




























































Saf etab life Sciettce 
Puducherr 

PACKING MATERIAL SPECIFICATION 

Name of Product 380 x 365 x 430MM GHPL PRINTED S PLY SHIPPER 

Specification No. SPEC-PTMT0018-00 Revision No. 00 Item Code: PTMT0018 

Supersedes NIL Effective Date I'>:>/ oq / 20'2,3 Page No.: 1 of 4 

S.NO

1.0 

2.0 

3.0 

4.0 

- -- r-
PACKING MATERIAL GENERA'- SPECIFICATION (s) 

., 

Storage condition Store in room temperature. 

Precautions, Handling hazards & Special No special instructions. instructions for sampling if any 

Total Quantity of sample required for 1 number of Shipper. 
analysis 

Quantity of reserve sample Not applicable. 

� 

5.0 Sampling Instructions Follow the Standard operating procedure number: 
ST/QC/041. 

6.0 Destruction Instructions Follow the Standard operating procedure number: 
ST/QC/032. 

7.0 Retest period NA 
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PACKING MATERIAL SPECIFICATION 

Name of Product 380 x 365 x 430MM GHPL PRINTED S PLY SHIPPER 

Specification No. SPEC-PTMT0018-00 Revision No. 00 Item Code: PTMT0018 

Supersedes NIL 

S.NO TEST (s) 

1.0 Description 

2.0 Dimensions: 

Length 

Breadth 

Height 

3.0 Total Grammage: 

Outside Linear kraft 

Flute 1 

Middle Linear kraft 

Flute 2 

Inner Linear kraft 

Particulars PREPARED BY 

Name K.SARA VANAN

Designation Asst. Manager-QC 

Signature (p �
Date ©]ftq)��3 

Format No: ST/QC/058:Al 

Effective Date I?>/ 01 J lolj Page No.: 2 of 4 

SPECIF;ICATION (s)
- "" ' ... 

Golden yellow colour Sply shipper and printed on all 
sides of the shipper. 

377 to 383 mm 

362 to 368 mm 

427 to 433 mm 

Not less than 180 g/sq.m 

Not less than 180 g/sq.m 

Not less than 180 g/sq.m 

Not less than 180 g/sq.m 

Not less than 180 g/sq.m 

REVIEWED BY APPROVED BY 

M.VIJAYAKUMAR S.MARAN

A GM-QC AGM-QA 
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PACKING MATERIAL SPECIFICATION 

Name of Product 380 x 365 x 430MM GHPL PRINTED S PLY SHIPPER 

r::;, '1.,,.., Tr: R "OD', L:.::: '" � l. V I y

Specification No. SPEC-PTMT0018-00 Revision No. 00 Item Code: PTMT0018 

Supersedes NIL Effective Date 13/ t>Cf /2.02.3 Page No.: 3 of 4

- -

S.NO TEST (s) SPECIFICATION (s) 
.. -

4.0 Flute Percentage Not less than 25.0% 

-

Clean and free from rust copper pin to be applied in 
5.0 Staples pairs. Pairs of staples shall be applied at 

approximate equal distance. 

6.0 Flaps No gap or overlaps between two flaps. 

7.0 Moisture content Not more than 10.0% 

8.0 Bursting Strength Not less than 15.0 Kg/Cm2 

9.0 Printing Quality Should comply 

10.0 Cleanliness check Should comply 
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PACKING MATERIAL SPECIFICATION 

Name of Product 380 x 365 x 430MM GHPL PRINTED S PLY SHIPPER 

Specification No. SPEC-PTMT0018-00 Revision No. 00 Item Code: PTMT0018 

Supersedes NIL Effective Date I�) oq / 2o1-3 Page No.: 4 of 4 

REVISION HISTORY: 

., 
Specification No. Reason for Review Change control No. Effective Date 

SPEC-PTMT0018-00 New Specification prepared. ST/CC/23/175 (3/�q/2023 

** END OF THE DOCUMENT** 
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STANDARD TESTING PROCEDURE 

Name of Product 380 x 365 x 430MM GHPL PRINTED 5 PLY SHIPPER 

----·--
C'TF,, C" ''{�1_, L,, 

STP No. STP-PTMT0018-00 Revision No. 00 Item Code: PTMT0018 

Supersedes NIL Effective Date (3/ Oo/ /2023 Page No.: 1 of 4 

1.0 DESCRIPTION: 

Golden yellow colour Sply shipper and printed on all sides of the shipper. 

