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Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 1 of 35

Comrnure, Puducherry-605009.
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SF':‘AIO}:&LI\{\WH,% BATCH MANUFACTURING RECORD | Product Code: L13 Batch Size: 6,00,000 Tablets
Gt FERRIS BMR. No.: BMR/T/331-00 | Batch -No.: G1]2221k
Customer: Generic Health Care Pvt. Ltd.

BATCH MANUFACTURING RECORD COVER SHEET

PRODUCT NAME
GENERIC NAME

LABEL CLAIM

MFR No. / Reference Docﬁment No.

BMR Wo.
REVISION No.

SUPERSEDES No.

BMR EFFECTIVE BATCH NUMBER/DATE

MFG.LIC No.

STORAGE

BMR ISSUED BY/DATE (QA)
BMR CHECKED & RECEIVED BY/DATE

(PRODUCTION)

SHELF LIFE
BATCH SIZE

MFG. DATE: I'wmm ....................

LOLIP 20

Atorvastatin Calcium Tablets 20 mg

Each film coated tablet contains:

Atorvastatin calcium Trihydrate

Equivalent to Atorvastatin ...........ccceeeeannnns. 20 mg
Colour: Approved colour used.

MFR/T/186-00
BMR/T/331-00

00

NIL

. Gr182.210b /02 |06 | 2022

- PON/DRUGS/21 14 4376

G

Store in cool and dry place. Protect from light and moisture.
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36 Months
6,00,000 Tablets (117.000 Kg)

EXP. DATE: )2. ( 2025 e

RECOVERY ADDITION RECORD
BATCH NO MFG EXP QUANTITY REVISED BATCH SIZE
rL Y- 1
. | »N
ALLOTTED BY: %\:\\-\\m— COUNTER CHECKED BY:%‘L\;D;\\\\ W
QA SIGN/DATE: N 2. ... QA SIGN/DATE: ............ J oA AN

DATE OF COMMENCEMENT: . f}ol nl .

RELEASED QUANTITY OF TABLETS FOR PACKING

RELEASE FOR PACKING STAGE
HEAD OF QA SIGN/DATE:

DATE OF COMPLETION: .. 0%l
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""SATPRIMUS LIFE BIOTECH PVT LTD

s M,—,_ )
b g \u Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur Page 2 of 35
- Commune, Puducherry-605009.
SAl PRIMUS
Batch Size: 6,00,000 Tablets

LIFE BIOTECH PVT

BATCH MANUFACTURING RECORD | Product Code: L13

LTD

BMR. No.: BMR/T/331-00 | Batch No.: &((3%9] b |
Product LOLIP 20 ==
i Customer: Generic Health Care Pvt. Ltd.
1.0 INDEX
Sr. No. Content Page No.
Batch manufacturing cover sheet 1
1.0 Index 2
2.0 Flow Chart 3
3.0 Indent of active pharmaceutical ingredients & excipients 4
4.0 Calculation 5
5.0 Dispensing line clearance checks, Dispensing weighing sheet 6-7
6.0 Line clearance for Sifting and granulation. 8
70 Granulation instruction, sieve integrity checks, sifting instruction, wet granulation, drying record, 9-11
) sifting and milling record B
8.0 Blending Line clearance, Blending and Lubrication process, Lubrication material sifting record, 12-13
: Blending and Lubrication records, Weight record, Reconciliation, Release for Compression )
9.0 Compression Line Clearance 14
Compression instruction, Granules receipt record, compression specification, compression machine
10.0 running status, initial In-process checks, Compression specification/ Parameters, In-process checks 15-30
. (Production and IPQA), uniformity of weight checks (Production and IPQA), weight record of
compressed tablets, Reconciliation
11.0 | Release for Coating
12.0 | Line clearance for Coating solution preparation
13.0 | General instruction, tablets receipt record for coating, coating solution preparation procedure
14.0 | Line Clearance for Coating
Film coating instruction, coating parameter, individual weight checks of pre-warmed tablets,
15:0 | percentage of weight gain, actual average weight of coated tdblets coating process, initial coating
parameter checks, In-process checks of Protective coating
16.0 | Release for Inspection 30
17.0 | Inspection Line clearance 31
Inspection Process instruction, performance checks record for metal detector, tablets visual
18.0 | . : i 2t . 32-33
inspection record, weight record, Reconciliation of inspected tablets
19.0 | Release for Packing 33
20.0 | BMR Review details 33
21.0 | Revision History 33
Prepared by: Checked by: Approved By:
Dept. Production Produgction -/ Quality Assurance Head Quality Assurance
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur
Commune, Puducherry-605009.

Page 3 of 35
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SAI PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD | Product Code: L13

Batch Size: 6,060,000 Tablets

BMR. No.: BMIR/T/331-00 | Batch No.: (|2 221 b |
Prpdua AL Customer: Generic Health Care Pvt. Ltd.
2.0 PROCESS FLOW CHART
Dispensing

Jr '

Cross verification of dispensed materials

l

Sifting
Dry mixing

|

Pre-Lubrication

!

~Lubrication -
- Compression ol

In-Process Tests: - l
Appcarance iR L
Individual Weight Variation' : A
Thickness . m— 'Co.at",l_g S
Diameter
Disintegration Tcst l

; ~Visual rInspgéétidn'

!

“ Packing

In-Process Tests:
Appcarance 1
Individual Weight Variation
Thickness

Diameter

Hardness

Friability -
Disintegration Test

T S R - T+,

Prepared by: Checked by: Approved By:
Dept. Productlon - Production , Quality Assurance - Head Quality Assurance
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&g SAI PRIMUS LIFE BIOTECH PVT LTD
5 \‘ Factory R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur || Page 4 of 35
- - Commune, Puducherry-605009.
SAI PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: L13

Batch Size: 6,00,000 Tablets

Product LOLIP 20

BMR. No.: BMR/T/331-00

Batch No.: 612 291 |

Customer:

Generic Health Care Pvt. Ltd.

