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BATCH MANUFACTURING RECORD COVER SHEET
PRODUCT NAME GENSET
GENERIC NAME Cetirizine Tablets BP 10 mg
Each film coated tablet contains:
LABEL CLAIM Cetirizine Hydrochloride BP .......... 10 mg
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Colour: Approved colour used
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BMR/T/195-00

00

NIL

G E 2totol ,‘pt[@(' 2024

PON/DRUGS/19 13 4323 |

Store in cool and dry place. Protect from light and moisture.
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30,00,000 Tablets (362.400 Kg)
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:1'} Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur

Page 2 of 58

Commune, Puducherry-605009. ]
SAl PRIMUS 7 =
Lre siotecH pvr uo | BATCH MANUFACTURING RECORD | Product Code: G13 Batch Size: 30,00,000 Tablets
BMR. No.: BMR/T/195-00 | Batch No.:(5\ & 2 \®7 0 |
Product GENSET =
R Customer: Generic Health Care Pvt. Ltd.
1.0 INDEX
Sr. No. Content Page No.
Batch manufacturing cover sheet - 1
1.0 Index
2.0 | Flow Chart !
3.0 Indent of active pharmaceutical ingredients & excipients
4.0 Calculation ‘ L
dal e 5.0 Dispensing line clearance checks, Dlspensmgwelghlng sheet -
o 6.0 - Line clearance for Siﬁi'no and ‘grarml'atio'rr : :
y 7 0 Granulatxon instruction, sieve mtegrxty checks sx ing mstructlon wet granulatlon drymg record, srﬁmg
o and mlllmg record LOTI & LOT II - : ;
8.0
9.0
10.0 running status, initial In- process checks Compressron spectfcatxon/ Parameters In- process checks o 19-46
) (Production and IPQA), uniformity of weight checks (Production and IPQA), weight record of 2
compressed tablets, Reconciliation
11.0 | Release for Coating 46
12.0 | Line clearance for Coating solution preparation 47
13.0 | General i‘nstrudtion, tablets receipt-record for coating, coating solution preparation procedure 48
14.0 | Line Clearance for Coating 49
Film coating instruction, coating parameter, individual weight checks of pre-warmed tablets, percentage
15.0 | of weight gain, actual average weight of coated tablets coating process, initial coating parameter checks, 50-54
In-process checks of Protective coating
16.0 | Release for Inspection 54
17.0 | Inspection Line clearance 55
Inspection Process instruction, performance checks record for metal detector, tablets visual inspection
18.0 ; . i . 56-57
record, weight record, Reconciliation of inspected tablets
19.0 | Release for Packing 57
20.0 | BMR Review details 58
21.0 | Revision History 58
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 3 of 58
Commune, Puducherry—605009

SAI'PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product GENSET

BMR. No.: BMR/T/195-00 | Batch No.:C:\§2 3 O © \

Customer:

Generic Health Care Pvt. Ltd.

2.0 PROCESS FLOW CHART

In-Process Tests:
Appcarance
Individual Weight Variation

Length
Width
Disintegration Test

Dispensing

v

Cross verification of dispensed materials

;

Sifting

I

Dry mixing

v

Binder preparation

|

Wet granulation

v

Final Drying and Sizing -

A 4

Pre-Lubrication

!

Lubrication

}

Compression

'

Thickness E—

Film Coating

y

Visual Inspection

!

Packing

<«———— | Length

In-Process Tests:
Appearance

Individual Weight Variation
Thickness

Width

Hardness

Friability
Disintegration Test
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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 4 of 58

SAl PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product GENSET

BMR. No.: BMR/T/195-00

Customer:

Batch No.:(57 &2\ © 2.0\
Generic Health Care Pvt. Ltd.

3.0 INDENT OF ACTIVE PHARMACEUTICAL INGREDIENTS & EXCIPIENTS:

Sr. Quantity/ Std. quantity OA/ | Req. quantity
No. Name of the Ingredient Spec. Item Code Tablets per 30,00,000 PL per 30,00,000
- - (mg) tablets (kg) - (%) tablets (kg)
Dry mixing material:
A~ | Cetirizine Hydrochloride* BP RAI/SP/C018 10.000 30.000 - 30.000
2 Dried Maize Starch** BP IRM/SP/M001 |  59.900 179.700 - 179.700
3~ | Lactose Monohydrate BP R_EX/S?/LOO_? 32.800 98.400 = 98.400
Binder Material: ‘_'_.;‘r' '
‘4 Dried Maize Starch BP ‘_‘IRM/,S?/MOOI 4.270 12.810 - lZ;S\IO o
5 | Purified Water BP | NA ' q.s. 1 40.000 E: 40.000
Theorctic_a\l_»Wcigﬁl_l“t of Dried G";'anules 106.970 320.910 - 320.910
Lubrication M'atéri‘a.l-_:, . e et “ "'g. : ‘ ‘. = > -  ” : . ) ;
6 | Colloidal Silicon Dioxide' "~ | rEX/GH/CO01 | 0470 1410 ; 1.410
7~ | Sodium Starch Glycollate BP REX/GH/S001 5.880 17.640 - 17.640
8 | Purified Talc BP REX/SP/P011 2.340 7.020 - 7.020
9 | Magnesium Stearate BP REX/GH/MO001 2.340 7.020 - 7.020
Theorgticnl'Weigllt of the Lubricated gljahules 118.000 354.000 - 354.000
Theoretical weight of Compressed tablet 118.000 354.000 - 354.000
Coating Material:
10 | Instacoat White (IC-U-3849) IHS REX/SP/I006 3.500 10.500 = 10.500
11 Purified Water BP NA q.s 25.000 - 25.000
Theoretical weight of Coated tablet | 121.500 364.500 - :364.500
Actual weight of Coated tablet | 120.800@ 362.400@ - 362.400@

NOTE:

* API quantity shall be calculated based on potency.

OA: Overages, PL: Process loss
@Average weight has calculated and rounded off to 80% of coating material

Potency calculation:

Theoretical Quantity of Cetirizine Hydrochloride required in Kg for a batch size 0f 30,00,000 Tablets are calculated.
** Excess Quantity shall be compensating from Dried Maize Starch

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
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SAI PRIMUS LIFE BIOTECH PVT LTD

<
: 4 \.ﬁ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 5 of 58
SAl ;RIMUS Commune, Puducherry-605009.
Product Code: G13 Batch Size: 30,00,000 Tablets

BATCH MANUFACTURIN G RECORD

LIFE BIOTECH PVT LTD

BMR. No.: BMR/T/195-00

Batch No.: (A G \CX O\

Product GENSET

Customer:

Generic Health Care Pvt. Ltd.

4.0 ASSAY AND LOD CALCULATIONS FOR CETIRIZINE HYDROCHLORIDE:

Note: If assay of API is more than 100%, it should be considered as 100% at the time of calculation.
Standard quantity of Cetirizine Hydrochloride (A): 30.000 Kg :
Standard quantity of Dried Maize Starch (B): 179.700 kg

Calculatior for Cetirizine Hydrochloride:

Label Claim x Std. Batch Size (in no’s) 10 x 30,00,000
Theoretical Qty = = = 30.000 kg
1000 x 1000 1000 x 1000
1) Calculation for Single A. R. No. Puy [0 00 b© Assay on dried basis: GG, ¢ 2 wiw,LOD: _ 0. 2te  wiw
Exp. Date....'.'.j.'fz.@.&/
Actual Quantity (Kg) (C) = Standard qty. required x 100 x100 = 3o . evizx 100 x 100 = 9p. 235 Kgi

Assay x (100-LOD) F9.e 3 x(100-0-2/0)

LOTIL: ). 11§ Kg LOTIL: jc.0i14 Kg

2) Calculation for Dried Maize Starch:

Actual Quantity (Kg) (D) = (30.000 Kg +179.700 Kg) - (C)= __[ 7 e b< Kg/2.

LOTI: 89722 Kg, LOTIL: £9.722 Kg

3) Calculation for Cetirizine Hydrochloride Multiple A. R. No.:

Actual Qty.= Available Qty. x Assay x (100-LOD)

Sr/ Available Qty. Assay % LOD %

Ifo.\ AR o, (Kg) (E) wiw wiw

100x100

.

