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| &gP\ D x-vE AT ORIV & AI PRIMUS LIFE BIOTECH PVT LTD VALIDATIUIN SRS
b T \; TFactory: . S No. 4/3, Plot No. 33, Kurumbapet Industrial Estate, Page.l-0f26= wral
SAl ERIMUS Villianur Commune Puducherry-605009.
| LIFE BIOTECH PVT LTD BATCH PACKING RECORD | Product Code: L13 Batch Size: 6,00,000 Tablets
e . No.: X v
Piadu LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: (1822 | b
Customer: Generic Health Care Pvt. Ltd.
BATCH PACKAGING RECORD COVER SHEET
PRODUCT NAME : LOLIP 20 .
GENERIC NAME : Atorvastatin Calcium Tablets 20 mg
; ; Each film coated tablet contains:
. Atorvastatin calcium Trihydrate
S " Equivalent to Atorvastatin .......................... 20 mg
Colour: Approved colour used. '
CODE NO. _ : PON/DRUGS/21 14 4376
DOSAGE FORM :  Tablet
BPR No. :  BPR/T/331-00
REVISION No. : 00
SUPERSEDE No : NIL
EFFECTIVE BATCH. No. /DATE : : 61 118490 06 /O 7. l D1 l 90022
MARKET : :  Export
SHELF LIFE : 36 Months
BATCH SIZE , ) : 6,00,000 Tablets
PACKING CONFIGURATION : 3 x 10 Tablets Pack (Alu Alu Packing)
A
BPR ISSUED BY/DATE (QA) : A 53¢ aean
BPR CHECKED & RECEIVED BY/DATE : M’f‘/
(PRODUCTION) : \\\\
MFG. DATE: .M.|90%% ..ol EXP.DATE: - \Oloencs e i
e /
ALLOTTED BY: QA SIGN/DATE: A5 28lnlpera  COUNTER CHECKED BY: QA SIGN/D ﬁ\ \\\\
QUANTITY RECEIVED FROM PRODUCTION 35 5’q b2 :'i B Nag
DATE OF COMMENCEMENT: bg) 12 IQQQ 2 DATE OF COMPLETION: p[. 'M logsn
T 7 —
QUANTITY . b,00,000N®
RELEASED QUANTITY OF PACKED TABLETS P B929200 pNog
RELEASE OF BATCH BY HEAD QA : \F @
SIGN/DATE: L P
This BPR contains 26 Pages +ﬁ6 Additional Pages
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
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& Q. SAI PRIMUS LIFE BIOTECH PVT LTD‘ R
“fy J Factory: R.S._Np. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 2 of 26
Villianur Commune, Puducherry-605009.
EF'S\ Jmﬁ&w}ﬁs{) BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
S i BPR. No.: BPR/T/331-00 | Batch No.: Gi{2 22| b |
Customer: Generic Health Care Pvt. Ltd.
1. INDEX
Sr.No. | Content Page No.
Batch Packaging cover sheet 1
1 Index, 2
2 Check list for batch packing record review 3
3 Packing Material Specification and Indent 4
4 Dispensing line clearance 5
5 Dispensing record of packing materials 6
6 Line clearance for primary packing 7
7 Verification of dispensed packing material 8
8 Stereo Issuance and setting Record, Receipt of product and materials, Detail of the product as per 3
BMR
9 Weight verification record of received semi-finished product 8
10 Container weight details, Container consumption details 9
11 Over printing of primary packing, Specimen of printed foil ; 9
12 Packing instrgction, spegimcn of printed foil, time record for packing detail, Packing In—proces; 9-10
checks for primary packing
13 Alu Alu packing machine parameters 10
14 Challenge test for Non Filling Detection System 10
15 Machine In-Process control - 11-13.
16 Defoiling of Alu Alu strips, Inspection of defoiled Tablets 14
17 Line clearance for secondary packing, Environmental condition, Packing Details 15-16
18 Over printing details, Carton and Shipper Label specimen 16
19 Individual Strip weighing limit, Carton Weight Limit Setting, Weight Checks On Carton, Sample 16-17
Drawn Record
20 Secondary Pabking In process Checks 18-19
21 Shipper Weighing 20
22 Man power allocation 21
23 Product Counter Check Line Clearance 22-23
24 Packing material reconciliation 24
25 Excess packing material return to store 24
26 Destruction of rejected/unused printed packing materials and stereos 24
27 Batch reconciliation 25
28 Transfer of finished goods 25
29 Deviation Detail 25
30 BPR review details 25
31 Batch released for Despatch 26
32 Revision History 26
Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Ql}g_&ty Assurance
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g re SAI PRIMUS LIFE BIOTECH PVT LTD
N ) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 3 of 26
SA| I;Rl MUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACI(ING RECORD Product Code: L13 Batch Size: 6,00,000 Tablcts
S i BPR. No.: BPR/T/331-00 | Batch No.: Gy|20a 11
Customer: Generic Health Care Pvt. Ltd.
2 CHECKLIST FOR BATCH PACKING RECORD REVIEW:
Instruction:

Check the following points before submitting the documents for final Review

Sr. No. 5 Checldist (Yg/ll)\is;.;;::iﬂzz. #)

1o No. of pages of BPR+ Additional pages (If any) * ‘,@,;

2. Line clearance and environmental record %

3. Processing activity done by and checked by is signed Ve

4. Dispensing

a) Equipment clean tag and dispensing tag attached with batch record Y‘-S

b) Packaging material is checked Y.

5. Packing

a) Rinse water analysis report attached with BPR Shi

b) . Approved specimen of printed foil, carton and shipper label are attached Yoo

c) Control/ Stability / Finished product analysis samples are withdrawn Yoo

d) Reconciliation of packing materials i_s done Vie

e) Tablet reconciliation is done Yoo

In process checks parameters done at regular interval and recorded into BPR Nee.

6. Attachment

a) Finished Goods Transfer Note e

b) Certificate of analysis of finished product is submitted X:

) Stereo Impression Format X(

7. Complete set of BPR Spbmitted Yf:‘; ;

LR

Checked By QA/Date: :‘Eﬁ\\ A

*Mention total number of pages.

Remarks (If any) ....coeenennnen..... T S So DRl S e Hep R

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
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SAl PRIMUS

2] Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,

B

SAI PRIMUS LIFE BIOTECH PVT LTD

Villianur Commune, Puducherry-605009.

Page 4 of 26

e BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
Sl LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: G( [% 224 b
Customer: Generic Health Care Pvt. Ltd.
3. PACKING MATERIAL SPECIFICATION AND INDENT:
Sr. - : - Standard Qty. for
No. Material Item Code Specification UCM Batch Size 6.0 Lac.
Width — 252 + | mm
: fae s : Thickness — 0.025 mm
1 | 232mm Lolip 20Printed | pppyspr 016 | Language - French Kg 45.000
Foil 0.025mm
Color — 2 Colors
Item Code — 13/0463
Width — 252 + 1 mm
2 | 252 mm Alu Alu base foil PBF/SP/A004 | Plain non-printed (text matter) Kg 150.000
aluminum foil.
Size — 130 x 60 x 25 mm
LxWxH)
; ! : Board — 300 gsm ITC Cyber XL, UV !
3 | xlYslelip20itEntee PPC/SP/LO16 | varnished. No 20000
Carton : 5 3
Colour — 4 colour
Language — English/French
Item Code — 15/0781
Size — 140 x 175 mm (L x H)
Specification — NLT 60 gsm Maplitho
4 | Lolip Printed Leaflet PPL/SP/LO19 | E3PeC ; No. 20000
; ; Colour — 2 colours :
Language — French/ English
Item Code: 16/0556
5 | Shrink Sleeves (PVC) PPS/SP/P001 Plain PVC Shrink Sleeves No 2000
: A 5 Ply flute vertical corrugated =~
inner unprinted in nature. (24 B.F.)
6 SGEIIIZ'S i?ﬁlizg’éﬁo S PPS/SP/G002 | Outer Size — 390 x 390 x 430 mm No 75
pp (L x WxH)
Bursting Strength — NLT 15.00 Kg/cm?
Clear Transparent
2.5' GHPL Printed Bopp " | Length of roll — 65m ;
7 Tape PPB/SP/B002 Width — 60 mm No 2
Printing — GHPL repeats in Blue
8 | 3'Plain BOPP Tape PUB/SP/B001 | Plain BOPP Tape No. 1
White or milky white colour. ]
9 | Strappingrole. PPR/SP/S001 Width - 12 mm Mtrs 300
Thickness - 0.6 mm
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. i N V \\“’%"\/
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: SAI PRIMUS LIFE BIOTECH PVT LTD
et P Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 5 of 26
L o erye
SAI PRIMUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Prod uct Cﬂde: L13 Batch SiZe: 6,00, 000 Tablets
Prodac LOLIP 20 BPR. No.: BPM/331~00 Batch No.: Gy (2 22(kI
Customer: Generic Health Care Pvt. Ltd.
Y,
4.  DISPENSING LINE CLEARANCE CHECKS Dafd 3L 2] 2. 2y
Sr. ! +_ Observation*
No. (S Store IPQA
1 Check and ensure that empty SS containers, polythene bags, Tags, documents and scrap from : ’
waste bin of previous batch/product are refoved from the area. A 7
2 | Check and ensure that display stand and weighing balance are clean. v =0
3 | Check and ensure that SS trolley are clean. : A -
4 | Check and ensure that area (floor, walls, ceiling, doors and windows) are clean. v <
Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and
5 : v
filters, electrical fixture are clean. b
6 | Check and ensure that all the sides of Mobile Laminar Air Flow is clean vV :
7 | Check all the gauges of Mobile Laminar Air flow before switching ON. v LT
Check and ensure that weighing balances and pressure gauges to be used are within calibration
: due date. N c
9 | Check that the daily records (Balance Logbook, RH & Temp. record) are updated and signed. v T
10 | Equipment status is updated for Cleaned and Preventive maintenance. Vi b
"Note: *Tick mark (‘/) if Complies, (X) if does not comply and (NA) if not applicable.
§ Mobile Laminar Sk
Equipment Air Flow Weighing Balance . Area
ID No. Q71 Lar/o o/ &’Tf’%A\-/ou =NAEE = N o e
Previous Product : .Ff L-u EN loc .
B.No. - &18 22159
Cleaned by Sign/Date \?d Caic 202t &//cfl'o LYV s
Checked by Store 2 il : 3
Sign/Date j : -H/‘f’ oAl ‘;lf/ RolR,
Verified by IPQA
Sign/Date [‘x - 'Db\\‘if YoV
iu’ l} it o ore 1 : :
ENVIRONMENTAL CONDITIONS: Date ............. Time: .| H* 30 ' Checked by |  Verified by
Observation Store iPQA
(For Reference SOP No.: QAGN/011) . Sign/Date Sign/Date
Temperature (Limit: NMT 25°C) 9:3% j%-nﬁ(g’ 0?,'\\‘)/\9‘)’ _é\, 02)n Liett
I \ ST |
Differential Pressure across the booth Limit: 5 to 20 mm Water (v ﬁ?%;/b o \‘q;v B el
. D L R T
APPROVAL FOR DISPENSING BY IPQA: Slon..C <\~. ....................... Date: .. PA\lali=1l..
I 7 s
Dispensing start Time .............. l &]35 ...... End Time ......... “—"55 ......
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance

Sign. A e \W\W W/
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€ gis, SAI PRIMUS LIFE BIOTECH PVT LTD
Nt \* Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 6 of 26
SA] E’Rl MU Villianur Commune, Puducherry-605009. :
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
S o BPR. No.: BPR/T/331-00 Batch No.: G (2 22\ (o)
Customer: Generic Health Care Pvt. Ltd.
Y SRy =
5. DISPENSING RECORD OF PACKING MATERIALS: Da%!.‘.%.‘.?’?fSh%t.g'ﬁ.Timez LAy
Req, Qty. for Issued and g
Material Name Item code |UOM | - i .0 Ii;led A.R No. RI:l(:}lgct;x Checked by Ve;;’ﬂeg by,
Lac % Store Q.
252mm Lolip 20 1123« Py ©o3sl| Ol Y o ¥ o
Printed Foil PPF/SP/L016 | Kg | AL.o00 X U 39
0.025mm : 3b2b90 Fro &leooRa 0 o‘b\\ o2\
- / q/ C’}
252 mm Alu Alu X G
base foil PBF/SP/A004 | Kg YT oot | 59 Lk Pm 6(\63 C‘lb’% b ?& \.\c>\ 2 \\IXV
- < wl o [5
3x10's Lolip 20 e Qﬁ( o |93 :
Printed Carton PPC/SP/LO16 | No | 9o RAIGIS Fm Gl] Bloss ‘L& b \\0\ ' 5 VO-).I/
@rb .Gg\\
L A
Lolip Printed Leaflet PPL/SP/LO19 | No |9 ¢oc0 02 scos| (M4l olo s 03 g
! o%o N S\
o I\
o
i QX o |y
Shrink Sleeves VA
PPS/SP/P001 | No 4 . o N
®Vo 200 | meo|Prloosis| on, | F |7
5 Ply 390x390x430 ¢ \X\’ &\N“/ A
mm GHPL Printed PPS/SP/G002 | No ~ , - 0 N
S T 11—8 Pm €d coS(:ur o8 QF 3%\\ '&\\7
( 5 v
2.5' GHPL Printed : At Y| K
PPB/SP/B002 | No o e X Y
Bopp Tape ob rmétlbog#c o %%\\ A
>
o BV
X Sl oL
3' Plain BOPP Tape PUB/SP/B001 | No { o\ f) Sk % n\‘y v q\\.vq,o
m@leoses| ol oG
~/ 'GJ
. 4 o ,5
Strapping role. PPR/SP/S001 | Mitrs eo o R“’é’tlm‘? k| o) %?K tﬁ/ >\ _\y\v@‘/
{ ¢ OQ)'\ SN
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quz‘l\lity Assurance
Sign. L _[\r)ouwl ‘\\/ \Q\J\l\g“/
DA =13 07 (01 D0W-] oqld);
Loti %, 3 , L PUER . Ij e , Vo




A Ve SAI PRIMUS LIFE BIOTECH PVT LTD
Nl D Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 7 of 26
SA| 'P'RI MU Villianur Commune, Puducherry-605009.
LIFE BIGTECH PVT 17D BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
o
P T BPR. No.: BPR/T/331-00 Batch No.: (5[ 8 29 b1
Customer: Generic Health Care Pvt. Litd.

6. LINE CLEARANCE CHECKS:
6.1 PRIMARY PACKING:

Date/ Shift .QSI.I&IM?.L,..QL............

Liebltales i

Previous Product: Q@m‘}}ﬁj’qﬁ,—h 5119.9 | Batch No.: (11&99 A
Sr : ' i : ' Observation
No' Checks Time | o' 90 i
1 Packing | IPQA Packﬁng IPQA
1. | Area status board is updated for “CLEANED” status. i v — v
2. | Check and ensure that the area is visually clean and free from previous product i — v
3. | Check and ensure the differential pressure of the area is within specified limit s a = "
4. | Check and ensure that waste bin is emptied out and cleaned T v — w
5. | Check the temperature and relative humidity of the area within specified limit s o o 5
6. | Check the tablets of the previous product/ batch removed. e -~ — i
7 Chegk the loose Alu Alu strip cutting, rejected rolls, empty cores of foil of i B i e
previous product /batch are removed. .
3 Check the surroundings of the machine and free from the previous products and e ‘
" | batch " & et
Check the foil printing stereos, Labels of previous product/batch are removed. A o —
10 Check that the daily records (log book, balance, temp. & RH) are updated and i o 4 ,
\ | signed. i : L T vl
11 Check and ensure the Cleanliness following change part of Alu Alu packing -
" | machine (O TS s
12. | Check for the absence of previous batch/ product at machine conveyor belt.
2) Check Hopper from Top, bottom of machine, below the hopper, between bottom G Lo —
side of conveyor belt and collating unit. i
Check for cleaning of hopper, feeding channel, vibrator plate, in feed roller and 1 ’
) sweep brush. ; ‘ G 5 = e
¢) | Check tool box, thinner and ink box - B g s o

Note: Tick mark (\) if Complies and (X) if does not comply

Cleaning satisfactory,

/Not satisfactery A
Checked by Packing (Sign. /Date): 1 8L o<

l19]3000

Cleaning satisfactory/Not-satisfactory——
Verified by IPQA (Sign. /Date): &3 vy, [yev -

#In case the cleaning is not satisfactory / line is not certitied then
recheck the area / line and record.

investigate the cause of the failure and take necessary action,

6.2 AREA AND EQUIPMENT CLEARANCE OF PRIMARY PACKING

N Y
Date/Time: pS|19) 9w09 [ [ni35

Previous Product:  Ropy ) Qﬂ}pp 9. < [ Batch No.: (31229\34
. Cleaning Operation and Checked by | Verified by
I\?c; Equipment / Area Name / AErg:;H;o Type cleaning as per Cslicanl;f)(i&y (Packing) (PQA)
3 Prast A/B SOP number y g Sign/Date Sign/Date
1. | Alu Alu Packing Area %pL[ng:n[aml'm R PDGN/006 | Bt 12)ag T‘ifi’:“ﬁnql,,)m | (Gsochivlion
2. | Alu Alu Packing Machine | pn] pliilao ) PDOP/020, PDCL/020]Bxt  cf 1o}y, Ml iolay (1., v ireoirt
| H2l )

6.3 ENVIRONMENTAL CONDITIONS:
(Check the environmental conditions of prim

AR

ary packing area at the start of process and Record in the below in table)

Date 05).9] 2029 Fime... [54.35..... Date.. O [i2lxTime: ... NE Y.
Refer to SOP No.: ; Verified by ; Verified by
SOP: QAGN/011 Observation | _Facking IPQA Observation | Facking IPQA
; Sign/Date ] Sign/Date ;
3N Sign/Date Sign/Date
Temp °C Limit: NMT 25°C 22 T oiglas | Bl achfe] 20C | S\bobilyn | Gyobly e
RH % Limit: NMT 60% C;Q“/ iy . n\" l-)‘lfm (L!'\ N;lh\n ‘y.,,;u/ Cadn S‘V*?#r‘i. fi )? 2= @}.c-“i.]n.‘wv'/
DP Limit: NLT 10 Pascal 1 ‘ M&‘.i 2 ﬁ<§ YD‘QL./C\X:, I_\C./‘ff‘-) (;,p\\_/ (i DCL Clent g\({\}‘:-"n):* RS (;\\ & -L‘]” ST
Primary Packing Started Date/TimZﬂB]I?J&O,QJ!f)HP@ompleted‘Date/Time: QQ’?].[&}%.JD.!.&@... e
APPROVAL FOR PRIMARY PACKING: IPQA Sign. /Date&.} 5.ng,~/}:}{;zz/
Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
! /7
Sign 'ﬂ\( ) L L @Kﬁg«/ M
atlot\2032 ] o7 ldhlne e e