3.0 INDENT OF ACTIVE PHARMACEUTICAL INGREDIENTS & EXCIPIENTS:

S . Quantity/ | Std. quantity | OA/ | Req. quantity

s, Name of the Ingredient Spec. Item Code Tablets per 6,00,000 PL per 6,00,000
(mg) tablets (kg) (%) tablets (kg)
Lubrication material: ‘ ’

J/ Atorvastatin Calcium (Micronized) usp RAI/SP/A016 22.000* 13.200* 6.15 13.200#
2/ Microcrystalline cellulose PH102 BP REX/SP/MO010 49.110 29.466 - 29.466
“5 | Calcium Carbonate BP | RAIUSP/C00S | 0950 0.570 - 0.570

4/ . Lactose DCL 11 BP REX/SP/L004 105.950 63.570 - 63.570
é/ Croscarmellose Sodium BP REX/SP/C008 6.300 3.780 - 3.780
‘( Colloidal Silicon Dioxide BP REX/SP/C022 2.850 1.710 - 1.710

7 | Purified Talc BP REX/SP/P017 1.900 1.140 - 1.140
8 | Magnesium Stearate BP REX/SP/MO011 0.950 0.570 - 0.570

Theoretical Weight of the Lubricated granules 190.000 114.000 - 114.000
Theoretical weight of Compressed tablet | 190.000 114.000 - 114.000
Coating Material:

9 | Wincoat WT White 02022 IHS | REX/SP/W001 4.750 2.850 25 3.563%
gy “Yellow oxide of Iron IHS REX/SP/1004 0.050 0.030 25 0.038%

11 | Tween 80 BP REX/SP/P014 0.200 0.120 1 25 0.150"

12 | Isopropyl Alcohol BP REX/SP/1005 q.s. 21.000 - 21.000

13 | Purified Water BP ﬁA q.s. 30.000 - 30.000

Theoretical weight of Coated tablet | 195.000 117.000 - 117.000

NOTE: *API quantity shall be calculated based on potency.
**Excess Quantity shall be compensating from Mlcrocrystallme cellulose PH 102.
# Inclusive of overages
OA.: Overages, PL: Process loss
Prepared by: Checled by: Approved By:
Dept. Production Production P Quality Assurance Head Quality Assurance
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g ii= SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 5 of 35

SAl PRII\;{: IS Commune, Puduchclry—605009
LIFE BIOTECH PVT LTD BATCH MANUFACTURING RECORD | Product Code: L13 Batch Size: 6,00,000 Tablets
Product LOLIP 20 BMR. No.: BMR/T/331-00 | Batch .No [.:f 1222 |
Customer: Generic Health Care Pvt. Litd.

4.0 ASSAY AND LOD CALCULATIONS FOR ATORVASTATIN CALCIUM:
Note: If assay of API is more than 100%, consider 100% at the time of calculation.

Standard quantity of Atorvastatin Calcium: 13.200 Kg (A)
Standard quantity of Microcrystalline cellulose PH: 102 (B): 29.466 Kg

9 culation for Atorvastatin Calcium:
1) Calculatien for Single A. R. No. , Assay on dried basis: w/w, LOD: w/w
Exp. Date.......0x.
Actual Quantity (Kg) (C) = Standard\qtv. required x 100 x100 = x100x 100 = Kg
Assayx(100-LOD) x (100- )

2) Calculation for Microcrystalline cellulose PH102-
Actual Quantity (Kg) (D) = Standard quantity of Microcrystalline cellulose PH 102 - Excess Calculated quantity of Atorvastatin

Calcium
=29.466 Kg— Kg
= Kg.
3) Calculation for Atorvastatin Calcium Multiple A. R. No.: . .
Sr. A.R.No - | Available Qty. Assay % LOD % | Actual Qty.= Available Oty. x Assay x (100-LOD)
No. e (Kg) (E) wiw wiw 100x100
ol | Rmln|oooeq 7J.01% 94 -b9 5.07 b by
Total Actual Quantity (F) [:, bl
Calculation for Remaining Quantity Required (G): :
Theoretical Qty. — Actual Quantity (F) = L.55¢% Kg
e [T

AR.No.: ReA6t Jood 1\, Assay on dried basis: _9%- 330 w/w, LOD: 4~530 o4w/iw, Exp. Date

Actual Quantlty Kg) (H) Remaining qgty. required (G) x 100 x100 =6-55% X100 X 100 = 4.€%5 Ke.

Assay X (100-LOD) Aq-THeX(100- }4-S30)

Total Qty. of Atorvastatin Calcium to be dispensed (I) = (E) + (H) = 12403 Kg

4) Calculation for Microcrystalline cellulose PH 102 (B):

Actual Quantity (Kg) (J) = Standard quantity of Microcrystalline cellulose PH 102 - Excess Calculated quantity of Atorvastatin
Calcium

=29.466 Kg— (0-10> kg

= Q%_\bﬁ Kg.
—— : :
Done By/On (QA): Q‘\%_%/Lgf\\\\\@o*g\l Checked By/On (Production): )/ .\(ﬁfﬂ\\“\ 20t
Prepared by: Cliccked by: Approved By:
Dept. ; Pro_duction - AProduction /) - Quality Assuragce *Head Quality Assurance
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SAI PRIMUS LIFE BIOTECH PVT LTD
I‘actmy R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur
Commune, Puducherry-605009.

Page 6 of 35

'SAI PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: L13 Batch Size: 6,00,000 Tablets

Product

LOLIP 20

BMR. No.: BMIR/T/331-00 | Batch No.: (£ 22 % |

Customer: Generic Health Care Pvt. Ltd.

5.0 DISPENSING LINE CLEARANCE CHECKS

Date ?aOl .).1) 2.1..Time \0. 1.0

Sr. Checks Observation*
No. Store IPQA
1 Check and ensure that empty SS containers, polythene bags, Tags, documents and scrap from waste
bin of previous batch/product are removed from the aréa. i v 78
2 | Check and ensure that display stand and weighing balance are clean. [ T
3 | Check and ensure that SS scoop, SS spatula and.SS trolley are clean. i =
4 Check and ensure that area (floor, walls, ceiling, doors and windows) are clean. v i / /
5 Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and v’ \\’/
filters, electrical fixture are clean. _
6 | Check and ensure that all the sides of dispensing booth is clean v~ v/
7 Check all the gauges of dispensing booth before switching ON. v~ W /
Check and ensure that weighing balances and pressure gauges to be used are within calibration due \/
8 date. ]/, //
9 Check that the daily records (Balance Logbook, RH & Temp. record) are updated and signed. v N
10 | Equipment status is updated for Cleaned and Preventive maintenance. v N
Note: *Tick mark (\/) if Complies, (X) if does not comply and (NA) if not applicable. '
Equipment Dispensing Booth Weighing Balance Area
A ~
ID No. < \Dre ool |29)sa|pey |97V 2 (oS | G120 006 D1 Apertsng ot |
Previous Product @’\@q\gw{~
B. No. N8 2214y
Cleaned by Sign/Date | nfeme?n )y he
Checked by Store .
Sign/Date /f@ﬁ%‘/‘ 4‘5’«7] 1) \1 L
Verified by IPQA @?)
Sign/Date \:)QD[I ]\'?/‘@‘n/
ENVIRONMENTAL CONDITIONS: Date: ?0/1 1/22Time:. L0y 15 Checked by | Verified by
Observation Store IPQA
(For Reference SOP No.: QAGN/011) ) Sign/Date Sign/Date
Temperature (Limit: NMT 25°C) Qe 7 20 nh L P20 e
Relative Humidity % (Limit: NMT 60%) <], [ eolnhe FEolilhor
Differential Pressure (NLT 10 Pascal) R L VaIn) }73{0] o
Differential Pressure across the booth Limit: 5 to 20 mm Water |,)/,,,,917 Jb('z{)} TR é'—?z,r)h‘ |20/