—

Total Actual Quantity (F)

Calculation for Remaining Quantity Required (G):

Theoretical Qty. — Actual Quantity (F) = Kg

AR. No.: , Assay on dried basis: \49 w/w, LOD:

X 100 X 100

%w/w, Exp. Date----------m-e-—-

Actual Quantity (Kg) (H) = Remaining qty. required (G) x 100 x100
Assay X (100-LOD)

X(100- )

Total Qty. of Cetirizine Hydrochloride to be dispensed (I) = (E) + (H) =
LOTI: Kg, LOT II: Kg

4) Calculation for Dried Maize Starch:

Actual Quantity (Kg) (J) = (30.000 Kg + 179.700 Kg) — (I) = Kg/2. \/
LOT I: Kg, LOT II: Kg
. L 7N\ ion): 5
Done By/On (QA): &%\,\}\ \ Checked By/On (Production): L : %{/03/2/} 2
/C\/\\
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SAI PRIMUS LIFE BIOTECH PVT LTD
< o ‘Factory: R.S. No: 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur |-Page 6 of 58
SA| PRIMUS Commune, Puducherry-605009.
e Borec svriap | BATCH MANUFACTURING RECORD | Product Code: G13 Batch Size: 30,00,000 Tablets
_— CERERE BMR. No.: BMR/T/195-00 | Batch No.: (i 2\ 00|
Customer: Generic Health Care Pvt. Ltd.
5.0 DISPENSING LINE CLEARANCE CHECKS Date.&‘?ﬂ.ﬁ\.@?m.'rlme.?ﬁ...HA/
Sr. Observation*
No. Cheole 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 area. - il -
2 Check and ensure that display stand and weighing balance are clean. ‘= -
3 Check and ensure that SS scoop, SS spatula and SS trolley are clean. Al -
4 Check and ensure that area (floor, walls, ceiling, doors and windows) are clean. \/ 7
5 Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and _
filters, electrical fixture are clean. i
6 -| Check and ensure that all the sides of dispensing booth is clean = o
7 | Check all the gauges of dispensing booth before switching ON. bl /
8 Check and ensure that weighing balances and pressure gauges to be used are within calibration due o
date. -
9 | Check that the daily records (Balance Logbook, RH & Temp. record) are updated and signed. il v
10 | Equipment status is updated for Cleaned and Preventive maintenance. s il Y
Note: *Tick mark (Y) if Complies, (X) if does not comply and (NA) if not applicable.
Equipment ' Dispensing Booth (I_-_,'! o Wexghmg Balance Area
ID No. - 5 7| ;_‘}Qg& & r\\ g\\ggqm \[ quv\ﬂbt\i&a;/ Ijq‘\ﬂf} W sel ,B%S(lf/\—\w\\ \QQ N
Previous Product A\_\\OQC,T\& \D N\i f \0 = ‘
J
B. No. GE 229 {
Cleaned by Sign/Date V AN / q. %\ ?VLO,\_,
Checked by Store ) d
Sign/Date Q‘Nv( ‘L_Vo\ pPI VLDA-/
Verified by IPQA o
Sign/Date ;@/ | atlo®\ded)
ENVIRONMENTAL CONDITIONS: Date.?%.\.?‘.l.\.‘:. lme.f\....YX Checked by Verified by
Observation Store IPQA
(For Reference SOP No.: QAGN/011) Sign/Date .. Sign/Date
Temperature (Limit: NMT 25°C) ~3C Y, et Qg 02\
Relative Humidity % (Limit: NMT 60%) i), AT [
Differential Pressure (NLT 10 Pascal) q (efCa | ?‘f\\c’\(—g\ﬂ.ﬂ @y\_/gh\\)g\"h\
Differential Pressure across the booth Limit: 5 to 20 mm Water LD P e ns | (QanePH
)
Q\ ]
APPROVAL FOR DISPENSING BY IPQA: Sign............ . ZA— Date:.......«0k ln 2l an ). ..
Dispensing start Time ..... ‘ ..... S ot qomsmmes End Time .. \V.2. NS
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurapce Head Quality Assg(ance
5 : \ ™
Sign. -k /\@L \\\n)(q/o 0 \ - ]
Date 2/ lez loozs Ul Ca A /\L\\\r’
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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 9 of 58

SAl PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

BMR. No.: BMR/T/195-00

Batch No.: A\ Fo o2 0)

Product GENSET 2
Customer: Generic Health Care Pvt. Ltd.
6.0 GRANULATION LINE CLEARANCE CHECKS: Date/Shift: Z\| 0'_1.\’202\ / /
S *Qbservations
N[c;. Checks Time: | 00 U5
1 - Prod. | TPQA | Prod.| IPQA | Prod. | IPQA
1 Check and ensure that empty SS containers, polythene bags, Tags and
documents of previous batch/product are removed. — . .
Check and ensure that Scrap from waste bin is removed and new
2 . e
polythene bag is put into it. - v
3 Check and ensure that display, display stand, weighing balance are e o \
clean.
4 | Check and ensure that SS storage Cabinet and Drain point are clean. — N \
5 Check and ensure that absence of previous batch/product from area
below machine Ll W
6 Check and ensure that all equipment body and inside the vessel are :
clean ~ v ;
7 Check and ensure that Tube light fixture, supply grills, riser grills and
filters and electrical fixtures are clean ' ol v
3 Check and ensure that instruments to be used are within calibration due —
date and earthing connection. pe
Check and ensure that daily records (Logbook, Balance, Temp. & RH)
9 . | v
are updated and signed.
10 | Check and ensure that environment condition and record on BMR v | \
11 Check and ensure that rinse water is released from QC and attached the N
test request from (TRF) WPy | .
12 | Equipment status is updated for Cleaned and Preventive maintenance. — v —
Note: *Tick mark (\/) if Complies, (X) if does not comply and (N4A) if not applicable.
Equipment Sifter Multimill RMG FBD Area
EQP. ID No. P’)l VR ¢ ,005 lQD}l“’\LM\l(\*crL Pol QmC"err\( PD]CED }cn | G‘m:\w‘wﬁw‘a‘
Previous Product @tg\ X 5
Batch No. Gr2n032%
Cleaned by RC\.S\)
Checked by X
Verified by P A\ gnloo?\
ENVIRONMENTAL Date:2y\02|2021 Time: vv*y.} | Date: Time: Date: Time:
CONDITIONS: . |Checked [Verified . |Checked| Verified .| Checked |Verified
(SOP No.: QAGN/011) Observation by by iObservation by by Observation by by
Temperature °C }
st
(NMT 25°C) 21 /ﬁ e \\n\f n_
RH % (NMT 60%) < A ¥ k& ]
DP (NLT 10 Pascal) (opas eor S | m =14
APPROVAL FOR SIFTING ANDIGRANULATI(‘)N: f
Production Sign/Date: %’. 9 [c’d]onm
. R T
IPQA Sign/Date: A lasle 0o\ L e
Start and End Time: o * 5D 0l ZK/ \'\
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
. J G
Sign. é - ‘ 'y y\\"a 0 \QW -
Date S li21257. 21 1o N A1 AL AW
J TN

