @health.wa.gov.au 
oisons tv,health.wa. ov.au 

Safety Alerts (to be dispatched with a signed copy of the Safety Ale1t letter) 
D #Recalls_ Medicines Group which includes state and tenito1y nominees for medicines identified in Appendix IV of the 
URPTG 
D #Recalls_ Devices Group which includes state and tenitory nominees for medical devices identified in Appendix IV of 
theURPTG. 

Additional comments: 

Note: Individual fax numbers added to as follows: Addressee/Organisation/faxnumber@fax.tga.gov.au 
Control Document: R14/878447 Date 18/08/2014 



From:
To: Recalls
Subject: FW: Sterility test failure - Sodium chloride for injection MS 0.9% w/v 5 mL plastic ampoule, AUST R 199991, Batch No: 1F2983003, [SEC=UNCLASSIFIED]
Date: Thursday, 9 October 2014 11:35:32 AM
Attachments: Draft Recall Letter NaCl 5mL 1F2983003 10_2014.pdf

Draft Fax Reply Form Recall NaCl 5mL 1F2983003 10_2014.pdf
Water for Injection and Sodium chloride for Injection Stock on Hand by SKU and Batch Australia 1_10_2014.pdf
COA SOH 1_10_2014.pdf

HI 

Please create a new problem for this in RAMP . Also create a new TRIM file and relate TRIM file 2014/043596 with the new one.

 

From: @interpharma.com.au] 
Sent: Tuesday, 7 October 2014 2:49 PM
To: 
Cc:  Recalls
Subject: RE: Sterility test failure - Sodium chloride for injection MS 0.9% w/v 5 mL plastic ampoule, AUST R 199991, Batch No: 1F2983003, [SEC=UNCLASSIFIED]

Dear 

Thank you for your email and attachments

In response please note as follows:

a) Confirmation of the number of units of NaCl 5mL Batch Number 1F2983003 that  imported to Australia

2,844 Boxes (one box contains 50x5mL ampoules)

b) Number of units of NaCl 5mL Batch Number 1F2983003 distributed from  premises

 does not hold any stock and therefore does not ‘distribute from our premises’ InterPharma has a distribution contract with Clifford Hallam
Healthcare whereby all stock imported to Australia is shipped directly to the Clifford Hallam Healthcare’s warehouse – in this case Batch Number
1F2983003 was transported directly from Port Melbourne to Clifford Hallam Healthcare, Dandenong.

On arrival two units (boxes) were sampled by InterPharma staff to check packaging as part of the QA release.
Additionally 1 Box was sent to the TGA for testing.

c) Number of units of NaCl 5mL Batch 1F2983003 that InterPharma and contracted distributor (CH2) have withheld from further distribution

This batch has never been supplied to the market. As of 1 Oct 2014  2,841 Boxes are in quarantine at CH2, Dandenong warehouse. Please note: this
represents all stock that arrived in Australia less the two boxes used by  for QA checking (destroyed on completion of checking)

d) Undertake a wholesale level recall of NaCl Batch 1F2983003…

Please see attached a draft recall letter and fax return form. We wish to discuss the necessity to undertake a wholesale recall as no stock has been
distributed to the wholesalers in Australia and all stock imported to Australia is accounted for at our contracted receiving warehouse CH2 Dandenong.

e)  Confirm distribution Details of NaCl 5mL Batches 1F2983002 and 1F2983001

1F2983002:         2,988 Boxes (50x5mL ampoules) were received from the manufacturer and 2,793 remain in stock as of today i.e. 7 October 2014
1F2983001:         3,024 Boxes (50x5mL ampoules) were received from the manufacturer and 2,853 remain in stock as of today i.e. 7 October 2014

f)  Confirm any export of NaCl 5mL ARTG 199991

There has been no export

g)  Provide suitable evidence to demonstrate that other batches of:
Sodium Chloride for Injection MS 0.9% in plastic ampoules and Water for Injection MS in plastic ampoules
that are in stock and manufactured on the same filling line as batch 1F2983003 are sterile

 No batches of any stock are released for sale in Australia without the batch Certificates of Analysis being checked. These include the requirement for
sterility

Please see attached ALL individual batch COA’s (69 batches) of all stock currently for supply in Australia. All of these COA’s confirm each batch is within
specifications.

These COA’s are scanned in order of the batches listed in the SOH report dated 1 Oct 2014 (also attached).

Regarding the further information that you have requested (by 23 October) we have informed the manufacturer of this requirement and they will respond in due
course.

As initial feedback in relation to batch 1F2983003 we have been informed that the manufacture has already checked its retention samples for batch 1F2983003
and find them to conform to sterility. They have also started repeat sterility testing on the retention samples and the interim 2 day results show no
contamination. We will continue to receive updates on this testing until completed

The manufacturer has also commenced sterility testing of two further batches of manufactured product that were manufactured on either side (time wise) of
batch 1F2983003 and these two batches similarly show (in the interim) no sign of contamination

In Australia we have supplied 2 Boxes of 1F2983003 to Chemical Analysis Pty Ltd, Croydon, Melbourne for further independent sterility testing. Interim results
will be available next week.
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Regards
 

 
________________________________________________________________________________________________________________________________________________________________

                                                           
                                             C/O Pharmaco (NZ) Ltd

Manly NSW 2095                                                                Toll Free: 1300 308 213                                                       
Phone:  +61 2 9976 6876                                                     Phone:   +64 9 377 3336 
Fax:        +61 2 9976 6859                                                   Fax:         +64 9 307 1307  

                                              
 
 
Legally Privileged Information:
This email and any files transmitted with it are confidential and may
contain legally privileged information intended solely for the use of
the individual or entity to whom they are addressed. If you have received
this email in error please notify the sender by reply e-mail and then
ensure the message is permanently deleted from all of your systems.

Contents Not to be forwarded:
This e-mail must not be forwarded to anybody who is not authorised to
view it. If you have any doubts about who is or who is not authorised to
view this email and it content, please contact the sender for clarification
prior to forwarding the content of this e-mail.
*****************************************************************************************
 
 
 
 
 
 
 
 
 
 

From: @tga.gov.au] 
Sent: Thursday, 2 October 2014 1:59 PM
To:

 Recalls
Subject: Sterility test failure - Sodium chloride for injection MS 0.9% w/v 5 mL plastic ampoule, AUST R 199991, Batch No: 1F2983003, [SEC=UNCLASSIFIED]
 

~~~~ Metadata for: 'R14/1078940 ' ~~~~

Rec Num: R14/1078940

Title: 1408003128 - Sodium Chloride 5 mL injection - Preliminary certificate - PDF

~~~~ Metadata for: 'R14/1079764 ' ~~~~

Rec Num: R14/1079764

Title: 1408003128 - Sodium chloride 5 mL injection ampoule - Letter 1 - PDF

Dear 
Please find attached, a copy of a letter and a preliminary laboratory report that will be mailed to you today concerning the sterility test failure for Sodium
chloride for injection MS 0.9% w/v 5 mL plastic ampoule, AUST R 199991, Batch No: 1F2983003, Expiry September 2016 (TGA Sample Number 1408003128). A
final laboratory report will be issued to you on completion of laboratory testing. The action that you have taken to date to ensure user safety and to assist the
TGA to investigate this matter is appreciated. As explained in the letter, your early reply to this matter is requested, particularly the request that you recall the
affected batch to wholesale level. If you have any further queries regarding testing of this product please do not hesitate to contact me directly on (02)
62328921 or via email, @tga.gov.au.

Kind regards

 

 
 
 

 
Principal Microbiologist 
Microbiology 
Office of Laboratories & Scientific Services 

Phone: 02 6232 8921 Fax: 02 6232 8481 
Email: @tga.gov.au 

Therapeutic Goods Administration 
Department of Health 
PO Box 100 
Woden ACT 2606 Australia 
www.tga.gov.au
 

From: @i .com.au] 
Sent: Wednesday, 1 October 2014 9:50 AM
To: Recalls
Subject: RE: Possible sterility test failure for Sodium chloride for injection MS 0.9% w/v 5 mL plastic ampoule, Batch No: 1F2983003, [SEC=UNCLASSIFIED]
 
Dear 
 
Thank you for your notification and also your calls this morning regarding the possible test failure of Batch 1F2983003
 
We can confirm the following with regard to this batch:
 

1.       None of this batch has been supplied to the market
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2.       It has been placed in quarantine at our contracted distributor (Clifford Hallam Healthcare, Melbourne)

3.       The manufacturer was informed on receipt of your email on the 30th September and we await their response today
4.        plans to separately test further samples of this batch at a commercial facility in Melbourne as soon as possible

 
Sincerely
 

Managing Director
 
 
________________________________________________________________________________________________________________________________________________________________

                                                           
                                             

Manly NSW 2095                                                                Toll Free: 1300 308 213                                                       
Phone:  +61 2 9976 6876                                                     Phone:   +64 9 377 3336 
Fax:        +61 2 9976 6859                                                   Fax:         +64 9 307 1307  

                                              
 
 
Legally Privileged Information:
This email and any files transmitted with it are confidential and may
contain legally privileged information intended solely for the use of
the individual or entity to whom they are addressed. If you have received
this email in error please notify the sender by reply e-mail and then
ensure the message is permanently deleted from all of your systems.

Contents Not to be forwarded:
This e-mail must not be forwarded to anybody who is not authorised to
view it. If you have any doubts about who is or who is not authorised to
view this email and it content, please contact the sender for clarification
prior to forwarding the content of this e-mail.
*****************************************************************************************
 
 
 
 
 
 
 

From: @tga.gov.au] On Behalf Of Recalls
Sent: Tuesday, 30 September 2014 5:24 PM
To: 
Cc: Recalls
Subject: Possible sterility test failure for Sodium chloride for injection MS 0.9% w/v 5 mL plastic ampoule, Batch No: 1F2983003, [SEC=UNCLASSIFIED]
 
 
Hi 
 
As discussed over the telephone, sterility test results at 6 days into 14 day incubation period indicate that the test sample for Sodium chloride for
injection MS 0.9% w/v 5 mL plastic ampoule
Batch No: 1F2983003, Expiry: September 2016 ) will fail the Test for Sterility in that:

•         microbial contamination has been detected in one of two pools of Fluid Thioglycollate Medium after 6 days of incubation;
•         a wet prep from the contaminated broth indicates that the contaminant (or contaminants) is/are rod-shaped bacteria.

 
Important Note: These results are preliminary test results only; however, the test result to date indicates that the sterility test failure for the
injection is likely to be valid sterility test failure as none of the conditions of the BP Test for Sterility that permit a sterility test to be invalidated have
been met.
 
Based on the information above, it is recommended that  quarantine the above batch from further distribution.
 
We (TGA) will touch base with you tomorrow and discus any further actions are necessary.
 
Regards,
 

 
  
Recall Coordinator l Manager - Recalls Unit I Recalls & Advertising I Office of Product Review I Monitoring & Compliance Group I Therapeutic Goods Administration | PO Box 100, WODEN ACT 2606 I

www.tga.gov.au
T: 02 6232 8636 l F: 02 6203 1451 l E: Joshan.Joy@tga.gov.au /Recalls@tga.gov.au 

   
Do you know all Recall Actions undertaken in Australia are on the System for Australian Recall Actions (SARA)? For further information, please refer to the
TGA Website http://tga.gov.au/safety/sara.htm
 
 
 
 

"Important: This transmission is intended only for the use of the addressee and may contain confidential or legally privileged information and has been sent in accordance with the TGA security policy.

If you are not the intended recipient, you are notified that any use or dissemination of this communication is strictly prohibited. If you receive this transmission in error please notify the author
Immediately and delete all copies of this transmission."
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October, 2014 
 
To: All Pharmaceutical Wholesalers 
 
Attention: Regulatory Affairs Manager 
 
 
 

URGENT PHARMACEUTICAL RECALL 
SODIUM CHLORIDE FOR INJECTION – MS 0.9% W/V, 50 X 5ML AMPOULES 

REORDER NUMBER PBL500 
BATCH NUMBER: 1F2983003 

AUST R 199991 
 

 following advice that the above batch may not be sterile and after 
consultation with the Therapeutic Goods Administration, is recalling Batch Number 
1F2983003 of Sodium Chloride for Injection-MS 0.9% w/v 50 x 5mL ampoules. No other 
batches or pack sizes of this product are affected by this recall.  
 
The batch number is clearly displayed on the top of each 50 x 5mL Box. 
 
Please inspect your stocks and quarantine all units from the above batch number, then 
complete the attached Facsimile Reply Form and fax it to us so that we can arrange for your 
stock to be recovered and replacement stock, or a credit note, issued. Please complete the 
Facsimile Reply Form even if you have no stock which is subject to the recall as we require 
this information to reconcile the process. 
 
Thank you for your assistance 
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Facsimile Reply Form 

____________________________________________________________ 

To:    

Attention:  Regulatory Affairs Manager 

Fax Number:  02 9976 6859 

Postal Address: PO Box 115, Manly NSW 1655 

Subject:  Recall of Sodium Chloride –MS 0.9% w/v 50 x 5mL Ampoules 

   Batch Number: 1F2983003 

____________________________________________________________________ 

 

From:   _______________________ 
(Company) 

Contact Person: _______________________ 

Telephone:  _______________________ 

Fax:   _______________________ 

 

 

 We do/do not have stock which is subject to this recall 

 Stock Received:   Batch __________ Qty __________ 

 Unused Stock Subject to Recall: Batch ___________ Qty __________ 

 Any other relevant details:  _______________________________ 

 

Signature: 

 

Date:   

 

_______________________________________________________________ 

s47G
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Description Code Batch Number Expiry Date

Total 

SOH 

1/10/14

WATER FOR INJECTION 5ML AMPS  50 AMPS PER PACK

WATER FOR INJECTION 5ML AMPS  50 AMPS PER PACK PBL400            1F543050                      31/08/2016 2,715       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK

WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254035                     30/06/2017 1,812       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254034                     30/06/2017 1,296       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254029                     30/04/2017 1,824       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254028                     30/04/2017 1,836       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254026                     30/04/2017 1,834       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254025                     30/04/2017 1,834       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254024                     30/04/2017 1,822       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254023                     30/04/2017 1,822       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254022                     30/04/2017 1,822       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254021                     30/04/2017 1,846       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254020                     30/04/2017 1,834       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254019                     30/04/2017 1,834       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254018                     31/03/2017 1,824       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254017                     31/03/2017 1,824       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254016                     30/03/2017 1,798       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254015                     30/03/2017 1,750       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254014                     28/02/2017 378          
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254013                     28/02/2017 1,513       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254012                     28/02/2017 1,726       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254011                     28/02/2017 1,702       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254009                     28/02/2017 1,818       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254008                     28/02/2017 1,822       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254007                     31/01/2017 848          
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254006                     31/01/2017 105          
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254005                     31/01/2017 1,728       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254004                     31/01/2017 1,737       
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254003                     31/01/2017 460          
WATER FOR INJECTION 10ML AMPS  50 AMPS PER PACK PBL410            1T3254001                     30/12/2016 19            
WATER FOR INJECTION 20ML AMPS  30 AMPS PER PACK

WATER FOR INJECTION 20ML AMPS  30 AMPS PER PACK PBL420            1TW3294002                    30/04/2017 1,350       
WATER FOR INJECTION 20ML AMPS  30 AMPS PER PACK PBL420            1TW3294001                    30/04/2017 890          
SODIUM CHLORIDE INJ 5ML AMPS  50AMPS PER PACK

SODIUM CHLORIDE INJ 5ML AMPS  50AMPS PER PACK PBL500            1F2983003                     30/09/2016 2,841       
SODIUM CHLORIDE INJ 5ML AMPS  50AMPS PER PACK PBL500            1F2983002                     30/09/2016 2,794       
SODIUM CHLORIDE INJ 5ML AMPS  50AMPS PER PACK PBL500            1F2983001                     30/09/2016 2,988       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK

SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984101                     30/06/2017 1,776       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984100                     30/06/2017 1,800       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984099                     30/06/2017 1,788       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984098                     30/06/2017 1,800       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984097                     30/06/2017 1,776       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984096                     30/06/2017 1,776       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984095                     30/06/2017 1,812       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984085                     31/05/2017 1,812       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984084                     31/05/2017 1,812       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984083                     31/05/2017 1,824       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984082                     31/05/2017 1,788       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984081                     31/05/2017 1,788       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984080                     31/05/2017 1,800       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984079                     31/05/2017 1,452       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984078                     31/05/2017 72            
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984077                     31/05/2017 48            
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984076                     30/05/2017 1,800       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984075                     30/05/2017 1,800       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984074                     30/05/2017 681          
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984073                     30/05/2017 1,080       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984072                     30/05/2017 637          
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984071                     30/05/2017 24            
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984064                     31/03/2017 1,800       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984063                     31/03/2017 1,824       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984062                     31/03/2017 1,824       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984061                     31/03/2017 1,800       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984059                     31/03/2017 1,824       
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984058                     31/03/2017 134          
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984051                     28/02/2017 480          
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984050                     28/02/2017 480          
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984048                     28/02/2017 90            
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984047                     28/02/2017 98            
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984036                     31/01/2017 108          
SODIUM CHLORIDE INJ 10ML AMPS  50 AMPS PER PACK PBL510            1T2984032                     31/01/2017 30            
SODIUM CHLORIDE INJ 20ML AMPS  30 AMPS PER PACK

SODIUM CHLORIDE INJ 20ML AMPS  30 AMPS PER PACK PBL520            1TW2983003                    31/10/2016 233          
SODIUM CHLORIDE INJ 20ML AMPS  30 AMPS PER PACK PBL520            1TW2983002                    31/10/2016 119          
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00101,w-20-01,01oc12 CERTIFICATE OF ANALYSIS FOR FINISHED r&uuul.: 1 

DEPARTMENT : Quality Control Reference SpeclOcation No: FP/SPIC/54-09 

MATERIAL NAME : WATER POR INJECJ'JON-MS 

BatdaNo. 
STERILISED WATER FOR INJECTIONS BP-5ML 

Date : SEP-13 Date 
: FP/8-01/13/317 

Maaafactarln 
Batch Sia 
Tatia Date 

: IO0O Lien • . sam led 
:AUG-16 
:250Nos. 

l Extractable Volume (ml) 

3 Acidity or Alkalinity 

4 Conductivity 

s Oxfdlsable substances 
6 Chlorides 
7 Nllratos 
8 Sulphates 

9 Ammonium 

10 Calcium and magnesium 

11 Residue on ovaponwon 

12 Particulate contamination 

Obtervatloa 
A clear and colorless solution 
S.lml 

The solution is yellow, it ~mes red on 
the addition ofO.I ml of0.01 M sodium 
hydrox.ide. 

The solution remains faintl ink 
<0.5 m 
<0.2 m 
The solution shows no change In 

ce for at least 1 h. 
<0.6ppm 

A pure blue colour is produced 

0.0001% 

89 particles/container of~IOpm 
46 particles/container of ~pm 

13 Stcrili Sterile 
14 Bacterial Bndotoxin <0.25BU/ml 
ADDfflONAL TF.ST AS PER USP 
15 Calcium No IUlbidi ii roduced 

ASPERIP 

:23totn3 
Limit 

A eloar and co!orless solution 
Not less than nominal volume and not 
more than 115% of the nominal volume 
for ~Sml; or not loss 1han nominal 
volume and not more than 110% 11f the 
nominal volumo for ml 
If tho solution is yellow, it becomes red 
on the addition of0.1 ml of0.01 M 
sodium hydroxide; if red, it becomes 

yollow on tho addition ofO.lS ml of0.01 
M h drochloric acid 
Maximum 25 µs.cnr' for con1ainers with 
a nominal volume of 10 ml or less at 2S 
°C ± 1 °C; or maximum S ps.cinr• for 
containets with a nominal volume 

eater than I 0ml at 25 °C + t °C 

Tho solution shows no chango in 
a aranco for at least I h. 
For containers wllh a nominal volumo 
loss than SO ml: Maximum 0.6 m. 
A pure blue colour should bo produced 

Maximum 4 mg (0.004 per cont) for 
contaJners with a nominal volumo of 10 
ml or less; or maximum 3 mg (0.003 per 
ecnt) for containers with a nominal 
. volwno than 10 ml 
Average particles not more th.an 
6000/contalner ~ 10 pm and not more 
than 600/container > 
Should bo ltclilo 
Less than 0.25 BU/ml 

Between S.O and 7.0 at 2S °C + 2 °C 
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Qo1111wi:-20.011orn.i12 CF.RTIFICATE OF ANALYSIS FOR FINISHED l'l<UUULT 
DEPAlffMENT : Qunlit,· Control R,,.fcrcncc Sl)ccification No: FP/SPEC/325-00 TITLF.: WATER FOR IN.IF.CTION -1\·tS 

(STERILJSED WATER FOR JN.JECTIONS BP)-JO ML 
Batch No. : JT3254035 A.R. NO. : J<'J>/S-0J/14/235 
Manufncturinl! Dntc : JUL-14 Ex!liry Dntc : JUN-17 
Hutch Size : 1000 Litre Qunntitv sumplcd : 125 Nos 
Tcstine Dntl' : 11/07/14 Conrnlction Date : 25/07/14 

Sr. Test Ohscrvntion Spccilication 
No. 
01 Appenrnncc A clc.ir and colorless solution. A clear and colorlcss solution 
O::! Extrnclahlc: Volume 10.2 rnL Not less than nominal volume and not 

more than 110% of the nominal volume 
03 Acidity or Alkalinity The solution is yellow. it hecomcs If the solution is yellow, it becomes red on 

red on the addition of 0.1 mL of the addition of 0.1 mL of 0.01 M sodium 
0.0 IM sodium hydroxide. hydroxide; if red. it becomes yellow on the 

addition or 0.15 mL of 0.01 M 
h\'drochloric ncid 

O..J l'onduclivity 1.503 its.cm' Maximum 25 ~1s.cm·1 for conwiners with a 
nominal volume of I 0 ml or less at 25 °C 
+ I oc. or maximum 5 ps.cnr' for -
containers with n nominal volume greater 
thnn 10 mL at 25 °C + 1°C. 

05 Oxiclisahlc Substances The solution remains foinll\' pink. The solution remains fainth· 1>ink 
06 Chlorides <0.Spnm Maximum 0.5 ppm 
07 Nitrates <0.2ppm Maximum 0.2 ppm 
08 Sulfotes The solution shows no clmng.e in The solution shows no change in 

appear.mce for ,11 least I hour. aImearance for al least I h. 
09 Ammonium <0.6ppm For cont:,iners with a nominal volume less 

than 50 mL: Maximum 0.6 1mm 
10 Cnlcium and Magnesium A pure blue colour is produced. A Imre blue colour should be 1>roduccd 
11 Residue on Evnporation 0.0005% Maximum 4 mg (0.004 per cent) for 

cn11tai11crs with a nominal volume of 10 
ml. or less. 

12 Bacterial Endotoxins <0.25EU/111L Less limn 0.25 EU/ml 
13 Particulate contamination: 36 Particles/container ol'~I0pm Awrngi: parth:lcs not more than 6000 per 

Sub-visible pnrticlcs 3 Particles/container of '.2:25~1111 container equal to or greater than I 0 ~1111 
and not more thnn 600 per container equal 
lo or greater 1111111 25 um 

I..J Sterili1,· Sterile Should he sterile 
ADDITIONAL TEST AS PER USP 

15 Calcium No turbidi1v is produced. No turbiditv should be produced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 pit 5.68 lk1wcc11 5.0 and 7.0 at 25 °C + :! °C 

ADDITIONAL TEST AS PER IP 
18 llcnn· 111e1als (Method D) <0.11)1)111 Nol mon.: than 0. I Im111 

Rcplll't : The product complies with the prescribed standard of the quality as per above spccilicntion. 

Prc1>:m:d 
Name 
DA TE:0 1/ff~t 1-1 I lJAI E:U 1/08/14 I DATE:0 1/08/14 I DATE:01/08/14 I 
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Q0IOt91F-20-011010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Ounlin• Control Reference Sr>ecificntion No: FP/SJ>EC/325-00 TITLE: WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 
Batch No. : IT3254034 A.R. NO. : FP/S-01/14/234 
Manufncturine Dntc : JUL-14 Expiry Dute : JUN-17 
Batch Size : 1000 Litre Ounntitv snmr>led : 125 Nos 
Testin2 Dute : 11/07/14 Conmlction Date : 25/07/14 
Sr. Test Observation Specilication No. 
01 Appcnrnnce A clenr and colorless solution. A clear and colorless solution 
02 Extractable Volume 10.3 ml Nol less than nominal volume and llOl 

more than 110% of the nominal volume 03 Acidity or Alkalinity The solution is yellow. it becomes If the solution is yellow, it becomes red on 
red on the addition of 0.1 ml of the addition of 0.1 ml of 0.01 M sodium 
0.0 IM sodium hydroxide. hydroxide; if red. it becomes yellow on the 

addition of 0.15 mL of 0.01 M 
hydrochloric acid 

04 Conductivity I .338 ~•s.cnr' Maximum 25 i1s.cnf 1 for containers with a 
nominal volume of JO mL or less at 25 °C 
+ I oc. or maximum 5 ••s.cnf' for 
containers with a nominal volume greater 
than 10 ml al 25 °C ± 1°C. OS Oxidisable Subswnccs The solution remains fointlv nink. The solution remains faintl\' Jlink 06 Chlorides <0.Soom Maximum 0.5 oom 

07 Nilrntes <0.2oom Maximum 0.2 oom 
08 Sul fates The solution shows no change in The solution shows no change in 

api,earnncc for .u least I hour. aonearnncc for at least I h. 09 Ammonium <0.6ppm for comaincrs wi1h a nominal volume less 
than 50 mL: Maximum 0.6 ppm 10 Calcium nnd Magnesium A nurc blue colour is Droduccd. A ourc blue colour should be produced 11 Residue on Evaporation 0.0007% Maximum 4 mg (0.004 per cent) for 
containers with a nominal volume of 10 
mL or less. 