APPROVAL FOR DISPENSING BY IPQA: Sign......... é}},} ..................

Dispensing start Time, IO ...................

End Timo ...\ 8520

Prepared by: Checked by: Approved By:
Dept. Production Production = Quality Assurance Head Quglity Assurance
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i s SAI PRIMUS LIFE BIOTECH PVT LTD
Nad g J) Factory R.S. No 4/3 Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 8 of 35
- ‘Commune, Puducherry-605009. ) B o
1AL PRIMUS .
| Life gjoTecH pvT LTD BATCH MANUFACTURING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
¢y BMR. No.: BMR/T/331-00 | Batch No.: (7{{% 20.1i,1
5 duct LOLIP 20 >
s - )iro ue OLIP Customer: Generic Health Care Pvt. Ltd.
£3 4
 |5=6.0f BLENDING LINE CLEARANCE CHECKS: Date/Shift: g@] tlae Iyy . ]ﬂ/(n o1 )er | 4
g S 1 *Qbservations
f.-»;m) Checks Time| lg:3® 293 2.8
o . Prod. | IPQA.| Prod. | IPQA Prod. |[IPQA
- 5‘ | Check and ensure that empty SS containers, polythene bags, Tags and '
| documents of previous batch/product are removed. S < T
| S5 | Check and ensure that Scrap from waste bin is removed and new - e
| = -2 polythene bag is put into it. il L
' R . . . -
3 Check and ensure that display, display stand, weighing balance are _ _ v \
clean. -
4 | Check and ensure that SS storage Cabinet and Drain point are clean. — ~ - v \
5 Check and ensure that absence of previous batch/product from area
below machine - i = | %" .
d : rr =
6 Sll:;ik and ensure that all equipment body and inside the vessel are o - _ v é
7 Check and ensure that Tube light fixture, supply grills, riser grills and - _ v
filters and electrical fixtures are clean ~
Check and ensure that instruments to be used are within calibration due v
8 : . — ~ -
date and earthing connection.
9 Check and ensure that daily records (Logbook, Balance, Tcmp & RH) — g o o
are updated and signed.
10 | Check and ensure that environment condition and record on BMR ~ - - v \
Check and ensure that rinse water is released from QC and attached the ' P .
11 N[ e
test request from (TRF) =
12 | Equipment status is updated for Cleaned and Preventive maintenance. - e -~ R \
Note: *Tick mark () if Complies, (X) if does not comply and (NA) if not applicable.
Equipment Shifter Blender Area
EQP: ID No. PRWE Slew | Pelows Lo | Loverwlaton —
Previous Product DMed  heze Ld=veh -
Batch No. ) FM(‘)\ o2 bel
Cleaned by ’\W\LE/V\
Checked by m—
Verified by [
ENVIRONMENTAL Date:g@‘“ e Time: |y 37 | Date:e\\\e)on Time: ¢ 3o | Date: Time:
CONDITIONS: . _|Checked|Verificd . |Checked|Verified . Checked| Verified
(SOP No.: QAGN/011) Observation by by Observation - iy Observation it By
Temperature °C o
(NMT 25°C) 02fC | B | WY 23%¢ | B “g)/ \
-
RH % (NMT 60%) wy, | U] ns czy. | W [ & i\
DP (NLT 10 Pascal) Ul M| Ty o ™| & [l
APPROVAL FOR SIEFTING AND BLENDING: - o
Production Sign/Date: Nw\\\\’l}‘/ ‘:}\\/\D\W \ )
: - >4 '’ g
IPQA Sign/Date: DD %l ul w2~ Cj{\\\/»\k)f”\/ s
Start and End Time: teoyy 17439 \ a‘-{\_‘p 15> 40
Prepared by: Checked by: Approved By:
Dept. Production Production 7 Quality Assurance Head Quality Assurance
<
Sign. L. Ve | Suh bty | NN -
Date 0xlvh 2oz | 02(b]2ors | waldblootky Al
B