N e T T
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- SAI PRIMUS

LIFE BIOTECH PVT LTD

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

Page 100f58——- -

BATCH MANUFACTURING RECORD ‘| Product Code: G13

Batch Size: 30,00,000 Tablets

BMR. No.: BMR/T/195-00

Batch No.: (7] =2 | ©RG \

Product GENSET " -
Customer: Generic Health Care Pvt. Ltd.
<.
7.0GRANULATION SIFTING INSTRUCTIONS AND SIFTING RECORD: LOT-I Date2)}8%) 282 shift: MW.........
Weight | Sieve Time Sieve
S.No { Name of Ingredient before ~Svae ID No. Integrity Integrity D;))ne Ched
' sifting in Kg| S'2¢ before use | From | To |after use y by
Dry mixing: o
1 Cetirizine ’ 404 oK/ oK/ -
Hydrochloride B-ng Tyl vse-Yoler| Not OK jw-tp |09-52 | Not OK | ¥zyv T
2 | Dried Maize Starch P4 AL | 30# lppg ¢ € oK/ oty |ww-sg| oK/ [RadV ;o
3 Lactose Monohydrate | 46 .20v | 30# NotOK {91 op |0)-p4| NotOK |yzely o
Binder Material:
4 | Dried Maize Starch - —
' A v
5 Purified Water J0.c ¥y N ~— NA |
7.1 MANUFACTURING PROCESS?
5 20
Step . Dite 1)\0.1\ - Done | Checked
No Process Instructions Time b b
) Started | Completed y y
Dry mixing:
Transfer the sifted material fror step 7.0 (1-3)° into-the RMG- Mlx for 10 : <
1 minute with impeller at slow ‘speed and chopper oﬁ" 0\-05” o\S | Ry =
Impeller Speed: < ¥ RPM
Binder Preparation: |
2 Take purified water and disperse Dried Maize Starch to form slurry. ®-SK| 0] oo SeAnA 3
3 Take Purified Water in Paste Kettle and heat till reaches 90°C - 95°C. ol -0D AN KA T Y
Add the solution from step 7.1(2) to the step 7.1(3) and mix is i ,
% continuously to form the paste and cool the paste till 40 - 45°C. 0)ply 0V S Qe R
Wet Granulation:
Binder Addition: ’
5 Add binder from step-7.1(4) into the contents of RMG take . min for | ©):\b oV \g gﬂ'l)w;m X
binder addition with impeller slow speed and Chopper OFF.
Impeller Speed: &~  RPM
After binder addition allow mixing to form a coherent mass. If required
allow mixing till required consistency of granules obtained with impeller
at slow speed and chopper at slow speed. . o\:2Z g
6 | Total Mixing Time: &~ mins, Q\ 'Q J S)""’1"’)"’
Impeller Speed: _1\d RPM, Chopper Speed: 2§ RPM
Additional quantity of Purified Water ............. Kg
7 | Note the Ampere at granulation end point AS..... AMP.
Discharge the wet mass-to FBD bowl operating slow speed of Impeller
8 and slow speed of Chopper. 10y o\ 2b Cod , %/
Impeller Speed: . A RPM, Chopper Speed....... - #-RPM
7.2. DRYING:
& Date : 21} 021202\
;;P Process Instructions Time Done by Checked
° Started | Completed by
1 Load the wet mass into the FBD bowl and air dry the wet mass.
Load the wet mass into the cleaned FBD bowl Dry at inlet .
2 temperature 45-55° till the LOD reached up to 1.5 —2.0% w/w. o 45 0L g@_z\'wv,_ 2
3 LOD checking temperature at 105°C Observed LOD in % - f‘-"b’e"“")
(Auto mode). LOD should be 1.5 —2.0% w/w. _[—.—5:1"/{ Lo Y v
Prepared by: Checked by: Approved By:
Dept. Production Produyction Quality Assurpnce Head Quality Assurance
Sign. L. & vl O N\g)
Date Siliz 2025 "L\\\'),\fl,mo 0)\\ X ﬂ\ \\\V
) =g

[ OODY

"J‘ W} i‘ji lL



% v 4
N 4

napth? 4o

SAI PRI

LIFE BIQTECH PVT LTD

G > T
SRR ady
3 >

3

SAI PRIMUS LIFE BIOTECH PVT LTD
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MUS

BATCH MANUFACTURING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

BMR. No.: BMR/T/195-00

Batch No.: (5{F2 VO R0\

duct
Fpednc GENSEL Customer: Generic Health Care Pvt. Ltd.
7.3 FBD Finger bag Integrity checks:
. ; Checked by Verified by
S. No. Items Integrity before use | Integrity after use (Pro QA
1. FBD finger bag oK ] R @/ &
2. FBD bowl mesh oK oK @} Y.
7.4 SET PARAMETERS:
Total :
Sr. y Started bula Product Temp. Completed| ; LOD Done [Checked
No Operation i Temp. |Outlet Temp. (To be o tme Observed b B
f (45-55°C) Established) (mins) y y
1. Air-Drying-I | g)-2 € —aNGS | ol L8 W’mo\ﬂ Hoy SL‘:)MN Qf/
2. Raking-I  |yy-29 NA NA NA $bu | S {\L: 417%4)/\, g
i : NEASEE:
3. | Dwingl |pu&| 55 A9 AD 024D |Sovoi| sk (@t Y-
4, Raking- Il | NA NA NA NA
5. Drying-II L \_\3\{3’-‘)—
6. Raking-III NA NA NA NA—— |
7. Drying-III
Total Drying Time (Exclude Raking & Air-Drying time): Do) ’ ; :
—— S5 L LOD Verified By IPQA: O 0™\
Total Drying time: Fo rain R
7.5 SIFTING AND MILLING:
: 3
S. . Tate ‘03\.102] Done Checked
No Process Instructions Time b b
Started Completed y ol
Sift the dried granules through 30 # sieve. Record the ’
i observation. - &S 2 5'; "Jong AN~ %
Mill the oversized granules through 1.0 mm multi mill
screen fitted with (knives forward medium speed) e <
2. | followed by sifting through 30# sieve on vibrating sifter 55 2.5 Royy Q_—
and collect the sified granules in double polythene lined
cleaned HDPE containers, record the weights.
Unload the granules in to cleaned HDPE containers in N )
3. | double polythene bag. 30k 307 Q&)\) b
7.6 SIZING RECORD:
Integrity | Date : 31]0% | 202\ Integrity ;
s[\cdreeil:lzlllz(:z Sieve ID No checked Time checked Done by Ch;cked
before use Started Completed After use y
30#  [rlaese-2 02| OK/NotOK BNk 2. b QKANOt OK | Pea\en— %
Lomm  [Pohasgoralgy | GK/NotOK | 5.y 1.90 ORI Not OK | oy q_
} !
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
o T P
Sign. R N Y O\l 2]
Date 31121205 U0 N Al A\

TN Ty
ISV BV S A g)i i
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SAl PRIMU

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product GENSET

BMR. No.: BMR/T/195-00

Batch No.: (5t R\ 20\

Customer:

Genceric Health Care Pvt. Ltd.

8.0GRANULATION SIFTING INSTRUCTIONS AND SIFTING RECORD: LOT-II Date.gllﬂ.g.].z@%l.Shift: L

Weight ) Sieve Time Sieve
S.No | Name of Ingredient before | Sieve ID No. Integrity Integrity Dl())ne led
: : sifting in Kg| 5'%¢: before use | From | To |after use y by
Dry mixing:
Cetirizirie Ao K/ - ek ‘
. bl e ~yi\edt 9 -
: Hydrochloride \Sug 40 [P B 1 Not OK [01: 50 |01-51 | Not OK ‘j'mﬂa’.\éw R
2 | Dried Maize Starch GRS 30# ; Ry -
g9 Pojse-sdo] 0K SRk e
3 Lactose Monohydrate A% 200 30# NotOK 5.4 ¥ |21 Not OK Jo N\d;\,\r R
Binder Material:
4 | Dried Maize Starch b totd
5 Purified Water — NA WA i
Lubrication:
Colloidal Silicon ,
6 | Dioxide 1 G 1o 2 O{ by 5o wo G{ PYWN.’W 3 —
A T9\255°E -20\03
7 Sodium Starch 308 : Not OK A Not OK
Glycollate 17 - byp Yy w‘?’; \S<<\7 Pevnn Q/
. - e G | Sk :
8 | Purified Talc e IR 40# |Pp)3vs B-ld 03 NotOK oS &\"\78 Not OK_| Preonra q—
e , RN e 1 ok | OK/
9 Magnesium Stearate d 020 60# Pg))flrg-(‘—-lx))og Not OK. g.\,v < 0% Not OK | Provwan %/
8.1 MANUFACTURING PROCESS:
)M )2
Step " Date: ik - ) Done | Checked
No Process Instructions Time b b
) Started | Completed y y
Dry mixing:
Transfer the sifted material from step 8.0 (1-3) into the RMG. Mix for 10 / N\l
I minute with impeller at slow speed and chopper ‘off ‘. .1.\g ’J,">> ?“'(\ R
Impeller Speed: &~ RPM
Binder Preparation: 6< N
2 Take purified water and disperse Dried Maize Starch to form slurry. 2 Y b N 7
3 | Take Purified Water in Paste Kettle and heat till reaches 90°C - 95°C. -\ 2- V:;B‘) 8,
Add the solution from step 8.1(2) to the step 8.1(3) and mix is 4 =3
4 continuously to form the paste and cool the paste till 40 - 45°C. (l,‘)ﬁ vy 29 V
Wet Granulation: o
Binder Addition: A\ o V
5 Add binder from step-8.1(4) into the contents of RMG take 2~ min for .L‘):x _,)/-q/ Hr
binder addition with impeller slow speed and Chopper OFF. 30,
Impeller Speed: & RPM
After binder addition allow mixing to form a coherent mass. If required o
allow mixing till required consistency of granules obtained with impeller v e
6 at slow speed and chopper at slow speed. ad Kb g?;ﬁ v
Total Mixing Time: __ & mins, ¥ >
Impeller Speed: _ WL RPM, Chopper Speed: 2%y RPM
Additional quantity of Purified Water ..%5.:2.2.. Kg
7 | Note the Ampere at granulation end point . 2.%~... AMP. ;
Discharge the wet mass to FBD bowl operating slow speed of Impeller . &Q‘P
and slow speed of Chopper. o A ¥ N W
8 Impeller Speed: égf) ......... RPM (a\ﬁ? R (ted
Chopper Speed.....—.......... RPM
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance 5
Sign. j_ . o ‘ (3/7},\\/‘/ 0 NNJ& \\/"y
Date 2il> ]hore i \now AN A A N
- - S Mw&myu‘::s& r-c}.aﬁb,a
"v-T:"».--v' y ”—E-n:-. Ka T - . - ~ T
UNCUNTRGLLID CO2Y