2.0 DIMENSIONS: 

Length: 

Measure the length of the shipper by using calibrated scale (in mm). 

Breadth: 

Measure the breadth of the shipper by using calibrated scale (in mm). 

Height: 

Measure the Height of the shipper by using calibrated scale (in mm). 

3.0 TOTAL GRAMMAGE: 

Using calibrated scale mark 10 x 10cm cut the shipper and soak in water for 15 minutes, 
separate the layers and dry in hot air oven at 105 ° for 15 minutes. After drying weigh the each 
layer (W gms) and calculate the GSM for each layer using the following formula. 

CALCULATION: 

W (gms) x 100 x 100 
GSM = ----------------------------------------

Length (in cm) x Height (in cm) 
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STANDARD TESTING PROCEDURE 

Name of Product 380 x 365 x 430MM GHPL PRINTED 5 PLY SHIPPER 

STP No. STP-PTMT0018-00 Revision No. 00 Item Code: PTMT0018 

Supersedes NIL Effective Date I?>/ 01 / 202..3 Page No.: 2 of 4 

4.0 FLUTE PERCENTAGE: 

After determination of GSM for each layer, weigh the flute 1 and flute 2 layer (Wl gm) and cut 

in 10 x 10cm and weigh (W2 gm). Calculate the flute 1 and flute 2 percentage using the 

following formula. 

Calculation: 

(Wl - W2) 
= ---------------------- x 100 

Wl 

Where, 

Wl - Weight of the flute before cutting. 
W2 - Weight of the flute after cutting. 

5.0 STAPLES: 

Check the shipper is clean and free from rust copper pin to be applied in pairs. Pairs of staples 

shall be applied at approximate equal distance. 

6.0 FLAPS: 

Check for gap or overlap between two flaps and report the observation. 

7.0 MOISTURE CONTENT: 

Using calibrated scale mark 10 x 10cm and weigh the shipper (Wl gm), cut into small pieces 

and dry in an oven at a temperature 105
°

C for 30 minutes. After drying, cool in desiccator and 

weigh the small pieces of shipper (W2 gm) and calculate the moisture content in percentage 

using the formula, 
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STANDARD TESTING PROCEDURE 

Name of Product 380 x 365 x 430MM GHPL PRINTED 5 PLY SHIPPER 

L, � � " - -- r..:r0ijr,:, 
• v I r-l .- , 1.- 1 1 .... r I
-· ·------

STP No. STP-PTMT0018-00 Revision No. 00 Item Code: PTMT0018 

Supersedes NIL Effective Date 1'3/ oer / 2..023 Page No.: 3 of 4 

Calculation: 

(W1 - W2) 
= -------------------------------- x 100 

Weight of Shipper (W1) 

8.0 BURSTING STRENGTH: 

Carry out this using a bursting strength apparatus. Check the bursting strength of the sample 
in three different places and find the average. 

9.0 PRINTING QUALITY: 

Check the pasting Quality randomly. 

10.0 CLEANLINESS CHECK: 

Check the cleanliness of the shipper. The test passes if the shipper is not dirty, mutilated, torn 
or stained. 
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STANDARD TESTING PROCEDURE 
ir.�1AS"f ER t;Q ;il L------� 

Name of Product 380 x 365 x 430MM GHPL PRINTED 5 PLY SHIPPER 

STP No. 

Supersedes 

STP-PTMT0018-00 Revision No. 

NIL Effective Date 13 
00 Item Code: PTMT0018

/ 2.b23 Page No.: 4 of 4 

REVISION HISTORY: 

STP No. Reason for Review Change control No. 

STP-PTMT0018-00 New STP prepared ST/CC/23/175 

** END OF THE DOCUMENT** 
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Puducherry 

RAW MATERIAL SPECIFICATION 

Name of Product PARACETAMOL BP 

Specification No. SPEC-RMAP0030-02 Revision No. 02 Item Code.: RMAP0030 

Supersedes RMASP0030-01 Effective Date O 8)06).20:23 Page No.: 1 of 3

"" ,.,,... � '< 

1 

2 

3 

: 0 •• > � < , \ 1 

Molecular formula 

Molecular weight 

Storage conditions 

4 Precautions & Special instructions for 
sampling 

5 Quantity of sample required for analysis 

6 Quantity of reserve sample 

7 Retest period 

8 Re-test Parameter 

9 Reference 

10 Sampling instruction 

11 Destructions instructions 

Particulars PREPARED BY 

Name K.SARAVANAN

Designation 

Signature 

Date 

Format No: ST/QC/058:Al 
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1

::��i " • 1 �"" 

CsH9NQ2 

151.2 

Protected from light. 