12 Bncterial Endotoxins <0.25Ell/mL Less than 0.25 EU/mL 13 Particulate cunlaminalion: 75 Pan iclcs/containcr of :2'. I 0i1111 Avernge pm1iclcs not more than 6000 per Sub-visible particles 37 Pc111iclcs/con1ai11cr of :2'.25i1111 contuincr equal to or greater than 10 i1m 
and not more than 600 per container equal 
to or greater than 25 um 14 S\crilit\' Sterile Should be sterile ADDITIONAL TEST AS PER USP 

15 Calcium No turbidit,· is Jlroduced. No turbiditv should be produced 16 Carbon Dioxide The mixture remains clear. The mixture remains clear 17 oH 5.66 Between 5.0 and 7.0 at 25 °C + 2 °C ADDITIONAL TEST AS PER IP 
18 Hcavv metals <Method D) <0.Jnom Nol more than 0.1 oom Report: The product complies with the prescribed standard of the quality as per above spccilication. 

I I - ' 
:-Prcpnrcd B,' Rcvie•' 

~ 
:-

Namd -Name 
DA TE:0 1/08/14 DATE:01/08/14 DATE.v 11vo, 1 "f I lJA I t.:Ul/08/14 
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Q0IOl9/F-20..0t/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Oualitv Control Reference Specification No: FP/SPEC/325-00 
TITLE: WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 
Batch No. : 1T3254029 A.R. NO. : FP/S-01/14/177 
Manufacturim~ Date : MAY-14 Exoirv Date : APR-17 
Batch Size : 1000 Litre Quantity sampled : 125 Nos 
Testin& Date : 29/05/14 Completion Date : 12/06/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 
02 Extractable Volume 10.3 mL Not less than nominal volume and not 

more than 110% of the nominal volume 
03 Acidity or Alkalinity The solution is yellow. it becomes If the solution is yellow, it becomes red on 

red on the addition of 0.1 mL of the addition of 0.1 mL of 0.0 I M sodium 
0.0IM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0. 15 mL of 0.01 M 
hYdrochloric acid 

04 Conductivity 1.090 µs.cm· 1 Maximum 25 µs.cm· 1 for containers with a 
nominal volume of 10 mL or less at 25 °C 
+ I oc. or maximum 5 µs.cm· 1 for 
containers with a nominal volume greater 
than 10 mL at 25 °C + 1°C. 

05 Oxidisable Substances The solution remains faintly oink. The solution remains faintly oink 
06 Chlorides <0.Soom Maximum 0.5 oom 
07 Nitrates <0.2oom Maximum 0.2 ppm 
08 Sulfates The solution shows no change in The solution shows no change in 

aooearance for at least I hour. aooearance for at least I h. 
09 Ammonium <0.6ppm For containers with a nominal volume less 

than 50 ml: Maximum 0.6 oom 
10 Calcium and Ma2nesium A pure blue colour is produced. A pure blue colour should be produced 
11 Residue on Evaporation 0.0003% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of 10 
ml or less. 

12 Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/mL 
13 Particulate contamination: 51 Particles/container of~ I 0µm Average particles not more than 6000 per 

Sub-visible particles 18 Particles/container of ~Sµm container equal to or greater than I 0 µm 
and not more than 600 per container equal 
to or greater than 25 um 

14 Sterility Sterile Shou Id be sterile 
ADDITIONAL TEST AS PER USP 

IS Calcium No turbidity is produced. No turbidity should be produced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 oH 5.78 Between 5.0 and 7.0 at 25 °C :t 2 °C 

ADDITIONAL TEST AS PER IP 
18 Heavy metals (Method D) <0.loom Not more than 0.1 ppm 

Report: The product complies with the prescribed standard of the quality as per above specification. 

-Prepared B, -
Name -
DATE:20/06/14 I DATE:20/06/14 I DA TE:20/06/ I 4 I DA TE:20/06/14 
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QOIOl9/F-20-0l/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/325-00 
TITLE: WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 
Batch No. : 1T3254028 A.R. NO. : FP/S-01/14/176 
Manufacturine Date : MAY-14 Expiry Date : APR-17 
Batch Size : 1000 Litre Ouantitv sampled : 125 Nos 
Testine Date : 29/05/14 Completion Date : 12/06/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear and colorless soluti9n. A clear and colorless solution 
02 Extractable Volume 10.2 ml Not less than nominal volume and not 

more than 110% of the nominal volume 
03 Acidity or Alkalinity The solution is yellow. it becomes If the solution is yellow. it becomes red on 

red on the addition of 0.1 ml of the addition of 0.J ml of 0.01 M sodium 
0.0 IM sodium hydroxide. hydroxide; if red, it becomes yeltow on the 

addition of 0.15 mL of 0.01 M 
hydrochloric acid 

04 Conductivity J .093 µs.cm·' Maximum 25 µs.cm·1 for containers with a 
nominal volume of I 0 ml or less at 25 °C 
+ 1 oc. or maximum 5 µs.cm·• for 
containers with a nominal volume greater 
than 10 ml at 25 °C + 1°C. 

OS Oxidisable Substances The solution remains faintly pink. The solution remains faintly pink 
06 Chlorides <0.5ppm Maximum 0.5 oom 
07 Nitrates <0.2oom Maximum 0.2 ppm 
08 Sulfates The solution shows no change in The solution shows no change in 

annearance for at least 1 hour. aooearance for at least ) h. 
09 Ammonium <0.6ppm For containers with a nominal volume less 

than 50 mL: Maximum 0.6 ppm 
JO Calcium and Ma~nesium A pure blue colour is oroduced. A oure blue colour should be produced 
11 Residue on Evaporation 0.0004% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of 10 
mL or less. 

12 Bacterial Endotoxins <0.2SEU/mL Less than 0.25 EU/ml 
13 Particulate contamination: 98 Particles/container of~ I 0µm Average particles not more than 6000 per 

Sub-visible particles 20 Particles/container of ~25µm container equal to or greater than I 0 µm 
and not more than 600 per container equal 
to or _greater than 25 µm 

14 Sterilitv Sterile Should be sterile 
ADDITIONAL TEST AS PER USP 

IS Calcium No turbiditv is produced. No turbidity should be produced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 PH 5.77 Between 5.0 and 7.0 at 25 °C ± 2 °C 

ADDITIONAL TEST AS PER IP 
)8 Heavy metals (Method D) <0.loom Not more than 0.1 ppm 

Report: The product complies with the prescribed standard of the quality as per above specification. 

Preoared BY: 
Name 
DA TE:20/06/14 I DATE:20/06/14 I DATE:20/06/14 I DATE:20/06/14 
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Q01019IF 20 011010412 CERTIFICATE OF ANALYSIS FOR FINISHED ri~vuu\.. 1 - -
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/325-00 
TITLE : WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 
Batch No. : IT3254026 A.R. NO. : FP/S-01/14/166 
Manufacturine Date : MAY-14 Expiry Date : APR-17 
Batch Size : 1000 Litre Quantitv samoled : 125 Nos 
Testine Date : 20/05/14 Comoletion Date : 03/06/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 
02 Extractable Volume 10.2ml Not less than nominal volume and not 

more than 110% of the nominal volume 
03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 

red on the addition of 0.1 mL of the addition of 0.1 mL of 0.01 M sodium 
0.01 M sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 
hydrochloric acid 

04 Conductivity 0.932 µs.cm· 1 Maximum 25 µs.cm·' for containers with a 
nominal volume of 10 mL or less at 25 °C 
+ l oc. or maximum 5 µs.cm· 1 for 
containers with a nominal volume greater 
than I 0 mL at 25 °C + 1°C. 

05 Oxidisable Substances The solution remains faintly pink. The solution remains faintly pink 
06 Chlorides <0.5oom Maximum 0.5 oom 
07 Nitrates <0.2oom Maximum 0.2 oom 
08 Sulfates The solution shows no change in The solution shows no change in 

aaaearance for at least I hour. aooearance for at least I h. 
09 Ammonium <0.6ppm For containers with a nominal volume less 

than 50 mL: Maximum 0.6 oom 
10 Calcium and Ma,znesium A pure blue colour is produced. A oure blue colour should be produced 
11 Residue on Evaporation 0.0006% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of I 0 
mL or less. 

12 Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/mL 
13 Particulate contamination: 225 Particles/container of;?; I 0µm Average particles not more than 6000 per 

Sub-visible particles 151 Particles/container of ;;::25µm container equal to or greater than I 0 µm 
and not more than 600 per container equal 
to or j!;reater than 25 µm 

14 Sterility Sterile Should be sterile 
ADDITIONAL TEST AS PER USP 

15 Calcium No turbidity is produced. No turbidity should be produced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 DH 5.54 Between 5.0 and 7.0 at 25 °C ± 2 °C 

ADDITIONAL TEST AS PER IP 
18 Heavy metals (Method D) <0.toom Not more than 0.1 oom 

Report: The product complies with the prescribed standard of the quality as per above specification. 

\ 

Prepared Bv: 
Name 

- - ---
DA TE:05/06/14 I DA TE:05/06/14 I DA TE:05/06/14 I DATE:05/06/14 
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Q01019/F-20-011010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/325-00 
TITLE : WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 
Batch No. : 1T3254025 A.R. NO. : FP/S-01/14/165 
Manufacturine Date : MAY-14 Exnh·v Date : APR-17 
Batch Size : 1000 Litre Ouantitv sampled : 125 Nos 
Testine Date : 19/05/14 Comoletion Date : 02/06/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 

02 Extractable Volume 10.1 mL Not less than nominal volume and not 
more than 110% of the nominal volume 

03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 
red on the addition of 0.1 mL of the addition of 0.1 mL of 0.0 I M sodium 
O.OIM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 
hydrochloric acid 

04 Conductivity 0.948 µs.cnf 1 Maximum 25 µs.cm· 1 for containers with a 
nominal volume of 10 ml or less at 25 °C 
+ I oc. or maximum 5 µs.cm·• for 
containers with a nominal volume greater 
than 10 mL at 25 °C ± 1°C. 

OS Oxidisable Substances The solution remains faintly oink. The solution remains faintly oink 
06 Chlorides <0.Snnm Maximum 0.5 oom 
07 Nitrates <0.2oom Maximum 0.2 oom 
08 Sulfates The solution shows no change in The solution shows no change in 

aooearance for at least I hour. aooearancc for at least I h. 
09 Ammonium <0.6ppm For containers with a nominal volume less 

than SO ml: Maximum 0.6 oom 
10 Calcium and Maiznesium A oure blue colour is produced. A pure blue colour should be produced 
11 Residue on Evaporation 0.0004% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of I 0 
ml or less. 

12 Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/ml 
13 Particulate contamination: 195 Particles/container of 2: I 0µm Average particles not more than 6000 per 

Sub-visible particles 52 Particles/container of 2:25µm container equal to or greater than I 0 µm 
and not more than 600 per container equal 
to or greater than 25 um 

14 Sterilitv Sterile Should be sterile 
ADDITIONAL TEST AS PER USP 

15 Calcium No turbidity is produced. No turbidity should be produced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 pH 5.52 Between 5.0 and 7 .0 at 25 °C ± 2 °C 

ADDITIONAL TEST AS PER IP 
18 Heavy metals (Method D) <0.loom Not more than 0.1 oom 

Report: The product complies with the prescribed standard of the quality as per above specification. 

Prepared By: 
Name 
DA TE:05/06/ 14 I DATE:05/06/14 I DATE:05/06/14 I DATE:05/06/14 
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Qo1019/F-20-0l/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/325-00 
TITLE : WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 
Batch No. : 1T3254024 A.R. NO. : FP/S-01/14/164 
Manufacturin2 Date : MAY-14 Expiry Date : APR-17 
Batch Size : 1000 Litre Quantity sampled : 125 Nos 
Testine Date : 18/05/14 Completion Date : 02/06/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 
02 Extractable Volume I0.2mL Not less than nominal volume and not 

more than I 10% of the nominal volume 
03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 

red on the addition of0. I mL of the addition of 0.1 mL of 0.01 M sodium 
0.0 IM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 
hydrochloric acid 

04 Conductivity 0.950 µs.cm·1 Maximum 25 µs.cm· 1 for containers with a 
nominal volume of I 0 mL or less at 25 °C 
+ 1 oc. or maximum s µs.cm· 1 for 
containers with a nominal volume greater 
than 10 mL at 25 °C ± 1°C. 

OS Oxidisable Substances The solution remains faintly pink. The solution remains faintly pink 
06 Chlorides <0.5oom Maximum 0.5 oom 
07 Nitrates <0.2oom Maximum 0.2 ppm 
08 Sulfates The solution shows no change in The solution shows no change in 

aooearance for at least lhour. appearance for at least I h. 
09 Ammonium <0.6ppm For containers with a nominal volume less 

than SO mL: Maximum 0.6 oom 
10 Calcium and Ma2nesium A oure blue colour is produced. A pure blue colour should be produced 
11 Residue on Evaporation 0.0003% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of 10 
mL or less. 

12 Bacterial Endotoxins <0.2SEU/mL Less than 0.25 EU/mL 
13 Particulate contamination: 230 Particles/container of~ I 0µm Average particles not more than 6000 per 

Sub-visible particles 54 Particles/container of ~25 µm container equal to or greater than I 0 µm 
and not more than 600 per container equal 
to or l!reater than 25 um 

14 Sterility Sterile Should be sterile 
ADDITIONAL TEST AS PER USP 

15 Calcium No turbidity is produced. No turbiditv should be produced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 oH 5.70 Between 5.0 and 7.0 at 25 °C ± 2 °C 

ADDITIONAL TEST AS PER IP 
18 Heavy metals (Method D) <0.loom Not more than 0.1 oom 

Report: The product complies with the prescribed standard of the quality as per above specification . 

.. 

-Preoared Bv: -Name . \ 

DA TE:05/06/14 I DATE:05/06/14 I DA TE:05/06/14 I DATE:05/06/14 
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Q0IOl9/F-20-011010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : OualilY Control Reference Specification No: FP/SPEC/325-00 
TITLE : WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 
Batch No. : 1T3254023 A.R. NO. : FP/S-01/14/163 
Manufacturine Date : MAY-14 Exoirv Date : APR-17 
Batch Size : 1000 Litre Ouantitv samoled : 125 Nos 
Testine Date : 18/05/14 Completion Date : 02/06/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 

02 Extractable Volume 10.2 ml Not less than nominal volume and not 
more than 110% of the nominal volume 

03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 
red on the addition of0.lmL of the addition of 0.1 mL of 0.0 I M sodium 
0.0 IM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 
hydrochloric acid 

04 Conductivity 0.957 µs.cm· 1 Maximum 25 µs.cm· 1 for containers with a 
nominal volume of I 0 mL or less at 25 °C 
+ I oc. or maximum 5 µs.cm·' for 
containers with a nominal volume greater 
than I 0 mL at 25 °C ± t°C. 

05 Oxidisable Substances The solution remains faintly oink. The solution remains faintly oink 
06 Chlorides <0.5oom Maximum 0.5 oom 
07 Nitrates <0.2oom Maximum 0.2 oom 
08 Sulfates The solution shows no change in The solution shows no change in 

anoearance for at least I hour. aooearance for at least I h. 
09 Ammonium <0.6ppm For containers with a nominal volume less 

than SO mL: Maximum 0.6 oom 
IO Calcium and Magnesium A pure blue colour is oroduced. A oure blue colour should be produced 
11 Residue on Evaporation 0.0004% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of 10 
mL or less. 

12 Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/mL 
13 Particulate contamination: 45 Particles/container of~ 1 0µm Average particles not more than 6000 per 

Sub-visible particles 17 Particles/container of~25µm container equal to or greater than 10 µm 
and not more than 600 per container equal 
to or greater than 25 um 

14 Sterilitv Sterile Should be sterile 
ADDITIONAL TEST AS PER USP 

15 Calcium No turbidity is produced. No turbiditv should be oroduced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 pH 5.68 Between 5.0 and 7.0 at 25 °C + 2 °C 

ADDITIONAL TEST AS PER IP 
18 Heavy metals (Method D) <0.loom Not more than 0.1 oom 

Report: The product complies with the prescribed standard of the quality as per above specification. 

Preoared Bv: 
Name : ...... - • ...L _ ____ _ _ - - - - - - - . -------------.--------- --- -------.---.----- --.---- - - . .. 

DA TE:05/06/ I 4 I DA TE:05/06/14 I DATE:05/06/14 I DATE:05/06/14 
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Q0I0t9tF 20 01,010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
- -

DEPARTMENT : Oualitv Control Reference Snecific11tion No: FP/SPEC/325-00 

TITLE : WATER FOR INJECTION -MS 
(STERILISED WATER FOR INJECTIONS BP)-10 ML 

Batch No. : 1T3254022 A.R. NO. : FP/S-01/14/162 

Manufacturin2 Date : MAY-14 Exnirv Date : APR-17 

Batch Size : 1000 Litre Ouantitv samnlcd : 125 Nos 

Testinl! Date : 17/05/14 Comnletion Date : 31/05/14 

Sr. Test Observation Specification 

No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 

02 Extractable Volume I 0.1 ml Not less than nominal volume and not 

more than 110% of the nominal volume 

03 Acidity or Alkalinity The solution is yellow. it becomes If the solution is yellow, it becomes red on 

red on the addition of 0.1 ml of the addition of 0.1 mL of 0.0 I M sodium 

0.0 IM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 ml of 0.01 M 

hYdrochloric acid 

04 Conductivity 1.748 µs.cm· 1 Maximum 25 µs.cm·1 for containers with a 

nominal volume of 10 mL or less at 25 °C 

+ I oc. or maximum s µs.cm·' for 

containers with a nominal volume greater 

than 10 mL at 25 °C + t°C. 

05 Oxidisable Substances The solution remains faintlY oink. The solution remains faintly oink 

06 Chlorides <0.Soom Maximum 0.5 nnm 

07 Nitrates <0.2oom Maximum 0.2 nnm 

08 Sulfates The solution shows no change in The solution shows no change in 

aonearance for at least I hour. aonearance for at least I h. 

09 Ammonium <0.6ppm For containers with a nominal volume less 

than 50 mL: Maximum 0.6 oom 

10 Calcium and Maanesium A oure blue colour is oroduced. A oure blue colour should be produced 

11 Residue on Evaporation 0.0007% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of I 0 

mL or less. 

12 Bacterial Endotoxins <0.25EU/ml Less than 0.25 EU/mL 

13 Particulate contamination: 126 Particles/container of;;:: I 0µm Average particles not more than 6000 per 

Sub-visible particles 60 Particles/container of~25µm container equal to or greater than I 0 µm 

and not more than 600 per container equal 

to or l!reater than 25 um 

14 Sterilitv Sterile Should be sterile 

ADDITIONAL TEST AS PER USP 

15 Calcium No turbiditv is oroduced. No turbiditv should be produced 

16 Carbon Dioxide The mixture remains clear. The mixture remains clear 

17 PH 5.65 Between 5.0 and 7.0 at 25 °C + 2 °C 

ADDITIONAL TEST AS PER IP 
18 Heavy metals (Method 0) <0.loom Not more than 0.1 nom 

Report: The product complies with the prescribed standard of the quality as per above specification. 

I 

I 
I ' 

PreDared 8y: Chee! Revie\ Annroved BY: 

Name Naml Name: Name : I 
,_-

DA TE:0S/06/14 DA TE:OS/06/14 DATE:05/06/14 DATE:05/06/14 
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Qo1019tF-20-011010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 

DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/325-00 

TITLE : WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 

Batch No. : 1T3254021 A.R. NO. : FP/S-01/14/161 

Manufacturin2 Date : MAY-14 Exoirv Date : APR-17 

Batch Size : 1000 Litre Ouantitv samoled : 125 Nos 

Testine Date : 16/05/14 Completion Date : 30/05/14 

Sr. Test Observation Specification 

No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 

02 Extractable Volume 10.2 ml Not less than nominal volume and not 

more than 110% of the nominal volume 

03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 

red on the addition of 0.1 mL of the addition of 0.1 ml of 0.0 I M sodium 

0.0 IM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 

hvdrochloric acid 

04 Conductivity 0.953 µs.cm·' Maximum 25 µs.cm·' for containers with a 

nominal volume of I 0 mL or less at 25 °C 

+ I oc. or maximum 5 µs.cm·• for 

containers with a nominal volume greater 

than 10 ml at 25 °C ± 1°C. 

OS Oxidisable Substances The solution remains faintlv oink. The solution remains faintly oink 

06 Chlorides <0.Soom Maximum 0.5 oom 

07 Nitrates <0.2oom Maximum 0.2 oom 

08 Sulfates The solution shows no change in The solution shows no change in 

aooearance for at least l hour. aooearance for at least I h. 

09 Ammonium <0.6ppm For containers with a nominal volume less 

than SO mL: Maximum 0.6 ppm 

10 Calcium and Magnesium A pure blue colour is Produced. A pure blue colour should be produced 

II Residue on Evaporation 0.0004% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of I 0 

ml or less. 

12 Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/mL 

13 Particulate contamination: 165 Particles/container of~ I 0µm Average particles not more than 6000 per 

Sub-visible particles 112 Particles/container of;;::2Sµm container equal to or greater than I 0 µm 

and not more than 600 per container equal 

to or greater than 25 um 

14 Sterilitv Sterile Should be sterile 

ADDITIONAL TEST AS PER USP 

)5 Calcium No turbidity is produced. No turbidity should be oroduced 

16 Carbon Dioxide The mixture remains clear. The mixture remains clear 

17 oH S.62 Between 5.0 and 7.0 at 25 °C + 2 °C 

ADDITIONAL TEST AS PER IP 

18 Heavy metals (Method 0) <0.loom Not more than 0.1 PDln 

Report: The product complies with the prescribed standard of the quality as per above spec1ficat1on. 

, 
Preoared Bv: Checkl Revic~ Aooroved Bv: 

Name Name: \ Name:., Name 

DATE:05/06/14 DA TE:05/06/ I 4 DA TE:O:>!OID I q DATE:05/06/14 
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DEPARTMENT : uali Control Reference S ecification No: FP/SPEC/325-00 

TITLE : WATER FOR INJECTION -MS 

STERILISED WATER FOR INJECTIONS BP-JO ML 

Batch No. : 1T3254020 A.R. NO. : FP/S-01/14/160 

Manufacturin Date : MAY-14 

Batch Size : 1000 Litre 

Testin Date : 15/05/14 

: APR-17 
: 125 Nos 
: 29/05/14 

Sr. Test Observation Specification 

No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 

02 Extractable Volume 10.1 mL Not less than nominal volume and not 

more than 110% of the nominal volume 

03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 

red on the addition of 0.1 rnL of the addition of 0.1 rnL of 0.0 I M sodium 

0.0 IM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 

hydrochloric acid 

04 Conductivity 1.014 µs.cm·' Maximum 25 µs.crn·' for containers with a 

nominal volume of 10 mL or less at 25 °C 

+ I oc_ or maximum 5 µs.cm· 1 for 

containers with a nominal volume greater 

than 10 mL at 25 °C + t°C. 

OS Oxidisable Substances The solution remains faintly pink. The solution remains faintlv oink 

06 Chlorides <0.5oom Maximum 0.5 ppm 

07 Nitrates <0.2ppm Maximum 0.2 oPm 

08 Sulfates The solution shows no change in The solution shows no change in 

appearance for at least I hour. appearance for at least I h. 

09 Ammonium <0.6ppm For containers with a nominal volume less 

than 50 mL: Maximum 0.6 nnm 

10 Calcium and Ma1mesium A oure blue colour is produced. A pure blue colour should be nroduced 

11 Residue on Evaporation 0.0004% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of I 0 

mL or less. 

12 Bacterial Endotoxins <0.25EU/ml Less than 0.25 EU/mL 

13 Particulate contamination: 150 Particles/container of~ I 0µm Average particles not more than 6000 per 

Sub-visible particles 89 Particles/container of ~5µm container equal to or greater than I 0 µm 

and not more than 600 per container equal 

to or greater than 25 um 

14 Sterilitv Sterile Should be sterile 

ADDITIONAL TEST AS PER USP 

15 Calcium No turbidity is produced. No turbidity should be oroduced 

16 Carbon Dioxide The mixture remains clear. The mixture remains clear 

17 pH 5.53 Between 5.0 and 7.0 at 25 °C ± 2 °C 

ADDITIONAL TEST AS PER IP 

18 Heavv metals (Method D) <0. I nnrn Not more than 0. I nnm 

Report: The product complies with the prescribed standard of the quality as per above specification. 