E= s =V & earry
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i \éj Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur
- . Commune, Puducherry-605009.
SAI PRIMUS .
LIFE BIOTECH PVT LTD BATCH MANUFACTURING RECORD | Product Code: G13 Batch Size: 30,00,000 Tablets
BMR. No.: BMR/T/195-00 | Batch No.: (5o \ORT\
Frpduat GERSEL Customer: Generic Health Care Pvt. Ltd.
8.2 DRYING:
St Date : 21\02\202)
Ni)p Process Instructions Time Done by Checked
-Started | Completed by
1 Load the wet mass into the FBD bowl and air dry the wet mass.
Load the wet mass into the cleaned FBD bowl Dry at inlet . o . )
2 temperature 45-55°¢ till the LOD reached up to 1.5 —2.0% w/w. 202 4-00 Sezhiyaan 3
LOD checking temperature at 105°C Observed LOD in % s bz 0
3 (Auto mode). LOD should be 1.5 —2.0% w/w. Vo d ot
8.3 FBD Finger bag Integrity checks:
' . . Checked by Verified by
S. No. Items Integrity before use | Integrity after use (Production) QA
1. FBD finger bag of ‘O%, ‘ B
2. FBD bowl mesh 04\” vk CL P
8.4 SET PARAMETERS:
Inlet Product Temp. '[:otal
:;' Operation Sta;:ed Temp. |Outlet Temp. (To be Com[:llteted T"}le ObL;SrBed ch)) ne (i}hecked
: (45-55°C) Established) (mins) Yo ry
1. Air-Drying-I 9.4 L &® A~EC | ygrm N¥  |Sohigaa X
2. Raking-I |y € NA NA NA ,00  |Aveanl NA Ridegat B e
3. Drying-I 2.02 g{ ijo Up R Chym ,-‘i\’ﬁs\‘sc( é—@é‘)"") %/ ’X/';‘p/\
4. | RakingIll |, NA NA NA NA (A
5. Drying-II a —aMy —]
T
6. Raking-III NA NA NA T ONA—— |
7. Drying-III g
Total Drying Time (Exclude Raking & Air-Drying time): £ v i g( )
. LOD Verified By [PQA: g
Total Drying time: EARkaaii /—,:\"q
8.5 SIFTING AND MILLING:
: 0 29
S. A Date: TAX }1 2 Done Checked
No Process Instructions Time b b
Started Completed y y
Sift the dried granules through 30 # sieve. Record the "
L | observation, 4oL Ao :’]F“)‘\\CW' 7
Mill the oversized granules through 1.0 mm multi mill
screen fitted with (knives forward medium speed) .
2. | followed by sifting through 30# sieve on vibrating sifter 41 L Reyv L
and collect the sifted granules in double polythene lined
cleaned HDPE containers, record the weights.
Unload the granules in to cleaned HDPE containers in . Y B 2%
% double polythene bag. *-2) 428 el (‘L
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurancc Head Quality Assurance
Sign. L.k R0 A () NV
Date 3]/(-?//202_9 1\\\v\')f<sw P Y " \\|
) AN
R YAy R AN YA AV

UL’J\)\“\! !tﬂa J.\f—)a-J (Y SREVAYES 1

ST ST T
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BATCH MANUFACTURING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product

GENSET

BMR. No.: BMR/T/195-00

Batch No.: (iR 2\ OO0 \

Customer:

Generic Health Care Pvt. Ltd.

8.6 SIZING RECORD:

Integri Date: 2.1 /G ?/to 9 ¢ Integri
sl:[rzsei:xaslilzi Sieve ID No checgketg Time checgkegl Done by Ch;;ked
before use Started - Completed After use
304 [Roloscp 2l OK/ Not OK | A%\ A2 OKTNotOK  [Hoplenr | ¥
1L0mm  [Bymeny - p)er]| OK/ Not OK Ar\D b~ DK/ NotOK | oy I
8.7 WEIGHING OF DRIED GRANULES:
S. No. Tartzl?Slght Gros(sKVgV)elght Net(;?(vge)lght Weighed By Checked By
1 2 Loy A5 430% gt N
2 2.%0) A by 2o\ &by RGN e
3 EE Y 3L olyn 19 Sl Mo N
4 A byy 28 wby 3L .61, Yon -
5 2~%0b 19200 b1 00 igen )
6 2 igier= Q7. 870 2. /70 —, o
7 23> Ir L 7o 2 790 —— A
8 G Lo 7% 970 2470 it A
9 2 &oe ?Hr23 e 1Y . F 70 Mans’ A
10 29.g2°° 24 . co S/ P o Frar. A
11 S
12 T
13
14
15 \\hm
16 s
17
18
19
20
Total kA }7 s Toe

Theoretical Weight: 320.910 Kg

Theoretical Yield (Weight): Actually yield will be calculated after 3 validation batches.

Actual Yield (Weight):

£17:%

Kg % Yield:

9d9. %7 %

%}) Joslaert

Production Executive Sign. /Date:

Date: 2 ,} lens /Im 24
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
5 . YNAT 7
Sign. ] . ko v@\\@ ﬁ \,\A?AV’ N \,W 21
Date ztlee (2020 A i g+ \I‘ .; /\3 \\r/

11\| %TH ]
h 11!

" Y w“*- ral \[
J‘.'?klu V‘UI

M S P DR RETI ) TEET
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SAIl PRIMUS

UIFE BIOTECH PVT LTD -

BATCH MANUFACTURING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product GENSET

BMR. No.: BMR/T/195-00

Batch No.: /<{CONOR0)

Customer:

Generic Health Care Pvt. Ltd.

9.0BLENDING LINE CLEARANCE CHECKS: Date/Shift: 2] 02/20 2)

/

Sr.
N o.

Checks

*QObservations

Time

rod. | IPQA | Prod.

IPQA

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

polythene bag is put in

Check and ensure that Scrap from waste bin is removed and new

to it.

\
\

clean.

Check and ensure that display, display stand, weighing balance are

Check and ensure that SS storage Cabinet and Drain point are clean.

below machine

Check and ensure that absence of previous batch/product from area

\\
3
2

clean

Check and ensure that all equipment body and inside the vessel are

filters and electrical fi

Check and ensure that Tube light fixture, supply grills, riser grills and

xtures are clean

date and earthing conn

Check and ensure that instruments to be used are within calibration due

ection.

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

10

Check and ensure that environment condition and record on BMR

v
v
v
v
v’
v’
v
v’
v

[1

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

NR

W

12

Equipment status is updated for Cleaned and Preventive maintenance.

v

Note: *Tick mark Q]) if Complies, (X) if does not comply and (NA) if not applicable.

Equipment

Blender

Area

r

EQP. ID No.

] oCB) 692

Rlerdcy

Previous Product

Dolex ko

Batch No.

EEETEEE!

Cleaned by

P

A

Checked by

Verified by

"g\/i-?’\\oa\)‘ o2}

ENVIRONMENTAL

Date:3f Jo3[207) Time:J; Yy~

Date: Time:

Date: Time:

CONDITIONS:
(SOP No.: QAGN/011)

Checked|Verified

Observation by by

Verified
by

Checked

Observation
by

Checked

Observation
by

by

Verified

Temperature °C
(NMT 25°C)

NB Y-

.}

— |

RH % (NMT 60%)

B) % i

DP (NLT 10 Pascal)

10 R~ | %

APPROVAL FOR SIFTING AND BLENDING:

Production Sign/Date:

(-RL« O@\‘ZOL\

[PQA Sign/Date:

L il

—\ \

Start and End Time:

G

.55

T~

Prepared by:

Checked by:

Approved By:

Dept.

Production

Production

Quality Assurance

Head Quality Assurance

Sign.

L. LB

DY

R

ey

Date 21l

(215620

(L'\V\ AN

cb\\\y

li

&553
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BATCH MANUFACTURING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product

GENSET

BMR. No.: BMR/T/195-00

Batch No.: (3 Forno=0)

Customer: Generic Health Care Pvt. Ltd.
9.1 BLENDING AND LUBRICATION PROCESS: Date.%].ls).'%.l?fq&; Shift_]...
Ste ; Time Done Checked
No.p . Progéss lditruations Started |C0mpleted by by Prod.
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 dried and stfted ranules from step 8.7, sxﬁed Material from step 8.0
1 (6-8) in to the blender andgmlx at 10 rpm fopr 15 minutes (To be establlshgd) )1 *‘g{ L Ym -
Lubrication:
Load the Sifted Magnesium Stearate into the above Pre-lubricated blend and
% mix for further 5 miutes at 10 RPM (To be established). LAY | 5oy Froren | T
3 Unload the lubricated blend in HDPE container having double lined polybag. | “%'2%] L.1¢ Ponn Y
9.2 WEIGHING OF FINAL BLEND: ’
Balance L.D. No.: ....PR.LIZZ S /6_‘? « Date@"‘.”]%’—.) Sluft..'f! ........ Time: 5.2»
Sr. No. | Gross Weight(Kg) |Tare Weight(Kg) | Net weight(Kg) | Weighed by |Checked by Prod.|Verified by IPQA
1 Ya-9cCo 9. Coe |tio-45o |Praven A 1B
2 fy  Hdoe 2 Jeo L . Foo :pYAWm A= 1
3 2 9.0 | 220 | RFDdo | groven 4k ¥
4| /. /7@ 2 Foo | 2¢. 770 | praves e — M
5 /,/7 J4e 2 2o M/ Yo Nray.pn A Lal i
6 /- 9Y4o 2 o= 2% F9¢ 09 | gyvarpa e i
7 7 7 -co 2 . oo do Soro L bravus | A By
8 o -G 7o 2.9 e |yz.FFo| oraves A ™ by
9 72 Yoo 2., SToe )7 g'wamm S a8 =
10
11
12
13
14
15
16 ~~
17 ~n
18
19
20
21
22
23
24
25
Total: | 28 Lo
X 253 440
S}t
ba
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurapce Head Quality Assurance
Sign. / o Fh W . d , A%
Date HITPAE Y ”L\\\“’\%w / \\ \\l‘/\

'8 4‘:'# Y
A

A=




(”'\ i, SAI PRIMUS LIFE BIOTECH PVT LTD
o \_&; Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 17 of 58

= _ Commune, Puducherry-605009.
SAl PRIMUS BATCH MANUF 3 i
LIFE BIOTECH PVT LTD ACTURING RECORD | Product Code: Gi3 Batch Size: 30,00,000 Tablets
. No.: - 2 (B | o2C
Product GENSET BMR. No.: BMR/T/195-00 | Batch .NO (’j( = 2 | 02C )
Customer: . Generic Health Care Pvt. Ltd.
9.3 RECONCILIATION:
1.0 | Theoretical weight of blend s 354.000 Kg
2.0 | Actual Weight of blend ' ‘ . : . {87 (/4,, Kg
3.0 | Manufacturing Loss (Blending stage) @ : o-sho 9“})%'?7 ' Kg
In-process samples e T
A | IPQC Samples
4.0
B | QC Samples
C | Validation Samples ’
5.0 | Total samples: (A+ B +C) s o)y e Kg
6.0 | Total: (2.0+5.0) i 2¢7.5g6 Kg
7.0 | Yield {6.0/ 1.0 x100}* : 99 .78 %

* Actually yield will be calculated after 3 validation batches.

@Total rejects destroyed: O‘Kﬂ ....... .Kg. (Rejected materials shall be destrayed as per SOP: QAGN/048).

Recovery Addition Quantity in g-—q-\—/-& ------ . (Recovery addition materials shall be as per SOP: QAGN/047).
Done by Production sign/Date:.{ .f]).)?f.f]. /’LFVL Checked By IPQA sign/Date:........ gﬁ'?)'\b'?)\p‘bg\ ais 'y
Test request form raised by Prod Sign/Date: .Ql.’.“;(.}.lmj.]ln.y&

; -
Test request form received by [PQA Sign/Date: %‘21\/\\97;\““ )
9.4 RELEASED FOR COMPRESSION:

Reconciliation checked and blend is released for compression

2 A aple$2 ‘
I[PQA SlgnA/‘?'\bb\p ......... Date:.....aﬁ;\i.!l?p.lz.o,ﬂ.‘—.'l.....
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
- >N s 4 T
Sign. /e j)m? /:‘X/\"p A v
v 0 \\ \ NG \\;
Date zilte oy ’l\\\ﬂ/\mw 3 %' A Nl
- _,“mnm"‘b‘é‘ sas—— -’b\ B
e U OOV
THCONTRAL LR LUEE
(VIR AVAVZR T —
AR T ST

~

¢

9

)
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BATCH MANUFACTURING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product

BMR. No.: BMR/T/195-00

Batch No.: (“] —olon

0]

GENSET

Customer:

Generic Health Care Pvt. Ltd.

10.0 COMPRESSION LINE CLEARANCE CHECKS: _Date/Shiftot| 0%) 2o2¢/t//

o2foh Joons  /

Sr. *Qbservations
No Checks Time: | bbiD) [
§ - Prod. [IPQA [Rrod. [IPQA [Prod. [IPQA
1 Check and ensure that empty SS containers/ containers o \
polythene bags, Tags, and documents of previous batch/product are removed. v
2 Check and ensure that absence of tablets of previous batch/product from area Ve \
below machine and inside machine by opening the guard of machine. il
3 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.
4 Check and ensure that absence of tablet of previous batch/product below the " ; \
. . . . v
weighing balance, check the cleanliness of area and equipment.
5 Check and ensure that working desk, analytical balance and other accessories > \
are clean. ~ -
6 Check and ensure that Deduster and hosepipe are clean. v w4 \
7 Check and ensure that Tube light fixture, supply grills, riser grills and filters ) e
and electrical fixtures are clean. v
8 Check and ensure that instruments to be used are within callbratlon due date, A XA
and Punch inspection record v -
9 Check and ensure that daily records (Logbook Balance, Temp. and RH) are ! ' ) \
updated and s10ned W | X7
10 | Check and ensure that environmental conditions are recorded in the BMR.: |
11 | Area, equipment and preventive maintenance status board is updated. o ~
12 | Check and ensure that rinse water is released from QC and attached the test 7 " \
request from (TRF)in BMR
13 | Equipment status is updated for Cleaned and Preventive Maintenance label. v o i
Note: *Tick mark (\I) if Complies, (X) if does not comply and (NA) if not applicable. \
Equipment Compression Machine Deduster Area R
EQP ID No. ol omlbo 2 P» | pep/ovos , P IPED /ot Lorp—oa
Previous Product Jels o —1o
Batch No. 240 e
Cleaned by Pe.bis
Checked by \\9’ 2 ;| ou 3024
Verified by A \\ %)\ \‘739/‘
ENVIRONMENTAL | Date:n|ey bo\,ﬂ‘lme 0 5 3yl [Pate: Time: Date: Time:
CONDITIONS: Observation Checked| Verified Observation Checked | Verified Okiservatice Checked | Verified
(SOP No.: QAGN/011) by by by by by
Temperature °C -
(NMPT 25C) 2> gV N
RH % (NMT 60%) Y, N
DP (NLT 10 Pascal) waed | N v q

APPROVAL FOR COMP RES‘SION:

Production Sign/Date:

N ok o tlou Joou

;Hwt\

[PQA Sign/Date: \o \w K\“M
Start and End Time: @'Jr‘ o r e | 21! o I 1 B
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
. ‘ 4 /
Sign. <= ! A7 ,Wo B s \yp‘/
Date 2il2 leas 1,11\ XN I ¥ o mg\m
~ 7 4N L 3 v 7 1 WAl
Bi‘\:b‘ ,’l’\‘lﬂu J ’a-f ‘“—’Cﬁh :

e e TR TR




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

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

BMR. No.: BMR/T/195-00 | Batch No.: (%231 20\
Eroduct GENGET Customer: Generic Health Care Pvt. Ltd.
11.0 COMPRESSION
11.1 PROCESS INSTRUCTIONS:
Sr. No. Process Instructions
1 Check the cleanliness of area and equipment.
2 Ensure that the correct punch set are issued as per the Punch issue record.
| Set the Double Rotary Compression Machine with
a. Upper punches: 10.00 x 4.00 mm caplet shaped with breakline punches.
b. Lower punches: 10.00 x 4.00 mm caplet shaped plain punches.
3 c. Dies: 10.00 x 4.00 mm suitable for above punches.
d. Type of tooling - D. \
46/19\\";”“?’“"4 (p((péf\”“‘f %\ﬁij@y\
Punch Issued by: sign./Date: Chcckeapand Received by Sign./Date: Verified by Sign./ Date:
4 Transfer the blend to compression cubicle. Load the blend into hopper manually. '
s 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.
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.
11.2 GRANULES RECEIPT RECORD: :
Balance ID. No.: pD] B/h_] plh Date. D.\.\.D.’ \(V””Sh(ftA ...... Time:@.@.?ﬁ‘ﬂ
Sr. No. Gross Weight in Kg Issued By Production Checked by Production
1 H2.950 2 Al
2 iH.90 <L Al
3 29.5¢0 o AU
4 Hla%o 7dl A
5 H3.0h0 L A
6 Hl oho Z At
7 S9.000 L. A
8 50-980 £ A
9 33, Soo £ Ae
10 {
11 S~
12 T~
13 T
14 \
15 R
16 S~
17 T
s - - 0 = ~
19
20
21 “Asn
22 I
23
24
25 ~/
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance i
Sign. /. @ A7 A ] N
Date 21[12003, " lin 1o G\ NENARSE
B ——y

! n

STals ”Tmé al"%’r f“f (\ B

=
t='<i

TS RadAut

AN
UH\ JINE
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LIFE BIOTECH PVT LTD

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

Commune, Puducherry-605009.
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BATCH MANUFACTURING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product

GENSET

BMR. No.: BMR/T/195-00

Batch No.: 5\ \ORO |

Customer:

Generic Health Care Pvt. Ltd.

11.3 COMPRESSION SPECIFICATION / PARAMETERS:

ARy

Sr. Parainater Limits No. of tablets to be Frequency
No. checked from each side| Production IPQA
: White coloured, capsule shaped; beveled edged :
1. | Appearance uncoated tablets with breakline on one side and 20 Every 30 min.| Every 2 Hr.
plain on other side.
5 Average 118.000 mg+2.0 % 20
* | weight(mg) (115.640 mg — 120.360 mg)
; 2360 g+£2.0% :
3. | Group Weight (2313 g to 2.407 g) 20 Every 30 min.| Every 2 Hr.
4. | Uniformity of | 118.000 mg+7.5% '
weight Tablets | (109.150 mg — 126.850 mg) 20 Byory2Hr. " || Bvery 4 Hr.
5. | Hardness NLT 3.0 Kg (To be established) 4 Every 30 min.| Every 2 Hr.
Thickness 2.70 mm £+ 0.3 mm :
. (mm) (2.40 mm — 3.00 mm) (To be established) 4 Every 20 e e’ Ly
10.10 mm + 0.1 mm oo S
7. | Leéngth (rm) (10.00 mm — 10.20 mm) (To be established) 30 Initial
. 410 mm= 0.1 mm- ; G
8. | Width(mm) | 4 50 mem — 4.20 mm) (To be established) 3 {mzepal L
9. | Friability NMT 1% w/w 65g Every 2 Hr. Every 4 Hr.
10. D.lsmtegratlon NMT 15 Minutes 6 Every 2 Hr. Every 4 Hr.
Time
11.4 COMPRESSION MACHINE RUNNING STATUS:
3 Start End M/C ‘Checked
Date Shift Time Time Speed Tablets Output Done By By
opo b 6; O30 2410 2b 2532097 | by o
e—
—
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
: v
Sign. L b X /’3\//)\,0 ﬂ LY. A
Date Frialons, Ul v Mo b AN
o T |
RUBANARY S




SAl F‘RIMUS

LIFE BIOTECH PVT LTD

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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BATCH MANUFACTURING RECORD

Product Code: G13

/| Batch Size: 30,00,000 Tablets

Product

GENSET

BMR. No.: BMR/T/195-00

Batch No.:

(HAFE2\OR o)

Customer:

Generic Health Care Pvt. Ltd.

11.5 INITIAL INPROCESS CHECKS: (Appearance, Uniformity of Weight, Thickness, Length & Width):
Balance LD. No.: PO IBAt{vo @ DateBilo. t.(f,WJ{Sluft ..... ‘z% .......... Time: (.!?.ﬂ:‘.‘.@.?
LHS RHS
Sr. A . | Weight | Thickness| Length | Width | Sr. A .| Weight | Thickness | Length | Width
No. | *Ppearance (in mg) | (in mm) {(in mm) |(in mm)| No. ppearance (inmg) | (inmm) |(in mm) |(in mm)
1 o Lbx 2% | \opg | 4ol L pe Ux 2-0b | [bof | £.p3
2 oL Wt | 0- |ve-u' | fiog| 2 o o | ooy lrowow o
3 27 Leb 2-33 | lweor|pn2 | 3 oW e | o |leox [ Al
4 b (L 2-32 | \o-oe| aron | 4 oV Ul | 2m 100R [ Soa
5 b Lf Y 233 L \piy | Aoty 5 gl U 23 | \wor /@‘J
6 =y {1 2-F6 | 1o -of| A~0hl 6 % ul, L-FFb |}k 4”«02} :
7 P us— -3 | |pof | Aoyl 7 ol Uy 2~ | p.wop | A s
8 (2 tib - o0& 4\02 8 QL Ux - 141 00 /?\ Déf
9 pie ME | 290 [ Yool Aor| 9 | g b | o3 | prwp A0l
10 oL Tk 2-92 | lp-pel Aok | 10 ov e o3 Mool | 0
11 ol ey 29 | |lo-K|4ob| 11 ple nb 2-%7 | fo.ed | A ol
12 oY L n-%o | [n 0f| Aroyr]| 12 ov Wq 2= | oo | Aoy~
13 by (to 0-H | \ooglAreb | 13 pie L o35 |00 |46l
14 17 MY | g b | |porldrof | 14 274 g [ o-gt |loo9 | ko¥
15 Dy (€ 2-8] | |p-oC|4r0) | IS ol W ) (00 | A0€
16 ob 148 o-F1 | Lo-of | Arob | 16 [/ g | o-2) fovop | Ao fy
17 v (9 2~ | \pet | fro) | 17 oL ug | o-2p to e | A0
18 e (W | o | lpwylaob]| 18 or Me | o-zi | toowp | dus
19 ob ltr | 248 | [oop | Aol | 19 v WX | 30 lone | avan
20 0w (2 o-&t | [oe) | D ob| 20 o i1 KL 0 loul | Ar05
21 oL he | 2.9t | juep [Avor| 21 G W | o1 ot | A pY
22 o (e, -7 | (000 | Apl]| 22 oL WA | 2-97 o) | Aion,
23 Qp wa | 23 | [00f | groh | 23 ot wh [ 2% e | 4
24| o MZ | 2-N | booe | Ay | 24| OF Wy lo-31 | (ovg | Ao
25| ok M| »-2e | (nof | Mok | 25 o M lo-m | of| Aor
26 ok Wb | o-3g | [o:0C [Aror | 26 3 e |oaz | lewe|fup
27 Q. e | a-¥ loog | Arob | 27 e P4 2- & Joro? | Aoy
28 ou e | =2-% | Leot | 49 | 28 sl (4 29 | feng| fipn
29 0e uwg | 2-2% | |p | ook | 29 vk - [o-94, [towp | oue
30 (9374 U9 2 - 3% {o: Qf’ Aoy | 30 vl v 2'94" Lo0f ) e

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

Done by Production Sign/Date

...........