@ 4 SAI PRIMUS LIFE BIOTECH PVT LTD
S F B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 9 of 35
SA| EEIMUS Commune, Puducherry-605009.
ure siotecH pvr Lo | BATCH MANUFACTURING RECORD | Product Code: L13 ‘| Batch Size: 6,00,000 Tablets
M LOLIP 20 BMR. No.: BMR/T/331-00 | Batch _No.: G322\
Customer: Generic Health Care Pvt. Ltd.
6.1 LUBRICATION MATERIAL SIFTING RECORD: Datc.zfn.]Jq.lQJL_..Shift: " 2
s Weight s Sieve Time Sieve
E Name of Ingredient before S:iezx(;e ID No. Integrity i T Integrity ch)) ne Ekd Vfd by
o sifting in Kg H before use| ~ 0™ © |after use y y
Dry mixing: ’ >
; . | OK/ oK/
1 | Atorvastatin Calcium 1%.903 go# i Not OK | 15:¥5]17:29 | Not oK | [rreve B 9}&/
Microcrystalline . ' o oK/ v\‘i(\ “;w OK/ . L o
2 | cellulose PH102 28163 |40 | 1ol WY nocox [P (135 motok [Repn| M- || B
3 | Calcium Carbonate 0.370 | 60# " A om 1237 | 1223¢ o Yo | M [aei | pint
T o . A ‘& < 5
4 | Lactose DCL 11 bz. w70 | 60# 3‘[?{/ Not Ok 112339 [\ 257 ot OK )’Léé(o\ M_ g
5 | Croscarmellose Sodium 3.m180 | 6O# Q’Q’\ \qL 2k vy Fsgu h e
Colloidal Silicon 9o oS OK7 x|, \
® | Dioxide {-700 | 30# | oot ged® \ Not OK [V | neils| woe ox [ | D |9
7 | Purified Talc b+ lye . P gl | O [vT\eNg| 0K/ |Wapn| B | @
8 | Magnesium stearate 0-£90 po|2° - NotOK haurg [yyrey | NotOK [0 [ D [@A—)
T J
6.2  BLENDING AND LUBRICATION PROCESS: Date.?ﬂ.\l?.JM:...smft...Cq ......
Step . Time Done|Ckd by| Verified
No. Erecess Instructions Started|[Completed | by | Prod. |by IPQA
1 |Use hand gloves and goggles while handling the materials.
2 |Operate the Octagonal Blender as per the current version of the SOP No. PDOP/009.
Pre-Lubrication:
Load the sifted materials from step 6.1 (1,6) into the blender and mix for 15 " . ' !
1| minutes at 10 RPM. ooy | 16T (Pepn| Y- | g
Lubrication: e ol i s L
o ~ TJ 1
Load the Sifted Purified Talc and Magnesium Stearate into the above Pre- 15020 |yt a )
2 | lubricated blend and mix for further 5 minutes at 10 RPM. 13129 | 1xL %o Rapu | VY- W
3 | Unload the lubricated blend in HDPE container having double lined polybag. [ls>5 ¢y | 1532 yo  [Mep| M- PN —
6.3 WEIGHING OF FINAL BLEND:
Balance LD. No.: Ym0 Dateni}izdonshitt.....L4... . Time: bl 48~
Sr. No. | Gross Weight (Kg) [Tare Weight (Kg) | Net weight (Kg) |Weighed by | Checked by Prod. | Verified by IPQA| |
1 29-Bbo fr9 0 2L-ybo P oo M B
2 -1 &0 [~ 780 29.- Yo s M e
3 3¢ 8o 2-|oo 28-q0v | hep M- i
4 7 3~2wo 2 -l 29 |lco e N g;q/.
5
6 . — Ml L
7
J -
Total: | [(3-btlpo ik
Prepared by: Checked by: Approved By:
Dept. Production : Production Quality Assurance Head Quality Assurance
Sign. s L . bM EWW\A\/J/ \QW i{@ -
Dae =1 o2loblapra | 02[0t/>222— | _op\dblpess P SR
\F' Y ‘4 ' ’ :(v&:,(!!iﬂagr‘y) h A\ \ Gl 0\ A
R AW T Ty 1V IV L v LI AW A A - - hJ =
M-—ﬁ R i [JNCONTRO C
_ OLLED CCcY
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> @ SAI PRIMUS LIFE BIOTECH PVT LTD
il \O\ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 10 of 35
e e : : Commune, Puducherry-605009. o e
SAI PRIMUS :
Batch Size: 6,00,000 Tablets

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: L13

. No.: BMR/T/331- atch No.: 07 |9
Evudiics LOLIEZ0 glxﬁﬁnior: ; = generilj(;{efl{tllx i??l’:;LI:t' Ltd.
6.4 RECONCILIATION:
1.0 | Theoretical weight of blend 114.000 Kg
2.0 | Actual Weight of blend N3.6bo Kg
3.0 | Manufacturing Loss (Blending stage) @ o-2to Kg l

In-process samples

i A | IPQC Samples

B | QC Samples:

C | Validation Samples 0..030.Kg i
5.0 | Total samples: (A +B +C) 0.|2¢0 Kg
6.0 | Total: (2.0 +5.0) li3-190 Kg
7.0 | Yield {6.0 /1.0 x100}* 79-F) %

* Actually yield will be calculated after 3 validation batches.

@Total

rejects destroyed:

Kg. (Rejected materials shall be destroyed as per SOP: QAGN/048).

Recovery Addition Quantity in Kg--—m---- (Recovery addition materials shall be as per SOP: QAGN/047).

\

Done by Production sign/Date:. %w/ Checked By IPQA sign/Date:... Q{Z{ﬁ/q(uw ......
ern
Test request form raised by Prod Sign/Date: ...%} ‘U/\nﬂ/ ......
o\

b

Test request form received by IPQA Sign/Date: ....%\9&:

6.5 RELEASED FOR COMPRESSION:

Reconciliation checked and blend is released for compression

) .
IPQA Sign...........%(  ETT RN Date:...... "Lt\""\ny%b
Prepared by: Checked by: Approved By:
‘Dept. Production Production // Quality Assurance Head Quality Assurance
s ' & > \ X% Y o

Sign. ) S /e X \M\W <
Datearmis eIt orlf 9 2¥ | 02 [0 ([ 2222 QD \)9\3 ] 2097

+
AN

FRELVIN TS T A LI B N AW A
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur
Commune, Puducherry-605009.
BATCH MANUFACTURING RECORD' | Product Code: L13
BMR. No.: BMR/T/331-00
Customer:

Date:-OL‘[L} 19/ /
*QObservations

o:2% |\
Prod. [IPQA

il A
=

SAl PRIMUS

LIFE BIQTECH PVT LTD

g

Page 11 of 35

- Batch-Size: 6,00,000 Tablets -
Batch No.: (18221 b |
Generic Health Care Pvt. Ltd.

Product LOLIP 20

7.0 COMPRESSION LINE CLEARANCE CHECKS:

Sr.
No.

Time: |04 1<

Prod.[IPQA
: -

Checks

Prod.[[PQA

Check and ensure that empty’SS containers/ containers polythene bags, Tags,
and documents of previous batch/product are removed.

Check and ensure that absence of tablets of previous batch/product from area
below machine and inside machine by opening the guard of machine.

Check and ensure that the machine body and machine parts like hoppers,
feed frame, dust collection chute, hosepipe and ejection chute and control
panel are clean.

Check and ensure that absence of tablet of previous batch/product below the
weighing balance, check the cleanliness of area and equipment.

Check and ensure that working desk, analytical balance and other accessories
are clean.

Check and ensure that Deduster and hosepipe are clean.

Check and ensure that Tube light fixture, supply grills, riser gnlls and filters
and electrical fixtures are clean.

Check and ensure that instruments to be used are within callbratlon due date,
and Punch inspection record

Check and ensure that daily records (Logbook, Balance, Temp. and RH) are
updated and signed.

Check and ensure that environmental conditions are recorded in the BMR.
Area, equipment and preventive maintenance status board is updated.

