Otsuka Pharmaceutical India Private Limited

Batch Test Summary Report
Ref SOP No. CO/CQA017__
ISlorlge Conditions 30°C 4 2°C and 75% RH £ 5% RH Total Storage Duration 24 Months
IProduct Name Paracetamol Infusion (1% w/v) Fill Volume & Container 100 m! Fill Volume in NPVC Bag
le:h No. 2194009 Batch Size 1500 Lit.
IMfg. Date 2019-10 Exp. Date 2021-09
lSmdy Started On 19/10/19 Study Status Study Completed
Manufs ing Plant MF02 Manufacturing Line No. Line No. 06
API Manuf: Name |P: | - Farmson P Is Gujarat Pvt. Ltd :’:}:‘? LotNoJ | Paracetamol - 2R1900424
Any Additional Information  [NA
Storage Period in number of months 0 (Initial) 3 months 6 months 9 months 12 months 18 months 24 months
S No Expected withdrawal date - 1901720 19/04/20 19/07720 19/1020 1904721 191021
§ Actual withdrawal date - 20001720 2000420 210720 19/1020 19/04721 19/10221
Tests Specification
The solution is | The solution is | The solution is | The solution is | The solution is The solution is | The solution is
. Tho solution should be clear and colourk .cle:rnd .eleu.rnd '::lel.und .cle:'nd .cle:‘nd clef-d de.'-ll
10 1p Practically free from yisible ) Free Free Free Free Free Free Free
from visible from visible from visible from visible from visible from visible from visible
particles particles particles particles particles particles particles
20 pH Between 4.50 and 6.50 588 562 537 542 s1s 5.55 536
. . The absorbance of sample should be not
30 Light absorption more than 0.04 at 500 nm 001 0 0.00 0.02 0.00 0.00 0.00
40 Related Substances (By HPLC)
41 4-Amino phenol Not More Than 0.1 % 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
42 4-Chloroacetanilide Not More Than 10 ppm Not Detected 0.00 0.00 0.00 0.00 0.00 0.00
43 Any other impurity Not More Than 0.25 % 0.02% 0.01% 0.02% 0.01% 0.01% 0.01% 0.01%
: Less Than 2.0 Less Than 2.0 Less Than 2.0
50 Bacterial Endotoxins Not More Than 2.0 EU per ml EU per ml - - - EU per ml - EU per mi
Particulate Matter Not More Than 6000 particles per 80.0 266.7 2500
60 For> 10 ym container -— sz - —
For 2 25 um Not More Than 600 particles per container 6.70 133 00
70 Assay
Not less than 90.0% and not more than
71 Assay of Paracetamol (By HPLC) [110.0% of Label Claim 984 1028 9.4 975 9%.4 90 1003
(Label Claim: 10 mg/ml)
Assay of Sodium chlonde (By Between 95.0% and 105.0% of the Label
72 Titration) Claim (Label cl 7 1) 9.1 9.0 94 9.0 9.0 100.5 1008
Content of Sodium Metabisulphite Between 10.0% and 110.0% of the Label
73 (By HPLC) Claim (Label C1 0.1 I 6 472 574 472 373 418 269
80 Stenility Test It should be stenle Sterile —— - — Sterile — Sterile
90 Osmolality Botween 240 and 350 mOsm/g 290 296 292 285 295 291 299
100 'Water Vapor Permeability Test Not More Than 5 00% NA 0.00% 0.00% 0.17% 033% 041% 0.49%
1o Carrection Factor 30°C/35%RH Not More Than 5 00% NA 0.00% 0.00% 0.44% 0.86% 1.07% 1.27%
120 Any significant change observed Yes/ No NA No No No No No No
13.0 Remarks (Passes / Fails) Passcs Passes Passes Passes Passes Passes Passes
NA: Not Applicable.
[Current Specification No. : FPIQC/035(
Verified By CQA omcma).@m Sign & Date /{(i E‘\“\ 2\
Approved By CQA Executive/Manager Sign & Date % \“\ a \
< ENCHA




Otsuka Pharmaceutical India Private Limited
Product Stability Summary Sheet
Ref SOP No.: CO/CQA/017

Product Name: Paracetamol Infusion (1% wiv)

Fill Volume and Container: | 100 ml Fill Volume in Non PVC Bag

Sr. | Storage period and Batch No.
No. condition 2194009
00 Initial Complies
01 s ';(;:,'ghs Complies
02 6 r;l(;rghs Complies
03 < e Complies
04 12 ;;2?"8 Complies
05 18 3"(‘)2;':"'5 Complies
06 21 i Complies

Conclusion:

The stability study are conducted for Paracetamol Infusion (1% w/v) - 100 ml Fill Volume in
Non PVC Bag on one Batch No. — 2194009 for 24 months at 30°C + 2°C and 75% + 5% RH.
The results of above stability study at 30°C till now are complying with the pre-defined

acceptance criteria and hence it is concluded that at this stage the product is stable when
manufactured according to the master formula.