I 

I 
-

Prepared Bv: Chec~I Revi1 Aooroved Bv: -
Name Namd Nam~ Name 

DA TE:05/06/14 DA TE:05/06/14 DA TE:05/06/14 DA TE:05/06/14 
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Q0I0l9/F-20-01I010412 CERTIFICATE OF ANALYSIS FOR FINISHED ~PR;;-;:;O:;;D:-;-U-;-;C:::;;;T;:;-.._----~..J 

TITLE : WATER FOR INJECTION -MS 

STERILISED WATER FOR INJECTIONS BP -10 ML 

Batch No. : 1T3254019 A.R. NO. : FP/S-01/14/159 

Manufacturin Date : MAY-14 

Batch Size : 1000 Litre 

Testin Date : 15/05/14 

: APR-17 
: 125 Nos 
: 29/05/14 

Sr. Test Observation Specification 

No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 

02 Extractable Volume 10.2ml Not less than nominal volume and not 

more than I I 0% of the nominal volume 

03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 

red on the addition of 0.1 mL of the addition of 0.1 mL of 0.0 I M sodium 

0.0 IM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 

hvdrochloric acid 

04 Conductivity 1.032 µs.cm·' Maximum 25 µs.cm·' for containers with a 

nominal volume of I 0 mL or less at 25 °C 

+ I oc. or maximum 5 µs .cm·' for 

containers with a nominal volume greater 

than 10 mL at 25 °C + J°C. 

05 Oxidisable Substances The solution remains faintlv oink. The solution remains faintlv oink 

06 Chlorides <0.Snnm Maximum 0.5 oom 

07 Nitrates <0.2nom Maximum 0.2 oom 

08 Sulfates The solution shows no change in The solution shows no change in 

aooearance for at least I hour. aooearance for at least I h. 

09 Ammonium <0.6ppm For containers with a nominal volume less 

than 50 mL: Maximum 0.6 nnm 

10 Calcium and Ma1mesium A pure blue colour is oroduced. A pure blue colour should be oroduced 

11 Residue on Evaporation 0.0006% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of I 0 

mL or less. 

12 Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/mL 

13 Particulate contamination: 114 Particles/container of~ I 0µm Average particles not more than 6000 per 

Sub-visible particles 70 Particles/container of~Sµm container equal to or greater than 10 µm 

and not more than 600 per container equal 

to or greater than 25 um 

14 Sterilitv Sterile Should be sterile 

ADDITIONAL TEST AS PER USP 

15 Calcium No turbiditv is oroduced. No turbidity should be oroduced 

16 Carbon Dioxide The mixture remains clear. The mixture remains clear 

17 oH 5.50 Between 5.0 and 7.0 at 25 °C + 2 °C 

ADDITIONAL TEST AS PER IP 

18 Heavv metals (Method D) <0.1 oom Not more than 0.1 nnm 

Report: The product complies with the prescribed standard of the quality as per above specification. 

I 
/ -

Preoared B, Check<' Revi( 
t Aooroved Bv: 

Name ":-.. , .. ______ Name:·1 Nam.' Name 

D.A__TP.:_05/06/ I 4 I DATE:05/06/14 DA TE:05/06/ I 4 DATE:05/06/14 

-

t 
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Qo1019If·-20-01I010412 CERTIFICATE OF ANALYSIS FOR FINISHED PHOI>Uc1•-----------~------1 . J 

DEPARTMENT : Quality ControJ Rclcrcncc SDccilicntio11 No: FP/SP EC/325-00 

TITLE : WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 

Batch No. : 1T32540l8 A.R. NO. : FPIS-01/14/127 

Mnnufacturine Date : APR-14 Exniry Dntc : MAR-17 
-·-· 

Batch Size : 1000 Litre Omantih· snmulcd 
---·•-·· •·--·-· 

: 12S Nos 

Testine Date : 06/04/14 Comolction Dntc 
----- -

: 21/04/t .t 

Sr. Test Ohscrvalion Spccilicnlion 

No. 
01 Appearance A clear and colorless solution. A clear and colorlcss solu1ion 

02 Extractable Volume 10.1 mL Not less 1hnn nominal \'olumc and not 

more than 110% of 1he nominal h)lume 

03 Acidity or Alkalinity The solution is yellow. it becomes If the solution is yellow. it becomes red on 

red on the addition ofO. I ml of the addition of 0.1 mL of 11.01 M sodium 

0.0 IM sodium hydroxide. hydroxide: if red. ii becrnm.·s ydlu\\ on the 

udllition or O. IS ml. llr 0.01 M 

hnlrochloric ucid _____ , ____ 

04 Conductivity 1.082 µs.cnr1 Maximum 25 ~•s.cm ' for Clllllaith:r~ wilh a 

nomirnil volume of 10 ml. or ks~ at 25 °C 

+ I T. or maximum ~ Jh.~111' for 

co111ai11ers ,vith a 11u111i11al nlh1111c greater 

tlum 10 ml. nt 25 °(' ,.. I ·c. 

05 Oxidisable Substances The solution remains faintly 1>ink. The solution remains foi•~l!.~J!lnk 

06 Chlorides <0.Spmn Maximum 0.5 ppm 

07 Nitrates <0.2oom Milximum 0.:? oom 

08 Sulfates The solution shows no change in The solution shows no change in 

aooearancc for at lenst I hour. nppcnranc\.' for at least I h. 

09 Ammonium <0.6ppm For conlaincrs with a nominal volume less 

than 50 ml.: Maximum 0.6 nnm 

10 Calcium and Maitnesium A pure blue colour is produced. A pure blue colour should be orodm:cJ 

11 Residue on Evaporation 0.0004% Maximum 4 mg (0.00..t per i:cnl) for 

containers with a nominal \'(1h1111'-· of I 0 

ml. or less. -------- ---·•·- ---

12 Bacterial Endotoxins <0.25EU/mL Less 1han 0.25 UJ/1111. __ ___ _ . ___ 

13 Particulate contamination: 34 Particles/container of~I0~lm A ,crng.e parlicles llllt more 1ha11 61100 per 

Sub-visible particles I 5 Particles/container of ~25~un container elJtml to lll' gn:a11:r than I O 11m 

und not more than 600 per l'Olllaim:r equal 

to 1.ir !!.rcatcr than 25 11111 

14 Sterilitv Sterile Should be sterile · ··----- ·-·--

ADDITIONAL TEST AS PER USP 

15 Calcium No turbidit,· is nroduccd. No turbidity should be orodui:1.:d 

16 Carbon Dioxide The mixture remains clear. The mixture remains clear 

17 pH 5.88 13c1wec11 5.0 and 7.0 at :?5 "(' + 2 JC 

ADDITIONAL TEST AS PER IP 

18 l·lcnvy metals (Method D) <0.loom Not more 1han 0.1 ppm 

Report : The product complies with the prescribed standard o1 the q1ml11y .is per abo,c specrficc1t1011. 

·-

I I 
-lr------------- / 

Prepared By; Checl Revic:,;! -
Name i Na1w1 Namc: 1~- - - ·- --- ----

Date:29/04/14 Date:29/04/14 Date:29/04114 ·1 Dak::!()10~ 1-1 .. 
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Q0I019IF-20-011010412 CERTIFICATE OF ANALYSIS FOR FINISHFD PltODUCT ... 

DEPARTMENT : Oualitv Control 

TITLE : WATER FOR INJECTION -MS 
Rcforcncc Snccificntion No: FP/SJ>EC/325-00 

{STERILISED WATER FOR INJECTIONS BP)-10 ML 

Batch No. : IT3254017 A.R. NO. 
-

: FP/S-01/J 4/12(, 

Manufacturin2 Date : APR-14 Exnirv Dute : MAR-17 

Batch Size : 1000 Litre 0111111Cilv snn11>lcd 
- -~ 

: 125 Nos 

Testin2 Date : 05/04/14 
-·-

Comolction Dntc : 19/04/)..j 

Sr. Test Obsen·ation Spccifica t ion 

No. 
01 Appearance A clear and colorless solution. A clear and colorlcss solution 

02 Extractable Volume 10.2 mL Not less than nominal volume and not 

more than 110% of the nominal volume 

03 Acidity or Alkalinity The solution is yellow. it becomes If the Sl)lution is yellow. it becomes red on 

red on the addition ofO. I mL of the addition or 0.1 mL of 0.01 M sodium 

0.0 IM sodium hydroxide. hydroxide; if red. ii heco111~·s yclhi\\ on the 

addition of 0.15 111I. lll' (1.01 M 

hvdrochloric acid ···~-·----

04 Conductivity 1.136 µs.cnr' Maximum 25 i1s.c111 • for cuntain~·rs \\ ith :i 

nominal volum1.: of 10 ml. 1lr less al 25 °(.' 

+ I "C. or nmximum s ps.~m • for 

containers with n numi11al \Oh1111~ greater 

th.111 10 ml nt 25 °C .,. I ''(.'. 

05 Oxidisable Substances The solution remains foin1lv oink. The solution remains foinlh pink 

06 Chlorides <0.5omn Maximum 0.5 ppm 

07 Nitrates <0.2onm Mnximum 0.2 1mm --~- ... 

08 Sulfates The solution shows no change in The solution shows no clmngc in 

aooearance for at least I hour. appearance for at least I h. 

09 Ammonium <0.6ppm For containers with a nominal , illume less 

thnn 50 ml: Maximum 0.6 pom 

10 Calcium and Maa.nesium A pure blue colour is produced. A Dure blue colour should hy produced 

II Residue on Evaporation 0.0008% Ma.ximum 4 mg (0.00-1 per ~cnl) for 

containers wilh a nominal \"\llumc of 10 

ml. or less. · ·---·-

12 Bacterial Endotoxins <0.25EU/mL Less 1h_an 0.251:U/ml.. ·-----· ---·--

13 Particulate contamination: 43 Parlicles/containcr of?- I O~llll /\ \'cragc pm1iclcs 11111 1111>rl· than 6000 per 

Sub-visible particles 12 Particles/container of ~25J1m contain~r equal 10 or g.rcalcr 1ha11 10 i1m 

and 1101 more than (,(J() p~·r c11111ai11~·r c4m1l 

to or !.!.realer than 25 11111 ·--· 

14 Stcrilitv Sterile Should be sterile ---- --- ·-·· 

ADDITIONAL TEST AS PER USP ·-

15 Calcium No turbiditv is oroduccd. No turbidity shlluld be ormlucL•d 

16 Carbon Dioxide The mixture remains clear. The mixture remains clear 

17 oH 5.82 Between 5.0 and 7.0 at 25 °( • -1 2 °C' 

ADDITIONAL TEST AS PER IP 

18 Henvv metals (Method D) <0.1 Dl>lll Nol more limn 0.1 ppm 

Report: The product complies with the prescribed standard of the quality as per abo\'e specifo:ation. 

I I 
-

Preoared B" Che{ 

Name I Nan\--... ... ·- -

Date:29/04/14 Date:29/04/ I 4 I Date:29/04/14 I Dalc:29/04' 14 

-- ··----,.., .. ........ -=~=:;_;;_;;;;;~:.:=:;;==== 

... • • • · •A.""·-· ..... ~• ...... ......,.,~ ..... , ... _.._ ·•611•--· • -,-·-·· · - · · .... . _____ _ ..,._ + 
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Q0J0l9tF-20-011010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUC;r --- -

DEPARTMENT : Ouality Control 

TITLE : WATER FOR INJECTION -MS 
Rcfc1·c11cc Snccificntion No: l◄'P/SPEC/325-00 

{STERILISED WATER FOR INJECTIONS BP)-10 ML 

Batch No. : 1T3254016 A.R. NO. : FP/S-01/14/125 

t-M;::'-'--a:'""n~u~fa7'"ct.;.;;;u;.;;..r;;.;;in;a.....;2D=:;..n;;;.;t~c ___ ...:..: ~A7P-3'.R~-~14-:--------4..!E::.:!x~nir..J.·v.!l!!)n!.!:tc~---.:..= .!!.M~A~l~{-:...i.1.!...7 ___ _ 

r:;B~a~tc~l_1S~•~·z~c-:-______ _;_:~I070~0=-:--:=L~it~r~c------+~Ou~1~11~1t~itLv~s~11~n~11~>l~c,~l--'::...!!l2~5:!..!.:!N~o~s--·------~ 

Testine Date : 04/04/14 Comolcfion Dntc : 18/04/14 ·-------J 

Sr. Test 
No. 
0 I Appearance 

0:2 Extractable Volume 

03 Acidity or Alkalinity 

04 Conductivity 

05 Oxidisable Substances 

06 Chlorides 
07 Nitrates 
08 Sulfates 

09 Ammonium 

10 Calcium and Ma1?.nesium 

11 Residue on Evaporation 

Obsen·ation 

A clear nnd colorless solution. 

10.2 mL 

The solution is yellow. it becomes 

red on the .tddition of 0.1 ml. of 

0.0 IM sodium hydroxide. 

1.304 ~is.cm·' 

The solution remains laintlv Dink. 

<0.Somn 
<0.2ppm 
The solution shows no change in 

appearance for at least I hour. 

<0.6ppm 

A pure blue colour is oroduced. 

0.0006% 

Specification 

A dear and colorless solution 

Not less than nominal volum1.· and not 

more than I I 0% of the nominal \'olume 

If the solution is yellow. it becomes red on 

the addition of 0.1 ml llr 0.0 I i\-1 sodium 

hydroxide: if red. ii becoim:s yellow on the 

addition of' (I. 15 ml. ol' 0.0 I M 

hvdrochloric acid 
Maximum 25 Jts.cm ; for , . .-nntainl.'rs with a 

nominal volum1.· of I O 1111. nr k·s~ at ::!5 °(' 

+ I °C. or maximum 5 ps.cm' ror 

containers with a nomi11al , lllun,c greater 

than 10 ml. at 25 °c -~ re. 
The solution remains foi11th llink 

Mnximum 0.5 ppm 

Maximum 0.2 nom 
The solution shows no change in 

aoncarnncc for at least I h. 

For containers with a nominal ,olumc less 

tlwn 50 ml.: Mnximum 0.6 n.L.11'-'-m;._ ___ -1 

A pure blue colour should hi.' 1m,d:1ccd 

Maximum 4 mg l0.00-1 per cent) for 

contai111:rs with a nominal v11l11111c or I 0 

--------1----------------1-'"-'-· <_>r less. ____ . -·---· __ --·-

Bacterial Endotoxins 12 <0.25EU/rnl. Less than 0.25 LlJ/1111. 
~;;.;;,;.;.;.;;.;;.;.;.;;;.. ___ _..,._.;..;.c,___.;. _________ ---1--- '--- ------ - · ··• - ---1 

13 Particulate contamination: 
Sub-visible particles 

43 Particles/container of;;: I 0~1111 

5 Particles/container of ?!25pm 
A,crngc particles th>l 111111\· tlwn (i00O per 

conrnincr equal to or grca11.:r tha11 I O Jllll 

and not more than 600 per l."lllllaincr equal 

lo llr im:atcr thun 25 11m 

14 Sterilitv Sterile Should be sterile 
L-.:..:..-L.==:.:.i... _________ i...;:;.;:.:.;.;.;.::.. __________ _._..;..;.;..;...;.;.;~__.;...c..;....;...;.. _____ _ ________ -t 

ADDITIONAL TEST AS PER USP 
L,!..!~::.,:..:~::.!,;.:.:.:::...:..=::::..:....:...:.:::...::..::::.:_:::.::::,:_,...... ____________ --.-----------------~ 

15 Calcium No turbiditv is oroduccd. Nu turbidit\ shllUld be orodm:cd 

16 Carbon Dioxide The mixture remains clear. The mixture rl!mains clear 

17 pH 5.73 Between 5.0 and 7.0 at 25 "(' -, 2 °C 

ADDITIONAL TEST AS PER IP 

18 Heavv metals (Method D) <0.lonm Not more than 0.1 orim 

Report : The product complies with the prescribed standard of the quality as per abm c spcc1fo.:at1tm. 

- -1 ,__ 

Prepared E Rcvic, --

Name 
Na1m1 -

Date:29/04/ I 4 I Date:29/04/14 Date:29/04/ I 4 I Datc:2W04 : 1-1 
- · 
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Q0IOl9/F-20-01Ioio412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 

DEPARTMENT : Oualitv Control Reference Soeciticntion No: FJ>/SPEC/325-00 

TITLE : WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 

Batch No. : 1T32540J5 A.R. NO. : FP/S-01/14/124 

Manufacturine Date : APR-14 Exoirv Dute : MAll-17 ·---··----· 

Batch Size : 1000 Litre Ounntitv sampled : 125 Nos 

Testine Date : 04/04/14 Comolction Date : 18/04/1-1 

Sr. Test Observation Spccificntion 

No. 
01 Appearance A clear and colorless solu1ion. A clear and colorless solution 

02 Extractable Volume 10.1 mL Not less than nominal volunll! and not 

more th1111 110% of the nomirnil volume 

03 Acidity or Alkalinity The solution is yellow. it becomes If the solution is yellow. it becomes red on 

red on the addition of 0.1 ml of the addition of 0.1 mL of 0.0 I M sodium 

0.0 IM sodium hydroxide. hydroxide: if red. ii becomes yellow on the 

addition of 0.15 ml. llf 11.01 M 

lm.lrochloric .icid --· 
04 Conductivity 1.187 µs.cm·1 Maximum 25 iIs.cm ' for con1aincrs "ith a 

nominal volunl\: of I O mL llf 11.:s:-. at 25 °C 

+ I oc. or maximum 5 flS.Clll I fi.,r 

conIai11crs with a nominal ,nlumc greater 

limn I O ml. at 25 °C .,. I "C. 

OS Oxidisable Substances The solution remains faintly pink. The solution remains fointl, nink 

06 Chlorides <O.Soom Maximum 0.5 ppm 

07 Nitrates <0.2oom Maximum 0.2 ppm 

08 Sul fates The solution shows no change in The solution shows no clrnnge in 

aooearance for at least I hour. appearance for nt least I h. 

09 Ammonium <0.6ppm For containers with a nominal , olumc less 

lhan 50 ml.: Maximum 0.6 p11m 

10 Calcium and Maanesium A pure blue colour is produced. A pure blue colour sJ1011ld be IJn)thu:cd 

11 Residue on Evaporation 0.0010% Maximum 4 mg (0.00.:.I per .:~111) for 

contai111.:rs with a nominal n,h1111c of 10 

ml. or kss. ·---· 

12 Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/mL 
-· ·- •-•··- ·•--·-

13 Particulate contamination: 70 Particles/container of~ I O~llll Average pm1icles nnt more: than 6000 per 

Sub-visible particles 8 Particles/container of '2:25 pm container cqual to or g.n.:atcr than 10 11111 

and not more than 600 per container l!qual 

lo or 11.rcatcr than 25 11111 

14 Sterilitv Sterile Should be sterile -

ADDITIONAL TEST AS PER USP 

15 Calcium No turbidity is produced. No turbiditv should be oroduccd 

16 Carbon Dioxide The mixture remains clear. The mixture remains clear 

17 pH 5.66 Bctwcc..•n 5.0 and 7.0 at ~5 °C i ~ ·,c 

ADDITIONAL TEST AS PER IP 

18 Heavy metals (Method D) <0.100111 Not more than 0.1 ppm 

Report : The product complies with the prescribed standard of the quality as per abm c spec1ficati1111. 

·- --
Prepared 

Rcvh.:, --

Name ---.-....-. .. ---.-... - --:,,..,--. - Name: ___ ... 

Date:29104/ 14 I Date:29/04/14 Date:29/04/I4 I Dnlc:29/04/1.:t 

-·· ····•··------·--· --------------~---_J 



s47F

s47G

s47G

FOI 26-2680 - Document 3

Q0IOl9/F-20-0I/0l0412 CERTIFICATE OF ANALYSIS FOR FINISHl~D PRODUCT 

DEPARTMENT : Quality Control Reference S1>ccificntio11 No: FP/SJ>EC/325-00 

TITLE : WATER FOR INJECTION -MS 
(STERILISED WATER FOR INJECTIONS BP)-10 ML 

Batch No. : lT3254014 A.R. NO. : FP/S-01/14/IOC, 

Manufacturine: Date : MAR-14 Exnirv Dntc : l•EU-17 

Batch Size : 1000 Litre Ounntity snnmlcd : 125 Nos 

Tcstine Date : 18/03/14 Completion Date : 02/04/1-1 

Sr. Test Observation Specification 

No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 

02 Extractable Volume JO. I mL Not less than nominal volume and not 

more than I I 0% of the nominal volume 

03 Acidity or Alkalinity The solution is yellow. it becomes If the solution is yellow. ii becomes red on 

red on the addition of 0. I ml of the addition of 0.1 mL of 0.01 M sodium 

0.0 IM sodium hydroxide. hydroxide: if red. ii becomes yclltm on the 

addition of 0.15 111I. of 0.01 M 

hvdrochloric acid • -· 
04 Conductivity 1.358 µs.cm·• Maximum 25 ~Is.cnt" 1 for co11Iai11crs ,vith a 

nominal volume of I O mL l)f kss at 25 °C 

+ I "C. or maximum 5 ,,s.cm 1 for 

containers with a 11l11ninal volume greater 

thnn 10 mL at 25 °C ± l ''C. 

05 Oxidisable Substances The solution remains faintly pink. The solution remains faintlv pink 

06 Chlorides <0.5oom M.iximum 0.5 oom 

07 Nitrates <0.2oom Maximum 0.2 nnm 

08 Sulfates The solution shows no change in The solution shows no change in 

appearance for at least I hour. appcarnncc for at least I h. 

09 Ammonium <0.6ppm For containers ,vith a nominal volume less 

than 50 mL: Maximum 0.6 ~llllll 

10 Calcium and Maanesium A oure blue colour is oroduced. A Imrc blue colour should hl· l)n)duccd 

II Residue on Evaporation 0.0008% Maximum 4 mg (0.00-1 f)l'I' cent) for 

containers with a nominal n1lt11111: of 10 

ml. or h:ss. . .. 

12 Bacterial Endotoxins <0.2S EU/mL Less than 0.25 UJ/mL --------

13 Particulate contamination: 44 Particles/container of~ I 0~un Avcmg.c pm1ich:s not more than 6000 per 

Sub-visible particles 29 Particles/container of ~25 ~lm container equal to tir greater than J{) Jllll 

and noi more than 600 per cn111ai11cr equal 

to or J,1.rcatcr than 25 11111 

14 Sterility Sterile Should be sterile 

ADDITIONAL TEST AS PER USP 

15 Calcium No turbidity is produced. No turbidity should be produced 

16 Carbon Dioxide The mixture remains clear. The mixture remains clear 

17 oH 5.96 Between 5.0 and 7.0 at 25 °C + 2 °C 

ADDITIONAL TEST AS PER IP 

18 Heavv metals (Method D) <0.1 ODITI Not nrnre than 0.1 ppm 

Report: The product complies with the prescribed standard ol the qunlity as per abo, c spcc1ficat1llll . 

·Name 
Date:29/04/ 14 Date:29/04/14 Date:29/04/14 
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Q0IOt91F-20-0I/OI04l2 CERTIFICATE OF ANALYSIS li'OR FINISHED Pl{Ol>lJCT ·-- -----· .... __ ____ 

DEPARTMENT : Quality Control Rcforcncc Spccilication No: FP/SPEC/32~-II0 ,.. ____ 

TITLE : WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BJ>)-10 ML 

Bntch No. : JT3254013 A.R.NO. : FP/S-01/14/093 

Mnnufacturine Date : MAR-14 Exoir" Dntc : FEU-17 ·-- · 

Butch Size : 1000 Litre QunntitY sn1111,lcd : 125 Nos 

Tcstinl! Date : 09/03/14 Conmlction Dute : 24/03/J.J 

Sr. Test Obscn·ntion Spccilicntion 

No. --

01 Appearance A clenr and colorlcss solution. A dc11r 1111d colorless soh11i,1n 

02 Extractable Volume 10.2 ml. Not kss than nominal \llh11111.· and 1101 

more than 110% of the: 111l111i1wl ,11lu111c 

03 Acidity or Alkalinity The solution is yellow. it becomes If lhe Sl>lution is ydl,m. it hcc:11n11::-. n:d on 

red on the addition of 0.1 mL of the addition of 0.1 1111. \II" 0.01 \ I -;,1dium 

0.0 IM sodium hydroxide. hydroxide: if red. it hl'C1l111c:- )l.'llu" 1111 the 

udditio11 or 0.1::. Ill I. i,I 11.01 M 

hvdrocltlorh: acid 
• - - •··· ··- • ·-- ·- ···-

04 Conductivity 0.825 JIS .Clll° 1 Mmdmum 25 JIS.Clll • for wnt:iincrs with a 

nominal volume of I O 111I. ~ir ks:- ut 25 "C 

+ I '·C. or 11 HI:\ I111 U Ill 5 ,,s.cm • lor 

containers with a nominal voh1mc gr~ater 

than I 0 ml. at 25 °C -~ I '·C. 

