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BATCH MAN%&FM"TS&KN% &56@&{) Page No. 1 oof 5‘%
wand Name | GENFORTE TABLETS ;‘g’"““ m i 977 Batch Size 800600 Tablets
Ibuprofen (400mg) and . | arimecs Supersedes A
Generic Name:) p, o cotamol (500mg) Table il ST ST/MFC/LIB/RO | mEC No: Nil |
Batch No.: - GD210601 | mfg.Date: : Uaiz01 Exp.Date: USI2EES
_ .
BATCH MANUFACTURING RECORD COVER SHEET:
PRODUCT NAME GENFORTE TABLET
Each Uncoated tablet contains:
Ibuprofen BPF  400mg
RNTHE S5 paracetamol BP 500mg
Pack Size TP: 10x1x10s blister pack
Storage Condition Store in a cool dry place. Protect from light and moisture.
SHELF LIFE 36 MONTHS
CUSTOMER NAME GENERIC HEALTHCARE PVT.LID.
EFFECTIVE BATCH NUMBER 4 TR DATE: ‘ A 4 .
(Dl ehe! | G1l0b feled ]
MANUFACTURING LICENCE No. 07 13 1206
£
MFG. DATE: f-oa/bb /7U BMR. No STEMR:118/01 |
@mﬂw Foa0 06Wod | SR
Supersedes . i
EXP. DATE: / STRMIIIB/00
O lvoyy BuRNe 7
BMR ISSUED BY/DATE (QA) (6(\/ / / 3
N Dl 8:/06 Woa! |

BMR CHECKED & RECEIVED BY/DATE
(PRODUCTION)

Y obly

74
allotted By: QA Executive slgn/Data;le\éi\%Q& /Ob &OO{ /

| piTE OF COMMENCEMENT: N /()19 //1)@& J

DATE OF COMPLETION: ( 07 } 2

This BMR contains 63 Pages + .. NNXCLIY -
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BATCH MANUFACTURING RECORD 2 of 63
Brand Name | GENFORTE TABLETS ;‘;’f’““t 2 977 Batch Size 800000 Tablets
N .| Ibuprofen (400mg) and " : Supér#édes .
Generic Name:| b acetamol (500mg) Tablets | MFC NO: STMEC/118/R0 | wFrc Nos e
‘ Batch No.: GD210601 Mfg.Date: 06/2(_)21 Exp.Date: 05/2024

1.0 LIST OF EQUIPMENTS:

S.No Name of Fquipment Equipment ID No. to be used

1 Dispensing Booth ST/SRWB/001

5 Balance -30 Kg Capacity ST/SRWB/00L

3 Balance -620 g Capacity ST/SRWB/002

ST/WB/189, ST/PRWB/00Y, ST/PRWB/010,

Balance ~150 Kg Capacity

4 o ST/PRWB/O11, ST/PRWB/012, ST/PRWB/013

5 Balance -100 Kg Capacity ST/PRWB/002

ST/WB/202, ST/PRWB/029, ST/PRWB/030,

Balance ~ 220g Capacity

6 ST/PRWB/031, ST/PRWB/033

ST/PRVS/001 or ST/PRVS/001 or ST/PRVS/001 or

Vibro Sifter

7 ST/PRVS/001

g Rapid Mixer Granulator 600LTS ST/PRRG/ODS

g Fluid bed drier 250Kgs ST/FRID/OOZ

10 Dry Co Mill ST/PRDM/DQL or ST/PRDM/Q0L

i1 Octagonal blender (2200L) ST/PROB/DOT ;

ST/PRCM/001 or ST/PRCM/QQ3 ar ST/PRC/004 or

Compression Machine

12 ST/PRCM/004

13 Disintegration Tester ST/QADT/002 or ST/QADT/003

14 Friability Test Apparatus ST/QAFR/G02 or ST/QAFR/U03

15 Hardness Tester ST/QAHT/ODL or ST/QAHT/002

16 Vernier Caliper ST/IPV/005

17 IR moisture Balance ST/IPMB/O0OT
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BATCH MANUFACTURING RECORD 3 of 63
Brand Name | GENFORTE TABLETS e 977 Batch Size 800000 Tablets
. .| Ibuprofen (400mg) and N Supersedes o
“t‘;;fn&rtc Name: paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0O MEC No: il ‘
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: i 05/2024
2.0 DISPENSING:
2.1 LINE CLEARANCE CHECKS:
Observati
$.0o CHECKS beervation
store | IPQA
5 Ensure that all empty containers, labels, used Polybags, hand gloves of previous dispensed Product/ hatch s/f P
are removed from the area, —
2 Ensure that all dispensed material of previous product / batch remaved from the area. V4 <
3 Ensure that the previous batch BMR / documents are removed from the area. v o
4 Check the housekeeping general cleanliness of the floor, walls, ceiling, pass box, doors and door view v~ o
) panels of man and material entry of dispensing area is clean,
5 Check the cleanliness of the working table, cupboard, washing area and waste bin. v <
6 Check the cleanliness of the drain points. v <
7 Ensure that the dispensing booth is cleaned and it's status. L / n
8 Check the cleanliness of the supply and return grill, N 7
9 Check the cleanliness of side wall of the dispensing booth. v 7
10 Check the differential pressure of pre filter, intermediate filter and hepa filter are within the limit N 7
11 Check the cleanliness of the utility line (compressed air, First RO water and purified water). v b
12 Check the cleanliness of the SS side panel and $S Stool, Vv <
13 | Ensure that the balances are cleaned and it's calibration status. i
14 | Check the status board of the area is updated. “\/ e
i5 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure that the V| -
- records are updated.
16 Check the differential pressure of the area should be within the limit, v 7
17 Ensure that dispensing tools or accessories fike seoops, spoons are cleaned and labeled with “Clean” label. \/ ' /
18 | Check proper gowning procedure followed as per_the SOP I B e
19 | Ensure the concurrent entries of log book. o / 1 / vvvvv
Note: Tick mark (v} if Complies and {X) if Does not comply
Checked by (store) sign/date:... Q. M@b‘u Verified by (IPQA)sign/date::gj.,b ’ (}\
Eguipment Dispensing Booth Weighing Balance
3§ ST/SRWB/001 ST/SRWB/00Z ST/WB/189 AREA
Equipment. 1D No. ST/SRDB/OOL (30.0 Kg) (620.0g) (150.0 Kq)
Previous Product®&
Batch No. QB eL  ~ ST qom € . )

&l

\%{’/

O cofobh

Cleaned By % %A
%%?ff?:t%y S:Q;e: “QJ WZJ@UM ‘Q“oﬂbb?w YQ O%Hu W/ QMNB/U
e &0, [ 0obyy [ 1Vatobiog :

N-EVotobing,.

WP

2.2 ENVIRONMENTAL CONDITIONS:

Temperature:23°C to 27°C

 Observation

b1V

r§pa

Stores Sign.

Relative Humidity: 45% to 55 %

Ohservation

X3

| 2.3 APPROVAL FOR DISPENSING BY IPQA: Sign.. \\\\\@,
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BATCH MANUFACTURING RECORD Page No.: 4 of 63
Brand Name | GENFORTE TABLETS i’;}"f’““ ol 977 Batch Size 800000 Tablets
" .| Ihuprofen (400mg) and . Y Supersedes .
Generic Name: Paracetamol (500mg) Tablets MFC NO: ; ST/MFC/LI8/RO MFC&?: Ml
Batch Nou GD210601 Mfy. Date: 06/2021 Exp.Date: 05/20_24
2.4 INDENT OF RAW MATERIALS:
2.4.1 INDENT OF ACTIVE PHARMACEUTICAL INGREDIENTS:
Label 5td Qty per batch {Kg)
' Name of the |  Material claim per | - N .
SNol Ingredients |  Code tabletin | “P%¢| gl Lot T Lot 11 Lot 11 Lot IV Vendor
ma R
1 gf)"ace‘a”‘o' RMAPO030 | 500.000 | BP | 400.000 | 100.000 |,400.000 |,400.000 1100.000 | Bharat Chemicals
/ IOL Chemicals
2 | Ibuprofen BP | RMAIOD15 | 400.000 | BP | 320.000 .ﬁmoe /80.000 @.m}o /80.000 and Pharma
cauticals Pyt Ltd.
2.4.2 INDENT OF EXCIPIENTS:
Std Qty per batch (Kg)
. Unit dose
S. Tsmr: d‘z;;?f Mgge;réal per tablet | Spec Vendor
No g in mg Total Lot 1 Lot 11 Lot 111 Lot IV
3 | paize Starch | pmeMo034 | 55:920 | BP | 44.736 Atisa | Ariss | 1184 |A1ase Roquette
. . y Haungshan
4 g“’,"'d““e K90 | ruepooas | 26.000 | B | 20800 |<5.200 | 5200 | %200 |./5200 Bonsun
B Pharmaceuticals
Rasula
Propy! . -~ ¥
5 | paraben RMEPOO4S | 0440 | BP | 0352 | G088 |/0.088 |~0o0ss |/ ooss | Phor ARG
sodium BP AN Fife
- Chericals
g | SursetYellow | pvesooso | 0140 | INH | pa12 | Go2s |/0028 | 0028 | o008 Neelikon
supra INH
7 Purified Water RMEPOO3: . p 40 35 . 5000 N B
b @ MEPOO33 | 175.000 | BP | 140.000 | 35.000 | 35.000 | 35.00 35.000 Inhouse
982.500 | -- | 786.000 | 196.500 | 196.500 | 196.500 | 196.500 — é
Lubrication ) o i ]
Pregelatinized
8 1 Starch 1500 RMEPQOQAS 40,000 BR 32.000 732,000 Colorcon
BP
g | Sodium Starch | pyesooze | 15.000 | BP | 12.000 S /g2.006 Roquett
Glyrolate BP =3 3 3 . oquette
i
p ] o
Magnesium g i e i e
1 | G RMEMO033 | 2.500 BP 2,000 7 2.000 Nitiks
1040 . 832 .

-
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| 50f63 !

Prepared by: Checked by:

Approved By:

BATCH MANUFACTURING RECORD '
Brand Name GENFORTE TABLETS Product ID No.: 977 Batch Size 800000 Tablets
Generic Name: Ibuprofen (400mg) and Paracetamol (500mg) Tablets | MFC NO: ST/MFC/118/R0O Supersedes MFC No: Nit
Batch No.: GD210601 Mfg.Date: 0612021 Exp.Date: 0512024
7.5 DISPENSING OF RAW MATERIALS AGAINST RAW MATERIAL INDENT:
Dispensing Started at Dateﬁi'!ﬁb!‘u Time 3 ~ O
S-No ‘\Iliglrgd?;ﬁrt]: Lok p::: %)aatlcg(tl‘é‘g) iRt e \(';vgzsht (Kg) ﬁg:;bt(i(g) \vaeetight(Kg) ‘évf i S?iiﬁfﬁs gﬁ?‘gﬁ
el eortlosfoti] 6xd @ 95,050 | voozo [Bree [ | WY [\ G
M{lmd hots hol) 39X 95956 | 0950 PE-eo= | QL | ol o S
1 " m%ebea)w/ow)ooci%’ 25956 | 0950 hiooe | G- | 1y G
e 95956 | 0.950 _hiacer | G- | W |y GV
080 b kot 00 0 39X 04200 0-020 PN A I (S Ol =
Wﬁcbm\ m/wmgs 05 950| Q950 RL-oool @l | W G
y paracetamol / ’?](QU?J&’QCI Q'S 95-950| A:250 K. o0o0| \&(L’ M AW @
°F I S A e T e 95 950] 0950 Moo | @ | OB [ n.ED
N S A o 95050 | 9 950 pSrens| Qb e GV
vt oy 90h foc#lo09 85 o155 | oo [&TE] 0 TR [yl (ob
ol osmalhors laud) 032y oo | 0950 parw=] W | W i R
vsolome | wilfloulec IS 25959 ogsy (Yreee | Of [ W6V
] Hi ) \wﬂofo,cm/ albfeafo~9 35" 959507 0950 [B-eos | rY M) O
N%(@oz»f@ww Ww‘ia?& 059501 0:950 [R50 2 W w. &«
| B wzt}@\% QU foe7Ss olmaf ooge |y | pA R o GV v

i
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BATCH MANUFACTURING RECORD Page No.:
Brand Name GENFORTE TABLETS Product ID No.: 977 Batch Size 800000 Tablets
Generic Name: Ibuprofen (400mg) and Paracetamotl (500mg) Tablets | MFC NO: ST/MFC/118/R0 Supersedes MFC No: Nil
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
S.No Name of the Lot Actual Qty. AR No: Gross Tare Net Weighed Checked Checked
) Ingredients per batch{Kg) N o Weight (Kg) | Weight(Kg) Weight(Kg) | By Stores | by stores | by IPOA
o 1o | ol [0dst] om T85 05950 | 0:950 K -wod| GA | NN
40 o folt AR ea s S 05060 | 0950 WSS | RN
e W&?')Ia@/&(/v/m/(ﬂ NS 95950 | 0,950 hL-ow WUy Il RSN
e v b Lo hod [l oo 92 95950 095 pheoo [ ¥y [V | w60
M.lemm o] o€ o120 | 06090 [oWR [ B | o [ e
M [ !@L/wlcuz)m gl ShineT  blico |50 00| I Wi | oty
ol omtl okl afn 15 4uo V) 0140 1€ &0 | U W [ ey
1 * M{w,’mm Heh a1 1%"39;{2/7 O IU0 . X8F | U Yyl 0 G
r~ — — — ~ ~
- — - _ T~ .
W(W/@{%/(QLMM&'L Sh ool b o0 [0, ea< | TR o sy
eriphod] eb] wip/oe® 2 Buod] 0150 [ ocs| Ma | W | ey
3 * wrloagi 15928 ) 0-1ue [ i<ueeg | @K mor | w7
5 Ibuprofen L - / ~ —~ — ~ —_—
8P ; rl‘ - - Lo ' Vi
SploautlSth (gl e &1 2 Shoded | b1 HOO (€009 @i | War | 61\
- . leSphaotIMakUr] 0282 SO | 0 y0 (1K ag | W | WV | w.ieal
pbplRl joth GLRASET 15:908 | ©:lo  [iC. ¢8R [ | whe &V
0 o (s founfon 812— hoonl bRl |x0reer] ok W | GV
.y . ooEpbaoin R 1540 | 0'1Ho IS won| K& [ P | o
v@piwu)wzlw@agw, 15408 1 oJuQ s 2z | P | WO | A0
7 l_’repared by: Checked by: Approved By: Y B
D it QA Executive / Production Head / Designee QA Head / COP
‘. Designation Designee Designee “ Eiﬂfiﬁ?“——'-‘" '
’ Signature with Date { (ﬁ</\/ ’ 35 f\f},'\, &« LA
f & _{J“{{EX’LZ\ | /.}_A% A
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BATCH MANUFACTURING RECORD Page No.: 7 of 63
Brand Name | GENFORTE TABLETS Product ID No.: 977 Batch Size 800000 Tablets
Generic Name: Ibuprofen {(400mg) and Paracetamol (500mg) Tablets | MFC NO: ST/MFC/118/R0 Supersedes MFC No: it
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: . 05/2024
. gno| Nemeofthe Lot | Actual Qty. per AR No: Gross Tare Net Weighed | Checked Checked
e Ingredients batch{Kg} R § Weight (Kg) | Weight{Kg} | Weight{Kg) | By Stores | by stores by IPGA |
: ” I T A R )ofEQL;/d-m,b (0: % ‘1@‘ LIRS
mv — — o —— —_— " — R — —
. o otpltletlou]eres o 1062610 g0 (Wugh | - | V| 60
. " Ny 7 - AL A
o | Maize starch o0l prfoth o] 0ag9 0 0. hob Ao ne Wwuah W | M| )
BP 1 wH — — — — —_ P
o Wﬁﬁ%&?ﬁ%ﬂ:@s&éﬁ@ - . - — = —
o[22 0lh) WU o330 10696 [ oy LA [ @6 | T | NV
v ek — —_ — — r~ — —
— — Lacs — /’/“ Y o f
I 5.200 de (ot loth (sn)eo 750 5260/ 0.0ho | S20o | U N2 N
— : . st ::‘\
1 5.200 ”W)W’M/WU 396 5: 960 0/7 0:0b0 | S0 | G- Yo e
I T -
, | Povidone K 90 ‘W?O/MIW/WJ 009G, 5.960 | 0.0b0 | (12e O | G
BP 1 5,200 — - — o = ~ N
A - — ~ — ) — - Ar\ —
e horrhout foar] 04354 5960 0060 Cinms| Q8 | WM TG
v 5.200 — — - N = — —
.. Fropured by: Checked by: Approved By: =
b gty QA Executive / Production Head / Designee QA Head / CONT
beslgnation O Sl o / | controLL £0 CoPY |
! s 4 3 LT NN i
| Signature with Date nyr e ) Loy Y oﬁs\ # : \ (9\,
‘»&@W Red Y18 PR e
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BATCH MANUFACTURING RECCRD Page No.:
Brand Name GENFORTE TABLETS Product ID No.: 977 Batch Size 800000 Tablets
Generic Name: Ibuprofen {400mg) and Paracetamol (500mg) Tablets | MFC NO: ST/MFC/118/R0O Supersédes MFC No: Nif
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
S.N Name of the Lot Actual Qty. per AR NO: Gross 1 Tare Net Weighed | Checked Checked
+N0 Ingredients o batch{Kg) : o: Weight (Kg) Weight(Kg) | Weight{Kg) | By Stores { by stores by IPQA
00ee  irlocm howsluin] vos o 80924 0.00H | 0.08% | W~ NV
1 0-0860 — ‘ — Y] — o _ - N
propy! I L e P P WYY PEX SN 00q2db.poy [v 8 R [y |
5 Paraben — —_ — — — L — P
sodium BP %4 7 i 9 ”
o edobalow] ppteegl © 009240 e0y | 0.088 | B~ [ pk | NGO
T - — _ N n__ -
v 53 nvephalilowr]ezio 0092 [o ooy [ 0oge | B | W | p@
. |\ 920] peh ltoted o 1003 00829 ooy oz | o | v | Wi
I 0.028 — - —~ y e
— — o e —_— ,\/.- —
t | oo [el\ansmsut erelolund 0052 | pooy 0. q2R | @ | M T W
Sunset Yell y . <
6 | e o8 har0 luth w4053 0052 Ao 00y l0.002 | €~ | PO | &~
11 0.028 ! — —~ A~ — - B ~
— — ~ — VS C —
oo hAze/gtb/uiel o) 009 0082 000K 0.02% | W [ P | ok
v 0.028 — ' - ~ P . — — _
([ — ~ a ~ A .
Prepared by: Checked by: Approved By: . Y“‘
C O miamat QA Executive / Production Head / Designee QA Head / — i COP g‘
‘ Designation Designes Designee \\—CoNTnQM\_—‘:’L?”ﬁ,::;;z
‘E . P (}/\ y L-;g;_;::;:_’gf'
' w2 RS \’%Wm

| Signature with Date /Q(\;/ ) .
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BATCH MANUFACTURING RECORD Page No.:
Brand Name GENFORTE TABLETS Product ID No.: 977 Batch Size 800000 Tablets
Generic Name: Ibuprofen (400mg) and Paracetamol (500mg) Tablets | MFC NO: ST/MFC/118/R0 Supersedes MFC No: Nil
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
Actual Qty. Gross Tare Net Wei
) i ghed | Checked Checked
S.No Name of the Ingredients batc‘:)t?(rKg) i, e Weight (Kg) | Weight(Kg) Weight{Kg) | By Stores | by stores | by IPQA
rrsaloen [afonl e 9 | sus | oo 16 ono] W | Wov |y 6
7 Pregelatinized Starch 1500 BP 32.000 f%}l@ (W/ )QW Mgg(/ ,'; ,Ho 0. o ' '; , M/W Y\@—/ Y\) ‘@
) : ]
— o — o — -
wﬁ‘fi%au/w'7wdeic@‘% 12- 14O [ o - lHO I‘Z\ﬁ%(/&(é‘/ M N@
8 Sodium Starch Glycolate BP 12.000 - o ~ — — . .
el 2oz thotblaca] o)l 2016 | p.olb 2osd | Rf~| phdy | nGWO
9 Magnesium Stearate BP 2.000 —~ ~ ~ L —~ ~ —
-~ — s ~— — — r—
Dispensing Completed at Date___ Q] ,‘QMWJ Time EENL S
| Prepared by: Checked by: Approved By: i_
| i QA Executive / roduction Head / Designee QA Head / N N : i
| Designaton o Desionce CONTROLLED GOPY |
| . Sy Ky Cemmremees .
| Signature with Date (&\/1’ I C—E—ﬂ)‘,"\;’ \O}\ o “\S' @f\‘v\
=l AN S R Gt B ]

/



Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 10 of 63
Brand Name | GENFORTE TABLETS e 977 Batch Size 800000 Tablets
.1 Ihuprofen (400mg) and ; M. 5‘:upemed§§ MI‘C ’ .
ngeric MName: Paracetamol (500mg) Tablets MFC NO: WST/‘ME'LII 18/RO No: N
Batch No.: GD210§01 » Mfg.Date: [ Hei20E] Exp.Date: _ 05/2024
3.0 CALCULATION:
3.1 Potency calculation for Paracetamol @
0.C AR.No. for 3 ) Assay of Paracetamol
Paracetamol Expiry Dats on dried basis oD %
-M&M&f/@c&/acﬂ/go% V) [,/wo; b 00600 0:1/0
*The given quantity is based on 100% Assay on dried basis and without Loss on drying.
Actual quantity to be added is calculated as:
500 X 100 X 100
Actual gquantity of Paracetamol =  sewessmmmminn cnmmsms e i i i R mg/tablet
Y% Assay on dried basis X {100 ~ LOD %)
00 ”, - / it b
L 00000 - K00 LS / /‘\/6
*Qty of Paracetamol to be added per batch = /t 0 Ov“.{ / Kg's
lotl= (00 //0 Kg's
otit= (OO0  Kg's
otnr=  [00+[10 Kg's
Lot IV [ 00 (10 Kg's ;
Note: If the assay of Paracetamol more than 100 %, calculation has to be done only for 100% ;
Calculation done by{store)/date: “\(‘@x/ checked by({production)/date: Verified by (QA) /date
bl ;

M%@/g

i A R S ARy TR

Prepared by:
QA Executive /
Designee
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BATCH MANUFACTURING RECORD Page No.: 11 of 63
Brand Name | GENFORTE TABLETS Froduct 1D 977 Batch Size 800000 Tablets
”™ 5 | Ihuprofen (400mg) and . . Supersedes MFC " N
Generic Name: Paracetamol (500mg) Tablets MFC NO: M/M%C/l 18/RO No: Nil
| Batch No.: GD210601 - Mfg.Date: 06/2021 Exp.Date: 05/2024

3.2 Potency calculation for Ibuprofen:

oproron Expiry Date | AT e iy
PN%)ou/MA AR o021 10 [dod s 49-300 0-030

*The mentioned quantity of Ibuprofen is based on 100% assay on-dried basis, and without LOD.
Actual quantity of Ibuprofen to be added is calculated as below.

