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G @ novogmp.online/#/unitformula/iog e %« 0@ :

'A/SOP/FD/009/01-01 00 'SOP/FD/009 NA
Product Type * Base Product Product Name * BASE HPMC 3cps/ HPMC6cps /PEG 400 /PS80/29.875/29.875/8/1
Ref. MFR No. * MFR/IMNMPLAIN/038/00 ‘Complying With Specification NA

Formula Description *

‘Standard Lot Size * 1Kg
‘Standard Pack Size * NA
Export Market Grade * NA Domestic Market Grade * P
Retest Period / Shelf Life NA
Precautions & Special Instruction NA
Critical Control Care Points NA
Packaging Instructions NA

PaperLess GMP s Software Licence No : PGAPOMOO12122-08 Version No:00(MASTER
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SRNO. MATERIAL TYPE MATERIAL NAME MATERIAL CODE GRADE %wWw STD GTY PERKG Additional Material Code
TotaL | 0.0000 0.000000
SRNO. | MATERIAL TYPE | MATERIAL NAME MATERIAL cODE | GraDE [ xw/w | sTDGTYPERKG | Additional Materiai Code
1 Raw material | HYDROXYPROPYL METHYL CELLULOSE 3 CPS | R025020 ip/ep/use | 434500 | 0.43a500 R025021,R025074,R025067,R025082
2 Raw material | HYDROXYPROPYL METHYL CELLULOSE 6 CPS | R021020 ip/ep/use | 434500 | 0.43a500 R021067,R021074,2021089
3 Raw material | POLYETHYLENE GLYCOL 400 R048033 sp/usp | meaoo | oea00 NA
4 Rawmaterial | Polysorbate 80 R054033 1p/USP 14600 | 0.013600 NA
TotaL | 100.0000 | 1.000000

PaperLess GMP Client : NOVO EXCIPIENTS Software Licence No : PGAPOMO012122-08 Version No:0O(MASTER
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G & novogmp.oniine/#/unitformula/iog
Annexure No. - Revision No. * Ret.SOP No. ¢ Supersedes No. - Effective Date *
'A/SOP/FD/009/03-03 o1 SOP/FD/009 00

1.DESCRIPTION

Product Type * Excipient Product Name * NOVOMIX
Product Code No. 100163 Color White

Ref. Sample Batch No. * 23RD767 MRF No. MRF/NM100163/328/01
Ref. MFR No. * MFR/NMPLAIN/0O1/01 Complying With Specification FP/NOVOMPS/100163/01
Formula Description * MRF prepared with Base

‘Standard Lot Size * 1Kg

‘Standard Pack Size * 1X 25 Kgs.

Export Market Grade * usp Domestic Market Grade * NA

Retest Period / Shelf Life

One year from date of manufacturing / 36 Months

Precautions & Special Instruction

Follow pre-manufacturing instructions

Critical Control Care Points

1. Weighing : Critical quality point 2. Mixing & Blending : Critical control point

Packaging Instructions

PaperLess GMP

Primary packing of material should be in food grade transparent LDPE polybag followed by Black coloured LDPE polybag

Client : NOVO EXCIPIENTS

Software Licence No : PGAPOMOO12122-08
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6 Rapid Mass Mixer (Apex) o
7 Drum Blender
SRNO. | MATERIAL MATERIAL NAME MATERIAL GRADE | %w/W | STDGTYPER | Additional Material
TvPE cobE K6 Code
1 BaseProduct | BASE HPMC 3cps/ HPMC6cps /PEG 400 Base00767 " 687500 | 0.687500 NA

/PS80/29.875/29.875/8/1

2 Raw material TITANIUM DIOXIDE RO75077 p/usp | 312500 0.312500 RO75051,R075090

TOTAL | 100.0000 | 1.000000

SRNO. MATERIAL TYPE MATERIAL NAME MATERIAL CODE GRADE % W/W STD QTY PERKG Additional Material Code

ToTAL | 0.0000 0.000000

PaperLess GMP Client : NOVO EXCIPIENTS Software Licence No : PGAPOMO012122-08 Version No:0O(MASTER
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