Signature - %

Name : Arkaprava Banerjee
Designation  : Senior Process Incharge - Stabilit

Date : e°7l nla )




Otsuka Pharmaceutical India Private Limited
Product Stability Summary Sheet
Ref SOP No.: CO/CQA/017

Product Name: Paracetamol Infusion (1% wiv)

Fill Volume and Container: | 100 ml Fill Volume in Non PVC Bag

01

02

03

Special Note:

Stability study tests are conducted on one Batch No. — 2194009 for 24 months at the
interval of 3 months for the first year (0 (initial), 3, 6, 9 and 12 months) and 18 and 24
month at 30°C + 2°C and 75% + 5% RH.

Test for Description, pH, light absorption, Related substances of 4-Amino phenol, 4-
Chloroacetanilide and Any other impurity, Assay of Paracetamol, Sodium Chloride and
Content of Sodium Metabisulphite and Osmolality are performed at initial time and each
stage of stability study and Water Vapor Permeability test is performed at each stage of
stability study at above-mentioned condition.

Test for Particulate Matter, Bacterial Endotoxins and Sterility test are performed at initial
time 12 months and 24 months

Signature : @}

Name : Arkaprava Banerjee
Designation  : Senior Process Incharge - Stabili
Date 0% ) n)o




Otsuka Pharmaceutical India Private Limited

Batch Test Summary Report

Ref SOP No. CO/ICQANL

7

[Stonse Conditions 30°C + 2°C and 75% RH + 5% RH Total Storage Duration 24 Months
|Pmdua Name Paracetamol Infusion (1% w/v) Fill Volume & Container 100 m! Fill Volume in NPVC Bag
|Batch No 2194010 Batch Size 1500 Lit
IM!; Date 2019-10 Exp. Date 2021-09
Study Started On 19/10/19 Study Status Study Completed
Manufacturing Plant MF02 Manufacturing Line No Line No. 06
API Manuf; Name |P | - Farmson Ph Is Gujarat Pvt. Ltd ﬂ':."“f"“"" LotNo/ | racetamol - 2R1900424
Any Additional Information  |NA
Storage Penod in number of months 0 (Initial) 3 months 6 months 9 months 12 months 18 months 24 months
St.No Expocted withdrawal date - 190120 19/04/20 19/07/20 19/10220 19/04721 1971021
Actual withdrawal date - 2001720 20/04/20 210720 19/1020 190421 1971021
Tests Specification
The solution is | The solution is | The solution is | The solution is | The solution is The solution is | The solution is
o The solution should be clear and colourk .de‘.ud .dnfnd 'cleflnd .dsrnd .d?nd .de‘.nd .dn.-'-d
1.0 Description Practically frea from visible | Free Froe Free Free Froe Free Free
from visible from visible from visible from visible from visible from visible from visible
20 pH Between 4.50 and 6.50 594 548 547 525 531 529 49
. The absorbance of sample should be not
30 Light absorption more than 0,04 at 500 am 0.00 003 0.00 0.02 0.02 0.00 000
40 Related Substances (By HPLC)
41 [4-Amino phenol Not More Than 0.1 % 00% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
42 4-Chloroacetanilide Not More Than 10 ppm Not Detected 0.00 0.00 0.00 0.00 0.00 0.00
43 Any other impurity Not More Than 0.25 % 0.03% 0.01% 0.02% 0.01% 0.01% 0.01% 0.00%
: Less Than 2.0 Less Than 2.0 Less Than 2.0
50 Bacterial Endotoxins Not More Than 2.0 EU per ml EU perml - - - EU per ml — EU perml
Particulate Matter Not More Than 6000 particles per 670 2233 773
60 For> 10 ym container —_ - - s
For > 25 pm Not More Than 600 particles per container 330 33 433
70 Assay
Not Jess than 90.0% and not more than
71 Assay of Paracetamol (By HPLC) |110.0% of Label Claim 984 1010 973 974 9%.4 w1 978
(Label Claim: 10 mg/ml)
Assay of Sodium chloride (By Between 95.0% and 105.0% of the Label
72 Ti ) Claim (Label claim: 7 1) 9.1 98 9.6 9.0 90 €97 1000
Content of Sodium Metabisulphite |Betwoen 10.0% and 110.0% of the Label
73 (By HPLC) Claim (Label Cl 018 " 79 475 656 467 374 397 256
80 Sterility Test It should be stenile Stenle - - - Stenle e Sterile
90 (Osmolality Between 240 and 350 mOsm/kg 289 296 292 287 292 29 293
100 Water Vapor Permesbility Test Not More Than 5.00% NA 0.00% 0.00% 0.16% 032% 0 40% 0.48%
110 Correction Factor 30°C/35%RH Not More Than 5.00% NA 0.00% 0.00% 042% 0.83% 1.04% 1.25%
120 Any significant change observed | Yes/ No NA No No No No No No
130 | Remarks (Passes / Fails) Passes Passes Passes Passes Passes Passcs Passes
NA: Not Applicable.
(Current Specification No. . FPIQC/3ST Nal
Verified By CQA Oﬂ'wer/!’.x;Ke Sign & Date /( R\‘\ ’v\
nAa
o
Approved By CQA Ex«mlvdmw Date \ \
AR A