Checked by IPQA Slgn/Date....\..‘.SAF.\.;.U.J..‘....

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. L. B ’ e AN
Date 212 250, \L'|\\n,\'\,qw G\ X \ {\ \"/
e }7\'
PEPNPIR N (iiia WA ] “\“‘ TaTAY) r(/'

UN

WUN 11“}“«!‘ My LU’J i

e e T RS ERATY
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LIFE BIOTECH PVT LTD

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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BATCH MANUFACTURING RECORD

Product Cod.c: G13

Batch Size: 30,00,000 Tablets

Product

GENSET

BMR. No.: BMR/T/195-00

Batch No.:(G{ £\ @O 0 |

Customer: Generic Health Care Pvt. Ltd.
11.6 COMPRESSION SPECIFICATION AND PARAMETERS: Date Q\[M.’.ﬁﬁnft ..... A...... Time:.2F:%b
Parsimaians Instrument Equip Observations of LHS | Observations of RHS
used ID No. Min |  Max Min | Max Limits
' ' ' White coloured, capsule shaped,
. beveled edged uncoated tablets
Appeatance Vistial i with breakline on one side and
By oy plain on other side.
. Electronic 2.360g+2.0%
Ry WRTall Balance 2-3%% g PRV I g| (2313 gt02.407 g)
Average Electronic R 118.000 mg£2.0 %
weight Balance \o- Ao mg J\3-40 mg | (115.640 mg — 120.360 mg)
i % 00
Individual Electronic el m o
weight Balance QQ\ \le™me | 1§ M| e T8 LE ™8 | 118.000 mg+7.5%
Uniformity Electronic N y L ., | (109.150 mg —126.850 mg)
of weight Balance EUbT% | )14 % )y 08% | p Vo “
Vernier R * t 2.70 mm £ 0.3 mm
; 3 : - : —13.
Thickness ke O‘F\W m Q—ﬁ mm| 9 gomm| 2 l)—jmm (2.40 mm 3. 00 mm)
I AcXD (To be established)
Hardness e NLT 3.0 Kg
Harduess Tester B?‘\“'Wb [ def] Sof 37|22 3| 2 [ 34 | (To be established)
Friability Friabilator {sﬁ?ﬁ[wv o -obY. 008y NMT 1.0% w/w
. DT . Yoot } 0D ! ’
\pid) oo 0 2Pt |
DT Apparatus P2 | " oeey 3bgey | NMT 15 minutes

M/C set done b
M/C Speed:..\

k.

Operator Name: A
.RPM (To be Established)

W/C set up Checked by (Prod. Sign/Date):.. {\L.s %&\b) Loy ]

Initial Setting Tablets Destroyed by: Sign: ..N.‘.%?r\,.ﬂate:@\tﬂj.”ybuantity inKg.: p.?.‘.?’.?Quantity in No.....1o% . -

Approval for Batch Compression by IPQA: Sign: &.3/

Date: ‘DL]U"?\%’/ Time: OL’."W

R MM
Pyt
Y

Prepared by: Checked by: Approved By:

Dept. Production Production Quality Assurance Head Quality Assurance
. ]

Sign. L. Qv A2 a \\rubg Y.
Date Silials,o, 2 i\ ™ \(\\ 4SRN

O] NEah
U%«»uTKU;Jhﬁakui




SAI PRIMUS LIFE BIOTECH PVT LTD
oA Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 23 of 58
<al PRIMUS Commune, Puducherry-605009. __J
ek i bR e BATCH MANUFACTURING RECORD | Product Code: G13 Batch Size: 30,00,000 Tablets
BMR. No.: BMR/T/195-00 | Batch No.: (5{ RO i © \
Hroaliest GENSET Customer: Generic Health Care Pvt. Ltd.
11.7 IN-PROCESS CHECKS: (For Production)
A Weight of 20 Hardness Thickness
ppearance Tablets ardanes.
White coloured, capsule : -
) shaped, beveled edged | 2.360 g+2.0% NLT 3.0 K 2.70 mm + 0.3 mm 22
Time | yncoated tablets with (2313 gto (To be estz'iblis%led) (2.40 mm — 3.00 mm) o é
breakline on one side and 2.407 g) (To be established) |8
plain on other side. Fa
. LHS RHS LHS | RHS | LHS | LHS | RHS | RHS | LHS | LHS | RHS | RHS
o] oyl 202 -
O 4g o (2lo N 9,»993” 2 a4 & 3 3 3 2.5 [9<Bo |21 | 2-H (\\Q‘@/
OBllol DY~ o0 ooy IFE| 3 | 3| 2 |3 2-oh |2 |2-F0le-Fa | 486
bEild O o [2Fbl| 23] o | >.¢] B |3 28\ | 2¥p| 2-FH LxpD (,\i(?é\t/
03lo| b 2 |»2880.99b | 2o dola.cl 2 |s-arfedelaehoax T
©8 (21 o o )?jfj \3=%l 292 A 3, 27 A 2-I8 238 | QK "\Y‘V?‘“
: T \
o 12—~ o ae < r%—%@%&. o8| 2.5 |3 3 3.5 [ T4 (912 | o .80 om Q.22
bl us| o oh %%;(?59 92| 2 1zs |3 |25 Pas|2.go| oT%|eql YL/‘&V
1190 P <A o T 9. 2w|s5 | 3 L 9729 TL| TS |9 N.‘l??&/
5 5
e 52 <h o R9gols.eo | 3 3.5 a 35 |2 RS | Dk |09 \\‘»«-%&>L
-1
12 35 th ok 9.2 19.99012.5 |2 3 135 R.aA|dat 2 |aqe &\\'w .
— K17
19 K@ b o 19.295(9.9q¢ | 2 |BS |2 |35 [3W(97% p.-T7 T2 \\Wﬁ‘-}s
1230 Qv cr fA-Uo 82.95};2 3 2.5 3 2.5 1976 |4-TL 1996 9w | N
Pyl oo ol old 2990|222 | 8. Tl g | 3 |5¢ |9.7g]20&]9.40]378 | N
TS S5 B Oy 239 Al 3 lec [ac |3 199 B l9¢q|R76 | K
i 157 ©C ol Ole ggz‘p ,C,)‘ 210 lz.¢ | 3-S5 | 3 3.5 |2 ndl%a 2421979 [81¢ e
\S: 2 c ‘% Bagoozn |2l e lac 19 798¢ 1418 |3qy] B
blio T . ol Qoo Ar291 |3 cla.c |3 g [Tk |39 19 86 | N
L 1A N oy 2 Ao [& 2p0 2 B |3.¢ 2 1&35]19.19 18151895 | K
12 (e N ce  Rpmplfaelecla lgc sy 37L18.9 |25 (9.92 | N
17y (S oo 19,0908 81 | a |2 3¢ 3 [&1[419(919 |97 N
120 1% op e 192,18 %13.cla |q 3.C 1380 a.7219.90 |2 7e| W
&' G Eh ok, R.212-19 130} | @ 2 3.¢ |3 me& Q.4 |3-18 1374 | N
1929 Q . 12 sgple gonic L SCla 12.C a1 i9.90 19,7k 9.7 R&
e b=t (ol B cp 19 2 ‘9’?;5“ 3 & 3-C |z 27249 2.1 g .7 | B
-
0. %o Qle ol 19. 20l .21 16g 3.5 | 2 25 18169 ]d-%ole.ge| W
N oo Die. ol |3 .70 32,3(63“')) 3 25 357 18 7619 a1k |2.79 W~
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality As§urance b
- ; ; : 72
Sign. Lol Bl -3 2 - \W N
Date 3iltz 020 Tl o g\ S(j&\ il
3 { r
INCONTRO oeay
VIR (VA VI B LbAl-Jup iV AvE




(’\ y » SAI PRIMUS LIFE BIOTECH PVT LTD
e, ) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 24 of 58 -
T D
SA PRIMUS Commune, Puducherry-605009.
LIFE BlOTEtH PVT LTD BATCH MANUFACTURING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
Pridiict GENSET BMR. No.: BMR/T/195-00 | Batch No.: (" £ \NO2 G\

Customer:

Generic Health Care Pvt. Ltd.