05 Oxidisable Substances The solution remains fointlv pink. The solution rcnmin:- fainth 1>ink 

06 Chlorides <0.501>1n Maximum 0.5 ppm 

07 Nitrates <0,2pf)lll Mnximurn 0.2 ppm ··-· - -- -·- ·-

08 Sulfates The solution shows 110 change in The solution shows 110 cli:111µc in 

aoocarnncc for al lcust I hour. 1m1>cura11cc for al ka,t I h.···- _. 

09 Ammonium <0.6ppm For Clllltaincrs \\'ith :1 nominal , 11 h1111c less 

IIHt!:I 50 ml .: M.i.-..:im_11_1~.<1.1~p.!_1l _ - ·-

10 Calcium and Ma1mcsium A pure blue colour is produced. A 11urc_hluc colour ,~011ldJ,~·_J?r, ,.l1~~d 

11 Residue on Evapora1ion 0.0008% Mc1xi111um 4 111g i 0.011-1 per ,1.•111) for 

contuincrs with a 110111i11al n1h1111c ,1f IO 

ml. or h:ss. 
Or --•• • ··•·- - • ~ 

12 Bacterial Endotoxins <0.25EU/mL Less than 0.25 LU/111I .. - - ·--·- · ···--- -- ~ ·- · 

13 Particulate contamination: 69 Particlcs/contnincr or ~ I 0~un A,crn~c pnrticks 1h11 111,Ir1.· 1ha11 <,000 per 

Sub-visible particles 12 Particles/container of~:!5~1111 co11tni11cr equal to or gr.:all.'r 1ha11 10 ~•m 

nnd not more than 600 per c:0111ai11er equal 

lo or u.rcatcr than 25 11m 

14 Sterilitv Sterile Shou Id be steri k ----·-- -· 

ADDITIONAL TEST AS PER USP ·- -- - ·- - · -

15 Calcium No turbidit\ is 1>roduced. No turhidit, shrnild he 1m1du1:1.·d 

16 Carbon Dioxide The mixtun.' remains clear. The nii:,turc rc1rn1i11~ clc:!1r 

17 pH 5.76 Bctwc1.·11 S.O and 7.0 at:~ 'C 1 2 (." 

ADDITIONAL TEST AS PER IP ··-----· 
18 Heavy metals (Method D) <0.lppm No1 more than 0.1 PJ.!!!l_ _____ . 

Report: The product complies with the prescribed standard l)I the q11al11y as per ahO\c spcc1ficath111 . 

Pre nred 

Name . ,,. • . --·. 

DATE:05/05/14 DA TE:05/05/ 14 DA TE:05/05/ 14 

r---------~----------····---- --= 
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Q0IOt9tF20-011010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT -
DEPARTMENT : Quality Control Reference Succificntion No: Fl>/SPEC/J25-00 

TITLE : WATER FOR INJECTION -MS 
I 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 

Bntch No. : 1T3254012 A.R. NO. : FP/S-0 I /14/092 

Mnnufacturim! Date : MAR-14 Exuin• l>ntc : Ji'IW-17 ·---· 
Batch Size : 1000 Litre Ounntit,· snmnlcd : 125 Nos 

Tcstine Date : 08/03/14 Comnlction Date : 22/03/1.J 
·-

Sr. Test Ohsen·ntion Spccilicn1ion 

No. 
01 Appearance A clear and colorlt!ss solution. A dear und colllrlC:,:, svluIio11 

02 Extractable Volume 10.I ml. Not less than no111inal ,olu111l: and not 

more than 110% of lhc nnminal , 11l11111e 

03 Acidity or Alkalinity The solution is yellow. it becomes If the solution is yclh)\\. it hcc11111..:, red nn 

red on the addition of 0.1 mL of the addition of 0.1 llll. of 0.0 I :'\·I sudium 

0.0 IM sodium hydmxidc. hydroxide: if red. it hcwml•:, ~dl,1" on the 

addition of 0.1~ 111I. 1lf ll.0 I M 

hvdrochloric acid .. -.. ·- ·-· 

04 Conductivity 1.019 µs.cnf 1 Maximum 25 i1s.c111 ·· for c11nlaincrs with a 

nominal volume of 10 mL lll' less at '.!S °C 

+ I "C. or maximum 5 ,,s.cnr' for 

containers with a nominal volume greater 

than 10 ml. at 25 °C + l "C. 

05 Oxidisable Substances The solution remains laintlv oink. The solution remains foi1111\ pink 

06 Chlorides <0.Snnm Maximum 0.5 DDlll 

07 Nitrates <0.2oom Maximum 0.'.! 1mm 

08 Sul fates The solution shows 110 change in The solution shows llll chanµe in 

appearance for at leiist I hour. lll)l1Cllr:tllCC for al least I h. 
, on 

09 Ammonium <0.6ppm For containers with a nominul ,111l1mc less 

lhnn 50 ml.: l\faxi11111m ll.6 [ll!_1t1 __ ·-· 

10 Calcium and Magnesium A pure blue colour is produced. A llUrc blue colour :.hould be 1m_1d11ced 

11 Residue on Evaporation 0.0004% Maximum 4 mg. t O .Oil-I Pl'I' ..:c111) for 

co111aincrs with a 1111mi11al n1l111m: of 10 

ml. or less. -- ---
12 Bacterial Endotoxins <0.25EU/ml. Less than 0.25 HJ/111L 

13 Particulate contamination: 55 Particles/container of? I 0~un ;\\cra~c particles 1wt n111r..: than 6000 per 

Sub-visible particles 11 Particles/container of ?25~1m container Cllual to or greater than 10 i1111 

and not more than 600 per con1~1incr equal 

to or urcatcr than 25 um 

14 Sterility Sterile Should be sterik . 

ADDITIONAL TEST AS PER USP ------·-----
15 Calcium No turbiditv is oruduced. No turhidilv should be produced 

16 Carbon Dioxide The mix1ure remains clear. The mixture remain-. clear 

17 oH 5.97 Between 5.0 nml 7.0 at ~5 '(' • ~ ·c 
ADDITIONAL TEST AS PER IP 

18 Heavy metals (Method D) <0.100111 Not more than 0. I 1>Pm 
--· ----·-• - · 

Report: The product complies with the prescribed standard of the q11ali1y as per abmc spccifi..:a1i1111 . 

Pre ared B 
Name 
DA TE:05/05/ I 4 DA TE:05/05/ 14 DA TE:05/05/ I 4 
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Q0IOl9tr:-20-011010412 CERTIFICATE OF ANALYSIS FOR FINISH F~D-=P~l~H~)-D-ll~Cc-,-.,1-. -----~·-. . • . , 

DEPARTMENT : Oualin· Control Rcforcncc Snccilicalion No: 
------ - ·-

FJ>/SPEC/325-1111 
TITLE : WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 
Batch No. : JT3254011 A.R. NO. : FP/S-0 I/ 14/091 
Manufacturine Dntc : MAR-14 Exnh,· l>ntc : J•EU-17 
Dntch Size : 1000 Litre Ounntity samnlcd 

-
: 125 Nos 

Tcstine Dntc : 07/03/14 Comnlction Date : 21/03/14 
~ 

- - ·•4--- - -

Sr. Test Observation Sped lien lion 
No. 
01 Appenrance A cleur and colorlcss solution. 

. .. 
A dear and colorlcs~ so 1111i1111 

02 Extractable Volume 10.2 mL 
.. . .. 

Nol less than nominal \,11lt1IK' a11d not 
mure than 110% of the 111)mi11al ,1,lumc 

OJ Acidity or Alkalinity The solution is yello\\. it h~eomcs If 1he s,1lu1io11 is yclhm. i t b\.'\."11111L·~ red nn 
red on the addition of 0.1 ml. of the addition of 0.1 111L or 11 .01 \I Slldium 
0.01 M sodium hydroxide. hydroxide: if red. it hccon11:s yl•lh 1\\ on the 

addition of 0.15 ml . of 11.ll I M 
hnlrochloric ac id ·- ----

04 Conductivity 0.906 ~•s.cm·1 Maximum 25 ps.cm for conlain\.·rs with a 
nominal volume or I O ml. or less al 25 °C 
+ I ''C. or ma:ximum 5 JIS.Clll 1 for 
containers with a 11l1mi11al volu1111.: greater 
thun 10 ml. al 25 °(' + l"l". 

05 Oxidisnble Substances The solution remnins faintly oink. The solution remains foi111lv l)i11!,; 

06 Chlorides <0.Soom Maximum 0.5 ppm 

07 Nitrates <0.2nnm Maximum 0.2 r,pm 
---• ·--•·-"-

08 Sulfates The solution shows 110 change in The solution shows 110 ehan!!e in 
aoocarance for at least I hour. aoneurance for al lca~_I _I~-----

09 Ammonium <0.6ppm tor co111aincrs "'ith a 1w111i11al \ ll!t1111e less 
thnn 50 ml.: Ma:xim11111 II.<, pp111 . ...... __ 

10 Calcium and Ma~nesium A ourc blue colour is 1m1duccd. A nurc hluc: colour should hl.· erudt11:ed 

11 Residue on Evaporation 0.0004% Maximum 4 mg t 0.00-l J)l'r 1.·c:111) for 
containers with a m1111i11al \ lllllllll.' \}r 10 
ml. or 11:ss. -- ·-- - -- - -- - - - -

12 Bacterial Endotoxins <0.25EU/ml. Less than 0.25 UJ/111L ·--·----
13 Particulate contamination: 41 Particles/container of ?-I 0pm A vcragc pa11icles 11111 mor\.· than 6000 per 

Sub-visible particles 5 Particles/container of ~25Jtm container equal to l>r gA·arcr than 10 ~•m 
and 1101 more than (100 p<.:r container equal 

lo or u.rcntcr limn 25 11111 

14 Sterility Sterile Should be stcrik 

ADDITIONAL TEST AS PER USP ----~- ··-- .. 
15 Calcium No turbidity is oroducl.ld. No turbidity should l~c pn~~1e1.•tL 

16 Carbon Dioxide The mixture remains clear. The mixture remains clc,,r 
- -· • 

17 oH 5.89 Between 5.0 and 7.0 at~~ ' ~~;. __ ~· 

ADDITIONAL TEST AS PER IP ·-· ·-------·~~ 
18 Heavy metals ( Method D) <0.lonm Not more than 0.1 Plllll - - - -- ·•·· . -

fkport : The product complies with the prescribed srnndard ol the qunlil~ a::. per abll\ e speed ,~:Hlh 111. 

1--

Prepared B, J-

Name ,__ 

DA TE:05/05/ 14 I DA TE:05/05/ I 4 r oA TE:05/05114 fU A I t::oStn:,n -1 
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QOI019/F-20-011010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUcfRCKBIOSCIENCES LTD. 

DEPARTMENT : uall Control Reference S ecification No: FP/SPEC/325-00 
TITLE : WATER FOR INJECTION -MS 

STERILISED WATER FOR INJECTIONS BP -10 ML 
Batch No. : 1 T3254009 A.R. NO. : FP/S-01/14/089 
Manufacturin Date : MAR-14 : FEB-17 
Batch Size : 1000 Litre led : 125 Nos 
Testin Date : 06/03/14 : 20/03/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 
02 Extractable Volume 10.1 mL Not less than nominal volume and not 

more than 110% of the nominal volume 
03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 

red on the addition of 0. I mL of the addition of 0.1 mL of 0.01 M sodium 
0.01 M sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.0) M 
hydrochloric acid 

04 Conductivity 1.032 µs.cm· 1 Maximum 25 µs.cm· 1 for containers with a 
nominal volume of 10 mL or less at 25 °C 
+ I oc. or maximum 5 µs.cm· 1 for 
containers with a nominal volume greater 
than JO mL at 25 °C ± I °C. 

05 Oxidisable Substances The solution remains faintly oink. The solution remains faintly oink 
06 Chlorides <0.5oom Maximum 0.5 oom 
07 Nitrates <0.2nom Maximum 0.2 ppm 
08 Sulfates The solution shows no change in The solution shows no change in 

aooearance for at least 1 hour. aooearance for at least I h. 
09 Ammonium <0.6ppm For containers with a nominal volume less 

than 50 mL: Maximum 0.6 oom 
10 Calcium and Ma2nesium A oure blue colour is produced. A pure blue colour should be produced 
11 Residue on Evaporation 0.0006% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of I 0 
mL or less. 

12 Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/mL 
13 Particulate contamination: 54 Particles/container of~l0µm Average particles not more than 6000 per 

Sub-visible particles 15 Particles/container of ~Sµm container equal to or greater than 10 µm 
and not more than 600 per container equal 
to or greater than 25 um 

14 Sterilitv Sterile Should be sterile 
ADDITIONAL TEST AS PER USP 

15 Calcium No turbiditv is oroduced. No turbidity should be oroduced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 oH 5.81 Between 5.0 and 7 .0 at 25 °C + 2 °C 

ADDITIONAL TEST AS PER IP 
18 Heavv metals (Method D) <0.lnom Not more than 0.1 oom . 

Report: The product complies with the prescribed standard of the quahty as per above spec1ficat1on. 

I 
Preoared I 
Name I 

Date:08/04/14 I Date:08/04/14 I Date:08/04/14 I Date:08/04/14 
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Q0I0l9/F-20--0l/010412 CERTIFICATE OF ANALYSIS FOR FINISHED f AV.UV'-,,,---------' 

DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/325-00 
TITLE : WATER FOR INJECTION -MS 

<STERILISED WATER FOR INJECTIONS BP)-10 ML 
Batch No. : 1T3254008 A.R.NO. : FP/S-01/14/088 
Manufacturin2 Date : MAR-14 Expiry Date : FEB-17 
Batch Size : 1000 Litre Ouantity sampled : 125 Nos 
Testin2 Date : 06/03/14 Completion Date : 20/03/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 

02 Extractable Volume 10.1 mL Not less than nominal volume and not 
more than 110% of the nominal volume 

03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 
red on the addition of 0.1 mL of the addition of 0.1 mL of 0.0J M sodium 
0.0IM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 
hydrochloric acid 

04 Conductivity 1.083 µs.cm· 1 Maximum 2S µs.cm·' for containers with a 
nominal volume of 10 mL or less at 25 °C 
+ 1 oc. or maximum s µs.cm· 1 for 
containers with a nominal volume greater 
than 10 mL at 25 °C ± 1°C. 

OS Oxidisable Substances The solution remains faintly pink. The solution remains faintlv oink 
06 Chlorides <0.Sopm Maximum 0.S oom 
07 Nitrates <0.2opm Maximum 0.2 oom 
08 Sulfates The solution shows no change in The solution shows no change in 

aooearance for at least 1 hour. appearance for at least 1 h. 
09 Ammonium <0.6ppm For containers with a nominal volume less 

than SO mL: Maximum 0.6 oom 
10 Calcium and Maanesium A pure blue colour is produced. A pure blue colour should be oroduccd 

11 Residue on Evaporation 0.0002% Maximum 4 mg (0.004 per cent) for 
containers with a nominal volume of 10 
mL or less. 

12 Bacterial Endotoxins <0.2SEU/mL Less than 0.2S EU/mL 
13 Particulate contamination: 39 Particles/container of ~l 0µm Average particles not more than 6000 per 

Sub-visible particles S Particles/container of ~Sµm container equal to or greater than 10 µm 
and not more than 600 per container equal 
to or greater than 2S µm 

14 Sterilitv Sterile Should be sterile 
ADDITIONAL TEST AS PER USP 

15 Calcium No turbidity is produced. No turbidity should be produced 

16 Carbon Dioxide The mixture remains clear. The mixture remains clear 

17 oH 5.15 Between 5.0 and 7.0 at 25 °C + 2 °C 

ADDITIONAL TEST AS PER IP 
18 Heavv metals {Method D) <0.toom Not more than 0.1 oom 

Report : The product complies with the prescribed standard of the quahty as per above spec1ficatton. 

Preoared 81 
Name ._._._. _______ - - - ----- . 

Date:08/04/14 I Date:08/04/14 I Date:08/04/14 I Date:08/04/14 
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Qo10191F-20-011010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT DEPARTMENT : Oualitv Control Reference Specification No: FP/SPEC/325-00 TITLE : WATER FOR INJECTION -MS 
(STERILISED WATER FOR INJECTIONS BP)-10 ML 

Batch No. : 1T3254007 A.R.NO. : FP/S-01/14/084 Manufacturin2 Date : FEB-14 Expiry Date : JAN-17 Batch Size : 1000 Litre Ouantitv sampled : 125 Nos Testin2 Date : 02/03/14 Completion Date : 18/03/14 I 

Sr. Test 
No. 

Observation Specification 

01 Appearance A clear and colorless solution. A clear and colorless solution 
02 Extractable Volume 10.1 mL Not less than nominal volume and not 

more than 110% of the nominal volume 03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 
red on the addition of 0.1 mL of the addition of 0.1 mL of 0.01 M sodium 
0.0 IM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 
hydrochloric acid 04 Conductivity 0.911 µs.cm· 1 Maximum 25 µs.cm· 1 for containers with a 
nominal volume of 10 mL or less at 25 °C 
+ 1 oc. or maximum s µs.cm· 1 for 
containers with a nominal volume greater 
than JO mL at 25 °C + J°C. OS Oxidisable Substances The solution remains faintly oink. The solution remains faintly oink 06 Chlorides <0.5nnm Maximum 0.5 oom 

07 Nitrates <0.2nnm Maximum 0.2 ppm 
08 Sulfates The solution shows no change in The solution shows no change in 

annearance for at least I hour. aooearance for at least I h. 
09 Ammonium <0.6ppm For containers with a nominal volume less 

than SO mL: Maximum 0.6 nom 
10 Calcium and Matmesium A pure blue colour is produced. A pure blue colour should be oroduced 11 Residue on Evaporation 0.0005% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of 10 
mL or less. 

12 Bacterial Endotoxins <0.2SEU/mL Less than 0.25 EU/mL 
13 Particulate contamination: 43 Particles/container of~ I 0µm Average particles not more than 6000 per Sub-visible particles 23 Particles/container of ~Sµm container equal to or greater than l 0 µm 

and not more than 600 per container equal 
to or greater than 25 um 

14 Sterilitv Sterile Should be sterile 
ADDITIONAL TEST AS PER USP 

15 Calcium No turbidity is produced. No turbidity should be oroduced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 oH 5.73 Between 5.0 and 7.0 at 25 °C :+-2 °C 

ADDfflONAL TEST AS PER IP 
18 Heavv metals (Method D) <0.loom Not more than 0.1 oom . . Report: The product complies with the prescribed standard of the quality as per above specdicat1on . 

Preoared Bv: 
Name . . 
DA TE:28/03, 1 "t , u~ 1 r,;~o,v.,, 1 "t I UA l .b::llS/UJ/14 I DATE:28/03/14 
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O01019/F-20.01/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT DEPARTMENT : Oualitv Control 
TITLE : WATER FOR INJECTION -MS 

Reference Soecification No: FP/SPEC/325-00 
(STERILISED WATER FOR INJECTIONS BP)-10 ML Batch No. : 1T3254006 A.R.NO. : FP/S-01/14/083 Manufacturinl! Date : FEB-14 Expiry Date : JAN-17 Batch Size : 1000 Litre Quantity sampled : 125 Nos Testin2 Date : 01/03/14 Completion Date : 18/03/14 

Sr. Test Observation Specification No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 02 Extractable Volume JO.I mL Not less than nominal volume and not 

more than 110% of the nominal volume 03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on red on the addition of 0.1 mL of the addition of 0.1 mL of 0.0 I M sodium 0.01M sodium hydroxide. hydroxide; if red, it becomes yellow on the 
addition of 0.15 mL of 0.01 M 
hydrochloric acid 04 Conductivity 0.801 µs.cm·' Maximum 25 µs.cm·• for containers with a 
nominal volume of 10 mL or less at 25 °C 
+ I oc. or maximum 5 µs.cm· 1 for 
containers with a nominal volume greater 
than 10 mL at25 °C + 1°C. 05 Oxidisable Substances The solution remains faintly oink. The solution remains faintlv oink 06 Chlorides <0.Soom Maximum 0.5 oom 07 Nitrates <0.2oom Maximum 0.2 oom 08 Sulfates The solution shows no change in The solution shows no change in 

aooearance for at least I hour. aooearance for at least l h. 09 Ammonium <0.6ppm For containers with a nominal volume less 
than 50 mL: Maximum 0.6 oom 10 Calcium and Maenesium A pure blue colour is produced. A pure blue colour should be oroduced 11 Residue on Evaporation 0.0007% Maximum 4 mg (0.004 per cent) for 
containers with a nominal volume of 10 
mL or less. 12 Bacterial Endotoxins <0.2SEU/mL Less than 0.2S EU/mL 13 Particulate contamination: 41 Particles/container of~I0µm Average particles not more than 6000 per Sub-visible particles 25 Particles/container of ~5µm container equal to or greater than JO µm 
and not more than 600 per container equal 
to or greater than 25 um 14 Sterilitv Sterile Should be sterile ADDfflONAL TEST AS PER USP 

15 Calcium No turbidity is produced. No turbidity should be produced 16 Carbon Dioxide The mixture remains clear. The mixture remains clear 17 oH 5.16 Between 5.0 and 7.0 at 25 °C + 2 °C ADDfflONAL TEST AS PER IP 
18 Heavv metals (Method D) <0.loom Not more than 0.1 nnm . . Report : The product complies with the prescribed standard of the quahty as per above specification . 

Preoared Bv: 
Name . . 
DA TE:28/03/k-. ....,., • ., A.J••ut \l'Jt 1-,. I Lit-\ l C,~0/U-'/ 14 r uA TE:28/03/14 
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Q01019/F-20-01/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Soecification No: FP/SPEC/325-00 
TITLE : WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 
Batch No. : 1T3254005 A.R.NO. : FP/S-01/14/082 
Manufacturine Date : FEB-14 ExoiryDate : JAN-17 
Batch Size : 1000 Litre Quantity sampled : 125 Nos 
Testine Date : 01/03/14 Completion Date : 18/03/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 
02 Extractable Volume 10.2 mL Not less than nominal volume and not 

more than 110% of the nominal volume 
03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 

red on the addition of 0.1 mL of the addition of 0.1 mL of 0.01 M sodium 
O.0IM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 
hydrochloric acid 

04 Conductivity 0.809 µs.cm· 1 Maximum 25 µs.cm· 1 for containers with a 
nominal volume of 10 mL or less at 25 °C 
± I oc. or maximum 5 µs.cm· 1 for 
containers with a nominal volume greater 
than I 0 mL at 25 °C + I °C. 

OS Oxidisable Substances The solution remains faintlv pink. The solution remains faintly pink 
06 Chlorides <0.5oom Maximum 0.5 oom 
07 Nitrates <0.2oom Maximum 0.2 oom 
08 Sulfates The solution shows no change in The solution shows no change in 

anoearance for at least I hour. anoearance for at least I h. 
09 Ammonium <0.6ppm For containers with a nominal volume less 

than 50 mL: Maximum 0.6 oom 
10 Calcium and Mamesium A pure blue colour is produced. A pure blue colour should be produced 
11 Residue on Evaporation 0.0004% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of 10 
mL or less. 

12 Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/mL 
13 Particulate contamination: 23 Particles/container of:i!:l0µm Average particles not more than 6000 per 

Sub-visible particles 9 Particles/container of ~5µm container equal to or greater than I 0 µm 
and not more than 600 per container equal 
to or e:reater than 25 um 

14 Sterilitv Sterile Should be sterile 
ADDITIONAL TEST AS PER USP 

15 Calcium No turbiditv is Produced. No turbiditv should be produced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 off 5.80 Between 5.0 and 7.0 at 25 °C + 2 °C 

ADDITIONAL TEST AS PER IP 
18 Heayy metals <Method D) <0.lonm Not more than 0.1 ppm 

Report: The product complies with the prescribed standard of the quality as per above specification. 

-I 
Prepared Bv:' 
Name :i 
DA TE:28/03/14 I DATE:28/03/14 I DATE:28/03/14 I DATE:28/03/14 
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Q01019/F-20-ol/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Oualitv Control Reference Specification No: FP/SPEC/325-00 
TITLE: WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-10 ML 
Batch No. : 1T3254004 A.R.NO. : FP/S-01/14/081 
Manufacturinl! Date : FEB-14 ExnirvDate : JAN-17 
Batch Size : 1000 Litre Ouantitv sampled : 125Nos 
Testinl! Date : 28/02/14 Comoletion Date : 14/03/14 
Sr. Test Observation Specification 
No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 
02 Extractable Volume 10.2 mL Not less than nominal volume and not 

more than 110% of the nominal volume 
03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 

red on the addition of 0.1 mL of the addition of 0.1 mL of 0.01 M sodium 
0.01 M sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 
hvdrochloric acid 

04 Conductivity 1.144 µs.cm·• Maximum 25 µs.cm·• for containers with a 
nominal volume of 10 mL or less at 25 °C 
+ I oc. or maximum 5 µs.cm· 1 for 
containers with a nominal volume greater 
than 10 mL at 25 °C + 1°C. 