Check and ensure that rinse water is released from QC and attached the test
request from (TRF) in BMR .

Equipment status is updated for Cleaned and Preventive Maintenance label.

1
2

/

b

\
,

N

X

s

NN N

\

| —T |
A/

9

10
11
12

NN NN INRND N
bEE N ENER A NG R RN

NN NN N

K[ &5 %

13

Note: *Tick mark

’\/) if Complies, (X) if does not comply and (NA) if not applicable.

Equipment

Compression Machine

Deduster

Area

EQP ID No.

DD?LDM oot

PolpEDlsat, polpED0O 2

Previous Product

E)Dwuum\

C BMP\@,W\) h=t]

Batch No.

(&% raiCT

LH\\AAA‘

Cleaned by

e aven -

Checked by

RV

Verified by

ir.

ENVIRONMENTAL
CONDITIONS:
(SOP No.: QAGN/011)

Date: 0y | n,[ )_Time: 093 1 £

Date: 03j2] 30 Time: pq: 2t

Rate:

Time:

iObservation Checked| Verified

i(Observation

Checked
by

Verified

ObXQrvation

Verified
by

Checked
by

Temperature °C
(NMT 25°C)

oA

y by
R-th

by
g |RAM e

\

RH % (NMT 60%)

1’,)/
R-A

2.

<o/ R |ux

\

DP (NLT 10 Pascal)

ey
R-A

1\ pPoieal

10 puod Rl | e

\

APPROVAL FOR COMPRESSION:

A\

Production Sign/Date:

17
Rr&ﬂDlej 20921~

52)12) 2000

K-l

IPQA Sign/Date:

4o a\iloa—

Start and End Time:

h?f(q’y\,\l')‘_\ 1529

10190 1% 118

03:30 | 1y ¢

Prepared by:

Checked by:

Approved By:

Production

Production

Quality Assurance

Ll

NN

Head %’Elity Assurance
e

621 O‘&!zpaz

09 \Uc%‘o“ 002~

I/ oblro0D 2
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SAI PRIMUS

LIFE BIOTECH PVT LTD

SAIPRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No 4/3 Plot No.33, Kurumbapet Industrial Estate, Vlllxanm
- Commune, Puducherry-605009.

Page 12 of 35

BATCH MANUFACTURING RECORD

Product Code: L13

Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/331-00

Batch No.: 5113 2914 \

Product

LOLIP 20

Customer:

Generic Health Caxre Pvt. Ltd.

8.0 COMPRESSION

8.1 PROCESS INSTRUCTIONS:
Sr. No. Process Instructions
1 Check the cleanliness of area and equipment.
2 Ensuré that the correct punch set are issued as per the Punch issue record.
Set the Double Rotary Compression Machine with
a. Upper punches: 8.00 mm Circular shaped standard concave with breakline on punches.
b. Lower punches: 8.00 mm Circular shaped standard concave plain punches.
3 c. Dies: 8.00 mm suitable for above punches.
d. Type of tooling - D. l
\- oV 0 2~
2 1,‘\,0),\/ afw r— q?g}\\}/\v
Punch Issued by: sign./Date: Checked and Received by Sign./Date: Verified by Sign./ Date:
4 Transfer the blend to compression cubicle. Load the blend into hopper manually.
5 Operate the Double Rotary Compression machine as per the current version of SOP: PDOP/010 and reject tablets of
the first three round which shall be destroyed as per SOP: QAGN/048.
6 Collect the tablets of one complete rotation and carry out In-process checks for thickness, weight and appearance,
record the observations in the BMR. Verify the tablets for uniformity of weight and hardness and record in the BMR.
7 _Collect the compressed tablets in double polythene bag lined and labelled cleaned HDPE containers/SS container.
8 Check and record the weight of the compressed tablets.

8.2 GRANULES RECEIPT RECORD: Balance ID. No.:

PD]\EBU oi< Date; DH 1 H'I/"* Shift..Cx...... Time: 142

e AR L

S ST

Sr. No. Gross Weight in Kg Issued By Productlon Checked by Productlon
1 2% 2\ 0 M~ R
2 L1 19 p M- _RU
3 N0 Eho W~ R
4 NEBYY: WA R
5 Pl
6 .
7 —
8
8.3 COMPRESSION SPECIFICATION / PARAMETERS:
Sr. L —— Limit No. of tablets to be Frequency
No. i - checked from each side | Production IPQA
‘White coloured, circular shaped, uncoated
1. | Appearance tablet with breakline on one side and plain 20 Every 30 min| Every 2 Hr.
on other side
5 Average weight| 190.000 mg £ 3.0 % 20
© | (mg) (184.300 mg—195.700 mg) hs
Group Weight | 3.800 g+ 3.0 % (3.686 gto3.914 g) 20 Every 30 min| Every 2 Hr.
4. | Uniformity of | 190.000 mg=+5.0 %
weight Tablets | (180.500 mg — 199.500 mg) . Every2.Hr. | Byayeln
5. | Hardness NLT 3.0 Kg (To be established) 4 Every 30 min| Every 2 Hr.
Thickness 3.70 £ 0.2 mm 3.50 mm — 3.90 mm .
6 o) (T bs estabilished) 4 Every 30 min| Every 2 Hr.
Diameter (7.80 mm — 8.2 mm) . : ;
T (mm) (To be established) 30 Initial s i
8. | Friability NMT 1% wiw 6g Every2 Hr. | Every 4 Hr.
9. | DiSIeBrAOn | NMT 15 Minutes 6 Every2 Hr. | Every 4 Hr.
ime
Prepared by: Checled by: Approved By:
Dept. Production Productjon ﬂ Quality Assurance Head Quality Assurance
Sighipeiende ) o Mo KMM W ! P
Doy |~y Q2 lokizeen] n2 ] Db/200 2 | o2 lobNewaly M=
.‘Auiu:.:.ds"'.,*h\?:» | U ) (
e S i '




6 Sy, SAI PRIMUS LIFE BIOTECH PVT LTD
Ry \{ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 13 of 35
i y
Commune, Puducherry-605009.
SAI PRIMUS

LIFE BIOTECH PVT LTD

‘BATCH MANUFACTYRING RECORD

Product Code: L13 -

-|-Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/331-00

Batch No.:()? 122900\

Froduce Lguira Customer: Generic Health Care Pvt. Ltd.
8.4 COMPRESSION MACHINE RUNNING STATUS:

Date Shift Start Time ’II?Jirrllde EI?)?:I' < M/C Speed | Tablets Output Done By Ch;(:;(ed
oalplos | Gy 10 OD | 18212 | 03200 lb Jioooo Ksoaon | Ty
o3lelzen| G 04230 | 12°2¥ " 6%:20 Lk I362k L kStcoen |
£ e

s l)

8.5 INITIAL INPROCESS CHECKS: (Appearance, Uniformity of Weight, Thickness & Diameter):

Balance ILD. No.: POILBLI O Date.D)j.LL.‘llﬁ Shift.....00.......... Time: .09:20.