400 X 100 X 100

Actual quantity of IDUPIOfen == sememssmismmmnimmns e mn s e G ftablet

9, Assay on dried basis X (100 - LOD %)

~ 4000000 ,0d Ul hig /o ds
9270

*Qty of Ibuprofen to be added per batch = %5 383 Kg's
Lotl= &0 3@( Kg's
ot= K0 CEE Ko

otm= &0 S&E Ky

tve QOSEE  «grs

Hen{;ﬁi! Qty of Maize starch to be added per batch & /I / 4 ([ l Ky's
Lot1= /0 (&b Kg's
tu= /0 (&b Kg's
totm= /0" Wlh  kas
otve /O Wb kys
Note: If the assay of Ibuprofen more than 100 %, calculation has to be done only for 100%

Calculation done by{store)/date: checked by({production}/date;

W&.h

Quantity Maize starch varies based on assay content of Paracetamol and Ibuprofen for keeping the core tablet weight constant

Verified by(QA)/date |

Prepared by:

( sk LA

A

I

vidvBete %i}ﬁw vy s
TS _,M«Vwﬁ} .

—— QA Fxecutive / Production Head / QA Head / 0~ e snan
Designation Bestnee Désignge Deslghes ’ C p NTROLLLD Copy ﬁ
S & , i
Signature : N ;
9 & j ) \?‘M‘?i\‘f’?;\‘ “
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BATCH MANUFACTURING RECORD 12
Brand Name | GENFORTE TABLETS g‘;‘ff““ L 977 Batch Size 800000 Tablets
Generic Name: é‘;‘:g{‘;‘;‘;’;ﬂg‘i‘gg?ﬂ%g‘;‘%m o | MFC NO: ST/MFC/118/RO f;;'famed“ M Nl
Batch No.: GD210601_ Mfg.Date: 062021 Exp.Date. 05/2024 -
4.0 VERIFICATION OF DISPENSED MATERIALS:
. Checked by Checked . |
o Bl L e et |
052 _ |map|aonl[6y [6.2] 00qar] don\ebl ¥ €0t
05 1 |mep)ooal /8w J8R) 0otBs 03100 VY ey ot
U [oc.ox |meP|ooo |8 (6] 00aBs | Yo lob\2f AP
05 % | muplaoal [ew I&uuooq%r_ﬁog\ob\w
0 13 | s ploon) /60 [Rejords-t-Pan ool |l 2let!
0525 |M3P)oed( |8 [SuR|em?s Seonodn g
ox-os g9\ 200) [eullare [ooadst Bedddy e
1| Ococ  [eP)200) B [612]0cads] Sax\co\y
25 2% | o0sPlo0o| S |S8R)00Rs Box\ob\‘n Ealel] 4)
P 01> | mep|202 [6u [@R)ooqds | Saz\cb|y &w\ew
26 26 e ol rez el s \20M86
25 QA mon\ No u\d\Qv\\ SN\ 00V RY
mo| Qs Q6. [Yrap l%u\ A\“\&m\mwc
252 mm\% ,A\&\«Z\@}%eovcw R ok 2 By ot
.- 1} N\Qﬂ\ e \&\n’\\b\\&\mc\%g Yo H
061k | me9|2001 | 6w [sak] 0098 Poob |G -raluly
oc- 2k | muPlaooy|8u | e lom s | Soy\eo\U G eulut]
v [ox-ax |tne9) 2001 6 |81l 008t Sou ey (Croylutl
02 1rsp | 2001 | Sy | SuL) 0taRT] - :
0'\3  mef| 2021 Jecy [610l00qb ’ |
1532 | medlsomi)sy jetl]ooRN2 L
. U5 u |map|oootjew|612]00R12 1
S b Mo vupl oo aw__mploo%u b2
15-l4 1ep) 202 [Qw [62] 002 -
. 1.8bvo mplml\ Jau Ia e,
2 ibuprofen BP \‘% .:‘Q) ‘ d ?
mg@ 922 \ R \RuR\ 07N | VM\PQVM ..%;...m p&[}h
s L enap) sex\acA\@saressl, g st 26\, @y eulel]z)
A5 AL e 2o VB @io\e22\a [Pa\ebl 2 f*’rﬂ"l 23 TR
| H\‘O\)Vl
N S\b NAS) M?\Qog\[ew LY t|ob
1 \g;i B SR YA LEDEY |uy /S 00A 2,
C Prepared by: Checked i?y ! Appmmd By:
Signature N B L (AP B e vy ‘\\



Safetab Life Science

BATCH MANUFACTURING RECORD Page No.: B
Brand Name | GENFORTE TABLETS ';;;‘ff’"“ w 977 Batch Size 800000 Tablets
Generic Name: éﬁ?ﬁé‘éﬁi&iﬁ?ﬁ%ﬂiﬁ‘%{am ots | MFC NO: ST/MFC/118/R0 f;;':’me"es i il
Batch No.: GD210601 Mfg.t}ai:e: 06/2021 Exp.Date: 05/2024
h : ! iah Chec:kec{ by Checked
o] naredems | bt ) "™ o P | S
106> [mgploo/ow (a2 00290L Saslobly éﬂw
1 N D— .__)QB\O\)\\J NP
_,_-——————e\\‘d)/—_—— ob\ﬂ, ] No—
10-b3  |mneP)roni fewye@fooB90 —‘>os\ob\ 543, )
3 Maize Starch BP N , s S \.B\OB\'y V-
- — o Tty |t |
m LA 62 [mopine 2\ Ac\Bseleo2gs ipen\eb ) (F ou)tk'h
pus B pr—— M
L A0 8Y  lesPloon | ewseloodq o tou|obly (Opeulst b
0 . qu\ob\’\/ N
520 [roePloosifew 0)00qqb | Besibly) |AiosbLld,
1 3 Bl T3ga| oo\ ND)-
N D —Savloy|
5.0b | wePloo [eu et oo Berieol, (%7&3,)&5;21
mo| NB ———Fgalddd | e
— B >3 \obly | -
PR (—— _-M_ o
e B2l |[mePloo 8w )aw]oogab—es obly ﬁ;ahur‘
11 - Saa\oblYy | e
— N &— —Seonfobly | e
w26 AN EVEA VPRI S LT .rpm\‘»%\m%l%h
o —a —hoglony | ey
— N o— doyleoV | M-
0-09 | mep|200) 6w [eiR/aoRIDl Soalobly | Hbes okt
r — N —daskbly m-
PN = =Sea3jobly
009 8P| 2001 [Buy 812|008 \o__‘qu_,\ob\"f
0~ o] D— __é@\gb\ﬁi - M
- = =—tl:h Sclobly| P
5 | Cropy persben 009 | mgp|aoo e |ar]cogiokalcbly M6k
mo| e D —deslobly| -
_______ — ——— ﬁ_____.._.,f__bb\y =
094 ﬂ\s@\% ')/\\&\V\\ g&n\eod\o. | m\o%h, ,‘.!}aq.loe );)
Prepared by: Checked by: | Approved By:
Designation QA Executive / Production Head / I QA Head / . - po—ns
et Designee _Desionee | Desgnee | CONTROLLED COPY |
Signature g = \%, G — e
oo | Rty i i



Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 140f63
Brand Name | GENFORTE TABLETS ;‘;’f'“"t L 977 Batch Size 800000 Tablets
Generic Name: é‘éﬁé’i{éiﬁ&éﬁ?&g& ;’)"%m ots | MFC NO: ST/MFC/118/R0 g‘;‘z’“’seé“ N S
Batch No.: GD210601 Mfg.Date: . 06/2021 Exp.Date: - 05/2024
; Checked b Checked
S.No it d‘?f the Lot Grogs Q""'gm A.R.No. Brodaetian, by IPOA
ngredients Ry Sign/Date Sign/Date
_0°02  [me9[1920/6uw/0t®]0 | otf,_R\oiH |l e
I — 0 —— —3\oblYy | am
—— —l ool N
00 8 P [{q206uy [0te] 010 %\Ob\“f o2lot] 2l
I o 0 —boo \obyy | -
6 | Sunset Yellow supra ~— N = o) \Gb\"-/ N
i Lpn.032 Fa'sYals) ] \ 202X s1) & ) 2)oog 1Za LN f@-ggl@h;
I —=\ & __%‘O\R‘Ob\'y N
- 6. 4Soylob\Y | v
0-03  Imip)\q20/ewlawlofoery oy \obly (Greulihy
v~ —N —————oylobWY | e
N\ -—5@\(\0\0\’)/ D
\\&—-«N\ X oulpu In] N
;| Pregelatinized Starch 1500 1~ Y ' ,n,&o\,'.lg m\\eﬂk\'ﬂ L0\ 9.0 G X o\ oo\ chw)tﬁ,\ﬁ\
o LSl l02p\nga\ L\ ©1e \ 00 pey | X oulob )y |Qeu)s
\ N Ao\, | N
{ O o s, “oulg A | -
8 | Sodium Starch Glycolate BP 1200 4 2o &“‘\:’Qt R YL08s =4 Ox.\\‘m.\,'y Cé—t\.\‘lb(;)'\?
| —— e A 0\«\0\,\"\, N
- N Xoupe (T ND—
\w ) —_— Aocloejn. | -
9 | Magnesium Stearate 8P Q.00 P\ 202 @) @150 0\ | X 04lpels, CB"'/"(‘“‘%")
\ — ™ T | 0uDo)a, Nay-
\ N ——— Aou\eln, | NH-
10 | Purified water 9 A O - P ®e ﬁi?‘b ,L; -

to QA head for further instruction.

Prepared by:

Checked by:

Ap_pl:fived By:

Besi n.at;"on” QA Executive / Production Head / QA Head /
> ~ Designee Designee ok Designee
- e o
Sighature ) s } \2‘}“ A
; W, 0 3 I <\
ith Date N b 0 A Ve A G AL
S AR o sl N L

Note: Check the weight of the dispensed material, if found satisfactory, then proceeds to next stage, if any c!rs{tomnry infarm
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Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 15 0f 63
Brand Name | GENFORTE TABLETS Srequi 1D 977 Batch Size 800000 Tablets
Generic Name: g;‘;gz‘;f;'%g?%gg‘g%g;’?am ots | MFC NO: sTMEc/1ia/Re | Suparsedes MIFC il
w-!m?;zzxtm No.: GD210601 | Mfg.Date: 06/2021 Exp.Date: 05/2024
5.0 GRANULATION:
5.1 LINE CLEARANCE CHECKS:
S.No Chack Obsen_/ation
‘ Production | IPQA
1 Ensqre that all empty containers, labels, used polybags, hand gloves of previous Product/ batch sre w
removed from the area. A _— )
2 Check whether the scrap from waste bin is removed and new potythene bag is putinto it. W o)
3 Ensure that the previous batch BMR/documents are removed from the area. v _/)
4 (Eheck t_he ht.)usekee‘p‘mg general cleanliness of the floor, walls ceiling, tube light fixture, supply grills, v /2
riser grills, filters and electrical fixtures are clean. s
5 Check the cleanliness of the doors, door view panel, 3(3'9 stand and compressed air filter outer 4
surface. . ) vV
6 Check for absence of previous batch/product from area below machine and ingide the vessel. v o)
7 Check whether the equipment body of Sifter, RMG, FBD and Muitimill, Utensils are clean. X )
8 Ensure that the balances are cleaned and it's calibraticn status. . o ‘A
9 Check whether the Equipments/ Instruments to be used are within calibration/preventive v '
maintenance due date. v <7
10 | Check the cleanliness of the utility line {compressed air, First RO water and purified water). v A
11 | Check the cleanliness of the drain points. N
12 | Check the status board of the area is updated. - ; .
o Check the temperature & relative humidity of the area meet as per BMR requirement and ensure that v /
the records are updated. v 7
14 | Check the differential pressure of the area should be within the limit v /7 i
15 | Ensure the concurrent entries of log book. \ 77

Note: Tick mark (V) if Complies and {X) if Does not comply

verified by (IPQA)sign/date:

5.2 ENVIRONMENTAL

Equipment Vibro sifter Dry co mill FBD RMG Balance
Equipment 1D No: evtPevsiool 3"\?“}2&\\ 5"'\?&_&2\ NP oo s | STPRW N\ veq |
Previous Product; Pu‘x WO Q&DM )

Batch No. S0 \10%10bE
Cleaned by: N\l { NO (W4 -
Checked by: Production: % | IPQA: (@'\}

Date: Time:

CONDITIONS

Datezo&\g\“\v@g Time: 14 -0 0O

Observation Production Sign Observation

Production Sign

Temperature: 23°C to 27°C

034°C_ $ Iy

Relative Humidity:
45% to 55 %

—b

cuf

5.3 APPROVAL FOR SIFTING:

Production Sign/ Da@&\g‘o\‘)’(

e pigind
IPQA Sggn/txatmﬁﬁlvb |2t

Approved By:

Prepared by: Checked by:

Dasignation

QA Executive / Productior Head / QA Head /

Ry Yy

Designee Desighee

Signature

? e
wihoew | tﬁ*@fmf& y | S ot

TROLLED cop\fji

SN

|
|
1V




Note; If any discrepancy found, Initiate the deviation for corrective and preventive action and proceed to next step after QA approval,
*Document the sieve integrity asy.

Prepared by:

De¢

gnation

QA Exacutive /
Designee

Signature
| WA D

i

5 B in
¥ X gt cldl
i 20 B

_Approved By:

QA Head /
signee
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Safetab Life Science
~ BATCH MANUFACTURING RECORD page No.: 6of6s
Brand Name | GENFORTE TABLETS Sxofust 10 977 Batch Size 800000 Tablets
Generic Name: f,gﬁ;’;gﬁi‘;}gf‘ggg‘% N ablets | MFCNO: sT/MFC/118/R0 | Supersedes MF(i il
Batch No.: GD210601 Mfg.Date: 96/2021 Exp.Date: 05/2024
5.4 SIFTING INSTRUCTIONS:
5. NO PROCESS INSTRUCTIONS
1 Check the cleanliﬁess of the Vibro sifter. ‘
2 Use hand gloves while handling the materials.
3 Use Sodium vapor lamp throughout the process.
4 Carryout the sifting aperation as per current version of SOP.
5 Check the‘int:egrity of sieve before and after siftiné ancﬁ record in the BMR.
6 Collect sifted materials in cleaned containers in polythene bag.
5.5 SIFTING RECORD: LOT X
S. No Name of Ihgredient ofssi;{:ve Eﬁlffégg ch;rc‘:tkz%rz}lter Done by gﬁggﬁg
: before use* use* .
OK/ OK/ _5
1 Paracetamol BP 30# HetOk Not OK '\nmm — 0%\&\
2 Ib_upr?fen BP 304# HOE :(Q/ « _”0::(6/ K% V‘m W) _,% g)\ m\w
3 Maize Starch BP 30# ”C),‘K/; g HG‘K’EH \ \\ AR —i: &\C‘O\'y
Lubrication '
i oK/ 0K/
4 Pregelatinized Starch 1500 BP 404 oL OK Not-OK " Ctnﬂm{\\\ ( 503)%,9—% |
; : . , oK/ oK/
5 Sodium Starch Glycolate BP 404 oK Aot (K Qﬂmm&/\’\ &‘D”Sl bbl Df
6 Magnesium Stearate BP 60# " OK( _Mg:é% _QQM t%&/\’\ %bhl[}f

|
J!g

i



Granuiation:(Wet mixing)
Add the binder solution by following steps:

Binder addition: 3-5 minutes mixing at slow/fast speed

Safetab Life Science
BATCH MANUFACTURING RECORD page No.: 17 of 63
Brand Name | GENFORTE TABLETS -~ = 977 Batch Size 800000 Tablets
" .| Ibuprofen (400mg) and‘ " y « Supersedes MFC .
Ge‘nerm Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/LIB/RO No: it |
Batch No.: GDZ10§01 Mfg.Date: 06/2021 Exp.Date: 05/2024
5.6 MANUFACTURING PROCESS: LOT I
bate: Q
Step ] & \Ob\‘)/l Checked
Process Instructions Time Done By
No . ) by/Date
Started Completed
5.:6.1 Sifting:
Co sift Paracetamol, Ibuprofen and Maize starch through . . j
304. lYiax [\UUO | \JinoHy Tox\dY
5.6.2 | Dry mixing: ! o 4
Transfer the sifted material into 600 L RMG. \ b\ Y| \\‘\ . \[ . W] E \ b\'L‘
. < US | N0 Y — 3 \obl
Mix for 10minutes at slow/fast impeller speed and A
chopper ON at slow/fast speed. . ; . ’% '
\UK0 ||.c:00 |Ninoth ToR\eu\Y
5.6.3 | Binder preparation: o
Add Propyl Paraben Sodium and Sunset Yellow supra in
purified water and dissolve until to get clear solution. To }
this add Povidone K90 and dissolve until to get clear . : QM 1 \G \‘L’
coloured solution. \ q i QO \5 00 g 0& \0\
5.6.4 T

impeller and chopper ON at slow/fast speed. l S . oy \ L gl O% '\f‘\ T\QW) Q&\Q\O\Pi
Kneading: .

e 15:09 | \&: 10 [Niaoh Toxweey
Mixing: 2-5 minutes mixing at fast/slow speed _B
impeller/chopper ON at fast/slow speed. \ i\ K: Y \ino W\ 4 Oré\@\o\q,l

If required add additional Purified water and mix for
2-3minutes to form a required granules.

Additional Purified Water added . Ky

Discharge the wet granules in £BD bowl for drying.