OS Oxidisable Substances The solution remains faintlv oink. The solution remains faintlv oink 
06 Chlorides <O.Snnm Maximum 0.5 nnm 
07 Nitrates <0.2oom Maximum 0.2 oom 
08 Sulfates The solution shows no change in The solution shows no change in 

aooearance for at least I hour. au~auce for at least I h. 
09 Ammonium <0.6ppm For containers with a nominal volume less 

than SO mL: Maximum 0.6 oom 
10 Calcium and Ma211esium A pure blue colour is oroduced. A oure blue colour should be oroduced 
11 Residue on Evaporation 0.0007% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of 10 
mLor less. 

12 Bacterial Endotoxins <0.2SEU/mL Less than 0.25 EU/mL 
13 Particulate contamination: 133 Particles/container of~lOµm Average particles not more than 6000 per 

Sub-visible particles 22 Particles/container of~Sµm container equal to or greater than 10 µm 
and not more than 600 per container equal 
to or greater than 25 f,lm 

14 Sterilitv Sterile Should be sterile 
ADDIDONAL TEST AS PER USP 

JS Calcium No turbiditv is oroduced. No turbidity should be oroduced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 oH 5.73 Between 5.0 and 7.0 at 25 °C + 2 °C 

ADDIDONAL TEST AS PER IP 
18 Heavv metals {Method D) <0.lnnm Not more than 0.1 oom . . Report: The product complies with the prescribed standard of the quality as per above spec1ficat1on . 

PreoaredB, 
Name I 
DATE:28/03/14 I DATE:28/03/14 I DATE:28/03/14 I DA TE:28/03/14 
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Q01019/F-20-01/010412 CERTIFICATE OF ANALYSIS FOR FINISHED~P=R--o=n= u=c =T _____ __, 

TITLE: WATER FOR INJECTION -MS 
STERILISED WATER FOR INJECTIONS BP 10 ML 

Batch No. : 1T3254003 A.R. NO. : FP/S-01/14/080 
Manufacturin Date : FEB-14 : JAN-17 
Batch Size : 1000 Litre : 125 Nos 
Testin Date : 27/02/14 : 13/03/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 
02 Extractable Volume 10.1 mL Not less than nominal volume and not 

more than 110% of the nominal volume 
03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 

red on the addition of0.lmL of the addition of 0.1 mL of 0.01 M sodium 
0.0IM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 
hvdrochloric acid 

04 Conductivity 1.148 µs.cm· 1 Maximum 25 µs.cm· 1 for containers with a 
nominal volume of I 0 mL or less at 25 °C 
+ 1 oc. or maximum s µs.cm· 1 for 
containers with a nominal volume greater 
than 10 mL at 25 °C + J°C. 

OS Oxidisable Substances The solution remains faintlv oink. The solution remains faintly pink 
06 Chlorides <0.Snnm Maximum 0.5 onm 
07 Nitrates <0.2nnm Maximum 0.2 nnm 
08 Sulfates The solution shows no change in The solution shows no change in 

annearance for at least lbour. annearance for at least 1 h. 
09 Ammonium <0.6ppm For containers with a nominal volume less 

than 50 mL: Maximum 0.6 ppm 
I 

10 Calcium and Mae:nesium A pure blue colour is produced. A oure blue colour should be oroduced 
11 Residue on Evaporation 0.0006% Maximum 4 mg (0.004 per cent) for 1 

containers with a nominal volume of 10 : 
mL or less. 

12 Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/mL 
13 Particulate contamination: 200 Particles/container of~I0µm Average particles not more than 6000 per 

Sub-visible particles 14 Particles/container of~Sµm container equal to or greater than I 0 µm 
and not more than 600 per container equal 
to or greater than 25 um 

14 Sterilitv Sterile Should be sterile 
ADDfflONAL TEST AS PER USP 

IS Calcium No turbiditv is oroduced. No turbiditv should be produced 

16 Carbon Dioxide The mixture remains clear. The mixture remains clear 

17 DH 5.72 Between 5.0 and 7.0 at 25 °C ± 2 °C 
ADDfflONAL TEST AS PER IP 

18 Heavv metals (Method D) <0.lnnm Not more than 0.1 oom . . . . 
Report: The product complies with the prescribed standard of the quahty as per above spec1ficat1on • 

Preoared B\I 
Name 
DATE:28/03/14 I DATE:28/03/14 I DATE:28/03/14 I DA TE:28/03/14 
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Q0I019/F-20-01/0I0412 CERTIFICATE OF ANALYSIS FOR FINISHED PKvuu\.:T DEPARTMENT : Ouality Control Reference Specification No: FP/SPEC/325-00 TITLE: WATER FOR INJECTION -MS 
(STERILISED WATER FOR INJECTIONS BP)-10 ML 

Batch No. : 1T3254001 A.R.NO. : FP/S-01/14/034 
Manufacturine: Date : JAN-14 Ex.pirv Date : DEC-16 Batch Size : 1000 Litre Quantity sampled : 125 Nos Testine: Date : 24/01/14 Completion Date : 08/02/14 
Sr. Test Observation Specification No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 
02 Extractable Volume JO.I mL Not less than nominal volume and not 

more than 110% of the nominal volume 03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 
red on the addition of 0.1 mL of the addition of 0.1 rnL of 0.0 I M sodium 
O.0lM sodium hydroxide. hydroxide; if red. it becomes yellow on the 

addition of 0.15 mL of 0.01 M 
hydrochloric acid 

04 Conductivity 1.139 µs.cm· 1 Maximum 25 µs.cm· 1 for containers with a 
nominal volume of I 0 ml or less at 25 °C 
+ l oc. or maximum s µs.cm· 1 for 
containers with a nominal volume greater 
than 10 mL at 25 °C + 1°C. 

05 Oxidisable Substances The solution remains faintly pink. The solution remains faintlv oink 
06 Chlorides <0.Soom Maximum 0.5 oom 
07 Nitrates <0.2onm Maximum 0.2 DDm 
08 Sulfates The solution shows no change in The solution shows no change in 

anoearance for at least I hour. aooearance for at least I h. 
09 Ammonium <0.6ppm For containers with a nominal volume less 

than 50 mL: Maximum 0.6 oom 
10 Calcium and Ma1mesium A oure blue colour is produced. A pure blue colour should be oroduced 
11 Residue on Evaporation 0.0003% Maximum 4 mg (0.004 per cent) for 

containers with a nominal volume of I 0 
mL or less. 

12 Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/mL 
13 Particulate contamination: 217 Particles/container of::? I Oµ.m Average particles not more than 6000 per 

Sub-visible particles 2 Particles/container of~Sµm container equal to or greater than 10 µm 
and not more than 600 per container equal 
to or greater than 25 um 

14 Sterilitv Sterile Should be sterile 
ADDITIONAL TEST AS PER USP 

15 Calcium No turbidity is produced. No turbiditv should be produced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 oH 5.88 Between 5.0 and 7.0 at 25 °C + 2 °C 

ADDmONAL TEST AS PER IP 
18 Heavv metals (Method D) <0.loom Not more than 0.1 ppm . v s ecification. Report: The product complies with the prescribed standard of the quahty as per abo e P 

•• .I - ·-I 
:-Preoared By:' 
~ Name ........ . _ ----;--:-!!!"'_ - _ 

I DATE:27/02/14 . "··- ·- l DATE:27/02/14 DATE:27/02/14 I DATE:27/02/14 

~·~UWl,jD'.~IIIUUl,IMil.....,..•••~-.. --".!_~- :.· •••- ••#II•••• · •• flll 11.J,,.1. •"-· •• ,._..,,, "'• 
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Q0t0t9/F-20-0t/Ot04t2 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Soecification No: FP/SPEC/329-00 
TITLE : WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-20 ML 
Batch No. : l TW3294002 A.R. NO. : FP/S-01/14/168 
Manufacturine Date : MAY-14 Expiry Date : APR-17 
Batch Size : 1000 Litre Ouantitv samnled : 80 Nos 
Testine Date : 22/05/14 Comoletion Date : 05/06/14 
Sr. Test Observation Specification 
No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 
02 Extractable Volume 20.2 mL Not less than nominal volume and not 

more than 110% of the nominal volume 
03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 

red on the addition of 0.1 mL of the addition of 0.1 mL of 0.0 I M sodium 
0.0 IM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 
hydrochloric acid 

04 Conductivitv 1.162 us.cm·• Maximum 5us.cm·• 
05 Oxidisable Substances The solution remains faintly pink. The solution remains faintly pink 
06 Chlorides <0.Soom Maximum 0.5 oom 
07 Nitrates <0.2oom Maximum 0.2 ppm 
08 Sulfates The solution shows no change in The solution shows no change in 

appearance for at least I hour. aooearance for at least I h. 
09 Ammonium <0.6oom Maximum 0.6oom 
10 Calcium and Masmesium A oure blue colour is oroduced. A oure blue colour should be oroduced 
11 Residue on Evaporation 0.0009% Maximum 3mg (0.003 percent) 
12 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
13 Particulate contamination: 76 Particles/container of~ I 0µm Average particles not more than 6000 per 

Sub-visible particles 12 Particles/container of ~2Sµm container equal to or greater than I O µm 
and not more than 600 per container equal 
to or Slreater than 25 µm 

14 Sterilitv Sterile Shou Id be sterile 
ADDITIONAL TEST AS PER USP 

15 Calcium No turbiditv is produced. No turbidity should be oroduced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 oH 5.74 Between 5.0 and 7.0 at 25 °C + 2 °C 

ADDITIONAL TEST AS PER IP 
18 Heavv metals (Method D) <0.loom Not more than 0.1 oom 

Report: The product complies with the prescribed standard of the quality as per above specification. 

DA TE:20/06/14 

-;======== = = ===== =======··--- - - -------
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Q0I0l9/F-20-0l/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Oualitv Control Reference Specification No: FP/SPEC/329-00 
TITLE : WATER FOR INJECTION -MS 

(STERILISED WATER FOR INJECTIONS BP)-20 ML 
Batch No. : 1TW3294001 A.R. NO. : FP/S-01/14/167 
Manufacturine: Date : MAY-14 Expiry Date : APR-17 
Batch Size : 1000 Litre Ouantitv sampled : 80 Nos 
Testine: Date : 21/05/14 Completion Date : 04/06/14 
Sr. Test Observation Specification No. 
01 Appearance A clear and colorless solution. A clear and colorless solution 
02 Extractable Volume 20.3 mL Not less than nominal volume and not 

more than 110% of the nominal volume 
03 Acidity or Alkalinity The solution is yellow, it becomes If the solution is yellow, it becomes red on 

red on the addition of 0.1 mL of the addition of 0.1 mL of 0.0 l M sodium 
0.0 IM sodium hydroxide. hydroxide; if red, it becomes yellow on the 

addition of 0.15 mL of 0.01 M 
hvdrochloric acid 

04 Conductivitv 0.948 11s.cm·1 Maximum Sus.cm·1 

OS Oxidisable Substances The solution remains faintlv oink. The solution remains faintly oink 
06 Chlorides <0.Soom Maximum 0.5 oom 
07 Nitrates <0.2oom Maximum 0.2 oom 
08 Sulfates The solution shows no change in The solution shows no change in 

appearance for at least I hour. appearance for at least I h. 
09 Ammonium <0.6oom Maximum 0.6oom 
10 Calcium and Ma2nesium A oure blue colour is oroduced. A oure blue colour should be produced 
11 Residue on Evaporation 0.0007% Maximum 3m~ (0.003 percent) 
12 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
13 Particulate contamination: 60 Particles/container of~ I 0µm Average particles not more than 6000 per 

Sub-visible particles 7 Particles/container of ~5µm container equal to or greater than I 0 µm 
and not more than 600 per container equal 
to or areater than 25 um 

14 Sterilitv Sterile Should be sterile 
ADDITIONAL TEST AS PER USP 

15 Calcium No turbiditv is oroduced. No turbiditv should be oroduced 
16 Carbon Dioxide The mixture remains clear. The mixture remains clear 
17 PH 5.52 Between 5.0 and 7.0 at 25 °C ± 2 °C 

ADDITIONAL TEST AS PER IP 
18 Heavv metals (Method D) <0.loom Not more than 0.1 ppm 

Report: The product complies with the prescribed standard of the quality as per above specification. 

I 

Preoared Bv~ 
Name ;i 
DA TE:20/06/14 I DA TE:20/06/14 I DATE:20/06/14 I DA TE:20/06/14 
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QOJOl9/F·2U-OI/OIU-112 CERTIFICATE OF ANALYSIS ... OR li'INISIIF.I> PRODUCT 

DEPARTMENT : OuulllY Conlrol Reference Snec:ificnlion No: FP/SPEC/298-00 

TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0.9%WN 
(SODIUM CHLORIDE INJECTION BPl 

.Balch No. : IF298300J A.R. NO. : FP/S-0l/lJ/J66 

Mnnufac1urin2 Onie : OCT-IJ Exnin· Dole : SEP-16 

Balch Size : 1000 Litre Oaantlt\' samnled : 250Nos. 

Testinl!. Date : 23/10/lJ Date of comnlellon : 06/11/13 

Sr. Test Obsenration Speci0c111ion 

No. 
01 Appcnmncc A ck-ar. "-oluurless soltuion. A dear. colourless solution 

02 ldcntilicntion 
(A) Sodium Snl1s (A) (A) 

(a) A dense white precipitate is (a) A dense whit!! precipitate should 
formed. be fonncd. 
(b) No precipitate is fonncd. (b) No pn:cipitillc should be fonnc:d. 

(B) Chlorides (13) The precipitate dissolves ensily (B) The prcci1>it11tc dh,!iulvcs cnsily 
with the possible exception of n few with tlu: possiblc cxccption of II few 
hm!.e Dttrticlcs which dissolve slowlv. hmu: onrticlcs which dissolve slowlv. 

03 Extractable Volume 5.lmL Not less thnn nominul volume nnd 
nut mori: than 115% uf the nominal 
volume fbr :s S ml ~,r Not less thnn 
11umin11I volume nnd nut murc 1lmn 
110% of the nominul volume for > 5 
mL 

04 Assav of Sodium Chloride 99.0% Between 96.0% to 104.0% 

OS Bncterinl Endotoxins <0.2SF.U/ml Less than 0.:?5 EU/ml. 

06 Pnrticulntc: Contnminntion 5 Part ic leslcontaim:r o~ I Oiun Avcrag.c pt1rticlcs not more thnn 6000 

I Pnniclcslcontaincr of ~:?5Jtm per contnincr cqunl to llr ttrcntcr thnn 
10 )1111 and not more than 600 per 
contuincr '-"tfUlll tu or grcatcr than 
25um 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH S.67 Hctwccn 4.S to 7.0 

09 Heavv Metals <O.Jnnm Not more tlmn 0.3 1mm 

ADDITIONAL TEST AS PER USP 
10 Iron <2nnm Not mon: than :? nnm 

Report: The product complies with the pn.-scribcd standard oflhc qunlity 11s per spccilicntiun. 

Prennred B• 
Nome ··-----_____ ..... _ - -."--. - ..... .... -. - - -- · ------

Date: 14/0S/ 14 I Dntc: 14/0 S/14 I Date: 14/0S/l-t I D111c:14/05tl4 

------.- ----. -----~------.--~---------------___J 
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Q0I019/F-20-0I/0l04l2 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-00 

TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0.9%W/V 
(SODIUM CHLORIDE INJECTION BP) 

.Batch No. : 1F2983002 A.R. NO. : FP/S-01/13/365 
Manufacturinl! Date : OCT-13 Expiry Date : SEP-16 
Batch Size : 1000 Litre Quantity sampled : 250Nos. 
Testinl! Date : 22/10/13 Date of completion : 06/11/13 

Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 

02 Identification 
(A) Sodium Salts (A) (A) 

(a) A dense white precipitate is (a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(8) Chlorides (8) The precipitate dissolves easily (8) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
lanie particles which dissolve slowly. large particles which dissolve slowlv. 

03 Extractable Volume 5.2ml Not less than nominal volume and 
not more than 115% of the nominal 
volume for::: 5 mL or Not less than 
nominal volume and not more than 
110% of the nominal volume for > 5 
mL 

04 Assay of Sodium Chloride 99.0% Between 96.0% to 104.0% 
05 Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 11 Particles/container o~ 1 0µm Average particles not more than 6000 

2Particles/container of ::?25µm per container equal to or greater than 
I 0 µm and not more than 600 per 
container equal to or greater than 
25µm 

07 Sterility Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.69 Between 4.5 to 7.0 

09 HeavY Metals <0.3oom Not more than 0.3 ppm 
ADDITIONAL TEST AS PER USP 
10 Iron <2oom Not more than 2 ppm 

Report: The product complies with the prescribed standard of the quality as per specification. 

Preoared Bv: 
Name 
Date: 14/05/ 14 I Date: 14/05/14 I Date: 14/05/14 I Date: 14/05/14 
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------- .. · - ·. - . - ~------' 

Q01019/F-l0-01/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 

DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-00 

TITLE : SODIUM CHLORIDE FOR INJECTION -MS 0.9% WN 

<SODIUM CHLORIDE INJECTION BP) 

.Batch No. : 1F2983001 A.R. NO. : FP/S-01/13/364 

Manufacturine Date : OCT-13 Exoirv Date : SEP-16 

Batch Size : 1000 Litre Quantity sampled : 250Nos. 

Testine Date : 21/10/13 Date of completion : 06/11/13 

Sr. 
No. 
01 

02 

03 

04 
05 
06 

Test 

Appearance 

Identification 
(A) Sodium Salts 

(B) Chlorides 

Extractable Volume 

Assay of Sodium Chloride 
Bacterial Endotoxins 
Particulate Contamination 

Observation 

A clear, colourless solution. 

(A) 
(a) A dense white precipitate is 
formed. 
(b) No precipitate is formed. 
(B) The precipitate dissolves easily 
with the possible exception of a few 
lar2e oarticles which dissolve slowly. 
S.2mL 

99.0% 
<0.25EU/mL 
SParticles/container o~l0µm 
0.67Particles/container of ~Sµm 

07 Sterilitv Sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.65 

09 Heavv Metals <0.3oom 

ADDITIONAL TEST AS PER USP 
l O Iron <2oom 

Specification 

A clear, colourless solution 

(A) 
(a) A dense white precipitate should 1 

be formed. ; • 
(b) No precipitate should bb formed. 
(8) The precipitate dissolves easily 
with the possible exception of a few 
large particles which dissolve slowly. 
Not less than nominal v_olume and 

not more than 115% of the nominal 
volume for !S 5 mL or Not less than 
nominal volume and not more than 
110% of the nominal volume for > S 
mL 
Between 96.0% to I 04.0% 
Less than 0.25 EU/mL 
Average particles not more than 6000 
per container equal to or greater than 
10 µm and not more than 600 per 
container equal to or greater than 
25um 
Must be sterile 

Between 4.5 to 7.0 

Not more than 0.3 oom 

Not more than 2 oorn 

Storage: Kept in well-closed contamers and stored at a temperature not exceeding 25°C. 
Report: The product complies with the prescribed standard of the quality as per specification. 

,, 
I ! Preoared By: R'eviev: 

Name . Name:C.·-·-•-~-___ . 

Date:27 /02/14 I Date:27/02/14 Date:27/02/14 J Date:27/02/14 
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Q0J019/F-20-0l/010412 CERTIFICATE OF ANALYSIS FOR FINa.:,nl!.,U r1tUUlJL 1 
DEPARTMENT : Quality Control Reference Spccilicntion No: FP/SPEC/298-01 
TITLE: SODIUM CHLORIDE FOR INJECTION-MS 0.9%WN 

(SODIUM CHLORIDE INJECTION BP) 
.Batch No. : 1T2984101 A.R. NO. : FP/S-0J/14/248 
Manufncturine Date : JUL-14 Exuirv Date : JUN-17 
Batch Size : 1000 Litre Quantity snmulcd : 125Nos. 
Testine Date : 22/07/14 Date or comnlction : 05/08/14 
Sr. Test Observation Specification 
No. 
01 Appearance A clear. colourless solution. :\ clear. colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is (a) A dense white precipitnte should 
formed. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(B) Chlorides (B) The precipitate dissolves easily ( 8) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
larl!.e oarticles which dissolve slowlv. lnr1?.e oarticles which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.lmL volume for ~ 5 mL or Not less than 
nominal volume .ind not more than 
I I 0% of the nominul volume for > 
5ml. 

04 Assav of Sodium Chloride 100.6% Between 96.0% to 10-Ul% 
05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 Ell/mL 
06 Particulate Contamination 80 Particles/conlainer o~ 1 0µm A vcrage pa11 ides not more than 6000 

62 Particles/container of :2:25 ~Lin per container cqunl 10 or greater than 
I O ~un ,md not more than 600 per 
container equal 10 M greater than 
25um 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 

I 

08 pH 5.69 Between 4.5 to 7.0 

09 Heavv Metals <0.3oom Not more than 0.3 ppm 
ADDITIONAL TEST AS PER USP 

10 Iron <2oom Not more than 2 ppm . Report:The product compiles with the prescribed standard of the quality as per spec1ficat1011 . 

Prepared B, Revie\i 
Name Name:( 
DA TE:21/08/ I 4 I DATE:21/08/14 DA TE:2 I /08/14 I DATE:21/08/14 
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QO IOI 9/F-20-01/0 l0412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Conlrol Reference Specificnlion No: FP/SPEC/298-01 

TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0.9%WN 
(SODIUM CHLORIDE INJECTION BP) 

. Batch No. : 1T2984100 A.R. NO . : FP/S-01/14/247 
Manufacturine Date : JUL-14 Exuiry Date : JUN-17 
Batch Size : 1000 Litre Ounntity snnmlcd : 125Nos. 
Testine Date : 21/07/14 Date of completion : 04/08/14 
Sr. Test Observation Specification 
No. 
01 Appearance A clear. colourless solution. A clear, colourless solution 

02 ldenti ficntion 
(A) Sodium Salts (A) (A} 

(a) A dense white precipitate is (a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(B) Chlorides (B) The precipitate dissolves easily ( B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
large oarticles which dissolve slowly. larl!,c oarticles which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.JmL volume for::: 5 mL or Not less than 
nominal volume and not more than 
I 10% of the nominul volume for > 
5mL 

04 Assay of Sodium Chloride 99.9% Between 96.0% to I 04.0% 
OS Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 178 Particles/container of-'21 0pm /\ verage particles not more than 6000 

125 Particles/container of ~25 ~Lill per container equal to or greater thun 
I 0 Jim and not more than 600 per 
container equal 10 or greater than 
:?Sum 

07 Sterility Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.79 Between 4.5 to 7.0 

09 Heavy Metals <0.3oom Not more than 0.3 nnm 
ADDITIONAL TEST AS PER USP 

10 Iron <200111 Not more than 2 00111 
Rcport:Thc product complies with the prescribed standard of the quality as per spec1fica11on. 

; 

I 
Preoared B1 Revie\': 
Name Name:1: 

DA TE:21/08/14 I DATE:21/08/14 DATE:21/08/14 I DA TE.:2 I /08/14 
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Q0l019/F-20-0l/010412 CERTIFICATE OF ANALYSIS FOR FINISHEDPRODUCl' __ ___ ----
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 
TITLE: SODIUM CHLORIDE FOR INJECTION-MS 0.9%WN 

(SODIUM CHLORIDE INJECTION BPl 
.Batch No. : 1T2984099 A.R. NO. : FP/S-01/14/246 
Manufacturine. Date : JUL-14 Exnirv Date : JUN-17 
Batch Size : 1000 Litre Ouantitv snmnled : 125Nos. 
Testine Date : 20/07/14 Date of comnletion : 04/08/14 
Sr. Test Observation Specification 
No. 
01 Appearance A clear. colourless solution. A clear. colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is (a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(B) Chlorides (8) The precipitate dissolws easily (13) The prccipiti11c dissolvi::s eusily 
with the possible exception of a few with the possible e:xccption of a few 
large oarticles which dissolve slowlv. large oarticlcs which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

I0.2mL volume for ~ 5 m L or Not less than 
nominal volume and not more than 
110% of the nominnl volume for > 
5ml 

04 Assay of Sodium Chloride 99.9% Between 96.0% to 104.0% 
05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/ml, 
06 Particulate Contamination 193 Particles/container of~ I 0~lm Average particles not more than 6000 • 

30 Particles/container of ~25~un per cont,iiner cqu.11 to or greater than • 
10 ~•m and not more than 600 per : 
container equal 10 or grcntcr than 
25um 

07 Sterility Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.74 Between 4.5 10 7.0 

09 Heavy Metals <0.3omn Not more than 0.3 oom 
ADDITIONAL TEST AS PER USP 

IO Iron <2oom Not more than 2 ppm 
Report:The product complies with the prescribed standard of the quality as per spec1fica11on. 