LHS RHS

r. Weight Thickness | Diameter Sr. Weight Thickne is
130. Appeararice (in ;gng) (in mm) (in mm) No. Appeatance ! (in %ng) (in mm;S lzll:l;c;le)r
1 Ok (g %ol %00 1 0l X vy &0
2 Ok 196 15X 1-49 2 Ok 1 b} - Y 1-44
3 ol ¥ - %h 1-9¢ 3 Ole 190 23y it
4 Ol F 4N 1-X% £0) 4 Ok 190 % Y9 £-00
5 Ol [£F 2 S 802 5 Ok 1%7 2 bo il
6 ok 1€9 25 Kb 6 Olc 1£9 XYy 1-44
7 ol [£8 L YL Leop Olc 1£9 Ay £.0)
8 ok (&K S L o) 8 0) 149 b £-01
9 Ol 188 0 A I T o [ Ol 159 Ly K0)
10 O 1£7 2xe-| . 7148 10 Ol L5 Ky £00
11 ok 19.5 el | 799 oM X k& | a9 799
12 ok (K% Ay Y gy | 12 Ol L4 & 2Y 80|
13 ) 8% 2Ny 80| 13 o { &7 I3y 2.00
14 O 1% aeh | 405 | 1 Ol T T w ol I T
15 0 L& SR Eon | 15 O (& ST £.0)
16 )]s &7 w2 T9k .| 16 Dle &9 PAYS &p2
17 D¢ 190 P I Y R B Ok &% 25y kox
18 of 1£9 23t gnl | 18 83 (&3 25h ¥0)L
19 Ok & SLn &0 | 19 ol &9 2sY | XOg
20 o) leb g3x" Kepy | 20 /d &9 sy &)
21 Ok 190 21X 7.9¢ | 21 O 15y 152 £:00
22 ok €9 | 25y | 7J4¢ | 22 ok x| 3w [ 7.9
23 Ol leq vy o) | 23 Ok sk ¢ &0
24 o (29 25 Soo | 24 ol (xk sy | koy
25 O 189 rAuR ToAR : |- 225 Ole |9 5518 XDy
26 O (21 B 139 | 26 bl 18T | ¥R .00
27 C 90 RTANY B0y | 27 Ok 189 %9 502
28 ok 12y | sk &o) | 28 Ol [49 Lhi 795
29 ok | &k 25¢ 200 | 29 Ok 1 89 ¥ £0)
30 ok [ &k sk 799 | 30 Dl 90 257 &oo

Note: * Write OK if complies and (X) if does not comply.

Checked by IPQA Sign/Date....Wﬁ?k\&?f\.?.’?:...

Prepared by: Checked by: Approved By:
Dept. ~_Production - _Production Quality Assurance - Head Quality Assurance
Sign. NS /WV\/‘M \@\N‘/ X%~
Date | 02)0plosnn]| @bD)obloona opll‘\)wL)fmm, oy /\‘g‘o\’m/

i wnadi

Y
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€ i SAI PRIMUS LIFE BIOTECH PVT LTD

Rati <_J Factoxy RS No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Vllhanur Page 14 of 35
o . Commune, Puducherry-605009. 1T -
SAI PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: LL13

Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/331-00

Batch No.: Gy %99.\k |

i LOL
Frocict .20 Customer: Generic Health Carxe Pvt. Ltd.
8.6 COMPRESSION SPECIFICATION AND PARAMETERS: Date.QZf..Lﬂ,).lLShift ..... (G Time:.2UM b
Parameters Instrument Equip Observations of LHS | Observations of RHS '
’ used ID No. Min |  Max Min | Max Limits
) White coloured, circular
: shaped, uncoated tablet with
APpeamnes T NA O‘L' b \L breakline on one side and plam
: on other side
5 Electronic . . 3.800g+3.0%
Group Weight| pyjunes ~ 11k p 3711 e | (3.686 gt03.914 g)
Average Electronic o 190.000 mg +3.0 %
weight Balance }O \ €g-(0 mg | g2 5T mg | (184.300 mg—195.700 mg)
Individual Electronic <t '
weight Balance g) Ykl mg | 140 mg| | § b mg |70 me 190.000 mg £ 5.0 %
Uniformity Electronic Q- o o . ., | (180.500 mg—199.500 mg)
of weight Balance : N % 10] %|—-)25% | 0Tk %
' 3.70 + 0.2 mm
Thickness Vernier Caliper, @M\Iﬂ[m )| % Lmm VY mm| Y CYmmf 3 60 mm | 3.50 mm —3.90 mm
(To be established)
Hardness 1. & | ‘ NLT3.0Kg
Haxdiieas Tester RrINETtw 1| 66 | b-5] 7-0) by 10 bs7e] bs]70]bT (To be established)
Friability Friabilator ~ [ap| pelons & Ol / . O 07,7’ NMT 1.0% w/w
DT Apparatus @NDTHlon) 20 5eC N s 30 | NMT 15 minutes
M/C set done by Operator Name: BN | M/C set up Checked by (Prod. Sign/Date):..R..“.%,,Jﬂ,[ 200 LA
M/C Speed:..|Q....RPM (To be Established) '
Initial Setting Tablets Destroyed by: Sign: R-&u— Date:ﬂ?fj.(l!?/\Quantity in Kg.: 9:029Quantity in No.....L 20......
Approval for Batch Compression by IPQA: Sign: o Date: 22002022 . Time: .09 052
'H/»\”CJQW‘, Y. .40 Ho Rbo wam
oY 12] o2 .
Prepared by: Checked by: Approved By:
Dept. Production Production /J . Quality Assurance Head Quality Assurance
Sign. | Ve 1y p A \XQ z
Date s -z—.m.‘—-mé.zto [0{ VT _C)_Z-/,D 6(? an " ‘0\)‘! [r— vy
g 2909 02 |ob| iy
Ty rwvw U LI
[3 L S l u -UI'Y‘F o2 . . \

ek R

e




1 . SAI PRIMUS LIFE BIOTECH PVT LTD
Facrory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur

Commune, Puducherry-605009.