5.7 DRYING: LOT ¥

NG

Step No Instructions Done by Checked by | Date
1 Use hand gloves, nose mask while handling the materials. 0
2 Check the cleanliness of the FBD,
b | O}\od
3 Carry out drying operation as per SOP, \} \1,\ Ob\?"
RN
4 Load the wet granules .Dry the material by following steps.
Prepared by: Checked by: Approved By: —:é |
o i QA Executive / Production Head / QA Head / i = '
Destgaation Desighee Designee Degignee I‘ C ON R ﬂ l» L( 0 copP l%
[ o o TEIETEII TETAREIIIIRTIRR,
| Signature . \”& % A |
| with Date RN e AP
Lenose | Qo dy R A |
L2 B W




Safetab Life Science

BATCH MANUFACTURING RE&?(}RQ Page No.: 18 of 63 B
Brand Name | GENFORTE TABLETS ;‘;’fs““ 0 977 Batch Size 800000 Tablets
.| Ibuprofen (400mg) and . - Supersedes MFC . \
Generic Name:| b0 ciamol (500mg) Tablets | MFC N(} ) ST/MFC/118/R0 | No: i
| Batch No.: GD210601 - Mfg.Date: 06/2021 Exp.Date: 05/2024
5.7.1 DRYING AND SIZING DETAILS: LOT I
: ot ’ Checked
Step Process Start Time End Time Done by by/date
Load the Wet granules into FBD and drying the
y granules at inlet temperature of 50°C# 5 °C with . E) b\
intermittent racking between every 10-15 minutes . - h ] ’lf
to achieve LOD limit 0.6%-1.2%. 15 30 \ b 30 N \ “/OW) OB\O
o i 18 N o * e
3 Ié%)?clo fimit 0.6%-1.2% on IR Moisture balance at | ouo God top%: -0 3@,’
4 | Sift the dried granules through 16#. l b:JO = Ry Dﬂﬁ’\ii’% Bab\ddbw(
Before use After use S!
5 Mesh integrity checks. OK/ oK/
' Hot-OK e 0K 14 &X’ht'g/a\ Q,B\‘O\O\M
Mill the retained granules thfough 2.0mm sereen .
® | and pass through 20%. ).:; 20 l"" 40O s.?&_“\ iﬁ’o) ’%5\0\0\1‘
) Before use After use i
7 | Screen integrity checks. oK/ oK/ o )
Not OK— NotOK > (ourheg ) 1 05\‘0\0\“’1

5.8 DRIED GRANULES WEIGHT RECORD: LOT 1 ‘

Note: If any discrepancy found, Initiate the deviation
*()ocument the sieve integrity as

fOl" corrac UV!-* Eiﬂ({ ;’)!"PVCH?NP ”"“T (')"1 [z

e hv S by}{ . -i AR
Sidighation QA Lxg(.ut.x\.e / Pmdg:t@n Head / ;
- Designes l)as;gneee ]
Signature ‘% 2 e ,}sﬂ %
with Date ( & R ;‘\ ‘}) '
G 53{ oSl 277 0% S

1t

P

QA Head /
__Designee, % g,();q TRO LL g ,} ' r”; P

Container No Gross weight (Kg) Tare weight (Kg) et weight (Kg) Weighed By Checked B:,z/ Date
A - :
“A.3) 0 -\0 ho -16
2
29 .19 D-\E g -A(
3
L).229 & \4 AR
4
ho2L O-\4 ho-\© &
5 )
. c K ' O <\ ’ . )0@ ™M
6 2296 \ 229 | oW =)ot}
7 " jy‘m' A \-P
Ao D e €\t
Total weight of dried granutes (Kg): Cele
\q £-12
5.9 SIFTING RECORD: LOT It
X Integrity Integrity 5 ;
; Size 4 . Checked
SN g g ; hecked hecked afte Done by
S. No Name of Ingredient af sy b;;ig ise* s ecuge* er Jane by By/date
1 paracetamol BP 30# ; OKQ/ (> NGO;KQI K. N’l N0 H,) ‘%\Db\u
0K/ - ) y
g Ibuprofen BF 304 Mot Ok \“ Q0 H/) 9 \O‘O\"{
3 | Maize Starch BP 30# Wik S | 5 0 gb\'l,

b after OA spproval

PY i




Granulation:(Wet mixing)
Add the binder solution by following steps:

Binder addition: 3-5 minutes mixing at slow/fast speed

Safetab Life Science
BATCH MANUFACTURING RECORD Page No:: 19 0f 63—
Brand Name | GENFORTE TABLETS ;’&:’f“‘“ e 977 Batch Size 800000 Tablets
. .| Ibuprofen (400mg) and . " Supersedes MFC )
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0 No: AN:&
Batch No.: GD21060_1 Mfg.Dater 06/2021 Exp.Date: 05/2024
5.10 MANUFACTURING PROCESS: LOT 11
Date ;
Step Oh,} ; OB } 2 Checked
Process Instructions lime Done By '
No B - by/Date
Started Completed
5-10.1 | sifting:
Co sift Paracetamol, Ihuprofen and Maize starch through » W
30#. o6'lo |(Q6'5 0O Q¥ o | B\t I
5.10.2
Dry mixing: 0
Transfer the sifted material into 600 L RMG. \
0062~ |0 0o |arv o | B0
‘Mix-for 10minutes at slow/fast ir}xpeﬂer speed and '
chopper ON at slow/fast speed. g
OF;02- |0 )2 | Q¢ &N AL
5.10.3 | Binder preparation:
) Add Propyl Paraben Sodium and Sunset Yellow supra in
Purified water and dissolve until to get clear solution, To
this add Povidone K90 and dissolve until to get clear ' 9.0 \ © ;>V W
coloured solution, 06 ‘ 06 Rl N A QJ‘ M
5.10:4 | ' : - o

impeller and chopper ON at slow/fast speed, o} ) 5— o3 V?
Kneading:
N Q
“““““““ ONro |OF:22 Gegov %&\ M
Mixing: 2-5 minutes mixing at fast/slow speed
impeller/chopper ON at fast/slow speed, ~ 3, 9/3 O?) DI~ S\(?\” . M 9%\,4
L4 A PANR SV

If required add additional Purified water and mix for
2-3minutes to form a required granules.

Additional Purified Water added _____ ANy Kg I \Ner ) NP
Discharge the wet granules in FBD bowl for drying.
5.11 DRYING: LOT 1T
Step No Instructions Dorne by Checked by Date
1 Use hand gloves, nose mask while handling the materials. B
2 Check the cleanliness of the FBD.
3 Carry out drying operation as per SOP. W T o a‘%\
g Spo?@ \od 2,
4 Load the wet granules .Dry the material by following steps, f

g

b

- Prepared by: Checked by: Approved By: I
R R g
251G LAEBIGNGe S : i, e
e o Q I’{'C‘;:?‘#T-ff?{ LED COPY ﬁ
Signature Y. AL R |
it ate { Jd g M%g}’;bi/ N \9'/ (e
wenoate | (Ol 4 vrbelyl | A LM




Safetab Life Science

BATCH MANUFACTURING RECORD Page No.: 20 of 63
Brand Name | GENFORTE TABLETS g‘;‘*f*““ " 977 Batch Size 800000 Tablets
.| Ibhuprofen (400mg) and " o Supersedes MFC ’
Generic Name: Paracetamiol (500mg) Tablets MFC NO: ST/MFC/L18/RO No: il
Batch No.: GD210601 Mfg.Date: 06/2021 ‘Exp.Date: 05/2924
5.11.1 DRYING AND SIZING DETAILS: LOT II
Step Process Start Time £nd Time Done by %};?gg?g
Load the Wet granules into FBD and drying the
1 granules at inlet temperature of 50°C+ 5 °C with | V
intermittent racking between every 10-15 minutes N '
to achieve LOD limit 0.6%-1.2%. %= | 0B/Z0 | R ot Skl
3 ;g?{‘;igéllmit 0.6%-1.2% on IR Moisture balance Observed LOD%:__ & - g 3 i
Si i , . — 5
4 | Sift the dried granules through 16# O 25 ©oq' o5 S‘-’T{ p X\,o%\ I
Before use After use
5 Mesh integrity checks, OKJ OK/ 6 b‘
‘ . Not-O— ot Ok Sy .oaa N\O% ‘ A
6 Mill the retained granules through 2.0mm screen
and pass through 206, AN'wF 09,277 | SN L g\at)
Before use After use o
7 Screen integrity checks. oK/ QK/ )
Net-OK sotok- | S WS %*\bfo\u\
5.12 DRIED GRANULES WEIGHT RECORD: LOT IX
Container No Gross weight (Kg) Tare weight (Kg) Net weight (Kg) Weighed By Checked By/ Date
1
ko -3 AL he-16
2 ) ‘
M3¢g | pn-(6 hy-19
g
ho 0% o -6 2%
4
Q6 -Ab 0 -\( 25
5 . .
2\.9) | o b | 3vas | oM | Ealean,
6
[
7 ’ 7VH \?
{_oh) e\
Total weight of dried granules (Kg): o
\9% - ») vy,
5.13 SIFTING RECORDy LOT IIX
Integrity Integrity el
S. No Name of Ingredient afss"(eie checked checked after Done by ?%i‘éﬁ
: before use* use* s
; OK/ OK/ h
1 Paracetamol BP 30# Mok OK Net-OK
OK/ QK/
2 Ibuprofen BP 304
Het-OK— <Net-oik ST BN AP
. y OK/ QK/
3 Maize Starch BP 304# o
e et 2 O 1 2 WY AV

Note: If any discrepancy found, Initiate the deviation for corrective and preventive action and proceed to next step after QA approval.
“Document the sieve integrity asy.

Prepared by:

Checked by: ’

Rowroved Sya R S

]

Deasignation

QA Executive /
Designee

Production Head /

Designee

Signature

with Date

@“’“ﬁ(*?ﬂ;ff&&b;_ s 24

i
i
H
i
3
H

QA Head / 1; C O N

Designee
58
SN
Ve

TROLLED Copyﬁ

TSI T e 4




Granulation:(Wet mixing)
Add the binder soluticn by following steps:

Binder addition: 3-5 minutes mixing at slow/fast speed

impeller and chopper ON at slow/fast speed. '\ o2 \ o 8 6' Q%{
Kneading:

o266 | Yor38 |Qf8xan
Mixing: 2-5 minutes mixing at fast/slow speed
impeller/chopper ON at fast/slow speed, \ o )1 o \ o) )'\L, _9 Y‘?Y

If required add additional Purified water and mix for
2~3minutes to form a required granules.
Additional Purified Water added N Kg

Discharge the wet granules in FBD bowl for drying.

5.15 DRYING: LOT IXX

N

Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 210f63 |
Brand Name | GENFORTE TABLETS §';°f*““‘ 0 977 Batch Size 800000 Tablets
. 1 Ibuprofen (400myg) and ' " . Supersedes MFC .
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0O No: Nil
Batch No.: GD210601 -Mfg.Date: 06/2021 Exp.Date: 05/2024
5.14 MANUFACY! URINQ PROCESS: LOT 11X
Date :
on)os o4
Step ) ) Checked
Process Instructions Time Done By
No by/Date
Started Completed
5.14.1 | Sifting:
Co sift Paracetamol, Ibuprofen and Maize starch through \ %
304, ' Mo | 12006 |gudidn [N\ A
5.14.2 | Dry mixing: : ;
Transfer the sifted mater a[ into 600 L RMG. . , W
N0 | 12212 | v Bt i1
Mix for 10minutes al slow/fast impeller speed and
chopper ON at slow/fast speed. . '
AR S TR S P AN LlfVé Aet) 2y
5.14.3 | Binder preparation:
Add Propyl Paraben Sodium and Sunset Yellow supra in
Purified water and dissolve until to get clear solution. To &
this add Povidone K90 and dissolve until to get clear . N -\ )
; coloured solution. \0 NO \ © &W&"f"' 25\’\\"(‘-\?’\
5.14.4 ' e

Step No Instructions Checked by Date
i Use hand gloves, nose mask while handling the materials,
2 Check the cleanliness of the FBD.
3 Carry out drying operation as per SOP, -~ \k’ b DS’(\PQ" 24
28
4 Load the wet granules .Dry the material by following steps ;
Prepared by: Checked by: Approved By: B T T
i §P5 H pr » = |
et | T | e e
......... sl i i . = b i g n L L[ D (9} n ;
& i ! ¢
Szgnaum m \. . U S s 9_(.': Y I
with Date &jf{ 4 “ﬁé ”{ ; \»\}:@ \{)X\A‘ \‘ Q‘%f\mx i I
AT S G } g v?zif ﬁ\ ¥ S i
} H



Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 22 of 63
Brand Name | GENFORTE TABLETS Anr 977 Batch Size 800000 Tablets |
LA s e
y | Ibuprofen (400mg) and X ] : Supersedes MFC i !
Generic Name:| ., o cetamol (500mg) Tablets | MFC NO: ST/MFC/LIBRO | o e ) |
Batch Nou: GD210601 Mig.Date: 06/2021 Exp.Date: 05/2024
5.15.1 DRYING AND SIZING DETAILS: LOT IIX e
Step Process Start Time End Time Done by g‘;?ﬁgfﬁ
Load the Wet granules into FBD and drying the
1 granules at inlet temperature of 50°Ct 5 °C with
intermittent racking betwesn every 10-15 minutes 60 ‘o N }
to achieve LOD limit 0.6%-1.2%. \ D \ ) 5 —S)‘(’J"S Zp/w\\b(r)/}/’
3 gg?g/a: Hmit 0.6%-1.2% on IR Moisture balance at Shenrved LOD%;.,..LM‘_.Q ;:2,’,‘1 »
4 | Sift the dried granules through 16#. |2 yoo VDY o o, <§\Y\‘S‘/\\ AR
Before use After use C
5 Mesh integrity checks. OK/ oK/
, Mot ol NOTOK ORRD) s\
6 Mill the retained granules through 2.0mm screen
and pass through 20#. \2) 20 '\2 ' o \(" 1 e\ ot 21
C Before use After use ‘
7 Screen integrity checks. OK/ OK/
4 ) '
Notok— “NOtOK Seren *‘k\v c\
5.16 DRIED GRANULES WEIGHT RECORD: LOT IIX
Container Nov Gross weight (Kg) Tare weight (Kg) Net weight (Kg) - Weighed By Checked By/ Date
I
WNeo® | o \L | 2092
2
hhe2s | p-\§ hh-253
3
hG. 22 p-\b hée S
4
RR-6¥ | o \b 23 -k
5 :
. #( . 2. Qc ©
- 2L\ 0 -\ Ly 2Y Srfov~ %\‘agw
S
7 N /AL '\_g
¥ /0“\‘,49 b
Total weight of dried granules (Kg): L
AR %
5.17 SIFTING RECORD: LOT 1V
i Integrity Integrity s b
S. No Name of Ingredient ofJf.;liZép;/e checked checked after Done by g /%jt;;:r?
e before use* use* A
: OK/ OK/
1 Paracetamol BP 30# 2 . N
mol Mot OK “Not-EH gﬁr\ O _ﬁg&\@b_\?j
i Ibuprofen BP 30# ,O,,,M F)K/ \ﬁ(\(iwm %\\\Q&)\M
; , . MOK; HHOE:/” Se 'Se .
3 Maize Starch BP 30# Nt OK Mot OK VYoM | \\\‘0‘0“/

Note: If any discrepancy found, Initiate the deviation for corrective and preventive action and praééeéiﬂtg next stc:;"esft&r QA a;}guvfﬁ
*Document the sieve integrity asy.

besignation

Signature
g with Date

Prepared by: Checked by | Approved By:
QA Executive / Production Head / QA Head /
Designes Designee Designee | "
i TN
NI Ry S VA
) g k%ﬁfﬁ” " A e - B s '.‘3‘;;\
ey : X | NS

MIROLLED
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Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 23 0f 63
Brand Name | GENFORTE TABLETS z‘;"f“’“ L 977 Batch Size 800000 Tablets
3 .| Thuprofen (400mg) and " Supersedes MFC .
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/LIB/RO No: il
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
5.18 MANUFACTURING PROCESS: LOT IV
- OY4lobly,
Step . P S Checked
_Process Instructions Time Done By
No by/Date
Started Completed
5.18.1 | Sifting: _j) th
Co sift Paracetamol, Ibuprofen and Maize starch through § . ST\’ - \
30#. \3\80 lq ST ‘o) T o\ Ob\');'
5.18.2 | Dry mixing: »
Transfer the sifted material into 600 L RMG. '\ b e 00 &\ o\
| | 1 | 142 20 {Srisom |2y
Mix for 10minutes at slow/fast impeller speed and o
chopper ON at slow/fast speed. \\»{ . 913- . 2)5 \9\5‘\\ __% b\
( . IR 1\ YOrmM ‘D\&\(’ Vi
5.18.3 | Binder preparation: Y
Add Propyl Paraben Sodium and Sunset Yellow supra in
Purified water and dissolve until to get clear solution. To . . . ‘
this add Povidone K90 and dsssolve until to get clear \\‘t 1090 (Y20 r\f\’(\!) n? \\\Ob\,r)j
cotcured solution. '
5184

Granulation:(Wet mixing)
Add the binder solution by following steps:

Binder addition: 3-5 minutes mixing at slow/fast spead
impeller and chopper ON at slow/fast speed.

M. 83

o\t

Kneading:

vyl

B TN

Mixing': 2-5 minutes mixing at fast/slow speed
impeller/chopper ON at fast/slow speed.

If required add additional Purified water and mix for
2-3minutes to form a required granules.
Additional Purified Water added — Ky

Discharge the wet granules in FBD bowl for drying.

5.19 DRYING: LOT IV

Step No Instructions Done by Checked by Date
1 Use hand gloves, nose mask while handling the materials.,
2 Check the cleanliness of the FBD, f
% oylobly
3 Carry out drying operation as per SOP. (\s\ngm
4 Load the wet granules .Dry the material by following steps. )

Prepared by: Checked by

Approved By: |

Designation

Production Head /
Designee

QA Executive /
Designee

Signature
with Date -
ithie - R

A\

v AR i Lo A i

QA Head / = b i
Designe= || € ‘JT-‘T'OLUD COPYJ1
\Q} lﬁ,\%%& { o eSS :-.
\ﬁ.?}:w §



Safetab Life Science

sm'ge No.:

24 of 63, \

BATCH MANUFACTURING RECORD
Brand Name | GENFORTE TABLETS ot 977 Batch Size 800000 Tablets
g | Ihuprofen (400mg) and " P Supersedes MFC ; =
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/LI8/RD No: il
‘Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
5.19.1 DRYING AND SIZING DETAILS: LOT IV
Step Process Start Time End Time Done by Checked by/date
Load the Wet granules into FBD and )
drying the granules at inlet temperature )
1 [ of 50°Ck 5 °C with intermittent racking \ . . - . '
between every 10-15 minutes to achieve \5 - 00 \ b cOH 3«\3\0(0[{) O \\\0\0\1/
LOD limit 0.6%-1.2%. .
LOD%: limit 0.6%-1.2% on IR Moisture B I .
P i Observed Lob%:__ 1+ 19 /.
4 | Sift the dried granules through 16, \b 00 \ b YO \’\Lﬂﬁt\ﬂ.\lﬁ&&q O\\\Q \0\’),( -
Before use After use
5 Mesh integrity checks. oK/ oK/ ) ‘b
? . w .
-  NetoK— NOEOK N &T%&hog\m 0\\\Q \M
Mill the retained granules through 2.0mm }
6 | screen and pass through 204 \ b ANy \‘# MRV \ﬂjogjubu&g O\\\Q\O\?"
s Before use After use -
7 Screen integrity checks. OK/ oK/ N ‘
MoK~ NoreK NAY %“"‘0&’\ Q \\\0\0\'\7
5.20 DRIED GRANULES WEIGHT RECORD: LOT IV - -
Container No Gross weight (Kg) Tare weight (Kg) Net weight (Xg) Weighed By Checked By/ Date
;>
hash | o -\b LKA \2
2 :
29 . 0( o -\t 28:%0
3
hh-20 | p -6 hh- 6 K4
4
QA3 -1t 2 - \H ) | o)
5 — ) 2604
66| ol 2030 | o
6 T YV
| — S
7 l VALY \%
)
Total weight of dried granules (Kg): L
(014 28 A

[ 4

Signature

L)
& Y {

Prepared by: Checked by: Approved By:
i i i ad / d f
Designation QA Exgcutlve / Ptods:zctysan fie Lol QA Heat,i / )
Designee Designes Designee f’
N Nt E _PVPY




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 25 of 63
Brand Name | GENFORTE TABLETS ;‘;‘f’““ 10 977 Batch Size 800000 Tablets
.| Thuprofen (400mg) and . Supersedes MFC ;
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/LL8/RO No: Nl
Batch No.: GD210601 Mfg.Date: ‘ 06/2021 Exp.Date: 05/2024
6.0 BLENDING AND LUBRICATION:
6.1 LINE CLEARANCE CHECKS:
g Observation
S.No ' Checks
- production | IPQA
1 Ensure that all empty containers, used polybags, labels, ‘hand gloves of previous Product/ batch
are removed from the area. V) |
. Check whether the scrap from waste bin is removed and new polythene bag is put into it. (Vg )
3 Ensure that the previous batch BMR / documents are removed from the area. (Ve )
Check the housekeeping general cleanliness of the floor, walls ceiling, tube light fixture, supply : i
grills, riser grills, filters and electrical fixtures are clean.
g Check the cleanliness of the doors, door view panel and SOP stand. \ 7
6 Check the cleanliness of the utility line {compressed air, First RO water and purified water), e V7
7 Check the cleanliness of the drain points. " (g
8 Check for absence of previous batch/product from area below machine and inside machine by — !
opening the guards of Octagonal blender. A
9 Check whether the machine body and control panel of octagonal blender is clean. N N
10 Ensure that the balances are cleaned and it's calibration status. (e A
Check whether the Equipments/ Instruments to be used are within calibraticn/preventive
11 G ) -
maintenance due date, I
12 Check the status board of the area is updated with cleaned label. " 7
13 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure _
that the records are updated. 7
14 Check the differential pressure of the area should be within the limit. -7 Y%
15 | Ensure the concurrent entries of log book. -7 !
16 Check the functioning and cleaning of return riser. a

v
Note: Tick mark () if Complies and (X) if Does not comply
Checked by (production) sign/date:..... %\,{\0"0\5’\ verified by (IQQA)sign/date%lugl“

Octagonal blender (22001)

Equipment
Code No ST/PROB/OOL
Previous product Q\AM % N \_0\
Pateh Mo Q2\an AWV E

Cleaned by: \Mm X
¥

. 0 :
Checked by: Production:.. I IPQA:. pt’ ‘

S Prepared by: Checked by: Approved By: o
Bestaraticn QA Executive / Production Head / QA Head /
9 Dasignee Designes f}esig;&
gy ) B T -
Signature ’ 6("\_, y""‘“"&“i\! nt | \Q\;ﬁ’ 4 ?&?‘;ﬁi; ToA;
O A PR Cogtv oV TR
Nz ;‘(Aﬂ[:@”‘?&f il O A




Safetab Life Science

BATCH MANUFACTURING RECORD Page No.: 26 0f63
Brand Name | GENFORTE TABLETS Gl 977 Batch Size 800000 Tablets
. .| Ibuprofen (400mg) and ; ' s Supersedes MFC y
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0O No: Nil ‘
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
. Date; » Time: Dite: Time:

6.2 ENVIRONMENTAL CONDITIONS: m\wl, Yy 19y 29 f :

‘ Observation Production Sign #Ogsewatton Production Sign

- EN

Temperature: 23°C to 27°C pu. A\ L X_ \"\ B
Relative Humidity: )
45% to 55 % S\~ X ' o