·- · 
I I 

Preoared B, Check( Reviev,. 
Name Name:I Namd 
DATE:21/08/14 DATE:21/08/14 DA TE:2 I /08/14 I DATE:21/08/14 
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QO IOI 9/F-20-0 I /0 I 0412 CERTIFICATE OF ANALYSIS FOR FINlSH .. :D PRODUCT 
DEPARTMENT : Quality Control Reference Specilication No: FP/SPEC/298-0 t 
TITLE: SODIUM CHLORIDE FOR INJECTION-MS 0.9%WN 

(SODIUM CHLORIDE INJECTION BP) 
.Batch No. : 1T2984098 A.R. NO. : FP/S-01/14/245 Manufacturin2 Date : JUL-14 Expiry Date : JUN-17 Batch Size : 1000 Litre Quantitv samoled : l25Nos. 
Testine: Date : 19/07/14 Date of completion : 02/08/14 
Sr. Test Observation Specification 1 

No. 
01 Appearance A clear. colourless solution. A clear. colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is (a) A dense white precipitate should 
formed . be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed . (B) Chlorides (B) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
lan?.e particles which dissolve slowlv. large particles which dissolve slowlv. 03 Extractable Volume Not less than nominal volume and not 

more than 115% of the nominal 
10.2ml volume l<Jr ~ 5 mL or Not less than 

nominal volume and not more than 
110% of the nominal volume for > 
SmL 

04 Assav of Sodium Chloride 99.3% Between 96.0% to I 04.0% 05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 06 Particulate Contamination 235 Particles/container o~ 1 0~tm Average particles not more than 6000 
164 Particles/container of ~25 µrn per container equal 10 or greater than 

I 0 itm and not more than 600 per 
container equal to or grcntcr than 
25iun 

07 Sterilitv Sterile Must be sterile ADDITIONAL TESTS AS PER IP 
08 pH 5.78 Between 4.5 10 7.0 

09 Heavy Metals <0.3oom Not more than OJ oom ADDITIONAL TEST AS PER USP 
10 Iron <2pom Not more than 2 onm Report:The product complies with the prescribed standard of the quality as per specification. 

I Preoared I Revie" 
Name ... ________ ...._...___ -. . Name:C1 
DATE:21/08/14 I DATE:21/08/14 I DATE:2 1/08/14 I DATE:21/08/14 
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,-.__ _____________ _ 
<)0101 1>/F-211-111 /tl I 11.t I 2 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 

DEPARTMENT : Quality Control Rcfl'l'CIH.'l' Spcci lication No: FP/SPEC/298-0 I 

TITLE: SODlllM CHLORIDE FOR IN.JECTION -MS 0.9•¼.W/\' 
(SODHJM CHLORIDE IN,JECTION BP) 

.Bntl'l1 No. : IT29840''7 A.R. NO. : FP/S-01/14/241 
: .JUN-17 Mnnufocturinu Dall- : ,JllL-1-1 E:win· l>:ill' -----------~------Butrh Si1.c.· : IO00 Litn· Quantil\· snmpll'd : l25Nos. 

Testing l>atc : 1(1/07/1-1 Dntc of l'om ulction : 30/07/14 
Sr. Tcsl Ohscrrnlion Specification 
No. 
01 i\ppcnrancc I\ clear. c11lourlcss solu1ion. I\ dear. colourless solution 

II~ l<lcntilication 
' (Al Sodium Salls 1 (:\) (!\) 

1 I I (a) :\ dense white prccipilatc is (:1) A dense \\hite precipitate should i i i formed. be li.mncd. 
i 1 ! (b) ~o precipitate is formed. (b) No precipitate should he lc1rmcd. 
I l (B) Chlorides I (B) Thc precipitate diss11hes easily (B) The pn:cipitatc dissolves i:asily 
! j with thl· pussible cxceplion ol' :1 ll!w with the possible c:-..;ccpIio11 of a !cw 
I i large pnrticlcs which diss11l, i: slo\\ I\'. laruc particles which diss11lve sl\>Wlv. _ \--+------------+-....... ~-'--"-------~--------'...C.-1--:..:.C.:..,.;:_;:_a...;,;.;.~;;.;;..;;.--.;.;..;.:.;;,..:.;.;.;...;... __ .:....::..~..:..;...:... 

1
1, 03 I, E:--;tractabll' Volumc Nol less 1ha11 nominal , 0l11111c and 1101 

mori: than 115% of the nominal 
' i I 0.1 ml. , olumc for ~ S mL or Not less than l ! : nominal volume and not more than 
j i j 110% of lhe nominal , olu111c for > 

~!---·····-·--------' ------·--·-····-·······-- ...:.'_11_11_. ---------------1)4 I i\ssav or Sodium Chloride 1-i<>O.M•u lkl\\CCll %.0% to I0-1.0'!·o 
05 ! Bacterial Endoto:-..;ins <0.~5 EU/111L Less than 0.25 EU/111 I. 
06 j Par1iculntc Contc1111ination 

I 
:!~6 Partick-s/1.:onwiner of~ I Op111 
I Ci I Particles/container or ~:!5~un 

1\ vi:rnge pm1icles 1101 mori: than 6000 
per con1ai11cr equal to nr g.ri:ater than 

I I O ~1111 :ind 111>! more than 600 per , 
1 1:ontaincr equal 10 or g.n:atcr than 

__ L_______________ ::-:-11111 i 
07 ! S11.:rili1, I St1:.ri~. - ·-· ·- -:\lust be stl·rilc --···-----7 

ADDITIONAi. TESTS AS PER IP 1 

08 pi I 5.71 lkt\\'ccn 4.5 to 7.0 

09 l·lcavy Metals <0Jppm No1 more thnn 0.3 ppm 
ADDITIONAL TEST AS PER USP 
~\ ln,n ! <~~P•~l L-..:ot I_1~1re _than 2 ppm 
Report: I he procl11l·t c1>111pli~s "1th !Ill.' pn.:scnlwd standard ol !Ill' q11nl1ty as !)l'r spccll1cut1on. 

-------
Prcp:in.·d lh: 
N:imc 
DATE:0 l/08tl 01 I D/\TE:0 1/08/14 l)t\TE:0I/081I~ I DATE:0I/08/14 
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QII IO IWV-20-111/0111.i 12 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT --~-
l>EP.,\RTMENT : Quality Conlrol l{l'fcrcncl' Spccilic:1tion No: FJ>/SPEC/298-01 

TITLE: SODIUM CHLOIU0E FOR IN,JECTION -MS 0.9'1/.,W/V 
(SODIUM CIILORIDE IN.JECTJON BP) 

.Hatl'l1 No. : IT29840% A.I{. NO. : FP/S-01/14/2-10 
----------------'--'-'-- ·- .. __ __;_..:...:;..;.;;;....;:..:~.:.:.:..:.::... ____ _ 

Manufaclurill!.!. lhllc : ,JllL-1-1 E:rniry Dute : ,JUN-17 -------+-'-=--•...;..;...;c...;;...;.;..;,.;;__ ___ ...;_;,;..;;..;;..;...;;..;.. ______ _ 

Bnlch Si:t.l' : IO00 Liln• Omrntih· snmulcd : l25Nos. 

Testing Dute : I S/07/14 Date ol' l'omulction : 29/07/14 
Sr. Tl•st I Ohscrvalion • • Spccificalion 

0 I :\ppcara11cc 

02 kkntilicatinn 
(i\) Sodium Snlls 

(B) Chlorides 

( /\) 
(a) ,\ dense white precipit.itc Is 
for1m:d. 
(b) No precipitate is rormed. 
( I{} Thl.· precipitate dissolves easily 

, ! \\'ith the p11ssible cxccplion of a Ii:" 
1---~j ___________ l largc particles which dissolve slo,, I,. 

03 i b.1ract:ihl\.' Volume 1 

I 
I 

10.2ml. 

/\ clear. colourless sol11I ion 

(/\) 

(a} A dense white precipitate should 
be formed. 
(b} No precipitate should be formed. 
(n) The precipitate dissolves easily 
\\ ith the possible exception nr a le" 
lan~c m1rticles which dissolve slowlv. 
Not less than nominal volume nm! not 
more thnn I I 5% of the no111im1I 
, olume li.>r 5 5 ml or Not less than 
110111inal volume and 1101 more tlmn 
110% ol' thc nominal nilumc li.>r > 

1-----1-------------..--------------- --i-::-c.:.1.:..:.11::..:L. ___________ _ 

04 Ass:I\· of Sl1dium Chloride 
OS Uactcrial Endotoxins 
06 Particulate Contamination 

99.9% 
<0.25 EU/1111.. 

121 ParIiclcs/cont:1incr ol~ I Opm 
88 ParIkl\:s!co111:li11cr of ::::25~tm 

07 S11:rili1, Sterile 
ADDITIONAi. TESTS AS PER IP 
08 pll 

Betwecn 96.0% to I 0-1.0% 
l .ess than 0.25 EU/mL 
,\vcrng.e particles not more than 6000 
per container equal to or greater than 
I 0 ~1111 and not more than 600 per 
l"llntaincr equal 10 or greater than 
25nm 
l\'lust be sterile 

Bet\\een -1.5 to 7.0 

09 I-lcavv 1\-lctals <0.31m111 :---lot more than 0.3 1m111 

ADDITIONAL TEST AS PER USP 
1 O ln111 <~1m111 Not •~1_orc _1lrnn 2 ppm 

({cport:·rhc product c,.11nphcs ,v1lh 1h1..." prcscnhl·cl slandnrd of the qunhty as per ~pcc11 u:nt1on. 

L 
--·------ l{evie" Prc1>:1r1::d lh 

Name l\amc:C ~- '-- . 

i-
DATE:O L'OR/ 1-1 I DATF:0 I /Olt' 1-1 I MTE:O l /08/ I 4 I DATE:0 1/08/14 
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Q0 IO l')JF.20-01/0111-112 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Conlrol lkfon.•11c,· Spccilication No: FP/SPEC/29~-0 I 
TITLE: SODIUM CHLORIDE FOR IN,H:CTION -MS 0.9'¼,W/V 

(SODIUM Cl·ILORIDE IN.JECTION BP) 
.Bntd1 No. : IT2984095 A.R. NO. : FP/S-01/14/239 
M111111focturin!! Date : .JUL-14 Exuirv Date . .JUN-17 . 
Butch Siz,• : IOOO Litn· Ouantih· samnh.•d : 125Nos. 
Test in!! Dntc : I S/07/14 l>nt,• ot' l'IH11t>ll•I ion : 29/07/14 - · 

Sr. Test Obscrvntion Spccilication 
No. 
OJ Appearnnce ,\ clear. colourless solulinn. /\ clear. colourless solution 
02 lden1ilicH1in11 

(t\) Sodium Salts (A) (;\) 
(a) ;\ dl.!llSC white prcdpitah.· is (a) /\ dense white precipitate should 
fi.inned. be formed. 
(b) No prccipitalc is formed. (b) No precipitate should be formed. 

(B> Chlori<ks (B) The precipitnte dissolves easily (B} The precipitate dissol\'es e:isily 
with the possible cxccp1ion of a few \\'ilh the possible exception of :i few 
lan.1.c particles which dissolve slowl\·. laru.e n.1rticlcs which clissolw slowlv. 

03 Extractable Volume Nol less than nominal ,·olume and not 
more than 115% or the nominal 

10.2ml. , olume for ~ 5 ml. or Not less than : 
nominal volume nml 1101 more than 
110% of the nominal n,lume for > 
5ml 

0-t :\ssm· of Sodium Chloride 99.3% Bet" ccn 96.0% 10 I 0-1.0'\•;1 
05 Ba1.:1crinl Endotoxins <0.::?5 Ell/111I. Less than 0.::?5 EU/ml. 
06 Particulate Contamination 275 Particles/container 012 I 0~un Average pm1iclcs 1101 more than 6000 

::? 17 Particles/conlllincr or ?.:!S~un per container equal to or greater lhan 
10 JI m and 1101 more than 600 per 
container equal to or greater than 

I 2511m 
07 Sterility Sterile \-lust he stcri lc 

ADDITIONAL TESTS AS PER IP 
08 pi-I 5.76 Between 4.5 to 7.0 

09 I lean' Metals <0.3oi>m Not more 1hun 0.3 ppm 
ADl)ITIONAL TEST AS PER USP 

j 10 I Iron ! ... :!nnm Nol more than 2 ppm . . . -R1..·port: I he product Clllllpl1cs with th1..· prcscnh1..·d standard ol the q11nl11y as per ~pccll1cat1011 . 

I_ --
Rcvic, Prep:ircd lh: 

Name Name: I-
DI\TE:0 1/08/14 I DAfE:0 I /08/1 ,t l>i\TE:0 1108/14 I DATE:0 1/08/ 14 
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., 

Q01019/F-20-01/0104 t2 

DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 

I-
CERTIFICATE OF ANALYSIS FOR FI!c-cN--I~S---H_E_D_P_R_O_D_U_C_T __ _ 

TITLE : SODIUM CHLORIDE FOR INJECTION -MS 0.9% WN 
(SODIUM CHLORIDE INJECTION BP) 

.Batch No. : 1T2984085 A.R. NO. : FP/S-01/14/197 
Manufacturine Date : JUN-14 Expirv Date : MAY-17 
Batch Size : 1000 Litre Qunntitv sam1>led : 125Nos. 
Testin2 Date : 13/06/14 Date of completion : 27/06/14 
Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is (a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(8) Chlorides (8) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
large particles which dissolve slowly. large particles which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.2mL volume for.::: 5 mL or Not less than 
nominal volume and not more than 
110% of the nominal volume for > 
SmL 

04 Assav of Sodium Chloride 100.5% Between 96.0% to 104.0% 
05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 14 7 Particles/container o~ I 0µm Average pmticles not more than 6000 

89 Particles/container of ~25µm per container equal to or greater than 
I 0 Jtm and not more than 600 per 
container equal to or greater than 
25~un 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH S.79 Between 4.5 to 7.0 

09 Heavy Metals <0.3oom Not more than 0.3 nnm 
ADDITIONAL TEST AS PER USP 

10 Iron <2ppm Not more than 2 ppm 
' Report:The product complies with the prescribed standard of the quality as per spec1ficat1on. 

I 

I I 
I"" 

Prepared By:' Rcvie ' 
I"" 

Name :L -~-~-~- Nnmc1 -
DATE:02/07/14 I DATE:02/07/14 DATE.:02/07/14 I DATE:02/07/14 
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QO IOI 9/F-20-01/0 l0412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 
TITLE: SODIUM CHLORIDE FOR INJECTION-MS 0.9%W/V 

(SODIUM CHLORIDE INJECTION BP) 
.Batch No. : 1T2984084 A.R. NO. : FP/S-01/14/196 
Manufacturin2 Date : JUN-14 Exnirv Date : MAY-17 
Batch Size : 1000 Litre Ouantitv snmulcd : 125Nos. 
Tcstinl? Date : 12/06/14 Date of comnlction : 26/06/14 
Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is (a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(8) Chlorides (B) The precipitate dissolves easily (8) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
larae oarticles which dissolve slowlv. larl!e oarticlcs which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.2ml volume for ::: 5 mL or Not less than 
nominal volume and not more tlrnn 
110% of the nominal volume for > 
5ml 

04 Assav of Sodium Chloride 100.5% Between 96.0% to 104.0% 
05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 64 Particles/container o~ I 0µm Average particles not more than 6000 

46 Particles/container of~25µm per container equal to or greater than 
I 0 Jtm and not more than 600 p\!r 
container equal to or greater than 
25um 

07 Sterility Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.78 Between 4.5 to 7.0 

09 Heavy Metals <0.3DDl11 Not more than 0.3 oom 
ADDITIONAL TEST AS PER USP 

IO Iron <2oom Not more than 2 00111 . Report:The product complies with the prescribed standard of the quality as per spcc1ficauon . 

L 

I :~ Prepared 811 Revie 
Name I Name 
DATE:02/07/14 I DATE:02/07/14 DA TE:02/07 / 14 I DATE:02/07/14 

. ·· ····· . . . .. ---- ---- -- -- - -- --- - -------------
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Q0J0l9/F-20-01/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-0 I 

TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0.9%WN 
(SODIUM CHLORIDE INJECTION BP) 

.Batch No. : 1T2984083 A.R. NO. : FP/S-01/14/195 

Manufacturine Date : JUN-14 Expiry Date : MAY-17 

Batch Size : 1000 Litre Quantity sampled : 125Nos. 

Testine Date : 12/06/14 Date of completion : 26/06/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 

02 Identification 
(A) Sodium Salts (A) (A) 

(a) A dense white precipitate is (a) A dense white precipitlltc should 
fonned. be fonned. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(B) Chlorides (8) The precipitate dissolves easily (8) The precipitate dissolves casi ly 
with the possible exception of a few with the possible exception of a few 
larne particles which dissolve slowly. large particles which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.2mL volume for ::: 5 ml or Nol less tlrnn 
nominal volume nnd not more than 
110% of the nominal volume for > 
5mL 

04 Assay of Sodium Chloride 100.5% Between 96.0% to I 04.0% 
OS Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 21 Particles/container o~ I 0µm Average particles not more than 6000 

11 Particles/container of ~25µm per container equal to or greater than 
I 0 µm and not more than 600 per 
container equal to or grcnlcr than 
25um 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.78 13ctwccn 4.5 to 7 .0 

09 Heavy Metals <0.3oom Not more than 0.3 oom 
ADDITIONAL TEST AS PER USP 

lO Iron <2ppm Not more than 2 ppm 

Report:The product complies with the prescribed standard of the quality as per spec1ficat1on. 

I 

I 
Preoared Bv: RevieVl1 f Name .. Name:1 
DA TE:02/07 / I 4 I DATE:02/07/14 DA TE:02/07 /I 4 I DATE:02/07/14 
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~u•u• 71r•.i.v-v uv l\l't •~ '-£-~ 111' 1'-A 11!., UI' Al"'CALY :)US 14 UK .lflNUSH~l) PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-0 I 
TITLE : SODIUM CHLORIDE FOR INJECTION -MS 0.9% WN 

(SODIUM CHLORIDE INJECTION BP) 
.Batch No. : 1T2984082 A.R.NO. : FP/S-01/14/194 
Manufacturin2 Date : JUN-14 Exnirv Date : MAY-17 
Batch Size : 1000 Litre Ouantitv samnled : 125Nos. 
Testine Date : 11/06/14 Date of comnletion : 25/06/14 
Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is (a) A dense white precipitate should 
fonned. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(B) Chlorides (B) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
larae oarticles which dissolve slowlv. larne oarticles which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

I0.2mL volume for,::: 5 mL or Not less than 
nominal volume and not more than 
110% of the nominal volume for > 
SmL 

04 Assay of Sodium Chloride 99.8% Between 96.0% to I 04.0% 
05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 41 Particles/container of2 I 0µm Average particles not more than 6000 . 

21 Particles/container of :2:25µm per container equal to or greater than 
I 0 JIil\ and not more than 600 per • . container equal to or greater than 
25um 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.76 Between 4.5 to 7.0 

09 Heavv Metals <0.3oom Not more than 0.3 oom 
ADDITIONAL TEST AS PER USP 

10 Iron <2oom Not more than 2 00111 . -Report:The product complies with the prescribed standard of the quality as per spec1flcat1011 . 

Revie, 
Name: 

DATE:02/07/14 DATE:02/07/14 DATE:02/07/14 
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Q01019/F-20-0l/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 

DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 

TITLE: SODWM CHLORIDE FOR INJECTION -MS 0.9%WN 
<SODWM CHLORIDE INJECTION BP) 

.Batch No. : 1T2984081 A.R.NO. : FP/S-01/14/193 

Manufacturin2 Date : JUN-14 Exoirv Date : MAY-17 

Batch Size : 1000 Litre Ouantitv sanmlcd : 125Nos. 

Testine Date : 10/06/14 Date of conmlction : 24/06/14 

Sr. Test Observation Specification 

No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 

02 Identification 
(A) Sodium Salts (A) (A) 

(a) A dense white precipitate IS (a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is fonned . (b) No precipitate should be formed. 

(8) Chlorides (B) The precipitate dissolves easily (8) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
large particles which dissolve slowlv. large oarticles which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.4mL volume for ::: 5 mL or Not less than 
nominal volume and not more than 
110% of the nominal volume for > 
SmL 

04 Assav of Sodium Chloride 99.2% Between 96.0% to 104.0% 
05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination I 31 Particles/container o~ I 0~un Average particles not more than 6000 

62 Particles/container of~25µm per container equal to or greater than 
I 0 i1m and not more than 600 per 
container equal to or greater than 
25um 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.73 Between 4.5 to 7.0 

09 Heavv Metals <0.3ppm Not more than 0.3 PIJl11 

ADDITIONAL TEST AS PER USP 
10 Iron <2oom Not more than 2 ppm . 

Report:The product complies with the prescribed standard of the quality as per spcc1ficnt1on . 

I 

Preoared Bv Revie\l 
Name ~---~-~---- Name:i ~y~ - ------ - - -~ - - - . . 

( 

DATE:02/07/14 I DATE:02/07/14 DATE:02/07/14 I DATE:02/07/14 
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Q01019/F 20-01/010412 - CERTIFICATE OF ANALYSIS FOR FINI~H~U 1~1<UUULT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 

TITLE : SODIUM CHLORIDE FOR INJECTION -MS 0.9% WN 
(SODIUM CHLORIDE INJECTION BP) 

.Batch No. : 1T2984080 A.R.NO. : FP/S-01/14/192 

Manufacturim! Date : JUN-14 Exoirv D11te : MAY-17 

Batch Size : 1000 Litre Ounntitv snmolcd : 125Nos. 

Testine: Date : 09/06/14 Date of comnlction : 23/06/14 
Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 

02 ldenti fication 
(A) Sodium Salts (A) (A) 

(a) A dense white precipitate is (a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(B) Chlorides (8) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
larc.e oarticles which dissolve slowlv. larue particles which dissolve slowlv. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.2ml volume for=:: 5 mL or Not less than 
nominal volume and not more than 
110% of the nominal volume for > 
SmL 

04 Assav of Sodium Chloride 100.5% Between 96.0% to I 04.0% 
05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination I 00 Particles/container o~ I 0µm Average particles not more than 6000 

61 Particles/container of ~25µm per container equal to or greater than 
I 0 Jim and not more than 600 pt:r 
container equal to or greater than 
25 ~till 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pl·I 5.78 Between 4.5 lo 7.0 

09 Heavv Metals <0.3oom Not more than 0.3 nnm 
ADDITIONAL TEST AS PER USP 

10 Iron <2nnm Not more than 2 omn . . Report:The product complies with the prescribed standard of the quality as per spec1t1cnt1011 . 

-
Preoared Bv: Revie-;1 -
Name : Name: 
DATE:02/07/14 I DATE:02/07/14 DATE:02/07/14 I DATE:02/07/14 
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Q0I0l9/F-20-0l/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 

TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0.9%WN 
(SODIUM CHLORIDE INJECTION BP) 

.Batch No. : 1T2984079 A.R. NO. : FP/S-01/14/191 
Manufacturin2 Date : JUN-14 Exnirv Date : MAY-17 
Batch Size : 1000 Litre Ouantitv sampled : 125Nos. 

Testin2 Date : 09/06/14 Date of completion : 23/06/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 

02 Identification 
(A) Sodium Salts (A) (A) 

(a) A dense white precipitate is (a) A dense white precipitate should 
fonned. be formed. 
(b) No precipitate is fonned. (b) No precipitate should be formed. 

(B) Chlorides (B) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
lanze particles which dissolve slowly. lanze particles which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.lmL volume for ::: 5 mL or Not less than 
nominal volume and not more than 
110% of the nominal volume for > 
SmL 

04 Assay of Sodium Chloride 100.5% Between 96.0% to I 04.0% 
OS Bacterial Endotoxins <0.25 EU/ml Less than 0.25 EU/mL 
06 Particulate Contamination 55 Particles/container of2 I 0µm A veragc particles not more than 6000 

25 Particles/container of:2:25µm per container equal to or greater than 
I 0 ~llll and not more than 600 per 
container equal to or greater than 
25um 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.78 Between 4.5 to 7.0 

09 Heavy Metals <0.3oom Not more than 0.3 00111 

ADDITIONAL TEST AS PER USP 
10 Iron <200111 Not more than 2 00111 . 

Report:The product complies with the prescribed standard of the quality as per spcc1ficatton . 

I ·-
I -

Prepared Bv: - Revie"1 -
Name : Name:(1 

DATE:02/07/14 I DATE:02/07/14 DATE:02/07/14 I DATE:02/07/14 
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Q0I0 19/F-20-01/0 !0412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SJ>EC/298-0 I 

TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0.9%WN 
(SODIUM CHLORIDE INJECTION BP} 

. Batch No, : 1T2984078 A.R. NO . : FP/S-01/14/190 
Mnnufncturine Date : JUN-14 Exnirv Date : MAY-17 
Batch Size : 1000 Litre Ounntitv snmnlcd : 125Nos. 