Page 15 of 35

SAl PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Ccde: L13

Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/331-00

Batch No.:(;(l 2990\1bl

Eroduct LOLIE 20 Customer: Generic Health Care Pvt. Ltd.
8.7 IN-PROCESS CHECKS: (For Production)
Appeara'nce w?li,il;’:;gzo Hardness Thickness
White coloured, circular .
Date & sh‘aped, unc'oated tablet 3.800 g+3.0% NLT 3.0 Ke 3.70 +0.2 mm B §
Time vs'nth breakllfle on one (3.686 gto 3.914 (To be establisied) 3.50 mm—3.?0 mm %—5’
side and plain on other g) ] (To be established) A °
side ~
LHS RHS LHS RHS | LHS | LHS | RHS | RHS | LHS | LHS | RHS | RHS
oo | ok ob |10 %gc| bs | T0 b5 [0 | 2o5/ v gl v ey vy Rl
Lo | Ok o [19s o] ol b ol bolasylavala by R
n.to| Ok le  |2800]1.749] b5 b0 | &5 | beo |yvxblayplarb|ayb R
oo | 6k ol w790 |26 | b | b | bo| b5 |2 o] vse|ych (35w R
D= 4y ole ol [vgoolvtas | bs [ bo b7 [ bo [acalrey|r-sb [LSY R%b_{_
liiin | Ok ok [v194]veor| fnl bocl b by |35 |ar2]3 50 2sp|p U
132 2 12 O |g.13s|2.99.] Bso| bial bes| g0 [B.98[84F| 250|247 | L2y
lol o o« |2.9%9(3.33%| &S| b-0| 60| 6-0|3-51|2-49] 252|850 2y
w39 v Q% |2,20m (2,722 gj--'p 6-s| G-o b~0‘ 3:S2 [3:43 E'So'srsa VlJz‘,
Issh | . ow o R.335|3.%%2| .5 60|6-5|6:0 |2pql3.50|347[2-52|
Istuz | or or 2300 |88 kol boS| ko |6:5 |g.51 |3tlase |Bso| T
TR QE Q¥ 424|392 ] .ol beo|6~S |b:0 [2,4a13.51 [B.ug]3.52| %
iyt | Ol O  |3.9%3[2.204 | Ges|bio| b0lb.S |2usela.iz|2se |25t | By
1% | Ow Ot |2.001(2.739| Lo | 6.5| L0 |6 0 |Buz|2,so|3.50|2ice | T
[EAE N QX g« +AL 2104 L.s|lgeolb-s bro 13:51 [3-2q|3-S B,Q'o 2>
L‘é’,‘\i{%o-n (0]'S QW R:20 |81 | beo |&-s | £~0 | 6-S |2.52]|3-50|3-42|3-54 @i}—
o520 ok or 2392 (3.79% | 6.5|bio |6.5 | bio |2.50[3.%8 Boys |2.58 | DB
o102 | O O [2.901 | 3734 | Lio| b2S| ko | b:-5|2.42]3.45 [3.51(2.50 Z
In: 32 Ok ok 2-T9v[1.80n ] &y b | &Y G 3G90 Vyp|d-Ge P'@L
Y Ok ok hgogla139] halbclbolbhs [250 [yl 2¥1]2.49 Rl
Wyl ok ok [tsor | Veog Lo beolbes [ boo | awifayal2se]asy [Rell
n:or| ol ok 1992800 bl bl benl b [ s gl vyel 250 Rl
Iy~ ok ok [1800[2791] b¥ | beo| b [ b [ sy ] 2yaft-ee| 2% R @(_L
—
B e T |
Prepared by: Checked by: Approved By: \/
‘Dept. Production Production / Quality Assurance Head Ql{'fﬂjty Assurance
Sign. L. L= %A/{/J/J\f\/@q/ W— X0
Date 0ol 2025 02/06/%» o2 loW et mg,\q,
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@ i SAI PRIMUS LIFE BIOTECH PVT LTD
el Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 16 of 35
oo "7 "Commune, Pudiicherry-605009. L e s
SAI PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: L13

Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/331-00

Batch No.: 57119 291 b |

brpdnst GG Customer: Generic Health Care Pvt. Ltd.
8.8 IN-PROCESS CHECKS: (For IPQA)
Appearance W(,;l,%ll;:;izo Hardness Thickness
White coloured, circular
Date & sh.aped, unc.oated tablet> | 3.800 g+3:0% NLT 3.0 Kg 3.70£02mm ° _E‘ <
Time | With breakline on one (3.686 g to 3.914 . 3.50 mm —3.90 mm Lo
s ; (To be established) : 5 &
side and plain on other .2 (To be established) A
side
o2 /2l LHS RHS LHS RHS | LHS | LHS | RHS | RHS | LHS | LHS | RHS | RHS
i‘bl,t) l hPps = 5 T
o | ol 7o (3855 poan |bur [ L5 |30 [ by [3.52 [35b |399 [342 | By
Col~ [LpY) . :
jo: 20 O ol 3. 7145 |3.2%5 | bs [ by |bo [#O 265 |3.50(342 [3.52 3
3 g | 12Pm™ e )
15: %0 oh ok (2382 |3F9o| by |+0 [P0 | bF [2.5D |352 |24F (258 P
Low |Hordwn y ;
154 St ol 3ois  |2729 | Sio| 45| Se |45 |2s9|3.52| 2bo| 3iba | By
Iy dardus -
fo: o oltm’ ol | 2222 |33z2| 20| o Ty [F5 (3.42 | 2 45| 543 842 rb)/
e ol ole |3.205 (3215 | Lo | b5 |F0 | by |252]|3.55|3.29|3. 50| Ny
ligr b op - e |y ger |3tes [bs |bo by Jhie i [256[3.48 [asu ] b
[ii¢o or s 7;.V,Q20 z.ip A0 480 (| 657 Zug | T Sa | ZEC2 T 49 p:.t’.,Uf",/"
CB/L'!—/—".L-‘ : ¥ ] g =3 ] - !‘_ 2. ;
()C?:,[;;; ol ok 5798 | 38t | £ | To | £8 | T | 5G] Z4] 3| 3.50 s~
Wiac oK ok oz | z2u3 | 60165 | £0| 6 | Tyy| 3si|2.GB %'-/lifr uw’(/-
[} e {
AL
\
~
\
S
\
\
e
Al
™~
N \
\\
N
\\
<o
—
Prepared by: Checked by: Approved By:
Dept. Production Production - Quality Assurance Head Quglity Assurance
Sign [ (o dorFr | W _
Date greerforvem0 3l @ blsrpmlmni9 /0 6/ 2025 | 02 )ab e
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> > SAI PRIMUS LIFE BIOTECH PVT LTD

Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur
Commune, Puducherry-605009.
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SAI PRIMUS .

e siotecH pvT o | BATCH MANUFACTURING RECORD

Product Code: L13 Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/331-00

Batch No.: (1,19.02.1 Vb |

Eraniittel LoLE2d Customer: Generic Health Care Pvt. Ltd.
8.9 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR PRODUCTION (Frequency: Every 2 hours):
Date: (‘)Lln , 1301 ) Time: {p \ 10 shift: Gy
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 190 8 1EH]Y 15| 1&7 1 (40 8 | 19 15 | 19)
2 | (g1 9 | 150 [16] {gy 2 [ €9 9.7, Xy 16 | té&3
3 1 &9 10 1£9 17 L £X 3 1&% 10 (4 17 (el
4 14\ 11 \g7 |18 (A 4 4.0 11 1 &9 18 &9
5 130 12 &k | 19] 190 5 Lak 2] {91 19 L4
6 189 13 1£x 20 | 149y 6 140 13 | K& 20 120
71 o [ 14| 190 7 189 4 (e9 e
Balance ID No.: PP [RB 0 a7 M/C Speed: _{L, RPM
Group welghl of 20 Tablets:... &7.5. 2.z Avg Group weight of 20 Tablets:...l.‘.j.cl.?f...g. Avg.
wt:1 X3:.1 . X..mg wt:.| £3:b0..mg
Limit: 190.000 mg = 5.0 % (180.500 mg — 199.500 mg) Limit: 190.000 mg + 5.0 % (180.500 mg — 199.500 mg)
Min weight. 0 W o mg Max. weight:. LCH mg | Min weight. lgb mg Max. weight:. I B o mg
Friability (Limit: NMT 1% after 4 minutes/100 rotations): 0+0 [~/, 0 01+}+ | Equipment ID No.: QA/FRT/ OO
Disintegration Time (Limit - NMT 15 minutes) O‘, ‘fx"“)\n 0‘0“’"\‘2;’( Equipment ID No.: QA/DTA/ ©0 2
Done by: }2* ‘L’u ........... (Production)
Date: D21y [102) Time: {9 :\% Shift: Gy
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 189 8 | &9 5] 19 1 1€9 8 | (10 15 QL
2 14 | 4 (a1 16| 189 2 14 9 (€9 16 150
3 A 10 | 190 17 | \9) 3 \ X7 10 ] (ay [17 1&9
4| ie¥ | ey [ 18] [ex 4 [ 1a) | vy |18 \&¢
5 42 2 | 9] 19 | (4] 3 90 12 () |19 [9)
6 190 13 | 40 20 [ 149 6 189 13 190’ 201 [L3HRD
7 Lok 4| |8y |Eraew (| ENECT PE FOUST RN S
Balance ID No.: Pp | »pLI0n7 M/C Speed: '}, RPM
Group weight of 20 Tablets:..3:1.9.5...... g Avg. Grou% welght of 20 Tablets:.. 1. 20%... .g. Avg.
wt: L8115 . mg O.mg
Limit: 190.000 mg =+ 5.0 % (180.500 mg — 199.500 mg) Limit: 190.000 mg £ 5.0 % (180.500 mg — 199.500 mg)
Mm welght A KB -mg Max wexght {°{2~ mg | Min weight. :. BESE . mg Max. welght J 3. j'p mg
LHS RHS
Fnablhty (Limit: NMT 1% after 4 mmutes/lOO rotations): O/, | 0:0) ,/' Equipment ID No.: QA/FRT/ 6oL
Disintegration Time (Limit - NMT 15 minutes) %‘0\'&'1 “o’ \W\‘ent Equipment ID No.: QA/DTA/ 0O >
Done by: P\FM,,L <evnee-.-(Production)
Prepared by: Checkcd by: . Approved By:
Dept Production Proc;uctlon Quality Assurance Head Quality Assurance
Sign : } . )/q_ /fV/MW\‘%V)/ \@\\\\\(4\/ % P
Date DL/O D 2037— 02/vb /oy | ©aldblwes 7O
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LIFE BIOTECH PVT LTD BATCH MANUFACTURING RECORD | Product Code: L13 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/331-00 | Batch No.: ({2 22\ b |
Froduet LRI 2 Customer: Generic Health Care Pvt. Ltd.

8.10 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR PRODUCTION (Frequency: Every 2 hours):

Date: 0 9|\2) 2022 Time : 1& 1Y Shift:

LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).

, 1 190 8 12 |15 19| 1 () 8 Qe | 15 )Y
2 (39 9 (&) 16 122 2 s 9 1<) 16 1 S0
3 {Q\ 10 190 17 1 3 19| 10 123 17 {9
4 192+ 11 i 33 18 190 4 12 b 11 190 18 LN
5 (So 12 VS22 |19 L2 5 2% 12 192 19 123
6 G 13 Qo | 20 Q9 6 13+ 13 " 90 20 12T
7 (2 14 199 T 190 14 U2 L |G

Balance ID No.: py»[Ral0oF M/C Speed: 1, RPM )

Grou welght of 20 Tablets....%...T{.?f.l....g. Avg. Group weight of 20 Tablets..?.f.ﬁ.e ..... g. Avg.

wit:. \&T 2.7 Smﬂ

Limit: 190.000 mg =+ 5.0 % (180.500 mg — 199.500 mg)

wt: LA 28 mg

Limit: 190.000 mg * 5.0 % (180.500 mg — 199.500 mg)

Min weight. :..\2 ... mg Max. weight:. .... \® 2 .mg | Minweight. :..\.2..... mg Max. weight:. L8R mg
Friability (Limit: NMT 1% after 4 minutes/100 rotations): 00 2% | o. ©2%,| Equipment ID No.: QA/FRT/ 00%.
Disintegration Time (Limit - NMT 15 minutes) e "{;{\% o l% Equipment ID No.: QA/DTA/ oc© L
Done by: ............ o ik (Production)
Date: 99 Y9l 2L Time: 1301 Shift: (5
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 3% 8 (ST 15 ) 1 [§ o 8 9% 15 US<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>