Use hand gloves and nose mask while sampling. 
Reseal the containers immediately after 
sampling. Avoid inhaling. 

3 g

6g 

12 months from the date of release 

As mentioned in Specification 

BP 

Follow the standard operating procedure No.: 
ST/QC/040. 

Follow the standard operating procedure No.: 
ST/QC/032. 

REVIEWED BY APPROVED BY 

M.VIJAYAKUMAR K.JAYARAJ
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RAW MATERIAL SPECIFICATION 

Name of Product PARACETAMOL BP 

Specification No. SPEC-RMAP0030-02 Revision No. 02 Item Code.: RMAP0030 

Supersedes RMASP0030-01 Effective Date 0£)06)!2.02� Page No.: 2 of 3 

1. *Description

2. *Solubility

3. *Identification

A. By Melting point

B. By IR

4. *Related substances (By HPLC)

(i) Impurity K

(ii) Impurity J

(iii) Unspecified impurity

(iv) Total impurities

5. Sulphated Ash 

6. *Loss on drying

Particulars PREPARED BY 

Name K.SARAVANAN

Designation 

Signature 

Date oblobl&i:i©� 

Format No: ST/QC/058:Al 

White or almost white, crystalline powder. 

Sparingly soluble in water, freely soluble in 
ethanol (96 per cent), very slightly soluble in 
methylene chloride. 

Result A: 168 ° C to 172 ° C. 

Result B: Not greater than 2 ° C 

The Infrared absorption spectrum of sample 
should be concordant with that of reference 
spectrum or with the spectrum obtained from 
Paracetamol RS. 

Not more than 50 ppm 

Not more than 10 ppm 

Not more than 0.05% 

Not more than 0.2% 

Not more than 0.1% w/w 

Not more than 0.5% w/w 

REVIEWED BY APPROVED BY 

M.VIJAYAKUMAR K.JAYARAJ

AGM-QC Asst. Manager-QA 
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RAW MATERIAL SPECIFICATION 

Name of Product PARACETAMOL BP 

---� 

Sf I 

Specification No. SPEC-RMAP0030-02 Revision No. 02 Item Code.: RMAP0030 

Supersedes RMASP0030-01 Effective Date 0'8/o6)!2o.2.J Page No.: 3 of 3

7. 
*Assay By Titration
(On dried basis)

Not less than 99.0% and not more than 101.0% 
w/w. 

Remarks: The above * Marked tests are to be performed while retesting the material. 

REVISION HISTORY: 

(i) There is no changes in
Specification.

(ii) Specification number
SPEC-RMAP0030-02 has been changed as per

ERP. This changes
captured as per change
control number.

ST/CC/23/063 

** END OF THE DOCUMENT** 
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STANDARD TESTING PROCEDURE 

Name of Product PARACETAMOL BP 

.., . .

VI I 
--·-----a 

STP No. STP-RMAP0030-02 Revision No. 02 Item Code.: RMAP0030 

Supersedes RMATP0030-01 Effective Date o<B)o6)2of2J Page No.: 1 of 8 

1. DESCRIPTION:< REFER GAM 001>

White or almost white, crystalline powder.

2. SOLUBILITY: < REFER GAM 002>

lOOmg of sample + lOmL of Water 

lOOmg of sample + lml of Ethanol (96%) 
lOmg of sample + lOOmL of methylene 
chloride 

3. IDENTIFICATION:< REFER GAM 003> 

First identification: B. 

Second identification: A. 

A. By Melting point:

Determination A: 

Sparingly soluble if the material dissolves. 

Freely soluble if the material dissolves. 

Very slightly soluble if the material dissolves. 

Determine the melting point of the substance to be examined. 

Result A: 168 °C to 172 °C. 

Determination B: 

Mix equal parts of the substance to be examined and Paracetamol RS and determine the 
melting point of the mixture. 

Result B: The absolute difference between the melting point of the mixture and the value 
obtained in determination A is not greater than 2 ° C. 