Testine Dnte : 08/06/14 Date of conrnlction : 22/06/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 

02 Identification 
(A) Sodium Salts (A) (A) 

(a) A dense white precipitate is (a) A dense white precipitate should 
fonned. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(B) Chlorides (B) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
large particles which dissolve slowlv. laru.e particles which dissolve slowlv. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.3111L volume for :::: 5 ml or Nol less than 
nominal volume and not more than 
110% of the nominal volume for > 
5mL 

04 Assay of Sodium Chloride 99.9% Between 96.0% to I 04.0% 

05 Bacterial Endotoxins <0.25 EU/ml Less than 0.25 EU/ml 

06 Particulate Contamination I 09 Particles/container ot2 I 0~un A vcragc particles not more than 6000 

66 Particles/container of ~25~lm per container equal to or greater than 
I O pm nnd not more than 600 per 
container equal to or greater than 
25um 

07 Sterility Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.78 Between 4.5 to 7.0 

09 Heavy Metals <0.3oom Not more than 0.3 00111 

ADDITIONAL TEST AS PER USP 
10 Iron <2ppm Not more than 2 ppm .. 

Report:The product complies with the prescribed standard of the quality as per spec1l1ca11on. 

- ✓ 

-
Prepared Bv Revi 
Name Nam C 
DATE: 15/07/14 I DATE: 15/07/14 DATE: 15/07/14 I DATE:15/07/14 
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Q010l9/F-20-01/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 

TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0.9%WN 
(SODIUM CHLORIDE INJECTION BP) 

. Batch No. : 1T2984077 A.R.NO . : FP/S-01/14/189 
Manufncturine Date : JUN-14 Expiry Date : MAY-17 
Batch Size : 1000 Litre Quantity sampled : 125Nos. 
Testinr! Date : 07/06/14 Date of completion : 21/06/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 

02 I dent i tic at ion 
(A) Sodium Salts (A) (A) 

(a) A dense white precipitate is (a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is fonned. (b) No precipitate should be formed. 

(8) Chlorides (8) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a fow 
larJ?.e particles which dissolve slowlv. larJ?.e particles which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.2mL volume for ,::: 5 mL or Not less than 
nominal volume and not more than 
110% of the nominal volume for > 
SmL 

04 Assay of Sodium Chloride 99.9% Between 96.0% to I 04.0% 

05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 86 Particles/container o~ I 0µm A veragc particles not more than 600C 

44 Pa11icles/container of ~25~Lm per container equal to or greater than 
I O ~•m and not more limn 600 pc1 
container equal lo or grenll!r than 
25um 

07 Sterility Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.78 13ctwccn 4.5 to 7.0 

09 Heavy Metals <0.3oom Not more than 0.3 1)1)111 

ADDITIONAL TEST AS PER USP 
10 Iron <2ppm Not more than 2 ppm . ~ 

Report:The product complies with the prescribed standard of the quahty as per spcc1t1cat1011. 

I l 
Prepared By: Revie•: 
Name : Namd r 
DA TE:02/07 /l 4 I DATE:02/07/14 DA TE:02/07 / 14 I DATE:02/07/14 
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MARCK BIOSCIENCES LTD. 

Q0I019/F-20-01/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 
TITLE : SODIUM CHLORIDE FOR INJECTION -MS 0.9% WN 

(SODIUM CHLORIDE INJECTION BP) 
.Batch No. : 1T2984076 A.R. NO. : FP/S-01/14/188 
Manufacturin2 Date : JUN-14 Expiry Date : MAY-17 Batch Size : 1000 Litre Quantity sampled : 125Nos. 
Testine Date : 06/06/14 Date of completion : 20/06/14 
Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is (a) A dense white precipitate should 
fonned. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(B) Chlorides (B) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
lar~e particles which dissolve slowly. lan.te particles which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.lmL volume for~ 5 mL or Not less than 
nominal volume and not more than 
110% of the nominal volume for > 
5ml 

04 Assay of Sodium Chloride 100.5% Bet\veen 96.0% to 104.0% 
05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 17 Particles/container o~ I 0µm Average particles not more than 6000 

12 Particles/container of ~25 µm per container equal to or greater than 
I 0 ~un and not more than 600 per 
container equal to or greater than 
25Jun 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.80 Between 4.5 to 7.0 

09 Heavv Metals <0.3oom Not more than 0.3 onm 
ADDITIONAL TEST AS PER USP 
10 Iron <2oom Not more than 2 ppm . Report:The product compiles with the prescribed standard of the quality as per spec1ficat1on . 

I ' -Preoared B RevieYi1 

Name I Name:(i r 
Date:24/06/14 I Date:24/06/14 Date:24/06/ I 4 I Date:24/06114 
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Q01019/F-20.0t/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 
TITLE : SODIUM CHLORIDE FOR INJECTION -MS 0.9% WN 

(SODIUM CHLORIDE INJECTION BP) 
.Batch No. : 1T2984075 A.R. NO. : FP/S-01/14/187 
Manufacturine: Date : JUN-14 Exoirv Date : MAY-17 
Batch Size : 1000 Litre Ouantitv sampled : 125Nos. 
Testine: Date : 06/06/14 Date of comnletion : 20/06/14 
Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is {a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is formed. {b) No precipitate should be formed. (B) Chlorides (B) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
large particles which dissolve slowlv. larae oarticles which dissolve slowlv. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.3ml volume for .:5 5 mL or Not less than 
nominal volume and not more than 
110% of the nominal volume for > 
SrnL 

04 Assay of Sodium Chloride 100.5% Between 96.0% to 104.0% 
05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 89 Particles/container o~ I 0µm Average particles not more than 6000 

63 Particles/container of ~5 µm per container equal to or greater than 
10 ~1m and not more than 600 per 
container equal to or greater than 
25um 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.72 Between 4.5 to 7.0 

09 Heavv Metals <0.3oom Not more than 0.3 ppm 
ADDITIONAL TEST AS PER USP 
10 Iron <2opm Not more than 2 oom . Report:The product complies with the prescribed standard of the quahty as per spec1ficat1on . 

I l Prepared Bv: Revid 
Name : Name:'. j 
Date:24/06/14 I Date:24/06/ I 4 Date:24/06/14 I Date:24106ll 4 
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QO I O l 9/F-20-01/0 I 0412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 
TITLE: SODWM CHLORIDE FOR INJECTION -MS 0.9%WN 

(SODIUM CHLORIDE INJECTION BP) 
.Batch No. : 1T2984074 A.R. NO. : FP/S-01/14/186 Manufacturing Date : JUN-14 Exnirv Date : MAY-17 Batch Size : 1000 Litre Ouantitv samnled : 125Nos. Testin2 Date : 05/06/14 Date of comnletion : 19/06/14 
Sr. Test Observation Specification No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is (a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. (8) Chlorides (B) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
larne oarticles which dissolve slowlv. larize oarticles which dissolve slowly. 03 Extractable Volume Not less than nominal volume and not 

more than 115% of the nominal 
10.2ml volume for ~ 5 mL or Not less than 

nominal volume and not more than 
110% of the nominal volume for > 
SmL 

04 Assav of Sodium Chloride 100.5% Between 96.0% to 104.0% 
OS Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 7 Particles/container o~ I Oµm Average particles not more than 6000 

2 Particles/ container of ~25 µm per container equal to or greater than 
I O µm and not more than 600 per 
container equal to or greater than 
2Sum 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 

i 
5.68 Between 4.5 to 7.0 ' 08 pH 

09 Heavv Metals <0.3oom Not more than 0.3 oom 
ADDITIONAL TEST AS PER USP 

JO Iron <2nom Not more than 2 ppm Report:The product compiles with the prescribed standard of the quality as per spec1ficat1on. 

[ 
-Prepared Bv: Revie' 

Name Namer f .. Date:24/06/14 I Date:24/06/14 Date:24/06/14 1 Date:24/06/14 I 



s47Fs47F

s47G

s47G

FOI 26-2680 - Document 3

Q0I0l9/F-20-01/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 
TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0.9%WN 

(SODIUM CHLORIDE INJECTION BP) 
.Batch No. : 1T2984073 A.R. NO. : FP/S-01/14/185 Manufacturine Date : JUN-14 Expiry Date : MAY-17 Batch Size : 1000 Litre Ouantitv sampled : 125Nos. Testine Date : 04/06/14 Date of completion : 18/06/14 Sr. Test Observation Specification No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is (a) A dense white precipitate should formed. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. (8) Chlorides (8) The precipitate dissolves easily (B) The precipitate dissolves easily with the possible exception of a few with the possible exception of a few larEe oarticles which dissolve slowlv. large particles which dissolve slowlv. 03 Extractable Volume Not less than nominal volume and not , 

more than I 15% of the nominal ' l0.2mL volume for ::: 5 mL or Not less than 
nominal volume and not more than 
110% of the nominal volume for > 
5rnL 

04 Assav of Sodium Chloride 99.9% Between 96.0% to 104.0% OS Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 06 Particulate Contamination I 04 Particles/container of-2: I 0µm Average particles not more than 6000 
66 Particles/container of ~5 µm per container equal to or greater than 

I O µm and not more than 600 per 
container equal to or greater than 
2Sum 

07 Sterility Sterile Must be sterile ADDITIONAL TESTS AS PER IP 
08 pH 5.76 Between 4.5 to 7.0 

09 Heavy Metals <0.3oom Not more than 0.3 oom ADDITIONAL TEST AS PER USP 
10 Iron <2oom Not more than 2 oom . . Report:The product complies with the prescribed standard of the quality as per spec1ficat1on . 

I I. 
I , ... Prepared By( Reviev 

:-Name :I Name:( 
Date:24/06/14 I Date:24/06/14 Date:24/06/ 14 I Date:24/06/14 
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Q01019/F-20-01/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 
TITLE : SODIUM CHLORIDE FOR INJECTION -MS 0.9% WN 

(SODIUM CHLORIDE INJECTION BP) 
. Batch No. : 1T2984072 A.R. NO . : FP/S-01/14/184 Manufacturine Date : JUN-14 Expiry Date : MAY-17 Batch Size : 1000 Litre Ouantitv samoled : 125Nos. Testine Date : 04/06/14 Date of completion : 18/06/14 
Sr. Test Observation Specification No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is (a) A dense white precipitate should 
fonned. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. (8) Chlorides (8) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
large oarticles which dissolve slowlv. larce oarticles which dissolve slowlv. 03 Extractable Volume Not less than nominal volume and not 

more than 115% of the nominal 
10.lmL volume for S 5 mL or Not less than 1 

nominal volume and not more than 
110% of the nominal volume for > 
SmL 

04 Assay of Sodium Chloride 100.5% Between 96.0% to I 04.0% 
OS Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 43 Particles/container o~ I Oµm Average particles not more than 6000 

I 7 Particles/container of ~S µm per container equal to or greater than 
I O Jlm and not more than 600 per 
container equal to or greater than 
25um 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.80 Between 4.5 to 7 .0 

09 Heaw Metals <0.3oom Not more than 0.3 oom 
ADDmONAL TEST AS PER USP 
10 Iron <2nom Not more than 2 oom . Report:The product compiles with the prescribed standard of the quality as per spec1ficat1on . 

I I 
Prepared By; Revie,: 
Name :I Name:f - - · -·-=-.:-- - -. .-.---·· -··-····--Date:24/06/J 4 I Date:24/06/14 Date:24/06/ I 4 I Date:24106114 I 



s47F s47F

s47G

s47G

FOI 26-2680 - Document 3

Q01019/F-20-0l/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 
TITLE: SODWM CHLORIDE FOR INJECTION -MS 0.9%WN 

(SODIUM CHLORIDE INJECTION BP) 
,Batch No. : 1T2984071 A.R. NO. : FP/S-01/14/183 Manufacturine Date : JUN-14 Expiry Date : MAY-17 Batch Size : 1000 Litre Ouantitv samoled : 125Nos. 
Testine: Date : 03/06/14 Date of completion : 17/06/14 
Sr. Test Observation Specification No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is (a) A dense white precipitate should 
fonned. be fonned. 
(b) No precipitate is formed. (b) No precipitate should be formed. (B) Chlorides (B) The precipitate dissolves easily (8) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few . 
larae particles which dissolve slowly. larJ1e particles which dissolve slowlv. 03 Extractable Volume Not less than nominal volume and not 

more than 115% of the nominal 
I0.3mL volume for :S 5 mL or Not less than 

nominal volume and not more than 
I I 0% of the nominal volume for > 
SmL 

04 Assav of Sodium Chloride 99.2% Between 96.0% to 104.0% 
05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 23 Particles/container o~ I Oµm Average particles not more than 6000 

9 Particles/container of~25µm per container equal to or greater than 
l O µm and not more than 600 per 
container equal to or greater than 
25um 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.97 Between 4.5 to 7.0 

09 Heavy Metals <0.3oom Not more than 0.3 oom 
ADDITIONAL TEST AS PER USP 

10 Iron <2oom Not more than 2 oom Report:The product complies with the prescribed standard of the quahty as per spec1ficat1on. 

-Prepared By: Revie, -Name Name: .. . -··-- - --------'--- ·--- .... • .. --. 
I Date:24/06114 Date:24/06/14 I Date:24/06/ I 4 Date:24/06/14 
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Q0 I 019/F-20-01/0 I0412 . 
J DEPARTMENT : Quality Control Reference Spccilicntion No: FP/SPEC/298-01 

TITLE : SODIUM CHLORIDE FOR INJECTION -MS 0.91¼, W/V 
<SODIUM CHLORIDE INJECTION HP) 

.Batch No. : 11'2984064 A.R. NO. : FJ>/S-01/1-1/1-I I 
Manufacturin2 Date : APR-14 Exr>irv Dntc ---~ 

: MAR-17 
Batch Size : 1000 Litre Otmntitv snm11lcd : 125Nos. 
Tcstine Dnte : 18/04/14 Date of com11ll•lion : 02/05/14 

CERTIFICATE OF ANALYSIS FOR Fl1" 1.:,111• u l'l<UIJt c T 

Sr. Test Observation Spccificalio11 No. 
01 Appearance A clear. colourless solution. i\ c kar. colourless sol uI i~lll 
02 Identification .. 

(A) Sodium Salts (t\) (A) 
(a) A dense v.hile precipitnte IS (a) A dense whih: pn:l'ipita1e should 
formed. he formed. 
(b) No precipitate is formed. (b) No prccipilate sh,1uld h~· formed. 

(B) Chlorides (B) The precipitate dissoh es eusily ( 13) The pn.:cipitatc dissol,es easily 
with lhc possible cxccplion or a fow with lhe possible: e,repti,111 of' a few 
large particles which dissoh·e slowh. large pariiclcs which dissohc slowly. 

03 Extractable Volume Not less than nominal ,-olumc and not 
more lhan 115% of the nominal 

10.2ml volume for .::. 5 mL or :\ot less than 
110111 in al volume and nut more than 
110% of th'-· no111i11nl , ,1l11111c f'or > 
5ml. ·------- .. 

04 Assay of Sodium Chloride 99.1% Between 96.0% to 10~.0'\, 
05 Bacterial Endotoxins <0.25 EU/ml. Less Lhnn 0.~5 El ,,1111. 
06 Particulate Contamination 30 Particles/container of~ I O~ull ,\v1:rage pnr1i~·lcs 1101 11Ior"· 1han 6000 

3 Purticlcs/contnincr of ~25~tm per <.:ontaincr Cl(Ual 10 or !.m:atcr 1han 
10 /I Ill and 1101 llh'I''-' Ih;111 <,00 per 
1:ontainer ct111al lo 1ll" µ.r..:atL"r than 
2511111 

-•-•----- -
07 Sterilitv Sterile '.'vlust be sterik -------

ADDITIONAL TESTS AS PER IP 
-· 

08 pH 5.69 Hel\,ccn 4.5 l\l 7.0 

09 Heavv Metals <0.3p1>m Not mon: th,111 0.3 1mm 
ADDITIONAL TEST AS PER USP 

10 Iron <2oom Not mon.- tlmn 2 pp111 . . ' . Rcport:The product complies with the prescribed standard of the qual1t) as peI spc:t:1ficatio11. 

I--

Prepared Bv: Rcvie -Nnme : Nnme 
Dme:05/05/14 I Date:05/05/ 14 Dntc:05/051I-1 I Datc:05l05l I -t 
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Q0I019/F-20-0l/010412 . . . . CERTIFICATE OF ANALYSIS FOR• HH~lfl' D l'f<ODl TT DEPARTMENT : Quality Confl•ol Reference Specilicntion No: FP/SPEC/2')8-0 I TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0.9%W/V 
ISODIUM CHLORIDE INJECTION HP) 

.Batch No. : 1T2984063 A.R. NO. : l◄"P/S-01/14/140 Manufacturine: Date : APR-14 Exuirl:'. Date : MAR-17 Bntch Size : 1000 Litre Ounntitv snmulcd : 125Nos. Tcstinf! Date : 17/04/14 Date of completion : 01/05/14 Sr. Test Obscrvntion Spccificntion No. 
01 Appearance A clear. colourless solution. A clear. colourless soluli\lll 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense "hite precipitate IS (a) A dcnSl' whill' pn:cipitalc shoul 
formed. be formed. 
(b) No precipitate is formed. (h) No prccipillltc shl1uld b,: formed. (8) Chlorides (8) The precipitate dissolves easily ( B) The prl·cipit,lll' diss\llvcs casil 
with the possible exception of a few with the possible c.,ccp1io11 of a tc, 
large mu-ticlcs which dissolve slowly. larw.: particll.•s whkh dis~olvc slowly 

03 Extractable Volume Not less than nominal volume and nc 
more than 115% of the nomim1 

10.2ml. volume for ::: 5 ml. or Not less tha, 
nominal volume and not more thai 
110% of the nominal \t1l11111c for: 
5mL --· 04 Assay of Sodium Chloride 99.1% Between 96.0% to I O-t.m·o 

OS Bacterial Endotoxins <0.25 EU/ml Less than o.:5 El !/111I. 
06 Particulate Contamination 3 Particles/container o~ I 0pm :\ vcrage p1111 ides nol lll\ln.: 1han 600( 

0.6 7 Particles/container of ?25~un per container equal to or greater thm 
10 ~1m and 11ot 11,nrl· than 600 pc 
container equal to l1r ~realer that 
25um --- -·-- .. - · 

07 Sterility Sterile Musi he sterik ----····· ADDITIONAL TESTS AS PER IP 
08 pH 5.61 Between 4.5 "' 7.0 

09 Heavy Metals <0.3nnm Nol more than 0.3 ppm 
ADDITIONAL TEST AS PER USP 
10 Iron <2ppm Not more than 2 ppm . . . " 

Report:The product complies with the presc, 1hed standard of the quaht) as per spec1fic,1t1011. 

l 
Preoarcd BY: Review 

C Name Name:( 
Date:05/05/ 14 I Date:05/05/14 Date:05/05/ 14 I Date:05105.114 
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Q0I019/F'-20-0l/010412 . , 
DEPARTMENT : Quality Control lfofercncc Spccilicntion No: FP/SPEC/29S-0l 

CERTIFICATE OF ANALYSIS FOR FII\ISHFD PHODliCT 

TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0.9'¼,W/V 
(SODIUM CHLORIDE INJECTION BP) 

.Batch No. : 1T2984062 A.R. NO. : FP/S-Ol/l-VIJ9 
Manufncturine: Dntc : AJ>R-14 Expirv Dntc : MAR-17 
Butch Size : 1000 Litre Omintitv snmnlcd : 12SNos. 
Tcstine: Dnte : 16/04/14 J>ntc of C0IUPl<'lion : 01/0:VI_, 
Sr. Test Obs<.'rvntion -

Spccilicalio11 
No. 
01 Appearance A clear. colourl~ss solution. .-\ clcnr. colo11rlcs., ,11lutit111 
02 Identification 

(A) Sodium Salts (t\) (/\) 
(a) A dense white prccipitnte IS la) I\ dense whit1.· prc1:ipi1:111: should 
formed. be formed. 
(b) No precipitate is formed. (b) No pr..:cipitak ~h->uld b,: li.mncd. 

(B) Chlorides (B) The precipitate dissolves easily (B) The prl·cipitatt· diss1>1\ l.!S easily 
with the possibl~ exception or a few with the possibk 1.'\ceptio11 of ii few 
large particles which dissohc slowh·. large punick-s whkh dissol\'c slo\\ ly. 

03 Extractable Volume Not less than nominal volume ,rnd not 
more than 115~,1" of tlw nominal 

10.lmL volume li.lr .:s: 5 mL lW N\11 less than 
nominal volume and 1w1 more than 
110% of the 110111irnil , oh 11111: for > 
Sml. ··-- -----

04 Assay of Sodium Chloride 98.5% Between 96.0% to I 0-LO'h, 
05 Bacterial Endotoxins <0.25 HJ/ml. I ,css than 0 . .25 El 1:1111 . 

06 Particulate Contamination 7 Particles/container of>- I 0pm .-\\crage pm1ides 1101 nh1r1..· than (,000 

0.67 Particles/contnincr of >.25~tm per contuiner equal 111 \lr l!l"l'atcr than 
10 JI Ill and lllll llhll"C 1ha11 (l()(J per 
~ontnincr equal Ill \)I' g.1\::ttl'I' th:111 
.... -_:,pm 

-------· 
07 Sterilitv Sterile :\•lust he :-.tcrik __________ . __ 

ADDITIONAL TESTS AS PER IP 
- ·-· 

08 pH 5.63 Between -1.5 to 7.0 

09 Heavy Metals <0.3nom Not more than 0.3 1>1>111 

ADDITIONAL TEST AS PER USP 
10 Iron <200111 Nol morl' th.111 2 1mm 

- . '. .. ' Rcport:The product comp I 1es with the p1esc11bcd st,ind,1rd ol the qua I It) as pe1 ~pee I I 1cnt 1011. 

Date:05/05/14 Date:0S/05/ 14 Dnte:05/05/ I 4 Oate:05/05 '1-1 
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Q0 1019/F-20-01/0 I04 I 2 CERTIFICATE OF ANALYSIS FOR F NISIIED PRODl;CT 

DEPARTMENT : Quality Control -
Rcforcncc Spccilicntion No: FP/SPEC/298-01 

TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0.9%W/V 
(SODIUM CHLORIDE IN,JECTION BP) 

.Batch No. : 1T2984061 A.R. NO. : FP/S-01/14/138 -- --Manufncturine Dntc : APR-14 Expirv Date . MAR-17 . 
Batch Size : 1000 Litre Otrnntitv snmr>lcd : 125Nos. 
Testine Date : 16/04/14 Dute of com1llclion : 01/05/1-t 
Sr. Test Observation Spccilk:llion 
No. 
01 Appearance A clem·. colourless solution. A clenr. l'olo11rless s11l11tio11 
02 Identification -·- •• 

(A) Sodium Salts (;\) (t\) 
(a) A densl' white precipi1:11e is (a) A dense whi11: prcl·ipi1a1c should 
formed. be formed. 
(b) No precipiuite is fonlll·d. (b) No prccipitult.· :-h11uld b1.• l~mned. 

(8) Chlorides (B) Thi.! precipitate dissohes easily (B) The prl·cipit:tll' dissl1lv1.:s easily 
with the possible exception ur .i few with the pos-.;ihk· <.'.Xl'l'ptiu11 or a few 
large particles which dissolve slowly. large particles which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115~ •. of lhl." nominal 

10.2ml volume for.::: 5 ml. l)I" Not less than 
nominal volume and 1101 more than 
I I 0% of thl· no111i1ml \1il11mc frw > 
5mL 

·-·-
04 Assay of Sodium Chloride 98.5% lletwecn 96.0% tu 10-1.0"-., 
05 Bacterial Endotoxins <0.25 EU/ml Less than o.:5 El - 111I. 

06 Particulate Contamination 3 Particles/container ot~d0~uu ,\verage partidl!s 11111 111,,r1.· than 6000 
0 Particles/container of ::;,25~1111 per container 1.:q11:il 111 or :!n:alcr limn 

10 fl Ill .111d 1101 rn, 11'l' t lw 11 <,0() per 
container cqunl hl ill" ~r...:all'I" than 
25Jllll 

-----•·-·•·- --. ---

07 Sterility Sterile Must be stcrik __ , _ 

ADDITIONAL TESTS AS PER IP 
08 pH 5.63 Uctwccn 4.5 10 7.0 

09 Heavy Metals <0.301>111 Not more than 0.J ppm 
ADDITIONAL TEST AS PER USP 

10 Iron <200111 Not more than 2 rnm1 
Report:The product complies with the prescribed stanclnrcl of the quality as per spec1fica11on. 

I_ 
Prepared By: 

I-Name : 
Date:05/05/14 I Date:05/05/ I 4 I Datc:05/05/ I 4 I Date:05/05 11-t 
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Q0I 019/F-20-01/010412 CERTIFICATE OF ANALYSIS FOR FINISIIEiY Pn(JDt r(T 

DEPARTMENT : Quality Control Reference S1>ecilication No: FP/SP EC/2l)8-0 I 

TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0,9'¼,W/V 

(SODIUM CHLORIDE INJECTION BP) 
.Hatch No. : 1T2984059 A.R. NO. : FP/S-01/14/133 

Manufacturine Date : APR-14 Ex1>irv Date : MAR-17 

Batch Size : 1000 Litre Ou:rntitv smnDlcd : 125Nos. 