Otsuka Pharmaceutical India Private Limited
Product Stability Summary Sheet
Ref SOP No.: CO/CQA/017

Product Name: Paracetamol Infusion (1% w/v)

Fill Volume and Container: | 100 ml Fill Volume in Non PVC Bag

Sr. | Storage period and Batch No.
No. condition 2194010
00 Initial Complies
01 . ?&ghs Complies
02 8 r;(;lghs Complies
03 2 l;l(;:rghs Complies
04 L ;(‘)?ghs Complies
05 - ;‘(‘)22"'3 Complies
06 25 ;‘(‘)22"“ Complies

Conclusion:

The stability study are conducted for Paracetamol Infusion (1% w/v) - 100 ml Fill Volume in
Non PVC Bag on one Batch No. — 2194010 for 24 months at 30°C £ 2°C and 75% + 5% RH.
The results of above stability study at 30°C till now are complying with the pre-defined

acceptance criteria and hence it is concluded that at this stage the product is stable when
manufactured according to the master formula.

Signature : %

Name : Arkaprava Banerjee
Designation  : Senior Process Incharge - Stability

Date s 9& ‘“‘"’\




Otsuka Pharmaceutical India Private Limited

Product Stability Summary Sheet
Ref SOP No.: CO/CQA/017

Product Name: Paracetamol Infusion (1% w/v)

Fill Volume and Container: | 100 ml Fill Volume in Non PVC Bag

Special Note:

01 Stability study tests are conducted on one Batch No. — 2194010 for 24 months at the
interval of 3 months for the first year (0 (initial), 3, 6, 9 and 12 months) and 18 and 24
month at 30°C + 2°C and 75% + 5% RH.

02 Test for Description, pH, light absorption, Related substances of 4-Amino phenol, 4-
Chloroacetanilide and Any other impurity, Assay of Paracetamol, Sodium Chloride and
Content of Sodium Metabisulphite and Osmolality are performed at initial time and each
stage of stability study and Water Vapor Permeability test is performed at each stage of
stability study at above-mentioned condition.

03 Test for Particulate Matter, Bacterial Endotoxins and Sterility test are performed at initial
time 12 months and 24 months

Signature : V)

Name : Arkaprava Banerjee
Designation  : Senior Process Incharge - Stability

Date . UQH“I’V[




Otsuka Pharmaceutical India Private Limited

Batch Test Summary Report

Ref SOP No. CO/CQAN1T

|Storage Conditions lJO“C 4 2°C and 75% RH + 5% RH Total Storage Duration 24 Months
Product Name Paracetamol Infusion (1% w/v) Fill Volume & Container 100 ml Fill Volume in NPVC Bag
| Batch No. 2194011 Batch Size 1500 Lit
Mg Date 2019-10 Exp. Date 2021-09
[Study Started On 19/10/19 Study Status Study Completed
Manufacturing Plant MF02 Manufacturing Line No Line No, 06
Akaansll P, | 4 API Manufi LotNo/ | = 5
API Name P - Farmson P Gujarat Pvt. Ltd AR. No. F - 2R1900424
Any Additional Information [NA
Storage Period in number of months 0 (Initial) 3 months 6 months 9 months 12 months 18 months 24 months
St No Expected withdrawal date — 19/01720 19/04720 1900720 19/10/20 19/04/21 1971021
] Actual withdrawal date = 2000120 20/04/20 210720 19/10720 19/04721 19/1021
Tests Specification
The solution is | The solution is | The solution is | The solution is | The solution is | The solution is | The solution is
s e iclothion shoild bo close: s volotitoss. 'cb.cnd .chfnd .clel.rnd .dt.tnd ‘del.nd 'defnd .cle:r-d
1.0 Description P lly free from visible partick Free Free Free Free Free Free Free
from visible from visible from wisible from visible from visible from visible from visible
20 pH Between 4.50 and 6.50 595 567 5.60 538 5.40 539 505
: The sbsorbance of sample should be not
30 Light absorption i s 004 2500 o 0.01 004 0.01 002 0.00 0.00 0.00
40 Related Substances (By HPLC)
41 4-Amino phenol Not More Than 0.1 % 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
42 4-Chloroacetanilide Not More Than 10 ppm Not Detected 0.00 0.00 0.00 0.00 0.00 0.00
43 Any other impurity Not More Than 0.25 % 0.02% 0.01% 0.02% 0.01% 0.01% 001% 0.00%
Less Than 2.0 Less Than 2.0 Less Than 2.0
50 Bactenal Endotoxins Not More Than 2.0 EU per ml EU per ml - - - EU per ml — EU per ml
| Particulate Matter Not More Than 6000 particles per 2670 506.7 9033
60 For 2 10 ym {container . - - pS
For > 25 ym Not More Than 600 particles per container 000 67 833
70 Assay
Not less than 90.0% and not more than
71 Assay of Paracetamol (By HPLC) [110.0% of Label Claim 974 100.0 982 974 9.5 9.1 978
(Label Claim: 10 mg/ml)
Assay of Sodium chlonde (By Between 95.0% and 105.0% of the Label
72 Ti ) Claim (Label claim: 7 mg/m) 972 99.0 94 98 100.6 9.7 1000
Content of Sodium Mectabisulphite ]Belween 10.0% and 110.0% of the Label
73 (By HPLC) Claim (Label Claim: 0,15 5 7 a4 LU 467 372 355 331
30 Sterility Test It should be stertle Stenle - - - Sterile - Sterile
90 Osmolality Between 240 and 350 mOsmvkg 284 297 289 288 287 288 290
100 Water Vapor Permeability Test Not More Than 5.00% NA 0.00% 0.00% 0.16% 032% 039% 0.65%
1o Correction Factor 30°C/35%RH Not More Than 5.00% NA 0.00% 0.00% 0.42% 0.83% 1.01% 1 69%
120 Any significant change observed Yes/ No NA No No No No No No
130 |Remarks (Passes / Fails) Passcs Passes Passes Passes Passes Passes Passes
NA: Not Applicable.
Current Specification No. - FPAQC/3ST W0\
Verified By CQA Omccr/Ex?aﬁt Sign & Date k“‘ \\\ 2\
s N
Approved By CQA Executive/Manager, & Date \.D %‘q ) ” ’ ’/ ,




Otsuka Pharmaceutical India Private Limited
Product Stability Summary Sheet
Ref SOP No.: CO/CQA/017

Product Name: Paracetamol Infusion (1% w/v)

Fill Volume and Container: | 100 ml Fill Volume in Non PVC Bag

Sr. | Storage period and Batch No.
No. condition 2194011

00 Initial Complies
01 3 e Complies
02 6 l;n(;lghs Complies
03 . r;;lghs Complies
04 e ;'(')22"“ Complies
05 - s Complies
06 o ;‘(‘,f,’g“‘s Complies

Conclusion:

The stability study are conducted for Paracetamol Infusion (1% w/v) - 100 ml Fill Volume in
Non PVC Bag on one Batch No. — 2194011 for 24 months at 30°C + 2°C and 75% + 5% RH.
The results of above stability study at 30°C till now are complying with the pre-defined

acceptance criteria and hence it is concluded that at this stage the product is stable when
manufactured according to the master formula,

Signature § K}&

Name : Arkaprava Banerjee
Designation  : Senior Process Incharge - Stabilit

Date g O‘% )“' 2\




Otsuka Pharmaceutical India Private Limited
Product Stability Summary Sheet
Ref SOP No.: CO/CQA/017

Product Name: Paracetamol Infusion (1% w/v)

Fill Volume and Container: | 100 ml Fill Volume in Non PVC Bag

Special Note:

01 Stability study tests are conducted on one Batch No. — 2194011 for 24 months at the
interval of 3 months for the first year (0 (initial), 3, 6, 9 and 12 months) and 18 and 24
month at 30°C £ 2°C and 75% + 5% RH.

02 Test for Description, pH, light absorption, Related substances of 4-Amino phenol, 4-
Chloroacetanilide and Any other impurity, Assay of Paracetamol, Sodium Chloride and
Content of Sodium Metabisulphite and Osmolality are performed at initial time and each
stage of stability study and Water Vapor Permeability test is performed at each stage of
stability study at above-mentioned condition.

03 Test for Particulate Matter, Bacterial Endotoxins and Sterility test are performed at initial
time 12 months and 24 months

Signature : %

Name : Arkaprava Banerjee

Designation  : Senior Process Incharge - Stability
Date : ™ \ nis\