T




€ S, SAI PRIMUS LIFE BIOTECH PVT LTD
e - \\ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 8 of 26
Fi Villianur Commune, Puducherry-605009.
E’Ff‘!w’:&wwt{% BATCH PACKING RECORD Product Code: L13 | Batch Size: 6,00,000 Tablets
S ot BPR. No.: BPR/T/331-00 Batch No.: (5112 29\ b|
Customer: Generic Health Care Pyt. Ltd.
7. VERIFICATION OF DISPENSED PACKING MATERIALS: Date@S.\.[ﬁJ&.szhlﬁ....f'] ..... Time: .|@: 3&1
Material Name Item code UOM AR No. IT;:}},?;:; Clll)zccll((ciﬁgby ‘;‘;“Qﬁid
252mm Lolip 20 Printed Foil 0.025mm | PPF/SP/L016 | Kg Pgm PR S My | G
252 mm Alu Alu base foil PBF/SP/A004 | Kg pm (;"\l ogq&y} o3 MM (,/L,
3x10's Lolip 20 Printed Carton PPC/SP/L016 | No Dm tleiese | 14 oy | G
Lolip Printed Leaflet PPL/SP/L019 | No pomtilolose | p3 ey |G
Shrink Sleeves (PVC) PPS/SP/P001 | No Pbloosds | 09 fadb | G
~ : 4 ; T R
gkﬁll));z?OxﬁOx%O mm GHPL Printed PPS/SP/G002 | No Pan\ i %4 bs (ﬂs[{ﬂgj 9{/
2.5' GHPL Printed Bopp Tape PPB/SP/B002 | No \p ) U ) CORTD 09 T fm_f]’ Gl
3' Plain BOPP Tape PUB/SP/B001 | No D'T)Gﬂ 00S0S o) B2 f ﬁ,
Strapping role. PPR/SP/S001 | Mitrs pm(n\ 00945 al el o,
8.  STEREO ISSUANCE AND SETTING RECORD ' ; i
No. of Issued By Received By Stereos Checked By Verified By
S. No. Type of Stereos | Stercos (packing) (Packing) Setting (Packing) QA
: Issued | Sign. & Date Sign.: & Date Done By | : Sign. & Date Sign. & Date
1 Stereos — v . e
9. RECEIPT OF PRODUCT AND MATERIALS: _ Datc/Shift. nsl 13 mwl,q ..Time: ..|0.:35.
(Check the following before start of packing activity and record the observation.)
I‘?(;. Check Points Observation (l;;nc‘;{ibnyg) Ve(;i)ﬁ(gi)B y
1. | Temperature observed on display (Limit: NMT 25°C) 9 QC CEEN el
2. | Relative Humidity observed on display (Limit: NMT 60%) 'qq " ‘.ql }C‘Za,q" /Q)ﬁ
3 ]:r:l;lésp;;g:g:‘t, :grgt;tgeés are of the required product/Batch number o g %@}) /(O/l;
4. | Status label of machine/ line is for same product \;% ) /b,\,)
5.. | Printed foil/Base rolls are of the required product. \’,% ML“:?I j'v/\j
6. | All secondary packing materials are of the required product \}, on Yﬁl\«%ﬁ}q %
10. DETAIL OF THE PRODUCT AS PER BMR: : ' )
Sr. No. | Description Observations Checked By (Packing) Verified By (IPQA)
17 Average Weight 192 M9 Ny (o}
2. .| Colour of Tablet _ N <.£o Uoeo Cgm '\a_’, &
3. | Quantity NetQty.inKe) | iyt kg Ko &y
4. Number of Containers © }_, '\?5“__1 (s

-11.  WEIGHT VERIFICATION RECORD OF RECEIVED SEMI-FINISHED PRODUCT:

Balance I.D. No.: {):1 )l BAL !Q]ﬂ
Verify the semi-finished Tablets before starting the packing operation.

2. Verify the batch details on the labels affixed over the Containers against the respective BMR and record the details in below table
Mfg. Exp. Date Qty. regd. For
Date packing
o0 Kg | From ContainerNo. ©]

N : b\ 2 Equ;valent to To Container No. vl ’
LO LLP 590 G\\%Sﬂ\ H )%32 10 12"95 5!3 bLB®S Nos. | Total No. of Containers taken »ol:ﬁ

y—

‘Product Name Batch No. No. of Containers talken for packing

Checked by Packing (Sign. /Date): OE\\Q,\W Verified By IPQA (Sign. /Date):/ Q;\; 05\;“"’””/
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance

. , W
-M"ﬂ*“h‘ﬂﬁ:ﬁ"ﬁxg-*w 3 o\ Wt 07 ld| :
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T i, SAI PRIMUS LIFE BIOTECH PVT LTD
X [ \1‘ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 9 of 26
fE Villianur Commune, Puducherry-605009.
1 EF’S‘E![Q':ELQAWL{TS; BATCH PACKING RECORD ‘| Product Codeé: L13 Batch Size: 6,00,000 Tablets
N
She o BPR. No.: BPR/T/331-00 | Batch No: (3 (% 290 by
Customer: Generic Health Care Pvt, Ltd.
12. CONTAINER WEIGHT DETAILS:
- Container | Gross Weight | Weighed By Checked Container | Gross Weight in Weighed By Checked
No. in Kg Packing By IPQA No. Kg Packing By IPQA
1 QG- 400 r Ly 6 L
2 2% -860 Raln | 7 '
3 29, 000 Ralo Gia 8 —NA
4 2%, Bo) ol | Gn 9
5 (ot J_Nﬂ“\y__/ 10 g
13. CONTAINER CONSUMPTION DETAILS: 7
i Time Container | Consumed S.No Time Container | Consumed
i From To No. by i From To No. by
1 oo | Miipol e Palo Gk
2 Ihipt | )9:=20] 09 Relo 7 '
3 9=t | 1900 | a3 2l 8 a4
4 odho | 1010 o3 Ralr 9 A
5 W0 1190201 ol [2Ys /e 10

Checkcci By Packing (Sign. /Datc)@oj ob } Iﬁ_’w),/ Verified by IPQA (Sign. /Date): gg bl e

14. OVERPRINTING OF PRIMARY PACKAGING MATERIALS::
Initial checks of Overprinting Details
Overprinting Details Overprinted Text Printed AL. Foil (OK/ not OK)
Code No.: PON/DRUGS/21 14 4376 ol .l
Batch No.: 611%3.2![., | ol
Mfg. Date: 2099 ol
Exp. Date: 1ol 2008 ol
Item Code: 13/0463 ole ol
Pack size (3 x 107s)- Carton 205 ol
Other instructions if any o
Initiated by BQQ_M GS‘ 1996929 Bm?q DS[ 18l 092
Checked by Packing (Sign. & Date) ra.m 0;‘ 19laa92 m«}(cq‘ ﬁ‘qr“';"r) 099
Verified by IPQA (Sign. & Date) & el e Geoclinhey,

15.

SPECIMEN OF PRINTED FOIL:

S. No. Date

Specimen No.

Done By
Sion & Date

Checked by

Packing(Sign & Date)

Verified by IPQA
(Sign & Date)

0S|

o]

9099

[ | I'Q"')p')cl
ok '/',ro Jop2q

o

_ 0s) 12
Moy ol

o

Boster oslio[202
eln

9029

(;k o&llzfoo m_~
5p [olie s

R

16.

S e ) [

% N

PACKING INSTRUCTIONS:
Verify the status of dispensed primary packaging materials and transfer to the Primary Packing Area.
Issue the stereos to the concerned Technician and set as per SOP No. QAGN/030 and Record the details in respective table.
Set and operate Alu Alu Packing Machine as per SOP No. PDOP/020.
Verify the status label of overprinted packaging materials and transfer to the packing line in secondary packing hall.
Perform Leak Test as per SOP No. QAGN/045 and enter the observations in respective table. :
Perform Leak Test as per Table or during change of Printed foil rolls & plain film rolls and after every start of operation or
when machine is stopped due to some break down.

Attach proof of printed foil from each roll dispensed as and when used on machine.
Overprinting Details on printed foil shall be checked by Packin:

as per given in the respective Table.

9. Affix first overprinted Al. foil, Carton, Shipper and shipper label duly checked by Packing and verified by IPQA.

10.

g and cross-checked by IPQA before starting the operation

Pack 10 tablets per Alu Alu strip.
Prepared by: Checled by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
N W R Yo .
Dat “WU";IEDE’ -7 [Q‘T\’ 0V DT [Q by

R e~ -

AW ¢ & B WTAYEL LT.PATAYY LERR

R CEATN NIVIVESEY i [ Iha
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SAIPRIMUS LIFE BIOTECH PVT LTD

Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,

Villianur Commune Puducherry—605009

Page 10 of 26

- SAl PRIMUS

LIFE BIQTECH PVT LTD

BATCH PACKING RECORD

Product Code: 1.13

Batch Size: 6,00,000 Tablets

Prodlict

"LOLIP 20

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

Batch No.: G\\@ U by

Customer:

Generic Health Care Pvt. Ltd.

Time record for packing detail

Primary packing

Secondary packing

Checked by

Sr. No. Date/Shift

Started at

Completed at

Started at

Completed

(Packing)

& Sign. & Date

os)iolanoa ]ty

190

(9100 -

[1:30 910

H’”/ —] ‘n(h? *Jeﬂ

NI

otlinan vy

og le

1230

€520

15! oo

1942 - 'lel

B A
——— A

17.

PACKING/IPQA IN-PROCESS CHECKS FOR PRIMARY PACKING:

In process checks frequency for packing and IPQA. (As per SOP No.: QAGN/024)

Stage

Packing

IPQA

Primary packing/Secondary
Packing

hour

At start of the batch, every one

At batch start, followed by every two-hour (random time)

Minimum two In process checks by IPQA per batch.

18. ALU ALU PACKING MACHINE PARAMETERS:

Date/Shift: .63|.12

20921 Gy Time: [0.:3%

Parameters

Standard and Limits

Observation

Checked by Packing
_Sign. / Date

Checked by IPQA
Sign. / Date

Change Parts Details

| 5101589

ole

ﬁ@ mh:)fmv

Sealing Temperature

(To be established)

9o

H&@—l oﬁ‘ 19 9n 22

(‘H ECE il Vo

s vs iy [seris

Leak test to be performed on

04 Alu Alu strip

Nil (No Alu Alu strip
should fail in leak test)

ole

‘ ‘k") QSl D‘ 2897

[st @(i])/ Jeo i

Machine Speed

(To be established)

35

) nc\ lm\sml

1) ¢

19.

CHALLENGE TEST FOR NON FILLING DETECTION SYSTEM :

EF} aslnfeott”

Sr. No

Process instructions

Testing frequency: Startup, End of the activity and after every break

Acceptance Criteria: Broken Tablet, Empty Packet, Black Particle, Colour variation, Foreign Matter, Dual Tablets /
Capsules and all defects should be detected & rejected.

Broken
Tablet

Zm

Empty
Packet

Black
Particle

Colour
variation

Foreign
Matter

Dual
Tablets /
Capsules

Result | Done

By

Checked
by
Packing

Verified
By IPQA

T

e | G

[

2l

gk | G

o
"
et

Boldy

(B

@\

D:DtQ‘h

(i,

ol

t

0y | |
< @—;

&? ngt

g

QQ\‘\Q?

CLR VIR

crREE LI

ol

M4

/\\H‘ﬂ

._.
ja =t V=R RN RN B - O RN R S

o
\S)

—
w

14

15

\

Note: Put ¥ mark for detection and x mark for non-detection

Prepared by:

Checked by:

Approved By:

Dept.

Production

Production

Quality Assurance

Head Quality Assurance

Sign.

AN b f

N

N

=

.Diltu ;

otloT\

oV

NIl —

ﬁﬂr‘)“igﬂ)ﬁ "‘r"""'""“ i

a1 oY

UNCOL

ROLLEDPCCY




G:-',’_,\ il “, SAI PRIMUS LIFE BIOTECH PVT LTD
Nl 4/ D Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 11 of 26
SAl };’RI MUS. ___ Villianur Commune, Puducherry-605009. ‘
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
3]
e e BPR. No.: BPR/T/331-00 | Batch No.: (1139 ayy |
Customer: Generic Health Care Pvt. Ltd.
20. MACHINE IN-PROCESS CONTROL:
Date/ Shift 05{\-@] gmz) o\ : ob {.1.)_| ”’\ o1
Machine Operator Name Balon
Ti f'set'on' L 56 - 3 ' : i & ‘ o '
it o 2t V) S N PR A S e R ) PR R W

Sealing Temperature

o

5 15 k\_(, 5 51 "I ‘\ \ v : 5 \ 7 : \‘ . ; .
(To bocstablished) WS Lt | 624 jqotfait |t e [ gic | age [ 190¢] tatc] oL | 1914 pe
Leak test on Alu Alu strips* |
A b OK (% 5 v e
Qty- 04 ) 1 oL | ew olg 0¥ | ple ‘0(& [oll & Ok ()L\ D Ol& [ o |
Knurling /Sealing o ol [ow |1 o Cu’( 1. Ql& ol ot el Sk b S

Pocket Formation oK ok lew |9%] ale | ok 'ﬂkﬂ ol lob [ob ol | 0% ] al |otr | sk o
Horizontal cutting ol o | aw [or ol ek ol falet e ols |ole | Bk 0(4 o (o] ol
Vertical cutting . ol ok a0k et sl ol o6 ple o ple gl |0 (S fallllon ll|isk ol
Quality of Over printing oX Jok lov v |ek ok | ol ol 10 ol [l [0k | ply Jor [0k |\
CodeNo: |PONDRUGS/| | : '
21144376 | o (0K o | o (ol ok | ol ol [ 2= | ok |oly [k [gl o | ok [ae
B.No.: Cugosikt  [o% [k |ow ok | gle [0k | aly [ole ok ol | ol o€ | gl [ow | ok | o
Me D | ylawe 9% lok bk ok | ol | ok ot [l [ lot | ok |8 |ok lor ok |
B Date | ofaosss | owfok |ow |op | ok ok |l ol [or ol |ob |0k gl [ow |0k | sE
Machine Speed 0 A : 4 |
(To be established) LANEH LI g BT S as |23 |35 | 35S 8 |gs 35 |15 (35 o IS S S

Checked by (Packing)

) N ' 1 la Yot | nafr| e ,
i I ol bl 2 N 9 2 S L e b Y A Y L D
- e T gy ©
Checked by (IPQA) % 16y & | S | m CRAIRE q.a%}q & oo Ei( s i =N\ | ve
Note: * If leak test fails perform every 15 minutes for next one hour and all the shippers to be checked for leak test from the last

successful leak test. All the shippers packed from the time of last successful leak test shall be segregated and random checked
by IPQA and to be released afier approval from QA.

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance

o L e

a7 i\p*f\’)fo V| o7 ‘0*})]‘




[ : N SAI PRIMUS LIFE BIOTECH PVT LTD
R \‘_' Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 12 of 26
SA| ;RIMUS : . Villianur Commune, Puducherry-605009. : : i
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: 113 Batch Size: 6,00,000 Tablets
S S BPR. No.: BPR/T/331-00 | Batch No.: (q]2200 k|
Customer: Generic Health Care Pvt. Ltd.
20.1 MACHINE IN-PROCESS CONTROL:
Date/ Shift b h;,//)ww
Machine Operator Name ealn’
Time of inspection 3L O] 0 32 4 /t/
B et W] 10 hpgs
Sealing Temperature S Y it
(To be established) \f\\?\/ l‘.“\ ¢ [igot 19° ¢ \aod]
Leak test on Alu Alu strips*
Qtyio4 ) ol | ol e [micEl 2L
Knurling /Sealing o—| o\ | e | ® k ML
Pocket Formation ot-| ok 0\& ol mL \
Horizontal cutting ol| al Dk\ 0},\ OL_ \
Vertical cutting AN otk | elc ML >1 !
Quality of Over printing ol | ot | Ol o) ml
. | POoN/DRUGS/ : }
CodeMo: 151144376 |o%| gy [0k [O% |l
N
B. No.: Elleoz 6] ol o lalh [OS OL \
it N
Mfg. Date Njrore— | ol oh ok 0(5_
Exp. Date lzoria (i s 0\(‘ d.l (718 OlL,
Machine Speed : : | 1
(To be established) 2o 35| 30 0 28
Checked by (Packing) NE T‘\Z‘%«F ‘g‘@ p A O \
Checked by (IPQA) /% M i@,q@\’ N&- S

Note: * If leak test fails perform every 15 minutes for next one hour and all the shippers to be checked for leak test from the last .
-successful leak test. All the shippers packed from the time of last successful leak test shall be segregated and random checked
by IPQA and to be released after approval from QA.

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
S by — WA~ A
QT o\ o7 \\dy \oc: Y

h

U
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§ fin, SAI PRIMUS LIFE BIOTECH PVT LTD
<

St B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 13 of 26
B i Villianur Commune, Puducherry-605009.
oAl BRIMUS BATCH PACKING -oduct Co :
LIFE BIOTECH PVT LTD RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
; . i : e 2
Proditat LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: (129914 (
Customer: Generic Health Care Pvt. Ltd.

20.2 MACHINE IN-PROCESS CONTROL:

Date/ Shift /

Machine Operator Name \

Time of inspection \

Sealing Temperature \
(To be established)

Leak test on Alu Alu strips*
(Qty eaiiiis)

Knurling /Sealing

Pocket Formation

Horizontal cutting

Vertical cutting

Quality of Over printing

Code No.: ; ??ZZ?%GS/ \
B. No.: l

Mfg. Date

Exp. Date \
Machine Speed \
(To be established)

Checked by (Packing)

>

Checked by (IPQA)

5

Note: * If leak test fails perform every 15 minutes for next one hour and all the shippers to be checked for leak test from the last
successful leak test. All the shippers packed from the time of last successful leak test shall be segregated and random checked

by IPQA and to be released after approval from QA.
Prepared by: Checked by: Approved By:
Dept. - Production Production Quality Assurance Head Quality Assurance
Sign : % \V \W /

Dat Y:

i

B ) s =

r
g
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(\7\ : 7 SAI PRIMUS LIFE BIOTECH PVT LTD
e \ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 14 of 26
,‘ i Villianur Commune, Puducherry-605009.
|| oAl PRIMUS BATCH PACKING RECORD | P : ch Size: 6,0 ?
'w LIFE BIOTECH PVT LTD o roduct Code: L13 Batch Size: N 0,000 Tablets
! Piddet LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: G1 12')_1\{,\
' Customer: Generic Health Care Pvt. Ltd.
20.3 DEFOILING OF ALU ALU STRIPS:
P ¥ Weight of :
De-foiling | De-foiling Hed Sl Checked by/ Verified by
Date. started at | completed at Dt(zxé(;;ltzd De-lolling Donglby Date (Packing) | Date (QA)
nb/m,j‘)n M ho 12 100 0. Lho ’ Su r/([Ut’L w DIc‘Ilm,!o &3\5,{;\;\#\30\ f
[‘.
e — o 1A
TR
| SO /I
Total Weight of Checked By / Date (Packing)l% Verified By / Date (IPQA):
De-foiled Tablets O L0 © ,rg_; ki (,/"L\) . L‘\‘?'\WVV
20.4 INSPECTION OF DE-FOILED TABLETS:
Inspection| Inspection | Inspection QuanfityofiGood Oty ol Reiected Shecked Verified by
Date started at | completed at| Doneb tablets Tablets byiDate Date (QA
P ; y Kgs Nos Kgs Nos (Packing). ate(Qd)
/i jon | 12100 oo | Cusla [00noo| 348 0049 | Jof =R H;%_J&\‘e sl
P : i L
]
e rAT S I
) :\*—,
Total Quantity of Rejected Tablets Destroyed Checked By / Date (Packing): Verified By / Date (IPQA):
20049 Kes AOB.... Nos. bl (olsctulor

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
! §¥ Z
Sign. g\fbml S\k_/ \\“\S\ﬂ\'\/ S /
Dage —otbapdss——1"1 o{loT\00] play
% L4 ‘ 1 ‘.

THEGNTROLLAD




{7“5 ; f SAI PRIMUS LIFE BIOTECH PVT LTD
add D Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 15 of 26
< 4 aqye
SAl PRIMUS Villianur Commune, Puducherry-605009.
(ke ass BATCH PACKING RECORD Product Code: L13 | Batch Size: 6,00,000 Tablets
P oin BPR. No.: BPR/T/331-00 | Batch No.: ({2 0.9.( 1
Customer: Generic Health Care Pvt. Litd.

21. LINE CLEARANCE CHECKS - SECONDARY PAC
: Date/ Shift . 051191.12—09).) 6) .................. oblizlpn= 0
Previous Product: QOUY\A‘W»\ atieh Slia.< | Batch No.: (11§99 194
i T Observation
Iilc;.. Checks Time Mv 1. 20
Packing IPQA | Packing IPQA
Check and ensure that the area is visually clean and free from previous : :
! product. ! = - @ T 5
2 | Check and ensure that waste bin is emptied out and cleaned o v S Yih
Check the Pallets area clean and free from any leftovers of previous j
2 product /Batch. . : o e i ‘//
4| Check and ensure the Correct status board is written, Gt G x
Check and ensure the stereo of the previous product/batch removed and ,
2 cut into pieces. o = &
Pl
6 Check and ensure the Alu Alu strips, rejected Carton, Shipper and b o S /
shipper label of previous product/batch are removed.
7 Check and ensure the cleanliness of hatch for conveyor belt. i = = o
8 | Check and ensure the cleanliness of conveyer belt with collateral block. = i 7y M
9 | Check and ensure the dispensed secondary packing material. e i = M
10 | Check and ensure the cleanliness of documentation table. — i T v
11 [ Check and ensure the Preventive maintenance records and log book. Gl = i 7
Note: Tick mark () if Complles (X) if does not comply and (NA) if-not applicable. ;
Cleaning Satisfactory ot satisfactory#.

Cleaning Satisfactory / Nets;
(Packing) Sign. /Date: M.&H %) l&\‘.)&‘lz_

(IPQA)Sign.

/Date:

s vty luoti—

| Remarks: # In case the cleaning is not satisfactory / line is not certified then investigate the cause of the failure and take necessary

action, re check the area / line and record.

Packing Weighing Weighing
Equipment G, Balance Shrink Sleeve Strapping Balance Area
(Carton) (shipper)
ID. No.: Secopdary
_ pD) tonloog | ppleaulnis [ pplgukalosy [ pplsnaloog PDJBn o2z | Packing Hall
Previous Product: Qmm/‘ Tf’\,\ o I&Jv 5, 9. §
Batch No.: G’H%QSIITA
Cleaned by: *HOUWQW1

Checked by Packing: 19 &,‘

Verified by IPQA: Bt

21.1 ENVIRONMENTAL CONDITIONS:

(Check the environmental conditions of Secondary packing area at the start of process and Record in the below in table)

\'. \Latir ==
Date/Time: @5) 1@\ 2002 | H42- Date/Time: ()¢, o] v [y
Shift: o O .| Checked | Verified .| Checked | Verified
. Observation| | packing | by IPQA | OP5TY2tOR| b b cking | by IPQA
Refer to SOP No.: | Temperature °C R : S <
A S : e 4
SOP: QAGN/011 | Limit: NMT 25°C 93¢ ﬁm A 2% ae ,/Q}b
Secondary Packing Started Date/Time: QSII.Q.JPJL—” 130...... Completed Date/Time: ’Df:b.‘)« 2. |5e

APPROVAL FOR SECONDARY PACKING:

Approved by IPQA Smg/Date tj i M‘Vnux

A we

M. =Ko

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
~ Sign. I\M (V \\\5\(\'\/ i
Date 07 H(\;r OUL_ /B tinma |

A Y UME'“I”V\M‘

Oflnt] o0 =y QT toT\ ot
i

L JuJULl'&nt Y N i 4L

\Yj e e
V1 \




SAIPRIMUS LIFE BIOTECH PVT LTD

h i \Ua Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 16 0f 26
SA| ;‘RIMUS- Villianur Commune, Puducherry-605009. e
LIFE BIOTECH PVT LTD BATCH PACI(ING RECORD Pl'Oduct Code: L13 Bﬂtch Size: 6,00,000 Tablets
Prodis LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: 6{ 2221bl
Customer: Generic Health Care Pvt. Ltd.

21.2 PACKING DETAILS:

10 Tablets in each Alu Alu strip, over code the Alu Alu strip with the batch details given below,

Place 3 x 10’s Alu Alu strip and one leaflet in each carton.

Place 10 filled carton in a Shrink Sleeve.

Place 27 Shrink sleeves in each 5 ply shipper.

Seal the shipper with BOPP tape with “H” type.

22. OVER PRINTING DETAILS:
Overprinting Details (Secondary & Tertiary PM)

Overprinting Details Overprinted Text Carton Insert 2 Plif'l;g)per
Batch No.: (Mig9qlbt ole NA ok
hfe Dot TEFET ol NS ol

i
Exp. Date: 16 ! onh< b NA ol
Code No.: PON/DRUGS/21 14 4376 ol o NA NA
Pack size: NA 3x10’s NA 27x10x3x10’s
Item Code: 15/0781 NA ol NAL NA
Item Code: 16/0556 NA NA oo NA
Initiated by Sign. & Date ND Rn i e D P
Checked by Packing Sign. & Date ]ﬁ-{—‘“:‘:) ﬂ,(! loen tQF‘FQH QS‘rl:f)r' ﬁ‘@’:ﬂ gl 2lsenol N ozl inJapl
) - AT § | T

Verified by IPQA Slgn' & Date Q’S e,‘;li'; ,_Imw_/ @,\Ii ﬁ(??j/i_m'cvl/ (9}\ O’)‘)l"bjﬁﬁ'v‘/ Cc,‘) "“:“/\‘f’ _\‘1@ N

22.1 Carton and Shipper Label Specimen:

S. No. Date Carton Specimen Sl)ip[?er Label Checked by Verified by IPQA
No. Specimen No. Packing (Sign & Date) (Sign & Date)
o) oslialaeog ol o) : N2 eslppn | Bheclhuhen”
\
23. INDIVIDUAL STRIP WEIGHING LIMIT:
Weight of ten individual Empty Alu Alu strips are given below:
15 2k ' 5. 7. 9
2485 4. 6. HDis: - ]
Total weight of ten Empty Alu Alu strips = i/,
Avg. Weight-of a Empty Alu Alu strip (A): total weight of ten Empty Alu Alu strip/10=
Weight of ten individual Filled Alu Alu strips are given below:
1} et 3 2-- 5. G 1. Bl e s
2 2.4 4. ik 6. Rk o g s
Total weight of ten Filled Alu Alu strips = 36«9 ; S

Avg. Weight of a Filled Alu Alu strip (B): total weight of ten Filled Alu Alu strip/10=3~ 69

Limit (C) = N
(Each missing tablet should be identified)

[ Strip weighing Done By: T oynadlen

l Checked By: I‘Q{Qﬁ]}

lVeriﬂed By: CL{ B4

Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
Sign E\r:}n/‘/! \\\/ \\v\n{\/ .
A J—— ron 7 3 [oN
Da 5 ﬂ@‘!i"?i[ n:;ﬂ.') ) Oflod\Joyw | o \\%ﬁ L DT == - VAl u_\:
TV AT W Y
et QI OSTT WA Ul g




€ i SAI PRIMUS LIFE BIOTECH PVT LTD
R P Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 17 of 26
SA| ERI MUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCI'I PACI(ING RECORD PrOdUCt COdC: L13 Batch Size: 6,00,000 Tablets
P oL 20 BPR. No.: BPR/T/331-00 Batch No.: (4 & 22 [y
Customer: Generic Health Care Pvt. Ltd.

23.1 CARTON WEIGHT LIMIT SETTING: Datc/smft..eﬁl.lalm%..Time:.l.l. A4

" Weight of ten individual em pty cartons are given below:

1; 8-9 3. g9 5. g - 7 8 F 9 2 g
23 8. F 4 . F 6. 8 F 8. £:8 10. 2K
Total weight of ten empty cartons = 8 F - §

Average weight of an empty carton (D) =Total weight of ten empty carton /10= &+« F§

Weight of ten individual Leaflets are given below:

1. l- 4 3] )- 4 5, ) 4 7 - & 9 l-4-
2 ]- 4 4 -4 6. ). o 8. -4 10000103

Total weight of ten Leaflets = |3+

Avg. Weight of a Leaflet (E): total weight of ten Leaflets/10= 39

23.2 ' .WEIGHT CHECKS ON CARTON:

Weight of ten empty Carton: $F-9 Average weight of one empty Carton (D): Q% e
Weight of ten filled Alu Alu strip: 369 Average weight of one filled Alu Alu strip (B): .3« & 9
Weight of ten Leaflets: 13 9 Average weight of one Leaflet (E): [-29

Weight of one filled Carton F = (D+3B+E) P AT

Limit:G=F_-_tl%=

RS ’1210._.,2}

Checked by Packing/Date: l\’/:é'ﬁhg \‘9‘.‘909}1/

Verified by IPQA/Date: Clb g{\\ml?/u"/‘/

oy

o =%

~——

o5/2

23.3 SAMPLE DRAWN RECORD:
Sr. No. Stage of Sample collection Qty. of Sample Collccted by (Sign. /Date)
1 Control Sample (Initial) &l wio S (q s oxlialesu—
2 Control Sample (Middle) L setes (}\; nl?‘(n:l ne
. i] 1
3 Control Sample (Final) “ (02 _@% 6Lltp [ 20—
4 Stability Sample [0 iple - s b \\s-/'hbu/
5 Other Sample WA : P -
6 Analytical sample (2R brg €y oo Loy —
Total Qty. 189 w(0*: (B ebvwpee
Prepared by: Checlced by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
e T - o N
Date Q;Ur‘i 909 t B RATNY \ﬁ/D')/)/ 07 } ST VAl
A ST g s L d !' v ]. 1 \‘“ ;v B
U \VJP)viviTg vl




24.1

' *Temperature to be mentloned

> Lo, SAI PRIMUS LIFE BIOTECH PVT LTD
Nt D Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 18 0of 26
SAI PRIMUS - |- Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
. o . ) Ne
L T BPR. No.: BPR/T/331-00 | Batch No.: G112 25t |
Customer: Generic Health Care Pvt. Ltd.

24. SECONDARY PACKING IN-PROCESS CHECKS: (Please keep N mark if found “Ok”)

Date/ Shift DS! [Q!)_g\()l 611 ' [ ox)in] n.;'L»,—,:’]
i ! observation

Parameters Specification Packing PQA

i e e e Vi e e (o L 9\
; 3 Alu Alu strip with
?Ioa. :irﬁ)]: ametin 10 tabs each and one
i leaflet. ols ole ol [ple | Ok ol |al [0 ep pu [0l
Carton Overprinting Legible and readable ol L ol G}\)L b | el (JlL oi-| ok || ole \
No. of cartons in a 0 el
shrink sleeves P o oo | M [ | el ey (A DR | N | Np | MK
Shrink wrapping : o
temperature* o o | e | P (oo | fe | NA b ()| s
No. of shrink sleeves 2 : :
in a 5 ply shipper s O | on lom | oony | oo [ooe [p A NA VA DA
Shipper strapping Proper strapping o0 lom lep | e loe | om [ an (M NEANY [ vd
Label appearance and |. i ' I X : ol el | e
Shine s Legible and readable | g}, ol |ola ok ol ot olt— Rl e e
Sealing of the shipper N M S
with BOPP Tape 1R o0 [ o [ wetr| e | | P A M
J 3 T o A N S : 0 5 e ,' ; \]

Checked by : H’-‘\&A ﬁé(’ﬂ WA’A ﬁ)@;\k"\)@ ﬁ;@ﬂ po=trlh Gk b Ry

SECONDARY PACKING IN-PROCESS CHECKS (Please keep \] mark if found “0k»)
Date/ Shift oG/ 12er
Parameters Specification BackiE gbservation PQA
s L gsesaton wimmetid \
s 3 Alu Alu strip with :
Noa; 2;‘:\013 Alu strip 10 tabs each and one \{_ oK \
a leaflet. Oli/ fﬁ)L ,ﬂKL £ :0\<L m\-— 4»\1/ \
Carton Overprinting | Legible and readable @L m\L O\l_‘ “"\VL m]s. ()L C?L— cle \
No. of cartons in a [0 pclod cartons /A
shrink sleeves ; AA | WA | WJALRA (A NA | na M7
Shrink wrapping 4
temperature* NAL NA A (WA [ nA [NA s [N
No. of shrink sleeves : A \
ina 5 plyshipper | 2/ Sbrinks NA A [ g (N2 s ||
Shipper strapping Proper strapping DAL nAINA [AJALA [ s N NA
Label appearance and ; \
S e Legible and re?adable ,01[’ c)\" O‘V (9\(_ OL Ol?— ’G(,L sk \
Sealing of the shipper A \
with BOPP Tape one NA- (A (A [NA [NA | NA |nA-| & N
Checked by o (=5 & N N l\li/ ‘\r{’fﬂ%}*/ \

*Temperature.to be mentioned.

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assupance Head Quality Assurance
Sign. ; K% \‘L/ ,\\\
Date o7 > [onor T stWT\noVv| o7leY]
| SR RN “W”Y‘M o
AR i WS §
R R O e

o v -
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SAI PRIMUS LIFE BIOTECH PVT LTD

Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,

Page 19 of 26

SAIHFRI N\U g Villianur Commune, Puducherry-605009. ; : A
(I BIOTECH PVT 7D BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
P LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: (]2 2210
Customer: Generic Health Care Pvt. Ltd.
24.2 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep Y mark if found “Ok”)

Date/ Shift os19lo000] (4 | oslubeila G nilelor]g
P ; lS ifeation observation l
arameters pecificati Paeking PQA
i : i Ol ¢ s u,'-“::'lﬂ, 1 ag &
S 3/ A ANG o cpanigeertin ) T 2ol 80 1S | a6
: : 3 Alu Alu strip with : | '
}:Iloa. ‘c:);’ nf:)l: Alu strip 10 tabs each and one | ok fp o 0w |wv_
leaflet. 0% ol [ob |ol |ole | ol [ol!® oL
Carton Overprinting | Legible and readable o\ el | ot ok lale O\L ob lol<| oo Ol ol ot |t
No. of cartons in a
shrink sleeves 10 packed cartons 0(\ Qk Ok Q\Q 0& 6“_ O[L o¥% | ok |6 | o] ol | @ U] g
Shrink wrapping C : i ; &
temperature* a9 0 |0k | ol | ol |0l DL.. fo,lL R sk|ow oL-{o¢- [Pi-Joy
No. of shrink sleeves :
: : 27 shrink: © : :
in a 5 ply shipper AR ol 10k | 0t |l | ol ok |ol | ook | o¥or | 0| op oy
PhIppEKSHAnDine GOy atEDRID ole | ol | 0 Lol Jole [0k ol [0 ok |ow U O oy [pi
Label appearance and ; 5 4 ] : i l
; Legible and readable : olc| oK |0 1py oK [P
Shipper appearance g ok | ol f‘[& ol ol @L ML’_ . ol |Of A ol
Sealing of the shipper < w S
with BOPP Tape thpe‘ » 0,l1 ob | ok Ol{, ols olc. olL oR |95 B ol ol | Ol e
Cheked by G  i¥Aellel Bt et [ ey by |8 [ o,
*Temperature to be mentioned. : : i heEe o
24.3 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep \ mark if found “Ok”)
Date/ Shift ob/1o loeno Gy Oh s 6y
= ; o SR observation ' £l
arameters pecification Packing POA
Time b { 4% :~: .‘5 o & 1100 g\d«; ’(7‘20"' 2 \
: . A 15] 1018 11290 [0 RH12:60)15109 o Mg 244
: 3 Alu Alu strip with \
E‘: Z:‘rﬁ: GILSEE 10 tabs each and one \1/ L L,
leaflet. O\Q, OL o\l_ o OlL olt| ook \
Carton Overprinting | Legible and readable O\L @lL 0\L ) NL_ OJL 0L_ ol \
No. of cartons in a
shrink sleeves jJpacked cartons f)lp O'lL cJ\b OL DL, 4*)(/ O{L 0%
Shrink wrapping
temperature* 900c_ @LL o‘L 0(4 O].L OL_ nh ol‘— ol
No. of shrink sleeves ; \
: : 27 shrink :
in a 5 ply shipper s @lﬂ/ @\L (;\L ()LL_ m\L m[L rﬂ\L, oi \
Shipper strapping Proper strapping @\l. mlL AQ-' ,ﬂL__ mL @L QL o \
Label appearance and”~ ! N
: Legible and readable
Shipper appearance O\L AL @L 'O“Q ,nL_; @!L_ OL_ ol
Sealing of the shipper
with BOPP Tape SLope 00 ol | ol asilad ) | €
— - <
Checked by o = F-_J/'Jr 'V:l’ F%L '\_):{,w é\ ¢
*Temperature to be mentioned.
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head QU}giﬁl Assurance
Sign. I}\F)GC o] : “\_/ Y&\ﬁ\\pﬁ»\‘/ ’Qg/
7 ToTChan] GG i \ =]
Date oo Py Fotlatiow [ o7 . Y0
R !" YT Y RIA T ¢ g { Y AT
m— W11 4 V214 A UNCONTROLLEDTG:Y
TP .- - % e 2t g ] . i .




€ """.‘:;.2 SAI PRIMUS LIFE BIOTECH PVT LTD
L 59 ) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 20 of 26
o Villianur Commune, Puducherry-605009. ; stb D
,JS,:'S\J]O[:!%L/}AWL{TSD BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
LT e BPR. No.: BPR/T/331-00 Batch No.: ({3221 b1
.| Customer: : Generic Health Care Pvt. Litd.
25. SHIPPERS WEIGHING: Date/Shift..@Sl.[ a\m.z(ﬁ..mme: ..L1L23. Balance LD. No.: Pj).[ﬁﬁéf.?%’
Weight of ten Shrinks: 9 q |g Average weight of one filled Shrink (H): 99} . 5'
Weight of ten empty shippers: ; ‘ g :;_ Average weight of one empty shipper (I): ] S:F@
Weight of one filled shipper (J) = (27HH): ~+ -35¢ Limit: K=J+1% = ‘jr ‘)"\(O e ‘T A93
Checked by Packing/Date: }@4/99( 0 \9\9@7/ Verified by IPQA/Date (9{»}‘ /,&7 \2leona -
Shli\? per \?eri(;ft We]igghed Sh[l\?per \fe?;lst We];ghed Sh;\})per y?erif;ft We}n}ghed Sllll\?pel‘ v(v;eriglst Well';ghed
Pl ) y > | g Y 2l 0] ) X
1 ST RHRIANS | () 20 Z12<C0 | Prwoy 39 7-250|lajia 58 T 20 | eaiin
2 88308 o 21 [72A5 | Goain 40 5 200\ Loy, 39 71320 Oeopeo
3 7' 230 Gmuq, 22 7:3b0 | fiwy . 41 7 2L Gusing 60 736y | Doary
4 GNRAGH fluer g | 2307 3N | lienine | 0042 TR 7RG, Gpay | D IOL R Ag | (DR
> 7134 ¢€ [ e o 24 7' 235 | (tesn, 43 72460 | Dese 62 71 290 | Basno
6 7+ 2350 | (i patne 25 7 3%To | Qeoyre 44 7: 32| Leannsg 63 AN By
7 70235 | faap. 26 |7.365 | Gimoee 45 7 25| besine 64 |70 o G 2
8 1712a6 | beore | 27 17345 | Bearp| 46 . [T02%4 [Lesna]| 65 (170246 | Nping |
9 7,230 | leayq 28 |7t 335 fe-irq AT 72| Bespo| 66 174 2o | Fpasz
10 5,358 |lgsie 29 17:3%6 | liasins 48 Sz 32< | Deayy, 67 2135 | Crocsy
11 17206 | flwee 30 [7<380 | Gooirs | 49 117, 00| Lvana| 68 17305 | b,
12 17 24% | (oot AL 7 R6 0| A0 o S0 RA ol Py | 69 R 2 v e | TR
13 o 23 46 | fostc 32 71386 | Liesng 51 7'23¢c | Resia i 70 7'3<aq [‘?mac&
14 15,230 | lesc 33 7240 | buesin, 52 17,356 | Duopren 71 7:3b0 | Gens |
15 73S0 |feay | 34 12,350 | Quote| 53 |7.240 (Geang| 72 17340 | busyy,,
16 7 A Qoig 35 70380 | Loy, 54 7:365 |fero 73 70386 |8 s
1705 7 Byl il =2 36 104350 |Qpaye| 35 7368 [ Beng | 74 |9 000 |}y
18 36 | Guayg 37 17.20€ |Dusye I3 il | T8 - SRR
19 i | Quseg 38 |7.2b5| floose, 37 7'2A< | Gomie 76
Total No. of De-foiled tablets | Checked by Sign / Verified by Loose pack details:
: ate: B :
shippers weighed sﬁ?;:::gl::) Dat ngn :Date . Shipper NodaST Il '
#H o Q:I’ JL( u@‘l Quantity 83 X12X2 ¥ 108
; 03?2“9,[91?’- \\"(D \\ v Weight.. 2. :000. kﬂ

Note — If any shipper weight found out of limit, the same shall be checked physically by opening the shipper.

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance

Sien Ko Well W

Datf T I o
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(”’\ : SAI PRIMUS LIFE BIOTECH PVT LTD
Sedd B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 21 of 26
e~ p
SAI PRIMUS Villianur Commune, Puducherry-605G09.
LIFE BIOTECH PVT LTD. BATCH PACKING RECORD Product Code: L13° [ Batch Size: 6,00,000 Tablets
H e o BPR. No.: BPR/T/331-00 | Batch No.: (/{8 2.4 L]
Customer: Generic Health Care Pvt. Ltd.
26. NMANPOWER ALLOCATION: :
DATE: 0S/].13]|2022 DATE:Qk [Jo_ /0027
SHIFT o Gl suret: (1
ACTIVITIES DONE BY : ACTIVITIES . DONE BY :
g s A ) i o ; t
Alu Alu strip Checking xltﬁqﬂa[jq,, : SYVag/wyﬂ{on Alu Alu strip Checking FZ CMijF//M‘ e ﬂ s
Printing Checking in Alu Alu = -9 Printing Checking in Alu Alu
strip . ‘\q‘zwmé‘”p‘“ ol strip Maum% C/lz,iﬁ(
: T & : TR

Alu Alu strip weighing 'f&mﬁ(ﬁg jamﬁ&; Alu Alu strip weighing L/ A NASTaAne b
Insertion of Alu Alu strip and Jza ,f Insertion of Alu Alu strip into

: s 1) & e Q,Q.L &
leaflet into carton Pr?r%;fqggzam ,flﬁ,’l 2 ’/w carton Qhamh oy 20V 190
Cartons weighing M a// oA Cartons weighing M dj ' d
Insertion of carton into shrink Insertion of carton into shrink
sleeve 3 sleeve ANA
Insertion of shrink wrapped Insertion of shrink wrapped
carton into shipper . e carton into shipper NA-
Shipper Label Pasting C,_( o H;] K Shipper Label Pasting GLQEfklﬁ
Shipper Weighing TR Shipper Weighing Al
Shipper Strapping e Shipper Strapping NDH
Shipper packed From..Q]..toJ.—[c@. Shipper packed ] From..Lfﬂ. .to..:}’é‘

Signature of Packing

O liator

Signature of Packing

K ob[1n)op

.o-

M AT L iNaT ANV

iUJ AT [V IV WE
Rt RSSO e t.e |

4
¥
}
'

T ey

UNCONTRO!

ATE: 7 bl ot s DATE:HEs 8 e 1
................. SHIEL: s
ACTWI%[ES DONE BY ACTIVITIES DONE BY
Alu Alu strip CheckinN Alu Alu sfrip Checking
Printing Checking in Alu Alu Printing Checking in Alu Alu
strip strip
Insertion of Alu Alu strip and Insertion of Alu Alu strip into
leaflet into carton carton
Alu Alu strip weighing \\ Alu Alu strip weighing
Cartons weighing mkﬁighimg
Insertion of carton into shrink Insertion of Carton into shrink
sleeve sleeve
Insertion of shrink wrapped Insertion of shrink wrapped
carton into shipper carton into shipper
Shipper Label Pasting Shipper Label Pasting \\
Shipper Weighing Shipper Weighing [y
Shipper Strapping Shipper Strapping \
Shipper packed From.......to........ Shipper packed From.......to........\‘
Signature of Packing Signature of Packing
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assuranece” Head Quality Assurance
Sign. W i ‘\L/ Q j e
SN i P"'i{n‘:l_ loa 1o i mneenes O] l WV~ () 18"( 1‘ O —

Y




o Frs SAI PRIMUS LIFE BIOTECH PVT LTD

Rty ) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 22 of 26
SA| ;Rl MUS Villianur Commune, Puducherry-605009. _
Jresorecimvtue | BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets

. | . \ e,
Product LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: (31 12 29 1\
Customer: Generic Health Care Pvt. Ltd.
27. PRODUCT COUNTER CHECK LINE CLEARANCE:

Date/ Shlft..9.5..\9\.%23.\..6.’\.......‘../....DA/.[?.{)MW..........
Previous Product: %”“"TEM Olitcﬂl 5\)@.5 ‘ Batch No.: G]L%QQ-“:?Ar

S : i Obseryation
r. ;
No. Checks Time 19220 0y
. ; : Packing IPQA | Packing IPQA
1 Check and ensure that the area is visually clean and free from previous o
product. v 7 Y
2 Check and ensure that waste bin is emptied out and cleaned o ; i i
3 Check the Pallets area clean and free from any leftovers of previous -
product /Batch. L v
4 Check and ensure the Correct status board is written. e Ao o i
5 Check and ensure the stereo of the previous product/batch removed and i
cut into pieces. o < T
6 Check and ensure the Alu Alu strips, rejected Carton, Shipper and o i
shipper label of previous product/batch are removed. v -
7 | Check and ensure the cleanliness of hatch for conveyor belt. i Lo et
8 | Check and ensure the cleanliness of conveyer belt with collateral block. Ao T v S
9 | Check and ensure the dispensed secondary packing material. i o o s
10 | Check and ensure the cleanliness of documentation table. e - = L
11 | Check and ensure the Preventive maintenance records and log book.: Ao s : i b :
Note: Tick mark (V) if Complies, (X) if does not comply and (NA) if not applicable.
Cleaning Satisfactory / N&t—rrﬁs‘faeéory# Cleaning Satisfactory / Not-satisfactory#”
(Packing) Sign. /Date: e ngf 1olosa2 ((PQA)Sign. /Date: _[b}s » | lyos

Remarks: # In case the cleaning is not satisfactory / line is not certified then investigate the cduse of the failure and take necessary
action, re check the area / line and record.

; Packi Weighing | Weighing ;
Equipment C Reeae Balance Shrink Sleeve Strapping Balance Area
onyeyor (Carton) (shipper)
ID o Ars mo/Bacloaz [PDl ralong |pplsialoen [ppleatess | o
ey ous hrocuct . Qnm&"H?\n C\tﬁm@c ‘S\‘ 1S
Batch No.: /’_ﬂ" S99 A
Cleaned by: TYCLUDI?'LQLVIA'
4
Checked by Packing: FCQM
Verified by IPQA: ch,) \qg\\},j-wﬂ,
Rechecking Started Date/Time: ..0.& .'.QA\D.—DQ.‘Z | JQ340.. Completed Date/Time:00 fl?.—}ﬂﬁwl‘;rf?w
P
APPROVAL FOR COUNTER CHECK: Approved by IPQA Sing/Date: by 05lledzortr....
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance

Sign. 7\% Moo m\‘ﬁ//

38 (OBl A ES-T""“"“ i oTlo1\Noyt oty Mpuz/—

.
S O ngTE 0 o




{:"\ ”‘-.;,\ SAI PRIMUS LIFE BIOTECH PVT LTD
( -~ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 23 of 26
SAl ;Rl MUS Villianur Commune, Puducherry-605009.
e s BATCH PACKING RECORD | Product Code: L13 Batch Size: 6,00,000 Tablets ||
Product LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: C‘llz 2921 bi
Customer: Generic Health Care Pvt. Ltd.
27.1 COUNTER CHECK OF PACKED SHIPPERS :

DATE: .08] 183|282

SHIFT: ..... Cfﬂ,

DATE:U.q"j 12. JQ.Q/

SHIFT: C)rf ......
ACTIVITIES DONE BY ACTIVITIES DONE BY
Alu Alu strip Checking \ﬁ T\Ufﬁ\ o Alu Alu strip Checking \/in ‘\ r-H'\ G
Printing Checking in Alu Alu ' Printing Checking in-Alu Alu. :
strip Kﬂpm)fwn o strip [<eA Thena
Alu Alu strip weighing \r; L’\,lj'ﬁl o) Alu Alu strip weighing i NFW\ o
Checking of Alu Alu strip and ' Checking of Alu Alu strip and
leaflet in carton ’DT&,J/@\ leaflet in carton 'bn \/ A
Cartons weighing \’Ya ; \0L9’L0,lm Cartons weighing 70\\‘7‘ i fz a l
Printing Checking in Shipper di Printing Checking in Shipper
Label TCu,\ Qo ]/m Label TeMe Rons
Shipper Weighing ;’1’0 0 j S A m Shipper Weighing —"?OU.L @Ecu\,t
Shipper Strapping Shipper Strapping SaN ol
Shipper Checked From.m)...to.26.. Shipper Checked FromB#.to...r‘;?.@
Checked By Packing %hg]oﬂ/ Checked By Packing [C)—L‘io,g , ]Q,)QQ :
Verified By IPQA (0 pcdy o Verified By IPQA GT.} an 1w (200
.................. DATE: e S b
SHIFT: o | SHIET: 1 i e
ACTIWﬂEQ DONE BY ACTIVITIES DONE BY

Alu Alu strip Checking Alu Alu strip Checking

Printing Checking in Alu Alu
strip

i

Printing Checking in Alu Alu
strip

Alu Alu strip weighing

e

Alu Alu strip weighing

Checking of Alu Alu strip and
leaflet in carton

o

Checking of Alu Alu strip and
leaflet in carton

. \
Cartons weighing ons weighing
Printing Checkmg in Shipper Prmting\shqc ing in Shipper
Label Label :
Shipper Weighing Shipper Weighing \
Shipper Strapping Shipper Strapping P~
Shipper Checked Eromd: Loetod i Shipper Checked FroN ......
Checked By Packing Checked By Packing \
Verified By IPQA Verified By IPQA
No. of Defects Identified:
1. Minor: N$
2. Major: N4
3. Critical: ~& 3
Batch Allowed for Despatch: Checked By: ol Verified BX}(’ v
| Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. REn e WV\{\A/ ﬁX(
Haly et fots = ot [0j\)oV—| oy I o] 2 } %8
e O T HInamagng.: TN
LEF LY IV SRY TV IW IW L WA un L W A § | \"FRR A=
Srmroo e ) &




iy

< ¢
l:' s

L] 4
¥

IENCONTROLLETRS

€ fom, SAI PRIMUS LIFE BIOTECH PVT LTD
Nt \é/ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 24 of 26
e SAI"ERIMU S Villianur Commune, Puducherry-605009. :
LIFE BIOTECH PVT LTO BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
Produst LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: G( 12291 b!
Customer: Generic Health Care Pyt. Ltd.
28. PACKING MATERIAL RECONCILIATION:
= S Shrink| SPly [Strappingl BOPP Tape
Iil(;‘ Material PlFl‘I:lt[c ?KAI)U Ba&iI;OII C(al:l‘;(;;ls ngggs Sleeves| Shipper Role ((GHPL Printed)
; g g (Nos) (Nos) (Mtrs.) (Nos)
A Quantity received for the : : :
batch h3.990 |1b9.bko 2195 | 90000 | g0 | 4 | o) ol
B Additional material received AEhE
for the batch NA N4 NA | NA [ pA | NA nA nA
C Total material received
(A+B) 18990 |hq.bba 21915] Jo00p0| IJoon| Ha | o ob
Di|\Queniiiyipacked 8. 00D |19 .beo| 197401 AFLH01I9YY | Fl | 9| ob
B Quantity rejected (Online)
& Destroyed 1962 | 2,294 213) A9 | b ol NA | NA
Egj\QuantityjRehimed F9.500 |Blhspo|l NA | nA | nJA| KA 78 nA
G| Sampleaflixed on BER TSI Fninon | n ool |Siel8 [Eo )i S AT G0 T NN | 55T
H || QC samples 0:009 lp.oly | NA INA [ AA | NA NA | NA
Lgdl Othersamples (Itany) 00ou [Qbb | ho | HO [pJA | NA | AA | AlA
;| Total accountable Quantity J i : i
(D+ E+F+G+H+) N8.990 |ika:blo| 91918 | Jooro| oo | LR o] ob
K | Variation (C=J) NA NA L NS | NA | A | NA nJA PA
L | %Variation (K x 100)/C B BB e
M | Acceptable limit +2% £2% | £2% | £2% | £+2% |[FSSEEE e e
If % Variation is out of the acceptable limit, investigate & specify the reason:
42 ---------- ” ----------------------------------------------------------------------------------- /
29. EXCESS PACKING MATERIAL RETURN TO STORE: MRN NO. 8oy 9
. il iy Shrink 5Ply Strapping BOPP Tape
Material P;gltle ?KAl)u' Ba(slc(:F)‘oxl C(‘ll\;(t)z; 3 L:;g:)ts Sleeves | Shipper Role (GHPL Printed)
& & (Nos) (Nos) (Mtrs.) (Nos)
Quantity Returned 19 .00 | S4.500 | [
5 . ) = NJ ZAmRed I |
Material returned by packing | 1§ =] (‘fs@»ﬂ{ —
Sign./Date ob u\pnm @L);‘g\lqm \—PJA
Verified By IPQA Sign./Date %\h,‘\'\\\brl \l\ obli i}mL
Material received by Store Vs 7 ¥
Sign./Date PR S o) \/
BRSNS [SATEAS 7
30. DESTRUCTION OF REJECTED/UNUSED PRINTED PACKING MATERIALS AND STEREOS:
; : : Shrink SPly | Strapping | BOPP Tape
Date Stereos P;gflc <(iKAl)u. Ba(slczl;onl Cg\:(t:;;l 3 _Lgilgsc)ts Sleeves | Shipper Role  ((GHPL Printed)
g & (Nos) (Nos) (Mitrs.) (Nos)
oblinJon | nia [ roka [0390 [ ey [ovg [on | oy | na | na
I ‘ A : ]
Total Qty. ;
Destroved | NJA- | Joka |9.8ap | oy [ g [ Qb | o | NA | NA
Destroyed by M
(Packing) N/ Ub\‘wt o
Verified by 3 i
(IPQA) /(u,\,_i bl e
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. (e | \\\_/ \w (ﬂv\/ ' M
Daty 1, ot (o1l | o7 leiliTera et

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

Page 25 of 26

SA‘I ;Rl MU S Villianur Commune, Puducherry-605009.
b T BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
Aol 1OTIe 30 BPR. No.: BPR/T/331-00 Batch No.: G(12 221k
Customer: Generic Health Care Pvt. Ltd.
31. BATCH RECONCILATION:
A Batch Size 6, 00,000Nos.
B Quantity received for packing R L3r=
C Total quantity packed ‘ 59 mm ;
D Control samples : 00
E Analytical Samples f.,‘?D
F In process samples '
| i #LD
G Others samples if any (Stability, Regulatory Samples, etc.) looo
H Packing Loss =B — (C +D +E + F+G) O?R—]ﬁ'
I Total Loss = A— (C+ D + E + F+G) Sbbo
J Packing yield % (C + D + E + F+G) / B X 100 (Yield Limit: ............... )* aqg ,g";l o
K Batch Yield % (C+D +E +F+G)/ A X 100 (Yield Limit: ............... )* qq, Ok' s
* To be established -
Checked by Packing /Date: \O"%L]m)% Verified by IPQA/Date: o
e ~ \')/\710
32. TRANSFER OF FINISHED GOODS: 9\) c\,\
No. of FGTN FGTN FGTN
Date FSEN Sales Pack Size | Units in a SI}:IiO'. c;fs Tgs:z;-:;d Raised by | Checked | Received by
: shipper pp Packing | byIPQA Stores
olloba | 00500 | buol | 2010\ baionach %2 | 91900 | (et | Joif, | T
' e o ax il of 9® @m—_jll_ ,(173! T
Total Qty. Transferred SQQDJO Nhay (leap Q M~
L) "” M
33. DEVIATION/ EXCEPTION DETAILS:

During process if there is any Deviation / Exception are observed then record in below table

Devnatlon /Exceptlon dctalls

:’_l-vf‘Sr‘.fNoi Devxatlon /K Exceptlon details - Al ObservedBy
'\5"——\
Checked by, ~ Verified by Approved by
Packing: Packing manager: Head QA:

34. BPR REVIEW DETAILS

Packing Executive

s

SGANYA g\IAN('&,/ O AN D

!\/jo»—«l oxeA IJDJ 200,

QA Executive

— i
é) «Sr:,_,\,- bl Pvimaran

(C) T '/%l'\‘?f"?ﬂ K(-/\){/ 6T } § Ll?;::v/

Production Assistant Manager/ HOD \
<L Sw ey mgR. Mgt oo™ —
W 2
QA Manager/ HOD ‘RAM X~ L ) 5 \‘ e
]
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SAI PRIMUS LIFE BIOTECH PVT LTD
Tactory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,

Page 26 0of 26

SA& ;Rl MU ik Villianur Commune, Puducherry-605009. i
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
S LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: (712 22\ b\

Customer:

Generic Health Care Pvt. Ltd.

35. BATCH RELEASED FOR DESPATCH:

PrRLANCE

Total quantlty released: B9 929n0 No’s
Head QA sign/ Date: \ M‘/
\\r
36. REVISION HISTORY : ‘ i
S.No.. o Document No Reason f_o‘r,“Changes‘ Supelsedes Do No
1 BPR/T/331-00 New Document Nil
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head nglity Assurance
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52 2 Villianur Commune, Puducherry-605009.
SAl PRIMUS

BATCH PACKING RECORD

LIFE BIOTECH PVT LTD

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

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

2 B & B D Qs Sl
Product LOLIP 20 Barch ot Gz e 21046
Customer: Generic Health Care Pvt. Ltd.
BATCH PACKAGING RECORD COVER SHEET
PRODUCT NAME LOLIP 20
GENERIC NAME Atorvastatin Calcium Tablets 20 mg
Each film coated tablet contains:
- Atorvastatin calcium Trihydrate
LaBELcLal Equivalent to Atorvastatin ..............cc.eenn. 20 mg
Colour: Approved colour used.
CODE NO. PON/DRUGS/21 14 4376
DOSAGE FORM Tablet
BPR No. BPR/T/331-00
REVISION No. 00
SUPERSEDE No : NIL
EFFECTIVE BATCH. No. /DATE - - 61 12922 106 / 01 l 01 } 2022
MARKET Export
SHELF LIFE 36 Months
BATCH SYZE 6,00,000 Tablets
PACKING CONF{GURATION 3 x 10 Tablets Pack (Alu Alu Packing)
BPR ISSUED BY/DATE (QA) /@”@ ‘{QQ,,
fcﬂaﬂmv—l»
BPR CHECKED & RECEIVED BY/DATE il
(PRODUCTION) ) o Blo7l 2022
EXP DATE:" " 0laloont .o,
COUNTER CHECKED BY: QA SIGN/DATE; g\:;\\q)\/
Q
QUANTITY RECEIVED FROM PRODUCTION 5“01 = \;{_8 / NOS
DATE OF COMMENCEMENT: .D.gl‘gj !g D DATE OF COMPLETION: 0L Zaz 22 N9 p
QUANTITY L ocoo0 NOL
RELEASED QUANTITY OF PACKED TABLETS L=y C1 1.9_00 ~NOS
RELEASE OF BATCH BY HEAD QA /ﬁm w‘“
SIGN/DATE: i ‘ \ﬁ\\\/‘)_/
This BPR contains 26 Pages + —Additional Pages
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quahty Assurance
Sion. il Sl \}[\\/’
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(’\ V. SAI PRIMUS LIFE BIOTECH PVT LTD
udd D Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 2 of 26
i Villianur Commune, Puducherry-605009. ,
L%—é JIOE,BCLA!\\,H% BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
Product LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: (n (8B 22106
Customer: Generic Health Care Pvt. Ltd.
1. INDEX
Sr. No. | Content Page No.
Batch Packaging cover sheet 1
1 Index, 2
9, Check list for batch packing record review 3
3 Packing Material Specification and Indent 4
4 Dispensing line clearance S
5 Dispensing record of packing materials 6
6 Line clearance for primary packing 7
7 Verification of dispensed packing material 8
8 Stereo Issuance and setting Record, Receipt of product and materials, Detail of the product as per g
BMR
9 Weight verification record of received semi-finished product 8
10 Container weight details, Container consumption details 9
11 Over printing of primary packing, Specimen of printed foil . . ; 9
12 Packing instr_uction, spec.:imen of printed foil, time record fo; packing detail, Packing In-process 9-10
checks for primary packing
13 Alu Alu packing machine parameters 10
14 Challenge test for Non Filling Detection System 10
15 Machine In-Process control 11-13
16 Defoiling of Alu Alu strips, Inspection of defoiled Tablets 14
17 Line clearance for secondary packing, Environmental condition, Packing Details 15-16
18 Over printing details, Carton and Shipper Label specimen 16
19 Inflividual St.rip weighing limit, Carton Weight Limit Setting, Weight Checks On Carton, Sample 16-17
Drawn Record
20 Secondary Packing In process Checks 18-19
21 Shipper Weighing 20
22 Man power allocation 21
23 Product Counter Check Line Clearance 22-23
24 Packing material reconciliation 24
25 Excess packing material return to store 24
26 Destruction of rejected/unused printed packing materials and stercos 24
27 Batch reconciliation 25
28 Transfer of finished goods 25
29 Deviation Detail 25
30 BPR review details 25
31 Batch released for Despatch 26
32 Revision History 26
Prepared by: Checked by: Approved By:
Dept Production ) Production Quality Assurance Head Ql_&_gliiy Assurance
S | 4 - e 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,

Villianur Commune, Puducheuy -605009.

Page 3 of 26

BATCH PACKING RECORD

Product Codc L13

Batch Size: 6,060,000 Tablets

Product

LOLIP 20

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

Batch No.: ({¥ 2 2106

Customer:

Generic Health Care Pvt. Ltd.

2 CHECKLIST FOR BATCH PACKING RECORD REVIEW:
Instruction:

Check the following points before submitting the documents for final Review

Sr. No. Checklist 7 (Yc(s)/b[\i()};‘;;:/ig;:)_*)g

1. No. of pages of BPR+ Additional pages (If any) * A / A4

2 Line clearance and environmental record yes

3. