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(TR4~;SL~ TIO.4’7 
S.O.P. VIRA VLRA TAB LOT. #I 

Code: Date Qnantn? : 

MANUFACTURING PROCEDURE 

PROCEDURE TIME 
Start Finish 

I. Manufacturing equipment. must be 
in good state: 

Scale 
Ribbon Mtxer 
Gram scale 
Manest! tablet press 
Glue] 
Heat shrink tubing gun 
Plastic wrap sealer 

2 Read procedure carefully taking into 
account complete uniform must be worn and 
industrial security implements must be used. 

3 Vet-i@ correct identification and quantity 
of the following materials 
Starch -_I- 
Vim vim __-~- 
Arabic gum __- 
Magnesmm stereate -- 

-I Vcrif! cleanlmess of equipment. 

5 Solicrt inspection from quality control 

6 Agglutinate. dissolving the exciplents 
111 the following manner: dry mix the gum and 
starch. and dissolve in ( ) L of cold water Previousl? . 
( ) 1, of water have been heated. which 
IS added to the previous mts. 

7 Place the vrra vu-a powder in the miser. 
add agglutmant m point 6 and mix for 30 min 
8 Granulate through netting No. 20 

9 Move to dryng area and introduce for 8 hours. 
at 40” C After the tulle ha:s passed let cool. 

SIGNATURE AND DATE 
Effectuates Vertties 

IO Mix the previous powdier with magnesium stereate 
m the miser for 15 min. Solicit process and approval 
control according to 
Smell ____-__ 
Color 
Appearance 
Humtdit\ ‘% -__- 



PROCEDURE 
ITR4 NS‘I, 17 ‘Ioh~ 

TIME 
Start Finish 

SIGNATURE AND DATE 
Effectuates Verifies 

11. Transfer powder in plastic coniainers 
\\ lth a properI>, sealed plastic bag. 

12. Press tablets in 16 station 
Manese machme with prloper 
cart and proceed to: 
Weight and consistency control 
(register in PD .FR. 72 format) 
Diameter. height, and dismtegration 
control (register in CC.FR. 1 format) 

1.3. Solicit conditioning order (PD FR.65) 

11. Transfer to solids bott hng area 
( rablcts) in white PVC bottle Ref. 150 tablet 
and control the number of tablets on the 
countmg scale by weight. Place push down cap 
on each bottle 

15. Transfer to labeling area in plastic containers. 

16. Verify the labels 
Code Lot # -- 
Ekp Date ____ __- 
Label color ~~- 
Prinl quality 

17. Proceed to label each bottle and place 
heat shrink tubing 

1X. Seal using heat shrinking pistol. 
avoidmg excess heat 

19. Plastic wrap m groups of 6 and place 
plastic containers (register CC.FR.2) 

20 Deliver to finished product warehouse. 
Performance 
Expected bottles -~__ 
Obtamed bottles -~~ 
Performance ‘% ~_____ 

Elaborated. Supervised: Approved: 

Operator. P.L T.C. 