11.8 fN-PROCESS CHECKS: (For Production)

e

Appearance w?[i‘gal[;:;zzo Hardness Thickness

White coloured, capsule . . P

- shaped, beveled ed'ged 2360 g+2.0% NLT 3.0 Kg 2.70 mm_i 0.3 mm _E‘ -%

.uncoated tablets with (2313 gto : . (2.40 mm — 3.00 mm) 2=

breakline on one sideand | 2.407 g) (Po'be sentblished) (To be established) 88

plain on other side. -

LHS RHS LHS | RHS | LHS | LHS | RHS | RHS | LHS | LHS | RHS | RHS
NP (oY e Bamldogslss | e |2 3¢ 9.9 |9.7¢l872]2Ty N
29 - o5 Ol ok 1. 99¢ Q»ZGLJ L1050 .S Q72091 [9A¢ |9 | W
PWeIO | ok ol [3-2 [9-305 |3 5> |25 |3 2276 |93 207 2277 | M
Wk | ple ow lzawlzau [bS > |as |us (22732718 2205 o) | A
9998 { O W ate g lo-30s | 2 [2-s |25 |3 |20 2T 24971973 | s
ST ol [12%|p.993] 3 |as |3 |as 22772 2% pas |
R0%y | ok ol p28n|2295/ 9.5 ] 2 |3 |as (372|276 2106 e
0100 ol o |Z-3|z.29¢ |35 |35 |3 3 2-73 2597 (29 b |2, | A
O 3% ‘DY ol 2 - 2:297 | 3.8 > |2 v.5 0 (22T 295 2 M | 9 o A‘/\
ROy | ok 0le -2 230 | o [ 2 [3s |12 2794 (24 (20 [27T12
D150 ol | ot 128|129 9.5 s 55 [2 275 (20302111995 |
onnk Ow o n-%lloa |95 (3 |9 g [20%|272 276 (274 | An
DS B0 Ol | e\ 2383y |2:360 |9.g (3 3 7 275 |2 (271 [ 2200 Al
DAE ol | ot 2-36){2-257 9 | a-s|2s |3 [29) progl9-T3l90L | A
N;!a\\ © te| ol 3K [2-249% | 3.5 | 2 2 2.5 [278| 2+ Mfonn {2212 My
0509 | ole ol (2361|235 |2 35| 2 |39 |z07V27h]e) 273 Mn
55,% ol ol 2-354 9.3¢6 |25 | D 2525 [226]293 207|270 | A
b o 0le ole 2395, | 2 |3-S|as |3 |2715]27¢ 271 2773 | g
ohiss | O | el [23%|2.30 |os| 2 (3 |3 |23 (992 |206|2h |
DI0F ol ote  |E36|2.352 |5 |3:s|a |35 [274[e0 20 298| M
1es | @)L ot |z3%¥2. 350 | 2.535 | 3.5| 2 [278|2 N 5T 97| A
08109 ol | o 2362343 2 | 35| a |a.g [273]0062 12T, | M
ang | ol ol b.asqal2-36z|2s| 2 |25 |3 |29)]2751296]2792) M
ok | ol ol bargle-3sol3s | a |3 |[3< (90927 2742 i
om0 | bl ol [92:362)7.2WV2.6|13 |3 |2 277270 99y [2276 | Mk
\9109 ol ol [2:35)2-3b( | 2 s |2 (3 |27 (22T 2092|213 ju
Prepared by: Checked by: Approved By:

Dept. Production Production Quality Assugance Head Quality Assurance
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SAI PRIMUS LIFE BIOTECH PVT LTD

(>:,1 \3 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 25 of 58
o 2 smied . Commune, Puducherry-605009. . R
SAl PRIMUS | X =
LIFE BIOTECH PVT LTD BATCH MANUFACTURING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
BMR. No.: BMR/T/195-00 | Batch No.: (s E 24201
Eroduct ZENSRL Customer: Generic Health Care Pvt. Ltd.

11.9 IN-PROCESS CHECKS: (For Production)

Appearance W?Ii‘ill;tleoti % Hardness Thickness
White coloured, capsule : : &
il shaped, beveled ed_ged 2360g+2.0% NLT 3.0 Kg 2.70 mm = 0.3 mm %‘ -%
L uncoated tablets with (2313 gto : . (2.40 mm — 3.00 mm) 23
breakline on one side and 2.407 g) [T 5z mtblished) (To be established) Qo —?3
plain on other side. P
LHS RHS LHS | RHS | LHS | LHS | RHS | RHS | LHS | LHS | RHS | RHS
oy | ol ole  [9.3h46) 2367 3 |3-5]> 26 |p7¢ |25 27115 | By
waob | ole | @ 19.3£y2:35-1 25| 35 |3 271 [ 22771206 | Sy
Weg | OF | ot 2356/9-366| 3 3535 |y | 7yo 2276|2475 |
\aupy | Ol ol& 2370y |53 |3 25 (277|901 |2 Thae | €
Qe | O ol 23311225335 |3 |35 |3 271S|9 T6|o 77|V Y| B
l3oe| ot | e 23952578 25| 2 |35 |93y 05(2 |16 §
\3ow | wl ol 23923513 [3 |2s |3 26RO BS99 | s
1A\ o | ote 2218238 pe |o |35 |3 |27y |06 e300 |
A YT ol olt-  [2362]22%0 |2 |25 | n (36 [220295(2.07(25T¢ 33;
\eiag | Ol& o, 23w a1 2 |3t lss [ [z B3e0T|an |25 w-
15199 ol | ol |235|o.a5a] 28 3 |3 |3 (21T [2THe W oM | B
1509 ole )R 2251|223, 35| 3 | 3s |2 |295[99n4[997 (207 B
\b8b 6k | ek [2-369[234 |9 [aelas [a o (2 RTIRIL ) g
o | ok o 2311235135 |a |3 |35 [9T)|2T5 (2T (2013 | R
\}'96 0l ol 23492261 | 35| 3 [2:5 |» 28T |2 |24 2096 | Sy
\R.0h ol ol 23523422 (a5 | 2 (35 [2T0%|2 T2 T6 |98
\R'3% Dl o\t 235%9 26y |3 25| 253 (27924275 | 2T %(
\poa | OV ol [193gyl2.as3)a s 2 Jas|a |aTz|enfp |28 | <
192 %3 bic olc 086l 1295 |3 (35 |3 |35 |sa6 |915 948 |95 | A4
20:09 oK | W 095b[a3%9 |35 |3 |9 3 |23 |98 |27 |91 | A4
9p¢ HO 61 5l 9.260 [9.35¢ | 3 9.5 3 35 a1 (216 |aL | 273 | Al
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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

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

BMR. No.: BMR/T/195-00

Batch No.: (2 {—D \G 0 |

duct ENSET y
ktedua G Customer: Generic Health Care Pvt. Ltd.
11.10 IN-PROCESS CHECKS: (For Production)
Weight of 20 g
Appearance Tablets Hardness Thickness
White coloured, capsule : ¢ o
) shaped, beveled edged 2360g+£2.0% NLT 3.0 K 2.70 mm * 0.3 mm 22
Time | uncoated tablets with (2313 gto (To bé estéiblis%led) (2.40 mm — 3.00 mm) 2 _é
breakline on one side and 2.407 g) (To be established) ] e
plain on other side. £
LHS RHS LHS RHS | LHS | LHS | RHS | RHS | LHS | LHS | RHS | RHS
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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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" SAl PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

BMR. No.: BMR/T/195-00

Batch No.:(5T £\ &0

d E
Produtt GRS Customer: Generic Health Care Pvt. Ltd.
11.11 IN-PROCESS CHECKS: (For IPQA)
Weight of 20 ;
Appearance Tablets Hardness Thickness
White coloured, capsule : :
. shaped, beveled edged 2360g£2.0% 2.70 mm £ 0.3 mm 2 <
Time | uncoated tablets with (2313gto (Tol‘élgzst%é%e 3 (2.40 mm — 3.00 mm) _ 2 3
breakline on one side and 2407 g) (To be established) 8 =
plain on other side.
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