6.3 APPROVAL FOR BLENDING AND LUBRICATION: Qu\Db! 5.;
Production SIgn/Dater. . .ewme
X T\ pe\ ™y
6.4 BLENDING AND LUBRICATION INSTRUCTION:
f)ate:
ouw\ov\Ny
Step
‘ Process Instructions Time Done by Checked
No. by/Date
Started Completed
A Use hand gloves, nose mask while handling the materials.
2 Operate the Octagonal Blender as per the current version of the SOP.
3 Co sift Prege!atinized starch and Sodium starch glycolate
through 403#, \e A\ \§", sY EAQG.N oW el
A} i
4 Load the sifted materials ajong with the dried granules into the X
Octagonal blender. \
€eC IRV [ Ralan,:
oul\p AL W
N v
2 Mix for 15minutes. \ \ L
D0 g &a\Qouq" SLAD 6]
6 Sift Magnesium Stearate through 604 and distribute / sprinkle
over the blended material. \ X u\L \Q\\ < \ G .
" ' c\.QaM oL\n bl
7 Mix for 5 minutes. \ ‘ xr—
<
LR ARNA-Y Rodeoy  0uU\on1d,.
8 Unload the final blend into suitable containers lined with double o
polythene bag container with proper label, Net
00 Lo Rl o
5 L halor, 10 \bel)y)
9 Record the weight in below mentioned table. ~ ~ ~ ~
R Prepared by: Checked by: Approved By: | l'
L g QA Executive / Production Mead / QA Head / 1P N SR s,
o Designee | Designee ___vesanee [ CONTROLLLD Copy j |
Signature ¢ f \5’; . A R S !
with Date GQ /& - ~ OO
P N Y \«?AZ }ﬁsé}é /;{ - }?‘%‘\ B ]




- Safetab Life Science

BATCH MANUFACTURING RECORD Page No:: | 27 or 63
Brand Name | GENFORTE TABLETS ;‘:’f?““ 1B 577 Batch Size 800000 Tablets
Generic Name: {,2‘;?;‘;?2%?223‘09% ;;‘f.abl otc | MFC NO: ST/MFC/118/R0 fk‘;{f‘amm“ Mrc Nil
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
6.5 WEIGHING OF FINAL BLEND: Date: 9\&\0*0\ D\
Container, \Sé?;ﬁt V\E;ié wggtht Weighed| Checked | Container fé%sst J;;E;‘t w?ﬁ?ﬁ&t Weighed! Checked
No % inKg | inKkg by by/date No in Kg in Kg m‘ Kq by by/date\ .
1€ 122.2218.60 3672 | Sovo B | 31 e
72 15500.60 |h2op e Kl | 32 [
’5 A0 8512, 60 126 325 o Xver— $5108l2, | 33 \
<4 h\9 FO 22 Sk g~ Wolog ) 34 \
25 T b go k)8 2 S |bsslosion | 35 \
<6 A?B*RQE@.WO h)ohn |SPenr |#65T06)3r 36 N
//_ T 002|860 |hhK 2 e bosbln | 37 \
¢ In322e o W\ 2 2labe Foalot)n | 38
<9 Tha.2%2.60 hoe 83 LEE%) 2, | 39 \ L
10 6521260 M3 ho |ocPro [hig)2 40 \ i
Al Aap SR 50 |36 .06 | e |aoslei] 41 \ |
12 A\ BEo 2299 [acvar Wlofle | 42 \
B 159039 60 |26 6 3aSer Bk | 43 \
M e 828,60 |h9-22 late bagoghn | 4 \
15 A £51.9. 500216 REe Woslt 45
/16 —ak S5 2. 650132000 58w Wihlathe| 6.
Vw23 A BT 5062 SPe @abloe[nr| A7 \
I8 T ARG (L 21D (S8 Lokl 48 \
19 D EBIRED |05 e Beiltin |49 \
/20— a\D3 | 260 (993 St 454os | 50
S 51 |
2 N 52 %
23 N~ 53 \
= = N
26 N 56
27 ' 57
28 Ny 58
29 / 59
5 1 = .
Total weight of Lubricated granules: 82h 6 7/ kg i
Intimate IPQA to draw the sample. Sample withdrawn by IPQA

b il

Production Sign:.‘!ﬂ DateOQ”E//L/ 1PQA ‘Slgncﬁ' . l:)a?;e:.QiQElQ\ )

A= |

e

- et Prepared by: . Checked by: "~ Approved By: o
Nesianati QA Executive / Production Head / 0A Head / | NT D iy
. o Regignes Pesignes Designee || CONTROLL tD COP L

s
H i i £y “ 3 40 “
Signature NATA

M*ww




Safetab Life Science

BATCH MANUFACTURING RECORD Page No.: |28 0f 63

Brand Name | GENFORTE TABLETS et 10 977 Batch Size 800000 Tablets
. . Ijbuprofen (400mg) and . —— Supersedes MFC
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MEC/11B/RO No:
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
7.0 RECONCILIATION:
1.0 Theoretical weight of blend : 832.000 Kg
2.0 Actual weight of blend ; “ LA 51 Ky
3.0 Manufacturing Loss (1.0 - 6.0) P
In-process samples . i
A | IPQA Samples : K
4.0 e i : AR &
B | QC Samples ¢ | 08 45 Kg
C | validation Samples  4— ﬁg‘@\ oo %ﬂd@ 4 O 405 @ Kg
) U o
5.0 Total samples: (A+ B +C) : 4 o ():\— K}
6.0 Total: (2.0 + 5.0) ?&6 3)" Kg
7.0 % Yield = %gx 100
. 1 Y%
(Lirnit- NLT 99.00%)* q q 7‘2 o

*Tentative Himit :
If yield is out of limit, raise deviation and inform to QA. After QA, investigation and approval proceed to the next stage.

Total rejects destroyed: ...,,6.565,.(.Kg(Rejected materials sholld be destroved in the presence of QA)
Done by Production sign/Date:A...MﬁfQ&M/f Checked by IPQA sign/[)at:e:.ﬁﬁ:.@ﬁ@&)\?-\
Reconciliation done by Production sign!Date:...Maﬁ.W. Checked by IPQA sign}[Dates:.m%qugb'g'\ g

7.1 BLENDED GRANULES RELEASED FOR COMPRESSION:
Reconciliation checked and blended granules released for compression.

Production sign/Date::gr‘.lh.‘ft.%.',f..(?.“."'“ IPOA sign/Date:......... @ ‘)/93[% / %
Prepared by: Checked by: Approved By: -
QA Executive / Production Head / QA Head /

Designation

Designee Designee Designee CONTR OLLED COH

vl

Signature , P . . WA
. [ ¥ AOSNTY \QP ‘gﬁ -
with Date M»g\?ﬁ 1 %»2 ; "’"ﬁ@f”‘i“v ;3%\




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 29 of 63
Brand Name | GENFORTE TABLETS ¥ ekl 977 Batch Size 800000 Tablets
& .| Ibuprofen (400mg) and . Supersedes MFC ) .
Generic Name: Paracetamol (500mg) Tablets MEC NO: ST/MFC/L18/RO No: il
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
8.0 COMPRESSION:
8.1 LINE CLEARANCE CHECKS:
SNo - Checks Ol?servatiosw
: production 1PQA
1 Ensure that all empty containers, used polybags, labels, hand gloves of previous Product/ batch /
VVVVVV are removed from the area, , |
e Check whether the scrap from waste bin is removed and new polythene bag is put into it, (g /
3 Ensure that the previous batch BMR / documents are removed from the area, — o '
4 Check the housekeeping general cleanliness of the floor, walls, ceiling, tube light fixture, supply s
grills, riser grills, filters and electrical fixtures are clean. L
5 Check the cleanliness of the doors, door view panel and compressed air filter outer surface. T /
6 Check whether the machine body and machine parts like hoppers, feed frame, and d:scharge / )
chute and ejection chute and control ;:lanel are clean, \_— ’
7 Check whether the dust collector main body and hosepipe of the dust collector is clean. N e /
8 Ensure that the balances are cleaned and it's calibration status. (e
9 Check whether the Equipments/ Instruments to be used are within calibration/preventive P /
: maintenance due date. |
10 Check the status board of the area is updated with cleaned label. |
11 Check the temperature & relative humidity of the area meet as per BMR requirement and - /
ensure that the records are updated.
12 Check the differential pressure of the area should be within the limit. —
13 Ensure the concurrent entries of log book. "’,/
14 Check the Release Status of product Lubricated blend. | e o |
15 Check the calibration status of related IPQA Equipment like hatdness tester, Vernier Caliper, DT 7
i apparatus, Friability etc. L ~
16 Check the functioning and cleaning of return riser, L— ./

Note: Tick mark (V) if Complies and (X) if Does not comply

Checked by (production) signldate:...«g.’.,ﬁﬂ.....'lr.’}.'.?.ﬁ./ el

verified by (IPQA)sign/date:... X—JJ@)J?)

Equipment Double Rotary/Single Rotary Balance Area
Compression Machine
. . ST/PRCM/001 or ST/PRCM/003 or
Bgiipment i Be.; ST/PRC/004 ST/WB/202
Previous product: AcCe - 2
Batch No, 52184 6002 F ’
e (- b /e Date: B
8.2 ENVIRONMENTAL CONDITIONS: Lt R s, — e S—
QObservation Production Sign Observation Production sign
4% o]
Temperature: 23°C to 27°C 2 u'f¢ Fo ~
R} 7 .. S SRR
Relative Humidity: - . ’
45% to 55 % $ a5, I

8.3 APPROVAL FOR COMPRESSION:

Production

Coosfeal

S 23 (ek/2sy

sign/Date:... IPQA sign/Date: ...

|
|
|
|
|

I

Prepared by: Checked by: Approved By:
. y QA Executive / Production Head / QA Head /
Beslgnadion Designes Deq;gnec Designee | o
- 1 \,nmrmuw (‘orwjj
Signature ( 3 \3“-\5& Rt P e TP R
itk Daste ATERTRA o b7 LEn
Lo | Qv whely] S il
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| Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 30 0F63 ¢ |
Brand Name | GENFORTE TABLETS N ductin 977 Batch Size 800000 Ta |
. .| Ihuprofen w(“q»{)ﬁmg) and ' . i Supersedes MFC i ;
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0D No: M 5
Batch No.: GD210601 Mfg.Date: 0672021 Exp.Date: 05/2024 J

8.4 PROCESS INSTRUCTIONS:

2 Start End Done | Chacked |
5. No | . Process Instructions Time TiFe BY | by/date
i ~Check the cleanliness of area and equipment. j i : :
""" | Ensure that the correct punch sets are issued as per the Punch isste record and ensure the cleanliness and verification of
P the punch and dies,
Mo lo bjn o3 O '9_'5[:: )
Checked by/date(production):~£~'~~~~~—~}—~w"~” - verified by/date(IPQA) ;- = muana j -
Set the 27/20 - station double/single rotary compression machine with {
Upper Punch 1 19.3x9.0mm oval shape biconcave with score, ! ,»
i —~K
3 Lower punch : 19.3%x9.0mm oval shape biconcave plain, [3 i )
i . 1)r0e X 6 len
Dies . 11930.0mm. - Rk il PYIR
4 Transfer the blend to compression.cubicte. Load the granules in both the hoppers of . 1 X
the compression machine. : R l“’{,ﬁ%ﬂq_t Ylothe
Operate the 27/20 - station double/single rotary compression machine as per the , ,
5 current version of the SOP and reject tablets of the first three round which shall be P D [ S f"\
destroyed as per SOP. ' , el Kedkeod LN RPEYOVN
6 Check the initial tablet for all the parameters as described below and set the . Y R
machine accordingly. Lol 12012 1Bt |2 b ey
7 Collect the compressed tablets in polythene bag lined and labeled cleaned . 2R {
containers, w g"“‘ 20 38 | \?_“"":':‘* .,M.,,,,.Z},\n,‘,dt?u
8 Check and record the weight of the compressed tablets, L ;
8.5 COMPRESSION SPECIFICATIGN/PARAMETERS: \
f No. of tablets to be Frequen ‘
5. No Parameter ' Limits checked from each | . R |
side Prod IPQA
Light orange coloured oval shape hiconvex I
] Appearance uncoated tablets with half break line on one 20 Every 30 min Every 1 b :
_ side and plain on another side. SRS S
. 1040mg= 3,00% T Eveiv i hr |
2 Average weight (1008.80(}n19~1071.200mg) 20 very 30 Tjrk Every i n B
. Weight of 20 20.8000:+3.00% . i ¢
N 5 ¢ 1 hy ;
’ tablets (20,176 to 21.4249) | Peveomn | meyib }
AR ) £5% of average weight . . o
. 2 Every | h Every 2 h
B e (988.000mg to 1092.000mg) D[ Bevite | Bevainw
5 Hardness 160 N to 230 N (To be monitored) 5 Every 30 min Every 1 hr
6 Disintegration time NMT 15 mins at 37°C# 200 6 Every 1 hr Every 2 he
. ; ‘ 7.90mm% 0.3mm (7.60!’?}5’)’1 to 8.20 v:nm) T ‘:‘” e - - “ PRaER
i 5 Cvery 30 Every 14
’ Lainen (To be monitored) it 0 SRE T
8 Friability NMT 1.0% 20 f Every 1 hr by 2 b
M/C set up done by {Operator): /;M Yol Date: 2915 6/& Lf 5
M/C set up checked by (Production): s, p." Date: 22 lab /Zo),, |
‘ ign: , Date: D j
‘ M/C set up checked by IPQ‘S??QST (ﬁav/ i ?}'Ktﬁ E:[&L L
. Prepared by: | Checked by: | Approved B: | N
R e . QA Executive / Production Head / § QA Head / % i
! Pesignation Designee Designes i De o - !
- e S e e ;
Signature e A YA I OON?ROL LED COPY f
with Date »;; %“%’%” 4O i TRV @ e i



Safetab Life Science

i’iage Mo

BATCH MANUFACTURING RECORD 31 of 65
Brand Name | GENFORTE TABLETS § Toa 977 Batch Size 800000 Tablets
” .| Ibuprofen (400mg) and X Supersedes MFC .
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST{MFC/M&?/RG No: Nil -
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024

MA

G Fo

EIGHT

iformi ‘ . +5% of aver weaigh
U“‘i?é?;‘?f? o Balance (224 tobs orb (oY (988.000mg to 2322(050;9)'
1 ,
%;afoptgsgggt Balance 22301 2o. 91y (zgﬁ'“?ggo o iﬁiélm
£,
A&'?f;ﬁf Balance (ene el <1aosf§§§§§igﬁf’fém>
Hardness Higgéss 20| 18 0 160 N to 230 N (To be monitored)
7.90mmt 0.3mm
Thickness Vernier T ) sm T.90 mm (7.60mm to 8.20 mm) -
) . {To be monitored)
Friability Friabilator 137 Sy, NMT 1.0%
DT DT Apparatus | © 1 M=t fobl 1 paspate 05 NMT 15 rnins at 37°C42°C
Light orange coloured oval shape
Appesrance slieal Cgh R biconvex uncoated tablets with half
: P leey Cem ) ley break line on one S!d@ and plain on
gg Weight Thickness ‘ig Weight Thickness Sg Weight Thickness Sg Weight Thtft:neii )
1 Edky F-91 | 25 [ogb YR loheo-d L. .92 .| *° loxy 23
2 (obps 1.3 | 26 (249 fo R 2 (29 X Ay 26 Lo ). .
3| eyt | a.ax |7 (25w g | 3 Loy 8T | 27 | iowy X7)
4 loy A e | 28 (249 2 L2y % .37 3 Leu? 22%
7 (oh 3 | 29 loy nog |3 (243 2% 24 124y X e
o X n.g¢ | 30 (o) 5. | 6 (226 v | 30 |ous Y.
7 123 DAy 31 izyd Yd2| 7 (€Y 2.2y 31 Va5 Xy
8 Lol oz | 32 249 >.8 | 8 et S 1 2% 52 [24% Y Ye
7 pam2 xedo | 33 L2492 >.59.0..2 (2 4¥ e 4 249 b
10 | iou) x-p 1 34 (2> A9 10 pakbl e | 34 (243 e |
i (oo S.q4 | 3° (234 oy | 1L [268 L (847 Fore |
12 tews | .95 | 36 tery Y32 | 12 Loby [T [o:t5 .0
13 (239 >y | 37 (224 .92 | 13 e bk 3. 7-Qe
14 lo33 rry | 38 (235~ Boqt | 14 Lokl 2.5 Be m““i
15 (o) o | 39 1265 240 | 15 (25 2.7 P
16 123X e | 40 (2bo - ) (263 Dy 200
.o 1229 Fys | 4 {253 Y| 17 (IPEY ¥ 2.%
18 [ Do | 42 e 3.6 | 18 |5 ko .0y D
19 \2yo k| 43 (2us” Y. x| 29 242 Y T i
20 1238 .83 | 44 (297 389 | 20 [oyy 291 RRis
21 1239 .05 45 ke 2?46 | 21 Lou? .%o q,y:y
22 ( pl“') q_’% S - 22 ',;->~o ra.(r,)\, i
23 (242 ¥ 23 (251 -3 :
£ [P 75> 4 25y 226 b
Prepared by: ecked by: § Approved By: g ;
Desighatin QA Executive / Pmdgctifm Head / f QA Head /
Designee Designee | Designee s
Signatura . f‘? ; \*5\\& »’\"4 \s () ‘\t (7 J l. L E D C O P Y J! \
K Wil Date Q &f\\q{\z' éi& {\§{ i (‘ & e )\'
S AW N T p ;




Safetab Life Science

Compression activity:

BATCH MANUFACTURING RECORD Page No.: 32 of 63
Brand Name | GENFORTE TABLETS g‘;’f’“"t i 977 Batch Size 800000 Tablets
.| Ihuprofen (400mg) and . Supersedes MFC
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MEC/LIB/RO No: Nil
Batch No.: GD210601 - Mfg.Date: 06/2021 Exp.Date: 05/2024
Initial Setting done by({operator): - DATE: /
[209 feer P YEI Y/
Initial Setting checked by Sign production: 5, P’{ DATE: 2 800 L he
5 ) t ‘ H
Tnitial Setting checked by IPQA sign ' “DATE: '
& Sefeblo.
Initial Setting tablets Destroyed by Sign/date(production): S MmN :3 (o Clroy DATE: 19 {o o lr
2 ()
Initial Setting tablets Destroyed by Sign/date(IPQA): DATE:
' 592/ 9&?0&; ‘&\ ,
\ x

Name of the Name of the
Day 1 Date Checked by . Day 2 Date Chacked by
operator , operator
Shift I S_/,/—N ,)3 QA Shift 1 K
N———" |
' ; D YW\ ' '
Shift 11 ) ‘ ' Shift 11
2210 bhony [y leex Sepy \
Shift 111 Shift 111
$3febly | Boskn 4
Name of the Nafpg of the '
Day 3 Date Checked by Day 4 Date Checked by
operator opera/t;%r
B
Shift 1 Shift 1 ¢ _ H
Shift 1 \‘hq\ Shift 11 /
.
Shift 111 V7| shift it
(7)&‘*“‘( \“
Prepared by: Checked by: approved By: ) e e s, ]]
L QA Executive / Production Head / QA Head ) _—omm op Y 1 !
Rt rEion Designee Designee pesignee | cONTRO LL { r)’—g':::%f )
" 3 | B |
Signature ‘\\\3 A L """" T ,
R AN ! ]
{w et Db {;‘{) X { H

f@z@ggﬁ,@s‘ms




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: s30F63
Brand Name | GENFORTE TABLETS g‘;‘?“a w 977 Batch Size 800000 Tablets
Generic Name: ég‘;gggg‘;&gﬁgg"‘eﬁgﬁam ote | MFC NO: ST/MFC/118/R0 Sonekeades MFC Nl )
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Data: 052024
9.0 IN-PROCESS CHECKS: (EVERY 30 MINUTES) BY PRODUCTION:
‘ HARDNESS THICKNESS APPEARANCE
Group Wt: 20‘802?;91:3.(}(}0/0
20.176q to 21.4 —
&vgf}x‘&a tlo,()éﬁmg&.g:%.m’}“fu _ Light orange
DATE (1008.800mg-1071.200mg) 7.90mm coloured oval
0.3mm shape biconvex
163 ?T;Obzem (7.60mm to uncoated tablets Done by
Hhivele 8.20 mm) with half break | Production
TIME I o R.H.5, maaored) (To be Iinis enaone :ize
monitored) and plain on
another side. N
Weight of A\{g. V\é(;iggr A\{g. )
_2{.}{;}3“ “(’fgg?t “z‘z? Vgi;g?t LHS | RHS | LHS | RHS | HS | RHS
23Lely | 28:5¢ 2o Jog | l2bhe | 20.8id (24) | 2eol 3ei | 359 D Fe ow | o | £, N
2ok | 20030l 20 . gop | roul | 2ordel] joge | 9o 2oy 13 0139w | 0w Ol <y
23 vblo 1,09 00 00 841 | foks2 |Joghe [tons |Qo; Qo) |72 778 | ok Bk |-
W8/0dlor 19920 |4 182 11039 20842 104 |1F9 | Q02 |T89 [T | Ok o | A
Vohln 9300 Wo:82) [104) |A0829 (o) |88+ |20° |7g. | 77T |OK ok A
K8fodlor 0320 |02k ok |Apsab| (ok) |aoh | 90z |79y | T8z | 0t |pn 4~
Mt ,‘Hgﬂ,m,{, o 00t de Zolooe To 1 J’W g
bloblulooad o 902 | 1040 (Lo 8o 1041 Aoy (8201 HT9 1T | o | ok 1@
Jlod ) lpp:so (oo gt 11041 |90-809| 1040 Lo laoo |47 179 ek | pu A
ylobli 0120 |AD S04 [1640 802491042 laor gon 181 Frts ok |ox -
4ledly 10150 |R0799 | 1024 |Ro£h2 | (042 |90y |A0d | T:82 1 7Th [0k | QK f-
/04 /21 10220 |40 Loy | 104] 180789 | 1039 (903 |JoT 114 |77 |ok ok | fr
04 b/ 102: 50| A0 %09 | tokp |Q0T84 11039 o2 |Joo |75 Tk Lok o 0
JUlodly 02720 |90-209 [10ko \J0-809| bho joy (206 |18e |17 | ok ok | A
2hlobhlna:s | ApT8L 29 lao gkl lokr |20y 1907 \1eh 1776 [0k | o | A
——tmtle] Atopne Ohloo o BUNO| Nk | Al Bwab A
/lolslau 04do |20 908 " Yiose |99 000 o2 Qo1 [90y [T H=7 lox |0k |@-
4 alnb}o. 04250 |90 009 | 10H) R0 @i | ypne (902 looe H-@4 |16 | pae | 00= P
,24[ ¢y 1065 2000809 IZ;’ 20 Rod | (042 (Ao o1 Zl;&— 116 | er 0L | a.
e, ol ad | 6524 do| peodich Loxp dobeal| 1
[ ,7 3 ) -
— i
%1 /0&)“/
*If appearance are salisfactory document as complies. -
e L e e e
[ " (o QA Exscutive / m“‘l' Procduction Head / QA Head / "&“g—‘—
.!}ebxgnatlon D@”!QHC‘O o ...ML..H.‘. o 5 10¢ ewgnec ,, CONTROLL£ ’) r\OPYJ[‘
Signature | g & ‘&‘r' A - T ;
with Date ( j E R AN T N 'rﬁ:{&;\' ' i




Safetab Life Science

BATCH MANUFACTURING RECORD Page No.: 34 of 63
Brand Name | GENFORTE TABLETS :::"f’““ L 977 Batch Size BOO0OO Tablets
g .| Ibuprofen (400mg) and o . . Supersedes MFC ;
Generic Name; Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0 No: Nil
Batch No.: GD210601 Mfg.Dat=: 06/2021 - Exp.Date: 05/2024
9.0A IN-PROCESS CHECKS: (EVERY 30 MINUTES) BY PRODUCTION:
HARDNESS THICKNESS APPEARANCE
Group Wi: 20.800¢g+3.00%
(20.1769 to 21.424q) ;
Avg. Wt: 1040mg 3.00% Light orange
DATE (1008.800mg-1071.200mg) 7.90mm coloured oval
] 0.3mm shape biconvex
163 NTLQbZBO (7.60mm to uncoated tablets Done by
_ " fmgmz) 8,20 mm) with half break | Production
TIME LH.S. RH.S. (To be line on one side
monitored) and plain on
another side.
Weight of Avg. &z?iggt Avg, .
20Tab | Weight Weight '
Tab LHS RH L RHS LH :
@ | mo | B (mg) Rl B e
BN
N i
N
N "
N\
N\ /Vk;' LS

*If appearance are satisfactory document as complies.

Prepared by: Checked by:

T st

Designation

QA Executive /
Designee

Production Head / \

Signature
( il Qate

QA Head /

... Designee

N

Jcoprrotiin cony)
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Safetab Life Science
BATCH MANUFACTURING RECORD Page Nog: 35 of 63
Brand Name | GENFORTE TABLETS gg’?‘““t » 977 Batch Size 800000 Tablets
i .| Ibuprofen (400mgq) and ' . . Supersedes MFC .
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/L18/R0 No: " 4}
Batch No.: GD210601 - Mfg.Date: 06/2021 - | gxp.Date: 05/2024
9.08 IN-PROCESS CHECKS: (EVERY 30 MINUTES) BY PRODUCTION: )
HARDNESS THICKNESS APPEARANCE
Group Wt: 20.800g+3.00% ‘
(20.176g to 21.424g) . : ,
Avg. Wt: 1040mg+ 3.00% Light orange
DATE (1008.800mg-1071.200mg) 7.90mms coloured oval
) 0.3mm shape biconvex
16{?’ NTtobi 30 (7.60mm to uncoated tablets | - Done by
. Py or{;itgre d 8.20 mm) with half break | Production
IME LH.S. R.H.S. (To be line on one side
monitored) and plain on
another side.
Weight of Avg. V:i?iggt Avg. }
20 Tab Weight Weight )
' Te LH R H RHS LHS g b
(9) (mg) ab (ma) 3 HS LHS RHS
(g)
~N | T |
- <] S P
N \4//21 ool
Vi
*If appearance are satisfactory document as complies,

Prepared by: | Checkedby: | Approved By: | | ____o.=mee ”‘)WEE)PY i
NG QA Executive / Production Head / OA Head / ‘\ cOr TROL LEL : =
Designation P i & g = =

Designee o ~ Pesignee Designee :
Signature A i e \,, m&\ﬁ \"\‘r AN i §

o i & 2 o 4 X o \"::3& XN §
noote | g oty [ SPTAN R LA |




with Date

Safetab Life Science
. BATCH MANUFACTURING RECORD Page No.: 36 of 63 “ o
Brand Name | GENFORTE TABLETS ﬁﬁfj’”“ " 977 Batch Size 80000 Tablets
Generic Name: é‘;ﬂgggg:&g?‘gg%%gﬁam cte | MFC NO: ST/MFC/118/R0 | Subersedes MFC Nil
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
10.0 IN-PROCESS CHECKS: (EVERY 1 HOUR) BY IFQA:
HARDNESS THICKNESS APPEARANCE
Group Wt: 20.800g+3.00%
(20.1769 to 21.424q) ok
Avg. WE: 1040mg+ 3.00% - ‘ght orange
DATE (1008.800mg-1071.200mg) 7.90mm coloured oval
i 0.3mm shape biconvex
160 N to 230 (7.60mm to uncoated tablets | Done by
N9 ”Z} 8.20 mm) with half break 1PQA
TIME LH.S. R.H.S. s (To be line on one side
monitored) and plain on
another side.
Weight of Avg. Vg?iggt Avg.
RO TEb. | Weight | Cp” | Welght | e ) pee | o b omms | s RHS
(@) {mg). (@) (mg) ‘
2alebley | C |38y |teyo |80 &) [toaz. | 14 o4 1M Q T4y | O | A5
2bily [RNC [ Qe8] o) [opot| oa) [ea [0 1 & [57ts oy oy |
%, UIC | Aoy to3] e byp [leyo \SE oo [ Ra ] 9@ [ak o8 | 05y
i M ¢ Sebed av cothe h ahn 1o 4@3%{1.——1
24lr @20 (0810 [leye Lo _r1 [ be) | 158 |58 | 448 T |G 0§ .
2lobby 090 | 0 E] |1E3R |0 & {tbup [ 9eC [ |18, ok [ B
24l |2 |ERRF | R EUS [1ew [Rp& | lew] | Q| 5k T8y ‘T‘ﬁ Sk St —
2akeb b3 S Rl otn [ 20 Bexl toyo | 2] o180 [ T&0 | T80 |OF | o8 S|
) . 4 t )
U Wl &«s&\»&d af a0 Ao talte e tey —L}.
lsblplleaac ooy [iap |2o&®R [l |08 | A0 [t80 | wrR LS| oy Y
Ll #ile ebged| o] oCia Yo kch <J;w»(|>\fa® . ;
{
B 1
C 4 ok
N C R /ns / |
'M P T
*If appearanice are satisfactory document as complies. 4
—_— Prepared by Checked by: o Apﬁroved By: . T i'
Q‘*;f;%;:zz“ o el [GONTROLLED COPY |
. o Pestonee | |
Signature \%';5’\9‘%\




Safetab Life Science |
BATCH MANUFACTURING RECORD Page MNo.: 37 of 63
Brand Name | GENFORTE TABLETS ﬁ’;"f‘“m o 977 Batch Size 800000 Tablets
. .| Ibuprofen (400myg) and . " Supersedeas MFC .
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/L18/R0O No: it
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
10.0A IN-PROCESS CHECKS: (EVERY 1 HOUR) BY IPQA:
HARDNESS THICKNESS APPEARANCE
Group Wt: 20.800g+3.00%
(20.176g to 21.424q) =
Avg. Wi: 1040mg# 3.00% Light orange
DATE (1008.800mg-1071.200mg) 7.90mmz coloured oval
0.3mm shape biconvex
168 (NTgobe (7.60mm to uncoated tablets Done by
A 8.20 mm) with half break IPQA
TIME 4 5 o R.H.G. Rt (To be line on one side
rmonitored) and plain on
another side,
. Weight of Avg. \fg?iggt Avg. .
20 Tab Weight g Weight "
.. Tai RH H LHS e
() (mg) ab (mg) LHS S LHS RHS H RS
()
\\
N
N
\\\ &/’// .
N
\\
,. \\ ;
!
i) |
*If appearance are satisfactory document as complies. )
T Prepared by: Checked by: Approved By:
Designation QA Executive / Production Head / QA Head / R S AR R AR
" , Designee Des sgnee N Designee n (Ja\)i\i'{ R O L LE O C& iPY .h
” o & : =
ature v 3 A T
Sogmtu@ é w«;@.) ‘:\*}j\ \\ﬂ ‘\,\ A ?
with Datbe { &_‘ }3\4 iltﬁ/g f " ,«\ < 1« { } !
| — LN e ’5;“ § L DN ! ks

L s




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 38 of 63
Brand Name | GENFORTE TABLETS Pl 977 Batch Size 800000 Tablets
. .| Ibuprofen (400mg} and . Supersedes MFC ’
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0O No: Nit
| Batch Noa GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
11.0 IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION:
Date: 231k Lot time: 210 o 5
LHS weight of 20 tablets: 20, 360 o | RHS weight of 20 tablets: 2.0. 174_Jim
1 1. 229 8 lez>y | 15 Loo s 1 t-o3s” |8, o5 | 15 LP2ys |
2 lLeds 19 \relg | 16 Py 2 [.=%7 9 |o2Ms 16 25
3 ey 10 \rogy 17 jroy2 3 jr =22 10 7247 17 (e b©
4 (.o 4L iy [-o4s | 18 Vv ol — 4 jowy @ 11 jroys 18 |l.e%2
5 |-oy2 12 |royr 119 |-G 5 {. oy 12 [ eozly 18 .oy
6 103y |13 eye |20 6 l-o4t | 13 I-e4Y
7 Co%q 114 (o7 | 7 i.-svo | 14 j.oyg |
Limit:5%of actual average weight(988.000my to 1092.000m M /C Speed: )

Min. weight........) ¢ Min. weight... 2.
Max. weight .........d g Max. weight ...... g . S ¢
Average wexght of 20 Tablets Average weight of 20 Tablets: ... L2089 . g
Friability : oy r, NMT 1.0 % Equipment Code No.:ST/IPF/001
Disintegration Time { o | hecrra 4| NMT 15 mins at 37°C:2°C Equipment Code No.:ST/IPDT/002
DONE BY: cemererenSels ..'.‘:\,..,..(Production)
Date*ag.s, OA}M Time:.29.00...
LHS weight of 20 tablets: Q%0 .Q |74 RHS weight of 20 tablets: B0 TR~
1] [.0%32 8 DHL 15 [rohe 1 1034 8 l-o49 15 [ [:oHD
2l (039 |9 | [wif 16 191} 2 026 19 | 10HT 16 | 1ok
31 103k 10 | )02 17 1049 3 |.029 10 | [-034 17
41 [.036 11 | o3 18 [-04 4 4 La0a] 11l ]34 18
5 [-029 12 | [.0%9 19 [-0KT 5 027 12 |»og'1 19
6 L-0H] 130 (02 120 . 6 [-0%4 131 |w9gp |20
71 _oh2 14l |o2h 7 025 134 | [ pxé G R
Limit:5%of actual average weight(988.000mg to 1092, OOOm ) M /C ‘Speed:,. ... RE
Min. weight.......... LaBn e g 2o | Min weight. s ami i Q‘?gz, oS
Max. weight ...l OH.2.....g % | Max. weight e 100 18 %
Average weight of 20 Tablets: " 5 0J4.0... 0| Average weight of 20 Tablets: ... 1204 0. .«
Friability : Q- }1+/. NMT 1.0 % Equipment Code No.:ST/IPF/001
Disintegration Time 0 1l L asisll NMT 15 mins at 37°C2°C Equipment Code No.:ST/IPDT/002
pone by v @,/ ......... {Production)
Date:n%l‘b.é.’.?ﬂ ?ime:..&;g.."..gb o
LHS weight of 20 tablets: Q9. J 6%~ RHS weight of 20 tablets: pl0 7042,
1 1009 8 | 1'058 15 LOSD 1 [.630 8 /040 15 (108D
2| (pag 19 | l©&kS 16| Jpso |2 L.037 9 | [ppo 16 | /oS0 |
3.1 1082 10] |ohk 171 o548 3 1039 1] [.047 17 | [0be
41 1-Q=6 i1l 1950 181 [okT 4 [-03¢ 1] /DA 18 ;
5 Loxz. 1220 okt 19 L0 A2T 5 L..029 12 [DED 19
61 1:93] 3] gout l20] )ahb 6 1.-0.34 131 193¢ 20
z 1,022 14 l ‘032 J W [.029 14 2050 :
Limit:5%eof actual average weight(988,000mg to 1092 OOOmQ) M /C Speed:.[ 'f RPM |
Min. weighti. ... 10024 ............. g Min. weight..... /a}i’ ........... QZ'S-J .......... %o
Max. weight ...[+0.28.... .g Max. weight .. [,‘.,Qﬁo e !‘@f‘//sg Y
Average weight of 20 Tablets: Average weight of 20 Tablets: LS. . g
Friability : O <[)~/ . : Equiproent Code No.:ST/IPF/001 N
Disintegration Time @/ mund g,v/iw NMT 15 ming at 379C42°C Equipment Code No.2ST/IPDT/002 _g
Done by: ... lﬂ,x.‘u,....‘(Producﬁon) R N

Prepared by:

Approved By:

Designation

QA Executive /

Production Head /

Designee

QA Head /
Designes

Designes
Signature 5
withr Dabe ,{5 ' o . ]
{ :u‘éae §§5L)\ 3(\:5**53} %é}\;&;g; L

}\?

Qco&*““

\%*§; ﬁ\?”z\




Safetab Life Science

BATCH MANUFACTURING RECORD

39 0f 63

Page No.

Brand Name | GENFORTE TABLETS g‘;’f"’“ - 977 Batch Size 800000 Tablets

§ .1 Thuprofen (400mg) and . i Supersedes MFC .
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/LI8/R0 Nos Mil
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024

11.0A IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION:
natezg:ﬂﬂ.‘.!f)/.. Time:.00.002.0 N e iy
LHS weight of 20 tablets: XD /0 7 4~ RHS weight of 20 tablets: =7 g~

1] Jo3o 18 | [phd J151 [.040 i 1034 |8 ['052 15 [ 05D
2| rp3b 19 | fpp2 1361 ) .ohz 2 Lp39 19 togy 116 [o50
3 [029 |10 )42 171 1042 3 1034 10 [:844 17 | 1047
4 [ 0HD 11 / D42 18| /049 4 1.04) 11 [:04] 18 L 04)
5 1082 12 1029 19 [ 04) ) L Oh4 i2 [:042 19 o3
61 /-04) 13| /04/ 120 ¥ 6 [ D49 13| /.0%9 /
Y74 vl oo . 7 L:DA) 141 1-p2¢é
Limit:5%of actual average weight{988. 000mg to 1092, OOOm
Min. weight......[503.0. .....q qq 22 ..% | Min. weight..... N 034
Max. weight .....[. *P/i i 00 7‘7 % Max. weight ... Lipze. g
Average wesght of 20 Tablets ,[ L _3 Average weaght ot 20 Tabtats ’
Friability : ©+ ] 2/ » NMT 1.0 % Equipment Code No. ST/iP% /001

Disintegration Time © ¢t mus j 0403

NMT 15 mins at 37°C£2°C

Equipment Code No.:ST/IPDT/002

‘Done by: ....,......@{,.........(‘Pmductihn)

Dam:ag./lj,ﬂfhl.. time:. 20:4.0...

LHS weight of 20 tablets: {5/ 0G~ RHS weight of 20 tablets: T69%~
1] 1081 8 [0k 1151 /.-OHo 1 [.03 o 8 [ OAb 15 [ 04D
2 | /029 9 (oho 116 ) O 2 [ 032 9 [:0k2 |16 [ OHe
31 1034 w0/l [oxo 1171 [\0h2 3 [p37 10 [042. |17 L Ok
a |l 1.p3) il fohl [:039 4 10534 11 L.pX) |18 [.04f
51 ):034 21 1042 [- 036 5 103 12 L0234 19 059
6 | |- -bAL 13 | J-pit) 6 | pH2 13 1037 20 -
71 _Ioubh 14 | 1102 7 [-DHo 141 1039 L.
Limit:5%of actual average weight(988. OOqu to 1092.000mg}) M /U Spm .......
Min. weight.... / O3 . g 94'/\‘3 e W!Ql ........ %
Max. weight .. .t 0H4F. .9 Qo d4 % | Max. weight ...\ siminat ] L0017 o
Average weight of 20 Tablets: L1 QH8...... g | Average wenght of 20 Tablets: ... [2838. . g
Friability : @ /9y . NMT 1.0 % Equipment Code No. :ST/IPF/001
Disintegration Time : ()¢ ,W,VA 2 0S¢ NA Equipment Code No.:ST/IPDT/002
pone by: ... ﬁdw“,........(Production)
Date:«zll.[ﬂ.él?&. Time:. 0840,
LHS weight of 20 tablets: Jlo™| 67) RHS weight of 20 tablets: Jp - 7‘/‘ 6 b
1 [920 8 (DX : 1 [03) 8 AT 115 [ o037
21 Lp36 19 LaO40 2 }-034 9 [0d2 116 | [.044
31 1.039 101 y.0%9 3 L.03¢ 10 [ 47 117 JAVY S
4 1-0%7 11 [-04) 4 [ 034 111 [(rent i8 | 1 ohl
5 1034 121 [oho 5 1-p32 12 }oh 19 | 2 .0l1d
6 / @3> (131 /D3> 6 | /03l 31 )epfh 120 ] /. O// 7
7 02] 14 (0.5 i 7 YRV VA i4 [..039 e
Limit: %of actual average weight(988.000mg to 1092,000mg M /C Speud / '7 RPM il
Min. weight....} 2830 .. QQ 22 o | Min, weight... L 202
Max. wefght R D&b 5 {‘09 '7'7’ Y% | Max. wpg;ht D}/'f J (OQ 7’6 % ;
Average wozght of 20 Tab!ets ............ 15038 .. . g | Average weight of 20 Tabiets 1029,
Friability :  “[2 . . NMT 1.0 % Equipment Code No. %T/IP( /001
Disintegration Time O[;%w L0 Aved | NMT 15 mins at 37°C+2°C Equipment Code No.:ST/IPDT/002
Done by: ... el (Production )
Prepared by: Checked by: Approved By: R
Designation QA Exgcutive/ Pmdu\ctign Head / QA ﬂ@ad / _ [
NN Designee Designee Designee
Signature x‘f’gf’e R &
. S A N A \%“‘Q\{:s&

{ with Date

L

%@\:f‘é%fﬁdﬁfw



Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 40.0f 63
Brand Name | GENFORTE TABLETS i‘;"f‘“ﬁt B 977 Batch Size 800000 Tablets
" .1 Tbuprofen (400mg) and . g Supersedes MFC )

Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0O No: il ‘
Batch No.: GD21°501 Mfg.Date: 06/2021 Exp.Date: 05/2024
Lil,OB IN- PROCESS CHECK FREQUENCY. EVERY 1 HOUR BY FRQDUCT!{QN.

Date:&)}lbﬂ.(?’.. Times. 7. 48, .. )

LHS weight of 20 tablets: 200 * [ b4 9 RHS weight of 20 tablets: o - 97 79,

1 l.p3¢c [8 1 [ond [15] [-0ke 1 | j.03% 8 | J oo [15 052
2 (o037 19 LoOfh 1161 1040 2 ] 1039 9 [-pAe 16 [ 042
3 L D3h 101 topfso 117 [ 0L 3 IREYA 101 ol 17 | ok9

4 L0324 il /037 18 [ Ok 4 L-p37] 1] .ol 18 .Y

5 [:039 121 ) .p3] 19] | o#) 5 1024 121 1 ok .

6 o327 13| o8l 6.1 1:037 3] ] phr

7 1036 141 [032 7 JRVEY 14| | .ok

Limit:5%of actual average weight(988.000mg to 1092.000mg) M /C Speed

Min. weight.... ’ 03 0 b o A Min. weight.... R orobd UPEPRER o C}‘} 2 3 Ry

Max. weight ... D}{é L1011 Max. weight ..... rpse g 10076 o
Average waight of 20 Tabtets erreed 3038 Average welght of 20 Tablets; ... Lo Oo...... g

Friability :

0:127.