Testine Date : 11/04/14 Dute of comnlction : 25/04/14 
-

Sr. Test Obsl•rvation Spccilkation 

No. . 

01 Appearance A clenr. colourless solution. A clear. colourless ~oluti1lll 

02 Identification 
(A) Sodium Salts (A) IA) 

(a) A dens\.' v.hi1c precipitate is (a) /\ <lL·nsc whit~· pn:1.:ipii:11~ sht)uld 

formed. be formed. 
(h) No precipiUllc: is formed. (b) No prccipilalc ..,Ji,,uld h~· formed . 

(B) Chlorides (B) The prccipilate dissolves easily ( 13) The prccipit:11 ... • dis~oh c~ easily 

with the possible exception of a few with the possible c:-.ccp1i1111 l,r a few 

large muticlcs ,,hich dissolve slnwlv. large par1ic1L•:.. which dissoh·c slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of lhc nominal 

10.lmL volume for ~ 5 mL or Not less than 
110111inal volume a11d nut more than 
110% or the nominal Ynlumc for > 
5ml. ·- -..------

04 Assay of Sodium Chloride 98.5% Between 96.0% 11, 104.0",;, 

05 Bacterial Endotoxins <0.25 EU/ml, l.ess thnn 0.25 El ;,ml. 

06 Particulate Contmnination 47 Particles/conrnincr ol~I0~•m _.\vt:ragc particles 11011111•1\: than 6000 

7 Pnr1icles/contniner of ~25 ~lm per contnincr ClJual 111 t•r ;!r ... ·a1cr thnn 
10 11111 .ind not I lll 11'\." llt:111 C,()() per 
container equal ll l ()r J!_t\.·akr 1lmn 
2511111 ·----·· -~----- -

07 Sterility Sterile rv1 ust be stcri le ·---------
ADDITIONAL TESTS AS PER IP ---
08 pH 5.75 13emecn -LS Ill 7.o 

09 Heavy Metals <0Jppm Not more than 0.3 ppm 

ADDITIONAL TEST AS PER USP 
10 Iron <2oom Not more tlwn 2 ppm . 

Rcport:The product complies with the prescribed stnncl.ird of the quality as per spcc1ficn11on . 

Date: 

Revic, 
Name: . . 
Date: Date: 
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QOI Ol 9/F-20-01/0 l0412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Rcforcncc Spcci licntion No: FP/SP EC/2 98-0 I 

TITLE: SODIUM CHLORIDE FOR INJECTION-MS 0.9'½,W/V 
<SODIUM CHLORIDE INJECTION BP) 

.Batch No. : IT2984058 A.R. NO. : FP/S-01/14/132 
Ma11ufncturin2 Date : APR-14 Ex1>iry Date : MAR-17 
Batch Size : 1000 Lit1·c Quantity smn11lcd : 125Nos. 
Tcstim! Date : 11/04/14 Dute of compll'tion : 25/04/14 
Sr. Test Obscrvntion Spccilic:1tion 
No. 
01 Appearance A clear. colourless solution. A clear. colourless soluti\lll 

02 Identification 
(A) Sodium Salts (A) (A) 

(a) A dense white precipitate IS (a) A dense while precipitate should 
formed. be formed. 
(b) No precipitate is formed. (b) No prccipiiatc should bt.· li.mncd. 

(B) Chlorides (13) The precipitate clissoh·es easily ( B) The prc.:cipitnle dissolves i.:asily 
with the possible exception of u few with the possible c.,ccp1io11 of u fow 
large omticles which dissolve slowly. lan.!.c particles which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 11s1% of Ihe nominal 

10.lmL volume for .:::: 5 ml. or Not less than 
nominal volume mid I11ll more than 
110% of' 1h1.· no111i11nl , \ilumc for > 
5ml. 

04 Assay of Sodium Chloride 99.1% Between 96.0% to I0•L0°:1 
OS Bacterial Endotoxins <0.25 EU/mL Less than 0.25 El li111I. 

06 Particulate Contamination 45 Particles/container of~ I 0irn1 A vcrage part ides not Ill\ •re than 6000 

3 Par1icles/containcr of ~25iun per container cqt1al to ur µreater than 
I O Jllll and not 1111m: lh:111 hOO per 
contnincr equal l, I 1)1' µrcali:r than 
-, ~ _,pm 

------
07 Sterilitv Sterile Musi be sterile ···-···-·---•---· 

ADDITIONAL TESTS AS PER IP 
08 pH 5.72 Between 4.5 lo 7.0 

09 Heavy Metals <0.3omn Not more than 0.3 ppm 

ADDITIONAL TEST AS PER USP 
10 Iron <2oom Not more than 2 ppm ' . -Report:The product complies with the prescribed strmdard of the qua I Ity as per spcc11JcaI1011. 

I -
Preoared B, Review1 -
Name Name:(! 

Date:05/05/14 I Date:05/05/ I 4 Date:05/05/ 14 I Date:05/05/ I 4 
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Q0J0J9/F-20-0l/010412 
~ -

DEPARTMENT : Quality Control Rcforence Specification No: FP/SPEC/298-0 I 
TITLE: SODIUM CHLORIDE FOR INJECTION-MS 0.9%W/V 

(SODIUM CHLORIDE INJECTION BP> 
.Batch No. : 1T2984051 A.R. NO. : FP/S-01/14/103 
Manufacturim? Date : MAR-14 Exnirv Date : FEH-17 
Butch Size : 1000 Litre Ouantitv samnled : 125Nos. 
Tcstine Dntc : 17/03/14 Dnte of comnlction : 01/04/14 
Sr. Test Observation Spcci ticntion 
No. 
01 Appearance A clear. colourless solution. A clear. colourless solution 

02 Identification 
(A) Sodium Salts (A) (/\) 

(a) A dense white precipitate IS (n) A dense white precipitate should 
formed. be ti.,rmcd. 
(b) No precipitate is formed. (b) No precipitate should he formed. 

(8) Chlorides (B) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
laree pai1icles which dissolve slowly. large particles which dissolve slowly, 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.2mL volume for ::: 5 ml or Not less than 
nominal volume and not more than 
110% of the nominnl \Olumc for > 
5ml. 

04 Assuv of Sodium Chloride 100.2% Uetwecn 96.0% t\1 I 04.0'½, 
05 Bncterial Endotoxins <0.25 EU/mL Less than 0.25 Ell/ml. 
06 Particulate Contamination 16 Particles/container of'2:I0~m1 Average panicles Ill)! murc thnn 6000 

5 Particles/container of ?:25~tm per container \!qual to or g.n.:atcr than : 
I 0 ~1m and not more than 600 per 
1.~ontainer equal hl ()I' g.rca11.·r than 
2511m 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.81 13etween 4.5 to 7 .0 

09 Heavy Metals <0.Jonm Not more than 0.3 nom 
ADDITIONAL TEST AS PER USP 

10 Iron <2oom Not more than ::? nnm 

Report: The product complies with the prescribed standnrd of the quality ns per specitication. 

I -
Prepared Bv: Revie"~ -
Name Name:I -
Date:05/0S/ 14 I Date:05/05/ I 4 Dntc:05/05/ I 4 I Date:05/U;/ I 4 
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Q0J0J9/F-20-0J/0J04J2 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT ___ _ - --· 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 
TITLE : SODIUM CHLORIDE FOR INJECTION -MS 0.9% WN 

(SODWM CHLORIDE INJECTION BP) 
.Batch No. : 1T2984050 A.R.NO. : FP/S-01/14/102 
Manufacturin2 Date : MAR-14 Exoirv Date : FEB-17 
Batch Size : 1000 Litre Quantity sampled : 125Nos. 
Testin2 Date : 16/03/14 Date of completion : 30/03/14 
Sr. Test 
No. 

Observation Specification 

01 Appearance A clear, colourless solution. A clear, colourless solution 

02 ldenti fication 
(A) Sodium Salts (A) (A) 

(a) A dense white precipitate is (a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(8) Chlorides (B) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few . 
lar2e oarticles which dissolve slowly. large particles which dissolve slowlv. . 

03 Extractable Volume Not less than nominal volume and not : 
more than I 15% of the nominal 

10.lmL volume for~ 5 ml or Not less than 
nominal volume and not more than 
I I 0% of the nominal volume for > 
SmL 

04 Assav of Sodium Chloride 100.2% Between 96.0% to 104.0% 
05 Bacterial Endotoxins <0.2S EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 21 Particles/container of21 Oµm Average particles not more than 6000 

5 Particles/container of:2:25µm per container equal to or greater than 
I O µm and not more than 600 per 
container equal to or greater than 
2Sum 

07 Sterilitv Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH S.68 Between 4.5 to 7.0 

09 Heavy Metals <0.3nnm Not more than 0.3 nnm 
ADDITIONAL TEST AS PER USP 

10 Iron <2oom Not more than 2 oom 

Report: The product complies with the prescribed standard of the quality as per specification. 

I 
Preoared Bv: Reviei' 
Name : --.. . - . - • ..J..._-=- ......... - . .--. -·. ----.---.-------. ----- Name( 
Date:14/05114 I Date: 14/0S/l 4 Date: 14/0S/ 14 I Date: 14/05/14 
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Q0I 019/F-20-01/0 I 0412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 

DEPARTMENT : Quality Control ltcfercncc Specification No: FP/SPEC/298-0 I 

TITLE: SODIUM CHLORIDE FOR INJECTION-MS 0.9%W/V 

(SODIUM CHLORIDE INJECTION BP) 
.Batch No. : 1T2984048 A.R. NO. : FP/S-01/14/100 

Manufacturine Date : MAR-14 Exnirv Date : FEB-17 
Batch Size : 1000 Litre Ounntit:v snmnlcd : 125Nos. 
Testine Date : 14/03/14 Dntc of comnletion : 28/03/14 

Sr. Test Observation Specification 
No. 
01 Appearance A clear. colourless solution. A clear. colourless solution 

02 Identification 
(A) Sodium Salts (A) (A) 

(a) A dense white precipitate is (a) A dense white precipitate should 

fonned. be formed. 
(b) No precipitate is formed. (b) No precipitnte should be formed. 

(8) Chlorides (8) The precipitate dissolves easily (8) The precipitate dissolves easily 

with the pt)Ssible exception of a few with the possible exception of a few 

lan.?.e oarticles which dissolve slowlv. lari?c oarticles which dissolve slowlv. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.lmL volume for ,::: 5 mL or Not less than 
nominal volume and not more tlum 
110% of the nominal volume for> 5 
mL 

04 Assay of Sodium Chloride 100.2% Between 96.0% lo 104.0% 

05 Bacterial Endotoxins <0.25 EU/ml Less than 0.25 EU/ml 

06 Particulate Contamination 71 Particles/container ol~ I 0~tm Average particles not more thun 6000 

25 Particles/container of ~25pm per container equal to or greater than 
I O iun and not more than 600 per 
container equal to or greater than 
25um 

07 Sterility Sterile Must be sterile 

ADDITIONAL TESTS AS PER IP 
08 pH 5.78 Between 4.5 to 7.0 

09 Heavy Metals <0.3oorn Not more than 0.3 oom 

ADDITIONAL TEST AS PER USP 
10 Iron <2oom Not more than 2 ppm 

Report: The product complies with the prescribed standard of the quality ns per specification. 

I ,_ 

Preoared Bv: Revie,' -
Name : .. -.-.---.-. _!J!: .... _ Nmnd -
Date:02/04/14 I Date:02/04/ I 4 Daie:02/04/14 I Date:02/04/14 
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Q0IOl9/F-20-01/0 l0412 -
DEPARTMENT : Quality Control Rcf'crc11cc Specification No: J•P/SPEC/298-01 

CERTIFICATE OF ANALYSIS FOR FINISHED. PRODUCT --- _ _, 

TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0.91¼,W/V 
(SODIUM CHLORIDE INJECTION BP) 

.Batch No. : 1T2984047 A.R. NO. : FP/S-01/14/099 
Manufacturine. Date : MAR-14 Exnirv Date : FEB-17 
Batch Size : 1000 Litre Ommtity samnlcd : I 25Nos. 
Testine: Date : 13/03/14 Dntc of comnlction : 27/03/14 
Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless sohuion. A clear, colourless solution 

02 Identification 
{A) Sodium Salts {A) (A) 

(a) A dense white precipitate is (a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(8) Chlorides (D) The precipitate dissolves easily (B) The precipitutc dissolves easily 
with the possible exception of a few with the possible exception or a few 
larne particles which dissolve slowlv. larl!c omticles which dissolve slmvlv. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.2mL volume for ,::: 5 mL or Not less than 
nominal volume and nol more tlmn 
110% of the nominal volume for> 5 
mL 

04 Assav of Sodium Chloride 99.5% Between 96.0% to I 04.0% 

05 Bacterial Endotoxins <0.25 EU/ml Less than 0.25 EU/ml 

06 Particulate Contamination 43 Particles/container of~ I 0~lm Average particles not more than 6000 

5 Particles/container of ~25~lm per container equal to or greater than 
I 0 i1111 and not more than 600 per 
container equal to or greater than 
25um 

07 Sterilitv Sterile Must be sterile 

ADDITIONAL TESTS AS PER IP 
08 pH 5.75 Between 4.5 to 7.0 

09 Heavy Metals <0.3oom Not more than 0.3 Pt>m 

ADDITIONAL TEST AS PER USP 
10 Iron <200111 Not more than 2 l)Dm 

Report: The product complies with the prescribed standard of the quality as per specification. 

f Preoared Bv: Rede 

Name Name 

Date:02/04/14 I Date:02/04/ l 4 Datc:02/04/ I 4 I Dare:02/04/14 
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_____________________________ ,, 

Q01019/F-20-01/010412 
DEPARTMENT : Quality Control Rl'fercnce Specification No: FP/SPEC/298-01 
TITLE : SODIUM CHLORIDE FOR INJECTION -MS 0.9% WN 

<SODIUM CHLORIDE INJECTION BP) 
.Batch No. : 1T2984036 A.R. NO. : FP/S--01/14/055 
Manufacturlne: Date : FEB-14 Exoirv Date : JAN-17 Batch Size : 1000 Litre Ouantitv sampled : l25Nos. 
Testine: Date : 13/02/14 Dntc of comolction : 27/02/14 
Sr. Test Observation Specific~1tion No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is (a) A dense white precipitate should 
fonned. be fonned. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(B) Chlorides (B) The precipitate dissolves easily (8) The precipitate dissolves easily 
with the possible exceplion of a few with the possible exception of a few 
large oarticles which dissolve slow Iv. larne oarticles \\hid1 dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 

10.2ml volume for .:S: 5 rnL or Not less than 
nominal volume and not more than 
110% of the nominal volume for > S 
mL 

04 Assav of Sodium Chloride 100.2% Dctwecn 96.0% to I 04.0% 
05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 94 Parlicles/conlainer o~ I 0~u 11 A v-.:rngc pa,1ick~ 1H1I 11\lm: than 6000 

39 Particles/container of ?:25 ~un per container cc1unl to or greater than 
I 0 ~•m and not more than 600 per 
container equal to or greater than 
25um 

07 Sterilitv Sterile Must be sterile 
ADDfflONAL TESTS AS PER IP 
08 pH 5.61 Bl!IWC\!11 4.5 Ill 7.0 

09 Heavv Metals <0.3ppm Not more than 0.3 ppm 
ADDITIONAL TEST AS PER USP 
10 Iron <2oom Not more than 2 Plllll 

Storage:Store below 25°C . . . _ . Report: The product complies with the prescribed standard of the quality as per spec1llcat1011. 

__ -+-R_e_v 1~~-~ 
Name Nam~: t...u!.!!!!!~--~-----•"-=-S""=c=-='="=~~---~-+::~;:;;----- ~= .L ,,- ...... ~~ DATE:28/02/14 DATE:28/02/14 DATE: en o DATE: o I, 
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Q0I0l9/F-l0-01/01041l CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-01 
TITLE : SODIUM CHLORIDE FOR INJECTION -MS 0.9% W/V 

(SODIUM CHLORIDE INJECTION BP) 
.Batch No. : 1T2984032 A.R. NO. : FP/S-01/14/048 
Manufacturlne Date : FEB-14 Exoirv Dntc : JAN-17 
Batch Size : 1000 Litre Ounntitv snmnlcd : 125Nos. 
Testine Date : 10/02/14 Date of comnll•tion : 25/02/14 
Sr. Test Observation S pecificn tion 
No. 
01 Appearance A clear, colourless solution. A clear. colourless solution 
02 Identification 

(A) Sodium Salts (A) (A) 
(a) A dense white precipitate is (a) A dense white precipitate should 
fonned. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(8) Chlorides (8) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
larsze oarticles which dissolve slowlv. lan!.t- onrticles which dissolve slowlv. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal i 

I0.2mL volume for ~ 5 ml or Not less than 
nominal volume and not more than 
110% of the 11omirn1I volume for> 5 
mL 

04 Assav of Sodium Chloride 100.2% Between 96.0% to 104.0% 
05 Bacterial Endotoxins <0.25 EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination 347 Particles/container o~I0pm Average particles not more than 6000 

39 Particles/container of ~2Siun per ~onlniner l.!qual lo or greater than 
I O iun and not more than 600 per 
cont.iiner equal to or greater than 
25um 

07 Sterility Sterile Must be sterile 
ADDITIONAL TESTS AS PER IP 
08 pH 5.72 Oetm.:cn 4.5 to 7.U 

09 Heavv Metals <0.3nnm Not more than 0.3 DIJlll 

ADDITIONAL TEST AS PER USP 
10 Iron <2nnm Not more thnn 2 ppm 

Storage:Store below 25°C 
Report: The product complies with the prescribed standard of the qm1lity as per spccifii.:ation. 

Pre ared 8 
Name 
DA TE:28/02/14 DATE:28/02/14 DATE: DATE 
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Q01019/F-10-0V010411 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-00 

TITLE: SODIUM CHLORIDE FOR INJECTION -MS 0.9%WN 
(SODIUM CHLORIDE INJECTION BP) 

.Batch No. : 1 TW2983003 ·A.R.NO. : FP/S-01/13/398 
Manufacturine Date : NOV-13 Exoirv Date : OCT-16 
Batch Size : 1000 Litre Ouantitv samnled : 80 Nos. 
Testine Date : 25/11/13 Date of comoletion : 11/12/13 
Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 

02 Identification 
(A) Sodium Salts (A) (A) 

(a) A dense white precipitate is (a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(B) Chlorides (B) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
lare.e oarticles which dissolve slowlv. lame oarticles which dissolve slowly. 

03 Extractable Volume Not less than nominal volume and not 
more than 115% of the nominal 
volume for !S 5 mL or Not less than 
nominal volume and not more than 

20.3ml 11 0% of the nominal volume for > 
SmL 

04 Assav of Sodium Chloride 99.0% Between 96.0% to I 04.0% 
OS Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/mL 
06 Particulate Contamination l 7Particles/container o~ 1 0µm Average particles not more than 6000 

I Particles/container of ;a:25 µm per container equal to or greater than 
10 µm and not more than 600 per 
container equal to or greater than 
25um 

07 Sterilitv Sterile Must be sterile 
ADDfflONAL TESTS AS PER IP 
08 pH 5.78 Between 4.5 to 7.0 

09 Heavv Metals <0.Jnnm Not more than 0.3 oom 
ADDITIONAL TEST AS PER USP 
10 Iron <2oom Not more than 2 oom 

Report: The product complies with the prescribed standard of the quality as per specification. 

--
Preoared Bv: i:-Name : 
DATE:28/03/14 I DATE:28/03/14 I DATE:28/03/14 -I DATE:28/03/14 

,_,..__..., __ .... ·1 
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MAACK BIOSCIENCES LTD. 

QOI0I9/F-20-01/010412 CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT 
DEPARTMENT : Quality Control Reference Specification No: FP/SPEC/298-00 

TITLE : SODIUM CHLORIDE FOR INJECTION -MS 0.9% WN 
(SODWM CHLORIDE INJECTION BP) 

.Batch No. : 1 TW2983002 ·A.R.NO. : FP/S-01/13/397 
Manufacturin2 Date : NOV-13 ExoirvDate : OCT-16 
Batch Size : 1000 Litre Ouantitv samnled : 80 Nos. 
Testin2 Date : 25/11/13 Date of comnletion : 11/12/13 -
Sr. Test Observation Specification 
No. 
01 Appearance A clear, colourless solution. A clear, colourless solution 

02 Identification 
(A) Sodium Salts (A) (A) 

(a) A dense white precipitate IS (a) A dense white precipitate should 
formed. be formed. 
(b) No precipitate is formed. (b) No precipitate should be formed. 

(B) Chlorides (B) The precipitate dissolves easily (B) The precipitate dissolves easily 
with the possible exception of a few with the possible exception of a few 
larae narticles which dissolve slowlv. larae narticles which dissolve slowlv. 

03 Extractable Volume Not less than nominal volume and no1 
more than 115% of the nominal 
volume for ::: 5 ml or Not less than 
nominal volume and not more than 

20.4mL 110% of the nominal volume for > 
5mL 

04 Assay of Sodium Chloride 99.0% Between 96.0% to 104.0% 

05 Bacterial Endotoxins <0.25EU/mL Less than 0.25 EU/mL 

06 Particulate Contamination 11 Particles/container o~ 1 0µm Average particles not more than 6000 

1 Particles/container of ~5 µm per container equal to or greater than 
I 0 µm and not more than 600 pet 
container equal to or greater than 
25um 

07 Sterilitv Sterile Must be sterile 

ADDITIONAL TESTS AS PER IP 
08 pH 5.87 Between 4.5 to 7.0 

09 Heavv Metals <0.3nnm Not more than 0.3 oom 

ADDmONAL TEST AS PER USP 
10 Iron <2nnm Not more than 2 oom 

Report: The product complies with the prescribed standard of the quality as per specification. 

I I __ 

PreparedB~ RevU _I-
Name Nam{ 

I DATE:28/03/14 DA TE:28/03/14 I DATE:Z8tu:m4~ DATE:28/03/14 



URGENT MEDICINE RECALL*

LEVEL: Wholesale CLASS: Class I

REFERENCE: RC-2014-RN-01098-1 DATE AGREED: 10/10/2014

PRODUCT: Sodium Chloride For Injection – MS 0.9% W/V, 50 X 5ML Ampoules 

Batch Number: 1F2983003 

AUST R Number: 199991

SPONSOR:

PHONE:

REASON: , following advice from the Therapeutic Goods
Administration that Batch Number 1F2983003 of Sodium Chloride for
Injection-MS 0.9% w/v 5mL ampoules has failed the test for sterility, is
recalling all units which are with the contracted distributor. No affected units
have been supplied by the contracted distributor. No other batches or pack
sizes of this product are affected by this recall.

PROPOSED
ACTION:

The contracted distributor is asked to inspect their stocks and quarantine all
units from the above batch number.  will arrange for the affected
stock to be recovered.

The sponsor is expected to dispatch letters to all affected customers within two working days
of the agreed date. Please do not contact the sponsor for further information unless you
believe that you have the goods under recall and have not received a recall letter.

Product Distribution: 1 contracted distributor in VIC

Product export status: Unknown

This issue was first identified by the Sponsor

*For further details about Recall Actions, please refer to http://tga.gov.au/safety/recalls-about.htm

PO Box 100  Woden ACT 2606  ABN 40 939 406 804
Phone: 02 6232 8444  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au
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URGENT MEDICINE RECALL*

LEVEL: Retail CLASS: Class II

REFERENCE: RC-2015-RN-00513-1 DATE AGREED:  16/06/15

PRODUCT: Paclitaxel Suspension (Abraxane) 207.5mg in 0.9% Sodium Chloride
(Compounded Patient Specific Product)

Batch Number: 15F11QM00119

Manufacturing date: 11/06/2015

Expiry Date: 13/06/2015

SPONSOR:

PHONE: – Customer Service

REASON:  has decided to recall this product as it has been
determined that the partially used vial of Paclitaxel Suspension used to
manufacture this product has possibly been incorrectly stored at room
temperature rather than at a refrigerated temperature. Consequently the
shelf life of the product cannot be guaranteed.

PROPOSED
ACTION:

 is sending the pharmacy a letter describing the issue and recall action.
The pharmacy was previously contacted via telephone to alert them of the
issue and ensure that the medicine was not administered.

The sponsor is expected to dispatch letters to all affected customers within two working days
of the agreed date. Please do not contact the sponsor for further information unless you
believe that you have the goods under recall and have not received a recall letter.

Product Distribution: 1 pharmacy in QLD

Product export status: Unknown

This issue was first identified by the Sponsor

*For further details about Recall Actions, please refer to http://tga.gov.au/safety/recalls-about.htm

PO Box 100  Woden ACT 2606  ABN 40 939 406 804
Phone: 02 6232 8444  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au
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