B. By IR:

The Infrared absorption spectrum of sample should be concordant with that of reference 
spectrum or with the spectrum obtained from Paracetamol RS. 
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STANDARD TESTING PROCEDURE 

Name of Product PARACETAMOL BP 

STP No. STP-RMAP0030-02 

Supersedes RMATP0030-01 

4. RELATED SUBSTANCES: (BY HPLC}

Chemica Is/ Reagents /Standards:

Paracetamol Impurity K 

Paracetamol Impurity J 

Potassium dihydrogen phosphate 

Dipotassium hydrogen phosphate 

Purified Water 

Methanol 

Chromatographic Conditions: 

Revision No. 02 Item Code.: RMAP0030 

Effective Date o&/06J.2.o:z5 Page No.: 2 of 8 

Reference standard 

Reference standard 

AR grade 

AR grade 

Milli-Q water (or) equivalent 

HPLC grade 

Column 150mm x 4.6mm, end-capped solid core Octadecylsilyl 
silica, (Sµm). 

Column Temperature 

Auto sampler temperature 

Flow Rate 

Wavelength 

Injection volume 

Retention time 

Mobile phase A: 

30°C 

5°C 

1.Sml/min

254nm

50µ1

Retention time of Paracetamol peak is at about 4.0 minutes

Dissolve 1. 7g of Potassium di hydrogen phosphate and 1.8 g of Di potassium hydrogen
phosphate in water for chromatography and dilute to 1000 ml with the same solvent. 

Mobile phase B: Methanol 

Particulars PREPARED BY REVIEWED BY APPROVED BY 
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STANDARD TESTING PROCEDURE 

.{-, 

Name of Product PARACETAMOL BP 

STP No. STP-RMAP0030-02 Revision No. 02 Item Code.: RMAP0030 

Supersedes RMATP0030-01 Effective Date O'S/0G/2D:b Page No.: 3 of 8 

Gradient program: 

0 - 1.5 95 5 

1.5 - 14.4 95- 90 5 - 10 

14.4 - 28.8 90 10 

28.8 - 57.6 90- 66 10 - 34 

57.6 - 60 66 34 

Solvent mixture: 

A mixture of 15 volumes of Methanol and 85 volumes of water. 

Test solution: 

Weigh accurately and dissolve about 50.0mg of the substance to be examined in 0. 75ml of 
methanol and dilute to 5.0ml with water. 

Reference solution (a): 

Dilute 1.0 ml of the test solution to 100.0 ml with the solvent mixture. Dilute 1.0 ml of this 

solution to 20.0 ml with the solvent mixture. 

Reference solution (b): 

Dissolve 5.0mg of Paracetamol impurity J RS in 25ml of methanol and dilute to 250.0 ml with 
the solvent mixture. Dilute 1.0 ml of the solution to 200.0 ml with the solvent mixture. 

Reference solution (c): 

Weigh accurately about 5.0mg of Paracetamol impurity K RS in the solvent mixture and dilute 
to 100.0 ml with the solvent mixture. Dilute 1.0 ml of the solution to 10.0 ml with the 
solvent mixture. 

Particulars PREPARED BY REVIEWED BY APPROVED BY 
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STANDARD TESTING PROCEDURE 

Name of Product PARACETAMOL BP 

STP No. STP-RMAP0030-02 Revision No. 02 Item Code.: RMAP0030 

Supersedes RMATP0030-01 Effective Date og)ot) f2.0f2.:J Page No.: 4 of 8 

Reference solution (d): 

Dilute 1.0 ml of the reference solution (c) to 10.0 ml with the solvent mixture. 

Reference solution (e): 

Mix 1.0 ml of the reference solution (a) and lml of reference solution (c) and dilute to 
10.0 ml with the solvent mixture. 

Procedure: 

Identification of impurities Use the chromatogram obtained with reference solution (b) to 
identify the peak due to impurity J; use the chromatogram obtained with reference solution (d) 
to identify the peak due to impurity K. 

Relative retention With reference to Paracetamol (retention time = about 4 min): 
impurity K = about 0.4; impurity J = about 10.1. 

System suitability Reference solution (e): 

- Resolution: minimum 5.0 between the peaks due to impurity Kand Paracetamol.

Calculation of percentage contents: 

- for impurity J, use the concentration of impurity J in reference solution (b);

- for impurity K, use the concentration of impurity Kin reference solution (d);

- for impurities other than J and K, use the concentration of Paracetamol in reference

solution (a).

Limits: 

- impurity K: maximum 50 ppm;

- impurity J: maximum 10 ppm;
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STANDARD TESTING PROCEDURE 

Name of Product PARACETAMOL BP 

,t 

STP No. STP-RMAP0030-02 Revision No. 02 Item Code.: RMAP0030 

Supersedes RMATP0030-01 Effective Date og /ot)aof2..:J Page No.: 5 of 8 

- unspecified impurities: for each impurity, maximum 0.05 per cent;

- total: maximum 0.2 per cent;

- reporting threshold: 0.03 per cent, except for impurities J and K.

Inject 50µ1 of the above solution as per following sequence. 

Injection sequence: 

1 Solvent mixture (Blank) 1 

2 System suitability 
Reference solution e 1 

3 Reference solution (b) 1 

4 Reference solution (d) 1 

5 Reference solution (a) 1 

6 Blank 1 

7 Test solution 1 

Calculations: 

Impurity K : {NMT SOppm) 

ATK RS 1 1 5 PK 
= --------- x -------- x -------- x -------- x --------- x -------- x 1000 x 1000 

ASK 100 10 10 WT 100 

Particulars PREPARED BY REVIEWED BY APPROVED BY 
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STANDARD TESTING PROCEDURE _...J 

Name of Product PARACETAMOL BP 

STP No. STP-RMAP0030-02 Revision No. 02 Item Code.: RMAP0030 

Supersedes RMATP0030-01 Effective Date o.g/06):2.o:2.'J. Page No.: 6 of 8 

Where, 

ATK = Area of Impurity K peak in Test solution. 

ASK = Area of the Impurity K peak in the Reference solution (d) 

RS = Weight of the Impurity K Reference standard in mg. 

WT = Weight of the sample taken in mg. 

P = Potency of Impurity K Reference standard in % (as such basis). 

Impurity l : (NMT 10ppm} 

ATJ RS 1 5 PJ 
= --------- x -------- x --------- x --------- x -------- x 1000 x 1000

ASJ 250 200 WT 100 

Where, 

ATJ = Area of Impurity J peak in Test solution. 

ASJ = Area of the Impurity J peak in the Reference solution (b) 

RS = Weight of the Impurity J Reference standard in mg. 

WT = Weight of the sample taken in mg. 

P = Potency of Impurity J Reference standard in % (as such basis). 

Unspecified impurity: (NMT O.OSO/o} 

ATI WT 1 1 
= 

------ x ------ x ------ x ------- x ------ x 100
AS 5 100 20 WT 
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STANDARD TESTING PROCEDURE 

Name of Product PARACETAMOL BP 

STP No. STP-RMAP0030-02 Revision No. 02 Item Code.: RMAP0030 

Supersedes RMATP0030-01 Effective Date o?J/06/202.:J Page No.: 7 of 8 

Where, 

ATI = Area of Unspecified impurity peak in Test solution. 

AS = Area of the principal peak in the Reference solution (a) 

WT = Weight of the sample taken in mg. 

Total impurities: (NMT 0.2°/o) 

ATT WT 1 5 
= ------ x ------ x ------ x ------- x ------- x 100 

AS 5 100 20 WT 

Where, 

ATT = Area of Total impurities peak in Test solution. 

AS = Area of the principal peak in the Reference solution (a) 

WT = Weight of the Test solution in mg. 

S. SULPHATED ASH: < REFER GAM 032>

Not more than 0.1% w/w. Determine on 1.0g of sample.

6. LOSS ON DRYING: < REFER GAM 026>

Not more than 0.5% w/w, determined on 1.0g of sample by drying in an oven at 105°C.

7. ASSAY: (By Titration)

Weigh accurately about 0.300g of sample in a mixture of lOmL of water and 30mL of dilute
sulfuric acid. Boil under a reflux condenser for 1 h, cool and dilute to 100.0ml with water. To
20.0ml of the solution add 40ml of water, 40g of ice, 15ml of dilute hydrochloric acid and
O.lml of ferroin. Titrate with O.lM cerium sulfate until a greenish-yellow colour is obtained.
Carry out a blank titration
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STANDARD TESTING PROCEDURE 
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Name of Product PARACETAMOL BP 

STP No. STP-RMAP0030-02 

Supersedes RMATP0030-01 

Revision No. 02 Item Code.: RMAP0030 

Effective Date ofJ/otJ.2oa.:1 Page No.: 8 of 8 

lml of 0.1M Cerium sulphate is equivalent to 0.007569 of Paracetamol. 

Calculation: 

Blank-Titer value x Molarity of 0.1M Cerium sulphate x 0.00756 x 100 x100 x 100 
= -------------------------------------------------------------------------------------------------------

20 x Sample weight in (g) X (100 - Sample LOD) x 0.1 

REVISION HISTORY: 

(i) Related substance test
procedure has been
changed as per BP 2023

ST/CC/23/084 

STP-RMAP0030-02 
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(ii) STP numbering
procedure revised as per 
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