NMT 1.0 %

Equipment Code No.:ST/IPF/001

Disintegration Time :00mins J 0 54

NMT 15 mins at 37°C+2°C

Equipment Code No.:ST/IPDT/002

pone by: e

L (Production)

Data.ozalmsbl 2 Times. AL .. ,

LHS weight of 20 tablets: 0 & |74~ . RHS weight of 20 tablets: /o' /699~
1 23] 8 L04p |15 /.04 1 1.03° 8 | O4h 15 [0HE
2 | [039 9 [024 1161 [ 042 2 |- 0h2 9 | Okho 16 | ['0po
3| lend 101 pp37 (3721 ) 0HL 3 | k). 0 sk 17 Lophp2
4 [p39 i1 JR2YA 18] 70324 4 | DA 111 ) p3L 18 Y7
51 1942 121 [n29 191 7:p24 5 0T 121 7-p37 19 | [ 'Oho
6 | [ 04D 131 ) oho 6 OHD 131 1024 -
71 1:D4b 141 /0ol 17 [ o024 14 ; 0%2
Limit: 5%of actual average wenght(QSS OOOmg to 1092 000mg) M /C Speed.,.[.m’...RPM
Min. weight.... A2, DJL/ i Q‘?B} .......... Min. weight.... Qﬁ),z ........ %
Max. Weight ...d.. DA i lep-67.. Max. weight ... i 100 TT...%
Average weight of 20 Tabiets’ .......... L 0hd ... Average wezght of 20 Tablets Y 23 1.7, S g §
Friability : O <12/, NMT 1.0 % Equipment Code No.:ST/IPF/001

Disintegration Time :Domutb | 0 Ak

NMT 15 mins at 37°C+2°C

Equipment Code No.:ST/IPDT/002

Done by: ..........c.,@{.......‘(Production)

Date: 524/./06 TIMetiurmniie

Average wexght of 20 Tab!ets

Average weight of 20 Tablets:

LHS weight of 20 tablets: RHS weight of 20 tablets. .
1 / 8 15 3 8 15 R
2| T——1lg | 16 2 9 16
3 10 1 3 10 . i
4 . 11 18 4 11 o i8 -
5 12 19 5 12 1 A 19 4 i)
6 13 20 6 13 o~ 7 %, %
7 14 RN 14 i ﬂﬂrlma. § S
Limit:5%of actual average weight{988. OOOmg to 1092 OOE}mg
Min. weight.... sunis) Min. WRIGDHE. oo itiomisivoais o] '
Max. welqht wieil MaX WBIGHE i oniadinmmini ;

Friability :

NMT 1.0 %

Equipment Code No.:ST/IPF/001

Disintegration Time

NMT 15 mins at 37°C42°C

Equipment Code No. ST/1PDY

o0z

DONE BY! civinrecrmne.

eesenennanef Production)

Prepared by:

Designation

QA Executive /

Signature
with Date

|
¥
{
Designee j
|
3

Checked byr

Approved By:

Production Head f
. Designee

QA Head /
Dagignes \

A x %
o «
‘5\ i d




11.0C IN~- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION:

Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 41 of 63
Brand Name | GENFORTE TABLETS EESguct b 977 Batch Size 800000 Tablets
e i .| Ibuprofen (400mg) and N Supersedes MFC .
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/LI8/RO No: Nt
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024

Datel i TIM@Liin

sERERREE

4 HE weight of 20 tablets: o RHS weight of 20 tablets:
11/ 8 15 1 8 15
2 I 9 16 2 9
30N\ 10 17 3 10
4 A\ i1 18 4 i1
5 N\ |12 19 5 12
& 13 20 6 13
7 4 . . .17 14
Limit:5%of actual averate weight(988, GOqu ta 1092.000mg)
Min. weight.......... i ecioriiniza iR M WBIGHE. o coivviiniuciiio savissvinnisy B v aain Y
Max. weight ... e, Max. welght L. iy (- Y%
Average waaght of 20 Tab%egs Average weight of 20 Tablets: ]

Friability :

N

\NMT 1.0%

Equipment Code No. ST[IPF/ODI

Disintegration Time :

NT 15 mins at 37°C+2°C

Equipment Code No.:ST/IPDT/002

DONE BY! wverinensrercsnanninesn (Broduction) \

Average weight of 20 Tablets:

Datet.corvecnninsesass T ivscovaincsvsing
LHS weight of 20 tablets: \ RHS weight of 20 tablets:

i 8 15 S b E 8 15 E
2 9 16 2 9 16
3 10 17 10 | 17
4 11 18 4\ 11 i8
5 12 19 5 12
6 G 13 20 [ \ 13
7 14 7 14
Limit:5%of actual average weight{288.000mg to 1092.000mag) N\
Min. weight..... g S | Min. weight i e i g
Max. Welght . i Max. weight ... sssiiQ

Average we ght of 20 Tabl :

Friability :

NMT 1.0 %

de No. ST/IPF/001

Disintegration Time :

NMT 15 mins at 37°C+2°C

Equnpmemt\%&

Equipment Co

No.:5 1/IPDT/002

Bone by: «....

Sy uRmIRREH

censeoness { PEOAUCEH ON)

Prepared by:

Checked by: o

Datel oo TIM@Liivenss

LHS weight of 20 tablets; RHS weight of 20 tabls:
1 8 15 1 8 N
2 9 16 2 9 16\ B
3 10 17 3 10 177V,
4 11 18 4 11 18 o
5 12 19 5 1214 RN
6 13 6 13 10 “,\1 20
7 14 14 | g<H ) Ma o L
Limit:5%of actual average weight(988.000mg to 1092.000mq) M/ Sp@od RPMO
Min, Welght.o . - % | Min. welght., v, g Yo
Max. weight ... Wl e meinesan e %o Max. weight ... G e Yo
Average wesqht of 20 Tabf@ts iR s O Average we)ght of )O T&b!ets g mnoese 4
Friability ; NMT 1.0 % Equipment Code No. b’f/il F/OO’ N
Disintegration Time : NMT 15 mins at 37°C£2°C Equipment Code NoST/IPDT/002 !
Done by: ........ iegsis ek e (Production) "

T
Basination QA Executive / Production Head /| QA Head / ~\ CO
i Designee Designes | Designee f i
Signature el ok .k !\{\s &
w . 2 AR « 3 3 1 ES !
with Date @/"{«‘Qi &\\ﬁ }QF}'\]? 5 T i \%{8\“ !
3 WL SN e ; i 0 g s e s .



Safetab Life Science g
BATCH MANUFACTURING RECORD Page No.: Ao ares
e gg}?ud ® 977 Batch Size 800000 Tablets
. .| Ibuprofen (400mg) and . i Supersedes MFC _ i
Generic Name:| o, cotamol (500mg) Tablets | MFC NO: ST/MEC/118/R0 | SO i
Batch No.: GD210601 Mfg.Date: J— pe— e

11,00 IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION:

Average weight of ?Q Tablets

Dater. i THB civensns
p, LHS weight of 20 tablets: RHS weight of 20 tablets:

1 a 1 & 15

2 TN 9 p] 9 16

3 N\ |10 3 L0 117

4 N 11 4 i 18

5 ¥ 5 12 19

6 13N 6 13
7 14 7 14 ,
L M /C Speedi........... RPM
Min. weight.... Min, WelghE v el

Max. wetght Max. wesght ................................. g

Average wezght of 20 Tablets:

Friability :

NMT 1.0 %

Equipment Code No. :ST/IPF/00L

Disintegration Time :

NMX(15 mins at 37°C+£2°C

Equipment Code No.:ST/IPDT/002

Done By: caveinmasan o (Production) \

Dater....onsescrens oo THN@ L aummnncusrinne
LHS weight of 20 tablets: N\ RHS weight of 20 tablets:

1 8 15 N 11 8 15

2 9 16 : 2 9 16
3 10 17 10 17

4 11 18 4 11 18

5 12 19 5 N 12 19

6 13 20 6 L 13 20

7 14 L . Wi N\ 14

Limit: 5%of actual average weight{988. oaamc;x to :&09?.000m

Min. weight.... Min, weight....

Max. welght o Max. we;ght o

Average weight nf 20 Tabsets Average weight of 20 1a ets

Friability :

NMT 1.0 %

EquipmeN: Code No. :ST/IPF/Q01

Disintegration Time :

NMT 15 mins at 37°C&2°C

Equipment Sode No.:ST/IPDT/002

Done bBy: s o {Production}

AN

AN

Average weight of 20 Tablets:

Datetli e, TGN Gl
LHS weight of 20 tablets: RHS weight of 20 Meblets:
1 8 15 1 8
2 9 16 2 g
3 10 17 3 10
4 LE 18 4 i1
5 12 19 5 12
6 13 6 13
7 14 A 14
Limit:5%of actual average weight(288.000mg to 1092, ODOmg)
M. Welghbicininaiis i q e L MERL WRIGHE s o T PO %o
Mak, WEIGRE w.owmarintim oo g o Yo Max., Welghbi o o g

Average weight of 20 Tablets:

Friability :

NMT 1.0 %

Equipment Code No. %I IPF/001L

Disintegration Time :

NMT 15 mins at 37°C£2°C

Equipment Code No. ST/IPDT/002

DRoie BY: cooemmim w5 s ~{Production)

Prepared by:

Checked by:

Approved By:

Designation .
g Designee

QA Executive /

Production Mead /
Designee

Signature
with Datre

\%v"‘m‘mw B
G B2 AN
%@éﬁ\ £ “; ﬁ»‘ :;w,g‘M |

QAtiead "l
Designee \li GUN
i ’
R |
\% <§” @”::\ x |
e 1’

{
§



Safetab Life Science

BATCH MANUFACTURING RECORD Page No.: 43 of 63
Brand Name | GENFORTE TABLETS Ak 977 Batch Size 800000 Tablets
. .| Thuprofen (400mg) and ) Supersedes MFC )
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0 No: Nif
Batch No.: GD210601 - | Mfg.Date: 06/2021 Exp.Date: : 05/2024
11.0E IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION:
3T IR - —
LHE weight of 20 tablets: . RHS weight of 20 tablets:
N 8 _ i5 ' 1 8 ,
2 | UV 9 16 2 9
3 \\ 10 17 3 {0
4 N\ 4 #% i8 4 {1
5 Ni2 - 19 5 12
6 13 20 6 13
7 14 N\ . 7 14
Limit:5%of actual average weight(988.000mg to 1092.000mg)
Min. weight.... Min. weight.... cvensnimianl | sadieesiiady Yo
Man. wexght 1 Max, welght ] SRR T
Average wexgh{ cf 20 “Tablets isssnsssamnsas s exmnspsac b ..o} AV BEA T welght Of 2;() Yabletg ................................. g
Friability :  INMT1.0% Equipment Code No.:ST/IPF/001
Disintegration Time NMT\lﬁ mins at 37°C+2°C Equipment Code No.:ST/IPDT/002
DONE BY? cvorsrevsnnsesresmmersisess (Production) - \ ‘
Datercemnsoonins THIE S snwvsavsanvan
LHS weight of 20 tablets: N\ RHS weight of 20 tablets:
1 8 15 N\ |1 8 15
2 9 16 N 2 9 ‘ 116
3 101 17 Y 10 17
4 11 i8 4 ‘ 11 18
5 12 19 5 1\0 12 19
6 13 20 6 N\ 13 20
7 14 7 N\ 14 .
Limit:5%of actual average weight(988.000mg to 1092.000mg)
Min. WRIGHL ....cve i nicosusiseonsi Min. weight....
Max, weight Max. wetght
Average weight of 20 Tablets s i seese O ] AVEFAGE wenght of 20 Tab s
Friability : NMT 1.0 % Equipment Sode No.:ST/IPF/001
Disintegration Time : NMT 15 mins at 37°C42°C Equipment Co,‘&qNo.:ST/IPDT/OGZ
Done By o (Production) \
Dateliiiiiiens o THRE L iernnvase
LHS weight of 20 tablets: RHS weight of 20 tabless: 3
1 8 15 i 8 ol
2 9 16 2 9 16 N\ e
3 10 17 3 10 17 1\0
4 11 18 4 11 18 | Yy,
5 12 19 5 12 19 v
[ 13 6 13 20 b 4
7 14 17 14 . g s
Limit:5%of actual average weight{988.000mg to 1092.000mg)
Min, WeIght.... coommesnsonmaersresssonns a Min. Welght.. wmmsenamioimss
Max. weight ... - Max. weight .. I |
Average wezqht of 20 Tabiets g | Average weaght of 2() Tai:!etb
Friability : NMT 1.0 % Equipment Code No.:ST/IPF/001
Disintegration Time NMT 15 mins at 37°C42°C Equipment Code No.:ST/IPDT/002
Done By: it {Production) _
Prepared by: "~ Checked by: "--%..-._.. Approved By: o m..ﬂ,;_.:_-.—:. .
. QA Executive / Production Head / QAHead / - " T v |
Leggnation Resignes Degighee Z Designee \‘ ON“ Hb LLt 0 L'U‘ Y
Signature g \%\ \ \’Vi
with Date & ,@ ;@‘()& i
) 9 '\?f!\:) \f* ( Lt i




Safetab Life Science

BATCH MANUFACTURING RECORD

Page No.:

440f63

11.0F IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION:

Brand Name | GENFORTE TABLETS e 977 Batch Size 800000 Tablets

.1 Thuprofen (400mg) and X ’ " Supersedes MFC ) )
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0 No: il
Batch Mo.: GD210601 Mfg.Date: - 06/2021 Exp.Date: 05/2024

Datel s wnsrenns TG cksvinevsseasian

/ LHS weight of 20 tablets: RHS weight of 20 tablets:
1 / . g ;S 8 15
2 g 2 9 16
3 N | 10 3 10 17
4 N 11 4 11 18
5 5 12 19
6 13N 6 13 20
7 14 1\ 7 4 :

Limit:5%o0f actual average welyhit(988.000mg !:o 1092, OOE)m

Mini WeIght.oo i aaingn Mint. Welghtwiwisanmes
Max. weight ... ] Max. weight ... g
Average welght of 20 Tabtets Average wesght r;f 20 Tablets:
Friability NMTNL.O % Equipment Code No, S’Y/I?f—/'Of}l
Disintegration Time : NMT 1§\Q1ins at 37°C+£2°C Equipment Code No.:ST/IPDT/002

AN

Done by: ... il Production)
Date i THG s visieiswivrs
LHS weight of 20 tablets: nus weight of 20 tablets:
1 8 15 15 ]
2 9 16 2 9 16
3 10 17 3 I\ 10 17
4 11 18 4 % 18
5 i2 19 5 N\ 12 19
6 13 20 6 N 13 20
7 14 7 14 :
Limit:5%of actual average weight(988.000mg to 1092.000mg)
Min. weight .. i i Min. weight.... svsidf]
Max. welght' ..o g Max. welght N0 &
Average weight of 20 Tablets: Average weight of 20 l‘abiets g

Friability :

NMT 1.0 %

Equipment Cods No.:ST/IPF/001

Disintegration Time

NMT 15 mins at 37°C£2°C

Equipment Code No.:ST/IPDT/002

Done by:

usmeNgen

spsonnsnennnsen{ Production)

Average wnght o*’ 20 Tab!et&

g
Average weight of 20 Tablets:

21 I TIOE. L . P

LHS weight of 20 tablets: RHS weight of 20 tabletsy, L
1 8 1 8 15\
2 9 2 9
3 10 3 10 "
4 11 4 11
5 12 3 0 L o S 1> 1 S
6 13 6 13 - 5
7 14 , 7 14 .
Limit:5%of actual average weight(988.000mg to 1092.000mag)
Min., welghto oo, g Mins  WEIGHE oot renmirivnonss
Max. weight ... g Max. weight

Friability :

NMT 1.0 %

Equipment Code No. :ST/IPF/001

Disintegration Time

NMT 15 mins at 37°C£2°C

Equipment Code No.:ST/IPDT/O02

Done BY: o

consennsen{ Production)

NS T e BT

Prepared by: Checked by: Approved By:
Designation QA &xe:cutwe / Pmduc;ngn f{éad/ pr F,fead/ .
Designee Destgnee Designee ﬁ
..... -4
Signature A \3,\ IS
o 5 ] 2
| with Date *'R?““?W 3{‘\ %\, \ 5\?

{E@é{w vosn |

toNT zmuw COf Y



Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 45 of 63
Brand Name | GENFORTE TABLETS * kg 977 Batch Size 800000 Tablets
.| Ibuprofen (400mg) and R Supersedes MFC : B
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0O No: Nil
Batch No. GD210601 : Mfg.Date: . 06/2021 Exp.bate: 05/2024
11.0G IN- PROCESS CHECK FREQUENCY: iEVEgY 1 HOUR BY PRODUCTION:
 Daten i, st EIYOE oo s
LHS weight of 20 tablets: RHS weight of 20 tablets;
1 8 115 1 8 “15
2 2 g9 i6
3 3 10 17
4 4 11 F 18
5 5 12 19
6 16 13 20
7 7 14
Mirt Welghti i i g Min, weight.... PRI,
Max. weight ... Max. we;ght
_Average wevght of 20 Tabtets Average meaght )f 20 Tabtets
Friability : N\ NMT 1.0 % Equipment Code No.:ST/IPF/001
Disintegration Time \ NMT 15 mins at 37°C#£2°C Equipment Code No.:ST/IPDT/002
Done by: ..1....,......,............{?'mduct%\) '
Date:.ooniie TIME i ,
LHS weight of 20 tablets: \ RHS weight of 20 tablets:
1 8 15 A\, i 8 15
2 9 : 16 | 2 9 16
F 10 17 3 10 17
4 11 i8 4 11 18
5 12 19 5 12 198
6 13 20 6 13 ]
7 14 L A 14 o
Limit: 5%of actual average weight(988. OOGmQ 1o 1092.000mg) N\ M /C Speed:........RPM
Min: welghtocwsmasiiincall i Yo | M, WelghR o mwaiisinmmiiaing
Max. wexght g . #Max. weight M. g
Average waxght of 20 Tabiets ................................. g | Average weight f 20 Tab ets. emia
Friability NMT 1.0 % Bquipment Code No. ‘?T/IPF/OOJ
Disintegration Time : NMT 15 mins at 37°C£29C Fq\Qment Code No.:ST/IPDT/002
Done by cnimiaeaiaa {Production)
Pate i TINIG S wiiamiv
LHS weight of 20 tablets: RHS weightof 20 tablets:
1 8 15 1 8 A 15
2 9 16 2 9 (% 16
3 10 17 3 10 1Y
4 11 18 4 11 , 18
5 12 19 5 12 )9
6 13 6 13 20
7 14 . . 17 14
Limit:5%of actual average weight(988. OOOmg to 1092.000mq) - M /C Speed:.
M, WEIEN s ivinissiananasdll | iieniesssiiasis Y | Min, WEIGHE. cian i
Max. welght Max. welght .o a
Average we»qh" of 20 Tab!ets Average weight of 20 Tablels:
Friability : NMT 1.0 % Equipment Code No ST/IPF/001
Disintegration Time : NMT 15 mins at 37°C£2°C Equipment Code No.:ST/IPDT/002
Done By! ovmannanasess {Production "
Prepared by: Checkedby: [~ Approved By: I e
T QA Executive / Production Head / QAHead / ===t COPY §
ERgRRvaR Designes Designee Designee ﬂ ONTROL LEd G j‘
........ - S ol e == ;
Signature < A %‘ A i
ith Date / w2l o ¥ gAY T Ao | |
e /Q<é}\;}f:\l ?g@’i:{?( ki » Rt SRl ‘L(gp g {



Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 46 of 63
Brand Name | GENFORTE TABLETS i 977 Batch Size 800000 Tablets
) .| Ibuprofen (400mg) and . Supersedes MFC ;
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0 No: Nil
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
11.0H IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION:
Dater. oo THBY cosonmssoninsin
LHS weight of 20 tablets: RHS weight of 20 tablets:
1 8 15 % 8
2 2 g 16 2 9
3 / 10 17 3 10
4 A 11 18 4 11
5 / 12 19 5 12
6 2 13 16 13
7 17 14
Limit: 5%of actual avek:ge weight(988. Ooamg to 1092.000m
Min. weight.... Min, Welghte..ooecoecennens g
Max. welght - ; Max. weight .......... i
Average we:ght of 20 Tabiets ................................. g Average weight of 20 Tab!ets
Friability : NI NMT 1. 0 % Equipment Code No. ST/IPF/(}()I
Disintegration Time : N_UNMT 15 mins at 37°C+2°C Equipment Code No.:ST/IPDT/002

Done by: ...,

......;..‘.,.......(Prggucti'o%

Dates. .o TIM@L ..
LHS weight of 20 tablets: RHS weight of 20 tablets:

1 8 15 1 8 15
2 9. . 16 2 g 16
3 10 17 3 10 17
4 11 i8 NG 11 18
5 12 19 5 12 19
6 13 20 6 13 120
7 i4 7 14 i

Lirnit:5%of actual average weight(988.000mg to 1092.000mg)

Bt Welah i anmasmasid NI WEIGHL o DNaresstrmgonssasill
Max. weight Max. weight ..o, g
Average weight of 20 Tabiets Average weiaht of 20 Tabhats:

Friability :

NMT 1.0 %

Equipment Sode No.:ST/IPF/001

Disintegration Time ;

NMT 15 mins at 37°C+2°C

Equipment Code No.:ST/IPDT/002

Done by: oo { Production)

N

Daterivvsiowvin TS i i
LHS weight of 20 tablets: RHS weight of 20 tabletSx,
1 8 15 i 8 15\
2 9 16 2 9 16 I\,
3 10 17 3 10 17 R VI
4 11 18 4 11 A}/ 18 e/
5 12 19 5 12 Ty ins r
6 13 2 6 13 2)['e A
7 14 ’ 7 14 s
Limit:5%of actual average weight(988,000mg to 1092.000mg)
Min. welghti. s mimmminmnl e § MG WEIRE o shvssis g 0 e %
Max. Welght i cccconns o] Max. weight .. . i %
Average weight of 20 Tablers: T Average wexght of 20 Tablets: sstezsie G
Friability . NMT 1.0 % Equipment Code No. SY/(PF/(}OI |
Disintegration Time : NMT 15 mins at 37°C+2°C Equipment Code No.:ST/1PDT/002 b
Done by: cooveanns g R {Production) b a e il 2

Prepared by:

Checked by:

Approved By:

Desiqswatiun

bigrmiuu
with Date

QA Executive /
Designee

Designee

Production Head /

QA Head /
Designee

é@ x{/\“l{l%éﬂﬁ(

s,
*"ﬁ:i%*’ »\w* ko




Safetab Life Science
BATCH mAN!ﬁFAC:TURING RQQQRQ Page No.: | 47 of 63 ;
Brand Name | GENFORTE TABLETS e 977 Batch Size 800000 Tablets
. .1 Ibuprofen (400mg) and ,W AAAAAA Supersedes MFC o e
Generic Name:| oo J0 ol (500mg) Tablets | MFC NO: ST/MFC/118/R0 No: Mk
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
12.0 IN- PROCESS CHECK FREQUENCY: EVERY 2 HOUR BY IPQA:
]
Date:.%.. .i?bl%\jime:..:%& R
_ LHS weight of 20 tablets: A0 ¥hp Sl RHS weight of 20 tablets: O S8,
1] hesk 8 e 151 lehp ¥ |1 }eake 8 et 15 ety
2 LRt 9 et 16 VT 2 \tut 9 "t 16 (Rt
3 VoA 10 VeRo  [17] VR0 3 (c;% 10 et 17 [y
k L 6As 11 tong 18 Lo 4 L 11 \“0% 18 \'exp
5 1 L 12] Toac |19 tody 5 el 12 \ - ‘©
6 \ Ohth 13 Ve _ ~ 6 U c&‘f 13 B
7 e 14 t 7 \\t:e,w 14
Limit: 5%of actual average wezqht{9$8 000mg to 1092.000mg
Min. weight. ..., O32 g c{ 2= % | Min. weight“,.,u.,..,., \05 ............ B2
Max. weight .... \‘Q""& ‘‘‘‘‘‘‘‘‘ g R % | Max. weight ... SR P
Average weight of 20 Tablets: LB AD. g | Average wesght of 20 Tab et&, ............ LOAL ... g
Eriability : ©-1CY. NMT 1.0 % Equipment Code No.:ST/IPF/001

Disintegration Time 10 (m A8 AS Sct,

Equipment Code No.:ST/IPDT/002

DONE BY: vovvver kiledeneesrnsenns (IPQA)
Date:.%&!’%}?ﬂ Time....sg;?z‘h .

LHS weight of 20 tablets: R0 TL\ (- RHS weight of 20 tablets:
1 oo 8 ety ¥ 11 AT 8 [N ‘
21 e3R 9 . 2 LD 9 (=1
3 NSV 10 3 ey 10 \\c,
4 \ap 11 4 [Ne Xzl 11 162
5 Letal, 12 5 \ o8 12 =
6 11039 ma 6 el 33 \"&1p
71 oAb . 14 7 Lot 14 vevdo
Limit: 5%of actual average weight(988.000mg to 1092 OOOmg) M/C 8pecd AL o
Min. weight.... Q!BE ?/79/2/% Min. weight..., AR 2 {
Max. weight i o T % | Max. Wesght G -
Average wetght cf 20 Tablets: = ek g | Average wexght of 20 Tab!ets‘ “DHQ." g

Friability : 1LY,

NMT 1.0 %

Equipment Code No, :ST/IPF/001

Disintegration Time ;o[ prink 'CC &L

NMT 15 mins at 37°C42°C

Equipment Code No.:ST/IPDT/002

wnvs

Done by: v s (IPQA)

Date:. 2 ]L}blm Time:..D.) o

Disintegration Time : e\ Y Ser |

NMT 15 ming at 37°C2°C

Equipment Code No.:ST/IPDT/002

LHS weight of 20 tablets: o0 & [CUH~ RHS weight of 20 tablets: O© (4 &
1 Ak 8 tetn 1151 e T &0, 8 e 15 £ |
2] L 9 \ 05 161 \-63T 2 163 9 ot 16 .
3 [T 101 et 17 Rt 3 Vet 10 ' 17
4 Ok 11 ‘0 18] Leu 4 s 11 N4 18
5 * : 5 [N 12 \ERS 19
6 6 o2 13 \'O4b 20
7 7 \tye 14 ey e
Li ' M /C Speed:.,. 17
Min. weight.... “531 g cﬁ ‘.\ ,,,,, Y% | Min, weight. .. g',;.,g 172*} 0
Max. weaght ................ LRs......... g teo.§ Max. weight .. B S =)
Average weight of 20 Tablets: >0 Averaae m’nght of 20 Ietc.; o2
Friability : O \Ipy NMi 1 0 % Fquspment Code No. ‘%?/‘Ptfom

Done by: ... o {IPQAY

) Prepared by:

Checked by:

QA Executive /

Designation
b Designee

Production Head /

Signature

sith Date () %

Yoy g

QA Head / A—
. PC :;K;HC‘Q : (} d;q 'l )f’\ () L .

et



Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 48 of 63

Brand Name | GENFORTE TABLETS ot 977 Batch Size 800000 Tablets

” .| Thuprofen (400mg) and 1 Supersedes MFC ;
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0O NG Nil
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024

12.0A IN- PROCESS CHECK FREQUENCY: EVERY 2 HOUR BY IPOA:
Dam:.%\&‘.)‘? 1 )T:memg"f& 2. .
LHS weight of 20 tablets: olo &Qﬁ’ RHS weight of 20 tablets: o0 Koo g
11 e 8 ) 15 e, - 1 eue 8 teup 15 ! 'oxpn
2 Lt 9 828 16 1\ 2 LO3R— 9 1033 16 ok
31 Cexy 10 | e 17 L3 3 'R, 10 \®Wh |17 (RETY)
4 X} 11 1 \\up 18 025 4 NS 11 et 18 \%W
5 & 12 | ey 191 Lo 5 §eTs 12 Louk 19 (&
6 L. liz] \Hep LD 16 Ve 13 : b:
7 Lo, 14 =M 17 e 14
Limit:5%of actual average weight(988.00 \

Min. weight.... }\t\ e Min. Weight......... .G
Max, welght BHYT Max. weight -
Average wefqht of 20 Tablets: Average weight of 20 Tablets:

Friability : €AY, NMT 1.0 %
Disintegration Time : & [ pydn8 \LpSed NMT 15 mins at 37°C+2°C

Done by: ‘.....,.L&t(.;..;(mqm

Equipment Code No. ST/KPF/OGL
Equipment Code No.:ST/IPDT/002

DAReY i viinissavravuss L EIOE iiciinisiniivas
LHS weight of 20 tablets: RHS weight of 20 tabtets
1 N 8 15 1 8 15
2 ~N.l9 16 2 9 |- 16
3 NLO 17 3 10 17
4 10N 18 4 14 18
5 12 1 N\ 19 5 12 19
6 13 N\ 20 6 13 20
7 14 N |7 14 - e
Limit: 5%of actual average weight(%B‘OQng to 1092.000mg) M /C Speed ..RPM
Min: weight...comaioiiiaminsd ST L MR WEIGHE. o s s
Max. welgﬁt ................................... U VAR MOIGHT. i gossprrspminrn s
Average weight of 20 Tablets: oo g | Average weight of 20 Tablets:
Friability : NMT 1.0 % N\ Equipment Code No,:ST/IPF/CO1

NMT 15 mins at 3796£2°C

AN

Disintegration Time : Equipment Code No.:5T/1PDT/002

sdnmiiiin (ITPOA)

Done By s

Datel vousinvoses TIMG i i
LHS weight of 20 tablets: \. / h? %%_ght q$ 20 tablets:

! 8 15 1 AN / 15
2 9 16 2 ‘/ Q, 16
3 10 17 3 \4.9 i7 §
4 11 18 4 1IN 18 !
5 12 19 5 12 1\ 19 |
6 13 20 6 13 L5 20 o
7 14 7 14 A
Limit:5%of actual average weight{988.000mg to 10972. (}Gqu)
Min. weight......... AT g L% ] M. weight. .o Gnanid ‘5
Max. WeIght .. icimii i Max. Weight oo v e i
Average weight of 20 Tablets: Average weight of 20 Tablets:
Friability NMT 1.0 % Equipment Code No.:ST/1PF/Q01 s f
Disintegration Time @ NMT 15 mins at 37°C&2°C Equipment Code No.ST/IPDT/002 ,

Done by oo, ATRTT {IPQA)

R R RS

Prepared by: Checked by: ‘I —. " ‘Approved By:

o QA Executive / Production Head / QA Head /
asignation 0 :
Cesgmatan Designee Designee E Designee L LD C 0 P V
Signatine /" sy % W

™ - o LR ¥ r l
with Nate m s B [ ; L S i '5*\
¢ Q-{f& ‘;{\3 ﬁ/&f V( N 135,1%}{:" |



Safetab Life Science

BATCH MANUFACTURING RECORD Page Noux 49 0f 63|
Brand Name | GENFORTE TABLETS g‘;“‘f“‘“ w0 977 Batch Size 800000 Tablets
. | Ibuprofen (400my) and ., Supersedas MFC
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0 No: Wil
Batch No.: GD210601 Mfg.Date: 06/2021- Exp.Date: 05/2024
1@%‘3«8 IN- PROCESS CHECK FREQUENCY: EVERY 2 HOUR BY IPOA:
l‘)a{e TIMetsmenie
\ LHS weight of 20 tablets: RHS weight of 20 tablets:
i 18 15 1 g 15
21 N\ 9 16 2 9 16
3 Y 10 17 3 10 17
4 11 18 4 11 18
5 N 112 19 5 12 19
6 & 13
7 7 14
Limit: 5%of actual avel M /C Speed:.....
Min, weight.... Min, WeIGHE evncinrrciacionnas g
Max. weight s Max: WBIGHE . v g
Average weigpt of 20 Tab!etrs ................................ g | Average weight of 20 Tablets:
Friability : N\ NMT 1.0 % Equipment Code No.:ST/IPF/001
Disintegration Time : \ NMT 15 mins at 37°C£2°C Equipment Code No.:ST/IPDT/002

Done By: v (EPQA) \

Datelmmcasesn eare TIPS, onennurarerorsn
LHS weight of 20 tablets: \ ) RHS weight of 20 tablets:

1 8 15 N\ 1 8 15

2 9 16 N\ 2 9 16

3 10 17 RN 3 10

4 11 18 N\ 4 11

5 12 19 N\ |5 12

6 13 20 6 13

7 14

Max. weight ..

- g
Average weight of 20 sabiets

Mir. WeIGhL v ccnrioniniresiconsorione g

4]
of 20 rabﬁets

Friability :

NMT 1.0%

Equipment Code No.:ST/IPF/001

Disintegration Ti

me

NMT 15 mins at 37°C+2°C

“NEquipment Code No.:ST/IPDT/002

DONE BY? wunnvsssmsissessisessence: (IPQA) \ R
Ne 7, /

Datel.ouiisivenie: THNE ivivviniss A

LHS weight of 20 tablets: Rﬂgweiqht of 2(6%&%@/5
1 & 15 1 \ 15
2 9 16 2 9 N\ ‘ 16
3 10 17 3 10 N\ 17
4 11 18 4 11 N\ 18
5 12 19 5 12 N\ 19
6 13 y 6 13 N].20
7 14 7 14 L
Limit:5%of actual average weight(988.000mg to 1092.000ma) M /C Spe ..RPM
MG WEBIGHE. i siv g Min: welght....cnimwmnminaan Q
Max, Welght ..o oo iennnns MEX: WEIGHE. .o sanirmsosmssere g
Average weight of 20 Tablets: Average weight of 20 Tablets:

Friability : NMT 1.0 % Eguipment Code No.:ST/IPF}DDl
Disintegration Time : NMT 15 mins at 37°C+2°C Equipment Code No.:ST/IPDT/002
Bone By: i PRy T R TS TSP

Prepared by:

Checked by:

Approved By:

Designation

QA Executive /
Designee

Production Head /
Designee

QA Head /
[esignee

Signature
LY with Date

\&G‘%; ”‘?/@.C/g{

e S SEEAANT,

Lo copyY |

ahpiics s




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 50 of 63
Brand Name | GENFORTE TABLETS 2‘;’?’*"“ "5 977 Batch Size 800000 Tablets
. | Ibuprofen (400mg) and . Supersedes MFC ;
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0O No: il
Batch No.: GD210601 Mfg.Date: -06/2021 Exp.Date: 05/2024
12.0C IN~ PROCESS CHECK FRE UENCY: EVERY 2 HOUR BY IPQA:
E)a;g TR bsnvinesnusunssi
A LHS weight of 20 tablets: RHS weight of 20 tablets:
LEN 8 8 8
2 \ 9 2 9
3 \L 10 3 10
4 RN 11 4 11
5 N\ |12 5 12
6 N 13 | 6 13
Vi 4 {7 14
Limit:5%of actual average weight(988.000mg to 1092.000mg)
Min. wWelghb . oonsammmoimeismind . MU WRIGEE o morntamsnivrss e g
Max. weight ... ~Max. weight ... WG
Average wught Qf 20 Tabtets Average we'gm Gf 20 Tabia%
Friability \\ NMT 1.0 % Equipment Code NG.iS1/IPF/001

Disintegration Time :

NNMT 15 mins at 379C£2°C

Equipment Code No.:ST/IPDT/002

DONE BY: wresencnsincnnicnnn (IPQA)

Dateroumsmervnnne TIM@ I

LHS weight of 20 tablets: N\ RHS weight of 20 tablets:
1 8 15 L i 8 15
2 g 16 N\ 2 9 16
3 10 17 N\ 3 10 17
4 11 18 N\ |4 11 18
5 12 19 N5 12
6 13 13
7 14 14

Limit: 5%of actual average weight(988. OOqu to 109 000mq)

RIS BUGIIE oo o snisonssirmsnsessmiioimin q
Max. weight ... s
Average welght af ?0 Tab!ets'

Average weighthof 20 Tabfets

Friability :

NMT 1.0 %

Disintegration Time ¢

NMT 15 mins at 37°C£2°C

uipment Code No.:ST/IPF/Q01
Equipment Code No.:ST/IPDT/002

Done BY?! vovronmevormeonsaen {IPQA)

. i

Dateriiiesy TINS v \ 'A»V,_ / ’

LHS weight of 20 tablets: RHS weight of 20 &’M%r Sk
1 8 15 1 8 N\ ¥on
2 9 16 2 9 N ae&/
3 10 17 3 10 \ 17 1
4 11 18 4 11 N\ | 18
i 12 19 5 12 18
6 i3 2(} 6 13
7 14 7 14
Limit:5%o0f actual average weight(988., OGOmg to 1092.000mg)
NI W3] A LR g Min. weight.......ooiuinisiadisnig g
Max. weight ... el ; AN WO C s wectorgrvioniissbigiunss g
Average wexght of 20 Tab!ets ................................. q Average weight of 20 Tablets:

Friability :

NMY 1.0 %

Equipment Code No. ST/IPF!OOl

Disintegration Time :

NMT 15 mins at 37°C£2°C

Equipment Code No.:ST/IPDT/002

Done bY: soviinsnanan{( APQA)

Prepared by: Checked by: _ Approved By: a

Designation QA Executive / Production Head / QA Head / P ==
Designee Designee Designee | (3(,} L
o H
Signature P i \(&. \{,\Y N sty
with Date & {é@@ ﬂd % &
: DO M)Z {
b

T SRR

£0 copvﬂ




12.0D IN- PROCESS CHECK FREQUENCY: EVERY 2 HOUR BY IPQA:

Safetab Life Science
BATCH MANUFACTURING RECORD Page No. 510f63
Brand Name | GENFORTE TABLETS e durt IR 977 Batch Size 800000 Tablets
g .| Ibuprofen {(400mg) and 5 Supersedes MFC .
Generic Namae: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0 No: Nit
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024

Limit:5%o0f actual aVerage weight{988. OOOmg to 1092. OOOmgf

DA{e. senisaavsinsinn, F IR iy R

L LHS weight of 20 tablets: RHS weight of 20 tablets:
1) - 8 15 1 8 15
2 I'\{ 9 16 2 9 16
3 10 17 3 0] 17
4 L 11 18 4 11 18
5 N 12 19 5 12 19
6 N 113 20 6 13

7 N\ 14 17 14

Min. walght..c......cinsioNe:d Mt WBTGHE .o < RSO Yo
Max. Welght cciiise i g Max. weight ., g L
Average weight of 20 Tablets: Average weight of 20 Tablets ................................. g

Friability :

NMT 1.0 %

Equipment Code No.:ST/IPF/001

Disintegration Time :

NMT 15 mins at 37°C£2°C

Equipment Code No.:ST/IPDT/002

Done BY: uivecumicinmsioiiis s {(IPQA) \
Date:.vissinmveasoss TIME i visovensnasonin

LHS weight of 20 tablets:  \ RHS weight of 20 tablets:
1 8 15 1 8 15 |
2 9 i6 2 9 16
3 10 17 ) 3 10 17
4 11 18 4 11 . 18
5 112 19 5 i2 19
6 13 20 ) 13 20
7 14 14 T8
Limit:5%of actual average we&qht(988 OOOmg to 1092.000mg M /C Speea

Min. weighte.. e g Mt weldhKe. .o iaiminintisesia g

Max:, Weilght ...ooniiiinni it g Max. weight N\, .o g

Average weight of 20 Tablets: Average weighof 20 Tablets:

Friahility : NMT 1.0 % “Equipment Code No.:ST/IPF/001

Disintegration Time :

Eduipment Code No.:ST/IPDT/002

NMT 15 mins at 37°C£2°C

Done BY: vcovineininnsessnesniensin (IPQA) @
T

DAt cvsazines Timet. . s ' / Yy,

LHS weight of 20 tablets: RHS weight of 20 @bfgs
1 8 : 3 8 15
2 9 ol 9 Ry " 16
3 10 3 10 17
4 11 4 11 18
5 12 5 12 19
6 13 6 13 .20
7 i4 Wi 14 \ e
Limit:5%o0f actual average weight{988. OOOmg to 1092, OOOmg) M /C Speed: W RPM
Min. weighl......ccovmccncnn g Min. welght..oompammmmnsl
Max. werght Max, weight ...
Average wexght of 20 Tablets Average welqht of 20 Tab!ets
Friability : NMT 1.0 % Eguipment Code No.:ST/IPF/001 N

Disintegration Time

NMT 15 mins at 37°C£2°C

£quipment Code No.:ST/IPDT/002

Done by: ccvcininiceeenn  {IPQA)

Prepared by:

Checked by:

Approved By:

QA Executive /

Designation i
=0 Designee

Production Head /
Desigr'xﬂe

Signature

with Date i@, E{’\a

wéw

,—c:»..- o

*‘%@9’ S\

QA Head /
M_i?.esig nee




Safetab Life Science !
| i
BATCH MANUFACTURING RECORD Page No.: 52063

Brand Name | GENFORTE TABLETS ’;‘:f"“ " 977 Batch Size 800000 Tablets

Generic Name: ;Z‘ﬁggg{gggf‘ggg“g%g}“ﬁabgm MFC NO: ST/MRC/118/RD | EHDerSades MFC Nil

Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024

13.0 WEIGHING RECORD OF COMPRESSED TABLETS:

; Gross Tare Net " ; Gross Tare Net :

Conpi?jnner ‘f:' ggt \f:iggt ”‘,’f‘ﬁgt Weg’hed A({:)t;?gg?g Ccnlgzmar Vﬁ?ﬁ%gt v'vr?t‘?gt ‘?figgt W&g’hed g&;%:lacgg
L %03 | §50 9752 |bmsken Doylobia] 31 '
2 13011 |9 50 |o7.41 |Basker fsuioti| 32 /

3 12040 |9 .50 19790 |Buslee, [106™]  33 K
410944 1 & 50 19744 |Buc ko |BonlP™] 34 \
> 9940 | 950 | 9700 |Busken [hulobl | 35
6 198649 | 2:50 |26/ gy kun |[g\obM| 36
7 13/de | 90.5p 086 BosLen 60’1—!\9“” 37 \
8 2304 | 259 | 2050 Baghe |(4nlh!| 38 )
0 12/r00 | 950 |28 50 |puskun IBinlo®™ | 39 A\
10 19797 | 050195 47 |Buskun |faylo®] 40
U 10938 | 950 |95.05 | Bushn|lpylobln] a1 A\
2 129 89| 950 [27-32 |Buskuy |Bg0b] 42
13 10877 |2.50 12627 |nsken |BsulcbM 43
14 194002 5012250 |pusfun fatobD | a4 \
15 Y713 | 250 10923 |pushs [fp)¥ | a5 \
16 122 501250 |30-00 Buskin Bsylbh]| 46 ‘
17 13571 | 252 1932) luskin (%qwé’” i
18 12050 | 950 |20.00 Brokin %uw“‘" 48
19 4894 | 2 59 204k Bustan \Guinbly | 49 \
0 15224 |2.50 | 2074 |gaskyn %MOAIK ke \
2 B284 1250 |21 -36|8uskn 6%;\0“» - \
22 1288 1250 122 45 | Bunkan |lablo| 52 \
23 18550 1950 |22-00 |Baskn M‘t"”’” e M,
24 12/52 | 250 09 0 |fuskyn W10 54 1 .
25 19978 |2-50 19428 | Busjun roulobl| 55 Lt \
26 19624 (250 12276 |Baar %\oblw 6 S Y
27 12528 | 950 2298 \buslun|Bsyioblu| 57
2 14213 | 2:50 |42 lguskn B0l | 58
29 59
30 T o 60
Total weight of Compressed tablets: g )5 ‘0o kg |

Intimate IPQA to draw the sample.

Sample withdrawn by IPQA.

/\
IPQA Sign:.. S Date:...%é&bb/

"
o

Send Test Request Form for analysis of compressed tablets to QC department.

Prepared by: Checked by: Approved Bff:
Desigiatib QA Executis{e/ Productngn Head / QA Hgad /
Designee Designee Designee
Signature \%_, (5\&._
with Date 1&\

TCONTROLLED COPY |

Rl oty | >>75"

¥




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 53 of 63.
Brand Name | GENFORTE TABLETS ﬁ‘;’f‘“‘* 1B 977 Batch Size 800000 Tablets
i ; .| Ibuprofen (400mg) and . Supersedes MFC ;
Generic Name: Paracetamol (500mg) Tablets MEC NO: ST/MFC/118/R0 No: it
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
14.0 RECONCILIATION:
1 Theoretical Weight of Compressed tablets 832.000Kg BOOUOO No's
2 Actual Weight of Compressed tablets g /5 oo Kg 1923 £ 53
3 Manufacturing Loss (1.0 - 6.0) / 4 é‘ 9 Kg ' / 4, 0 5—/
In-process samples
A | IPQA Samples : o - 52 Kg é,vo
4
B | QC Samples O ) Kg Jvo
C | Validation $ | ,
i s 082+ 083 *| Loot oo
5 Total samples: (A + B+ C) : 0?3g »Kg 2 9«?57
6 Total: (5.0 + 2.0) 7 g/ 7 . 3 g Kg 78 594,2
6.0
£, 7 W i
7 Yo Yield Pt 100 qg 9 %
Limit: NLT 98.00%* l/

*Tentative limit

If yield is out of limit raise deviation and inform to QA.After QA investigation and approval proceed to the next stage.

Total rejects destroyed: [//6'2’ ..... Kg Rejected materials shall be destroy

bé”‘

Balobl

Done by Production sign/Date:.. 279,

Reconciliation Done by Production sign/Date:..

ad in the presence of QA.

Checked By IPQA sign/Date:. O @2\9[06'94

Checked By IPQA sign/DataﬂD,.(;@m.[lﬂbbf

14.1 COMPRESSED TABLETS RELEASED FOR INSPECTION:
Reconciliation checked and compression tablets are released for Inspectign
SM@@M‘D\ x| IPQA sign/Date:

Production sign/Date:......

.........

ONT ‘*OLU Do

B Tt e o
T

.- i-.

Prepared by: Checked by: Approved By:
. QA Executive / Production Head / QA Head /
eslgnatio Designee Désignae Designee
Signature Y Q\/ 200 l
with Dat A W \ A B ;
- (g ghady | 3R A L
R e oo, } h * R N a2 i )

s -—'~.~ﬂ



Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 54 of 63
Brand Name | GENFORTE TABLETS ving 977 Batch Size 800000 Tablets
; .| Ibuprofen (400mqg) and i Supersedes MFC = ) o
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/RD 5 v Nil
Batch Nou GD210601 Mig.Date: 06/2021 Exp Date: 05/2024
15.0 TABLET INSPECTION
15.1 LINE CLEARENCE CHECKS
Observation
N :
Siio v Gegke ; _ Production]  IPQA
1 Check whether the empty containers, polythene bags and documents of previous batch/product . .
are removed from the area, e
73 Check whether the scrap from waste bin is removed and new polythene bag is put into it. L
3 Check the absence of tablets of previous batch/product in the container and surrounding area. L P
4 Check the area (floor, wall, ceiling, door, windows) are clean. [ / ’
5 Check the tubelight fixture, supply grills, riser grills, filters and electrical fixtures are clean. (P Y o
6 Check whether the daily records are updated and signed. — v
7 Check the environmental condition and record in BMR, = L~
8 Check whether area and equipment status board is updated. L -
~ Noter Tick madg () if Complies and (X) if Does not comply .
|..Checked by (production) sig n/date:... 50 J0... 28,126 /122 |

" \ »
15.2 ENVIRONMENTAL Bl Jopolanry e
CONDITIONS )
. Observation . Production Sign mon Production Sign
e A6 o \
Temperature: 23°C to 27°C ) Y Lf\b < p4
Relative Humidity: o oy
45% to 55 % 317, £ ™ - . w
_— (@003
15.3 APPROVAL FOR INSPECTION: .
Production Sign/Date:,..5..71..0.2le0 e
) R e R
Line clearance IPQA Sign,/Datg.NJ)ﬂB..\'—b |\
. No Process Instructions
Carry out visual inspection of tablets on tablet manual inspection area.
2 Collect inspected tablets in containers lined with polythene bags. Weigh the containers and record the weight.
Intimate In-process Quality Assurance.

15.4 TABLETS VISUAL INSPECTION RECORD:
Types of rejection: broken tablets, damage edges, capping, sticking, foreign particle & any other rejections.

Container No Time Total Quantity Tablets Inspection | rvar
i From To Started Completed Rejected Dorne by/Date Lhe“_fff? b‘x’”““
NManHhoss QemqedTan S
Mol 2l 2 2828 b0k e (26t | T asleb ey |

— Hoyeth, om ol @w/oe/%

Prepared by: Checked by: _ Approved By:
N QA Executive / Production Head / QA Head /
Designation . :
Designee s Degignes
N
Signature i . ; e "\\5 A
(onni (e Ly | N N\




Safetab Life Science

BATCH MANUFACTURING RECORD

Page No.:

55 of 63

Brand Name | GENFORTE TABLETS st 977 Batch Size 800000 Tablets
Generic Name: é’;ﬁgggzi?ng??gg‘oﬁgﬁab,m MFC NO: ST/MFC/118/R0 ﬁ‘é‘;emw“ MFC Nil
Batch Now: GD210601 Mfg.Date: 06/2021 | Exp.Date: 052024
15.5 WEIGHING RECORD OF INSPECTED TABLETS: Date: 29106!21 )
Con'\gimer %%igt ‘??i’%zt V;’g%tgt We;?yhed (é!;,?;:;?g Con;;iiner %;ggt \;{;ézﬁ “{g%ét We?yhed (g;?gz?:

L 180002 | Qisp | 250 | Oopr | (Mool 3 |

2 16 | 900 | 27b0 | G %%\ddw Nz

’

. 203 | 2050 | 27,33 LCuens Gaptv| R

“ 962 Dws | 27112 Cupa Poon ek 34\

2 129038 | 250 | 2b4Q | Ot | Yl 35\

6 12847 | v | AL 1T | Luspd Al 36

7 18] peo | 283 fpel |(emee] 37 |\ )

5 {20 | 20 | 3002 |Cup! (oo 8 |\

°_12058] Qo | 28y (i PMW 39 \

0 1 anss| 20 | ASux| Aoos oy | 40 \

B 1guan | 200 26.80] Gup' | QUpme]  w

2| 2980 i6v | 27180 | [l | (i | 22 \

B3 12905 29 | 260k Oupy | Pl a3 \

| oesn] 50| 2341 O (A \

= 3.2l 80 | 2442 QO‘P" %»:mw 45 \

2 1 290uz] 52| 85.57|(iont S i \

| aedo] 5 | 22 00| (i W | o

| 208 205v | 29,59 (ool | Wn| a8 \

19 | 3452 2150 | 25.40] (i y | 49 \

0 33.95] D | 3075 ,;n’ prY| 50 \

21 33,8y | D5V | 31,3, /‘u;;{ (HJ@W 51 \
L2 [ 3bIs] Do | gsby Cu;m iy |52

2| Byz| 25° | 39,99 Ciopr B | 53

24 3/:80 | K| 29,00 Rayf G| 54

2 1 2gs| | sbeos| bop) (Wapiry | 55

25 2024 | AKD | 337, lip)! @m\wm 56

2 1 253b] 2eo| 228 [pn |GOum 57 L

2 1 8I9L 27 | 0.9 (,}f;y %;oﬂw S

29 —59—NP

30 60 T

Total weight of inspected tablets: m lu I)U
ey ke By | er ». Appmvedﬁwym i i i

—— QA Executive / Production Head /| QA Head / SR SRR s e

Designation Designee Designes | Designee g L) CcoO P Y
. ne e i G"(: N1 hO L

Signature - £ . ! AVX = i

: 5 {, o M R g BN :

 Dare AP\ . it x ‘“ﬂ P o Y e ‘ ¢
e R b YIRS | N T RN |



Safetab Life Sciewnce
BATCH MANUFACTURING RECORD Page No.: 56 of 63 v
Brand Name | GENFORTE TABLETS ,‘:‘;"f‘““t v 977 Batch Size 800000 Tablets
.| Ibuprofen (400mg) and N Supersedes MFC
Generic Name: Paracetamol (500mg) Tablets MEC NO: ST/MFC/118/R0O Na: Mif
Batch No.: - GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024
15.6 RECONCILIATION: (INSPECTION OF TABLETS)
1.0 Theoretical weight of tablets ke 800000 No's
gg,? ¢+ OO
2.0 Tablets transferred to inspection - ke No's
¥ 315 oo 73865
3.0 Rejected tablets O ({ 0 ka 13 9 No's
4.0 Total weight of good tablets %‘ Av Lo ke *’\ Q 3250) No's
4.0
/ % Yield =~ x 100
5.0 ? i O\jro\ %
(Limit- NLT 97.00%)*
*Yentative limit
If yield is out of limit, raise deviation and inform to QA. After QA, investigation and approval proceed to the next stage.
Total rejects destroyed: O’\{Oth Rejected materials shall be destroyed in the presence of QA
Done by Packing sign/Date; . =L %’D}cz Y. Checked by IPQA sign/Date:.. m bk Q'L'
Reconciliation Done by Production sign/Date:“@%z/[Q‘zl%. Checked By 1IPQA signx{)ate:,,Q,{fg&{gg(ymw
15.7 RELEASE FOR PACKING
Compressed tablets report checked and released fi acking
: SRS\ , , C l
Checked by Competent Staff Sign/Date: ................[.. A IPQA Sign/Date oy %lpb Wiy
AR ' !
Prepared by: Checked by:  Approved By: E
e QA Executive / Production Head / QA Head / - 3 " -
Desighation Designee Designe& Designee “ CO I't\( 'LLED COpPY ” :
Signature t‘ ,,k‘] \&{ K %g- D) '
with Date M\“g:&" (}» e A ‘
Q /é 7 ;\l?@”‘ (wz‘ g\\ f L




Safetab Life Science

BATCH MANUFACTURING RECORD Page No.:

57 of 63~

Brand Name | GENFORTE TABLETS :‘;"f‘““ = 977 Batch Size 800000 Tablets
.| Tbuprofen (400mg) and . Bupersedes MFC A

Generic Name: Paracetamal (500mg) Tablets MFC NO: ST/MFC/11B/RO No: it

Batch No.: GD210601 : Mfg.Date: - 06/2021 Exp.Date: 05/2024

16.0 PROCESS HISTORY

<~
)
1
ph\®
./ :

i sl
...... . Prepared by: Checked by: Approved By: bt :-
S QA Executive / Production Head / QA Head / ’ = .
Designation Designee Designee _ Designee CONTROLLED copy ‘“

Signature
{ with Date

Yot aphady| TR Vet
A ;VVJ- - i z -

TR

E
f
f
z

i




Safetab Life Science

Fage No.:

|'s8or63

BATCH MANUFACTURING RECORD 9
Brand Name | GENFORTE TABLETS e 977 Batch Size 800000 Tablets
, .| Ibuprofen (400mg) and N y Supersedes MFC :
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0 No: it
Batch No. GD210601 Mfg.Date: 06/2021 Exp.Date:; 05/2024
» ) - Checked by Reviewed by
12.0 Following the BMR records in additional attached. ,
Production Head QA Head
1 Raw Materials dispensed labels L =
2 Granulation stége analytical report — o
3 Compression stage analytical report _
. e
4 Blend container label o -
5 Compressed tablets container label i —7

Note: Tick mark (V) if Complies and (X) if Does not comply.

This Batch Manufacturing reviewed on date...?:g.‘l().ﬁ,.’},l..

Production Head sign/date.....

This Batch Manufacturing Record received, reviewed and batch is released for packing on date..,%gfgkzhf...

Reviewed by QA Head......

Prepared by:

Checked by:

A AV 101 A AR A A

_Approved By: |

. QA Executive / Production Head / E o QA Head / "‘
. Designee 095’9”99 ] _Designee !’
Signature P < 53 % Q‘J WA kK i
ith Dat N Ak R A ] Sy Y mﬁ‘»*‘ ‘S \ *v?\
winoate 1) < . Yool | > o™ | N

w

CONTROLLED cupvj
|
i




Safetab Life Science

59 of 63

BATCH MANUFACTURING RECORD Page No.:
Brand Name | GENFORTE TABLETS ,‘:‘;‘f’“‘:t e 977 Batch Size 800000 Tablets
. .| Ibuprofen (400mg) and 3 Supersedes MFC .
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/RD No: Nt
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024 |
g i
18.0 ABBREVIATIONS
Short . Short o
S.No. Form Abbreviation S.No. Fasern Abbtﬁvsahom
1 BP British Pharmacopeia 19 'AR.No. | Analytical Report Number
2 APl | Active Pharmaceutical Ingredients 20 IPQA | In Process Quality Assurance
3 BMR Batch Manufacturing Record 21 L Lakhs
4 MFG Manufacturing 22 TRF Test Request Form
, X Rapid Mixer Granulator B
5 EXP | Expiry 23 RMG
Fluid Bed Drier
6 QA Quality Assurance 24 FBD .
7 Kg Kilogram 25 SOP Standard Operating Procedure
8 o] Gram 26 mm Millimeter
9 its Liters 27 NLT Not Less Than
10 Min Minutes 28 NMT Not More Than
11 Hrs Hours 29 Tab Tablet
12 M/C Machine 30 RHS Right Hand Side
13 Prod Production 31 LHS Left Hand Side
14 B.No Batch number 32 Std Standard
15 mg Milligram 33 Avyg Average
16 Qty Quantity 34 rpm Rotation Per Minute
17 QC Quality Control 35 No's Numbers
18 LOD Loss On Drying 36 Sign Signature
Prepared by: Checked by: Approved By: - i
Besignation QA Executive / Praoduction Head / QA Head / . s
=g Designee | _ Designee Designee LL(, ONTHO LLe D L OP Y h
Signature Q} W i ;
: g » 2\ }
Date . § i 13‘
o Rttty | e |



Safetab Life Science

3&1"‘3%‘1 MANUFAGTHRT&N& RECORD Page No.: 60 of 63
Brand Name | GENFORTE TABLETS S‘;"fm“ 0 977 Batch Size 800000 Tablets
»iny .| Ibuprofen (400mg) and " ” Supersedes MFC 1 ., WH
Generic Name: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0O No: ) b‘\m
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024

|__BMR COPY/QUALITY CONTROL COPY !

19.0 TEST REQUEST FORM FOR LUBRICATED GRANULES:
From: Manufacturing Department . To: Q.A. Department
To be filled by production To be filled by IPQA

Quantity Sampled &bm

Sampled by @/ on dat@&qoe)’ol\

No. of containers 2& "

Sample received by :. @7/ on doteng. %&o’é\w

Date of Mfg. 06[20:2—\ Date of Exp Q“;['Jo)}—,
Test Request for C‘m\kﬁf\}

TRF raised E:y%?/,,/’ on date... [06 f)d

To be filled by QC

TRF roceived on .. Q;t 5;9"‘3 <4
ASample tested on :..© &' 0 L ¥

....................

Test Results [ Limits

Fot M“ﬁ of Jrisun o0, S

/Damu/faw/ - ﬂc‘“’?(/oo»e“/.)

T haprofer - 4 o0 L~7 (100! “.)

. e Space for QC Approval.(Sfamping and Signing)
Analytical Reference no.: ( r{ ‘F /O tco | / > VF

/4«/04/209'/ &R

Analysad By @ Se291 .

Prepared by: Checked by: Approved By: [
S QA Executive / Production Head / QA Head / |
&ig Designes b Designee Designes !g CC N T O 5 L C O p Y
i " i M s
Sigﬂatur(‘ L . /.y—ﬁ"gg\..,} g p;/x %’ K ;\-- A e LT R e e
with Date K}(f' f 4 é ,mf RS w':,;a‘\g}b\ o
&}?%?aw i\ T 22 SRR A A



Safetab Life Science
BATCH MANUFACTURING RECORD Page No. 61 of 63
Brand Name | GENFORTE TABLETS LD 977 Batch Size 800000 Tablets
.| Ihuprofen (400my) and y — Supersedes MFC . 7
Generic Name:| 0 o) Tablets | MFC NO: ST/MFC/118/R0 | SUF Nil
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024

|._BMR COPY/QUALITY CONTROL COPY |

20.0 TEST REQUEST FORM FOR BULK TABLETS:

From: Manufaztdring Department

To: Q.A. Department

To be filled by production
Date of Mngé/&Dl,

Test Request for ... L2 U

TRF raised byél)/

Date of Exp 05/@20)//

To be filled by IPQA

Quantity Sampled :...J0D{@BS

Sampled by

i ;n dateQ*H/Qé/)f/
To be filled by QC l

TRF received on 2.« | € ’ Df
Sample tested orﬂ;?f{g{} (o 8\

Test Resulis

QQ(Q,. "\_"L?‘-ek Com '}QJJW el —

W“Sw“"\“‘\"ﬁ\ 5ot 24
RV, Aggi- lonL T
ey — e/,

‘—m)___ ‘OQ‘D"II

,@F%\—~Q&)Q
20 pagl- ‘oL s
M""\"‘ ‘&D\W/'
rrm,d-— el I,

@ be\(ft tm\o Tm&l-—— O Op I\/,v o
& Wkﬂ' Tm)p),' D‘@?‘\‘/,

g (e,

(a3 8%

A&awﬁcal Reference no.: UQ‘?‘[} "F‘ - 74 #DV .Q-U.Q/

Gopid,}

edBy

Space for QC Approval (Stamping and Signing)

[
‘ \ PPRAVE!

X}o\o'[/ M

Prepared by: Checked by:

Approved By:

Preduction Head /
Designee

QA Executive /

Designation y
9 Designee

QA Head /

Dofzqnoo

i

”y‘%cfﬁ& Ll

Signature
with Date

WNTHOLLED COPY
8 A R S T AN TR o o8

\%‘% <>}\% ” C

Relogo plocky | >

!
;
I
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Safetab Life Science

Page No.

 BATCH MANUFACTURING RECORD 62 of 63
Brand Name | GENFORTE TABLETS et 977 Batch Size BAODOD TeetE |
Generic Name: ;‘;fg;giﬁ%‘??gggg] ;‘)"‘%m ets | MFC NO: ST/MFC/118/R0 | qubersedes MFC il
Batcﬁ No.: GD210601 Mfg.Date: 06/2021 Ex‘:pj)am:, 05/2024
21.0 BATCH MANUFACTURING RECORD REVIEW CHECK LIST

S:No. No. CHECK POINTS Status

1 The efxtire Page no: «,__LM to_ 63 are available, verified and found correct, vY'ef’ / No

2 Batch numbers available in all pages verified and are correct. em / No

3 Manufacturing and expiry is correctly allotted verified. ¥es / No

L3 ‘DEspensing carried out on calibrated balance verified. Yes / No

5 Dispensing Cards attached. Aes [ No

6 Line clearance is taken prior to all dispensing and manufacturing activities, Yew / No

7 Dispensing is carried out as per indent of raw materials are correct. Xes / No

8 : Envimnmehtal ccnditiqns comply during all the manufacturing steps. - JYes/ No

g Al wrong entries if any have been strike out-and signed and verified. ﬁf No

10 Actual equipment used Is as specified and verified. Xey / No

11 Blend, Compressed Tablet container labels are attached. Yes / No

12 !l;:}bi;ication, Compression and Inspection reconciliation is filled and variance is within acceptance Yoo/ No

13 1f am} deviation and change control raised related to this batch attached with Batch record, Yes /,N7 / NA

Note: If any abnormalities noticed during batch manufacturing record review it should be brought to the notice of QA Head.

®

Batch Manufacturing Record reviewed by IPQA Sign/Dates .50 QE.LSLL.,..

QA Head Sign/Date: \%(
WA
1%\0

Prepared by:

Checked by:

Approved By:

Designation

QA Executive /
Desighee

Production Head /
Designee

QA Head /
Designee

{

Signature
with Date

Rloarloch ~

LCONTR

g = py

OLLED Cdﬁle

—t

§



Safetab Life Science |

BATCH MANGFAC’%&RK&G RECORD

Page No.: 63 of 63
BrandName | GENFORTE TABLETS ey 977 Batch Size 800000 Tablets
.1 Ibuprofen (400mg) and ) Supersedes MEC :
Gemfs:k‘ MName: Paracetamol (500mg) Tablets MFC NO: ST/MFC/118/R0O No: Nit
Batch No.: GD210601 Mfg.Date: 06/2021 Exp.Date: 05/2024

22.0 REVISION HISTORY:

Revision No.

Date of Revision

Changes Made

Effective Date

)

00 o 1. New product introduced refer change control No: ST/CC/20/004. 04.03.2020
ik 1. New granulation area and equipment used refer change control ‘ / (f
# o }Tf/@c.& Ac’@&} No: ST/CC/21/75. O1f06 oy |
| Prepared by: Checked by: Approved By: i
i Deb,gnamn QA Executive / Production Head / QA Head / PRI S—
Reir il Designee Desfgnee Designee 1 co Pq ﬂ O i_ LED C O PY !
£ 59 5
5ignature x . 4 A "&g m{\,’\ e (
ith pate 3({ o Lo ‘3»: ,;)e}* 0"’3 AN |
et s 5 INE 2/ 2w 1T N h Aa ]




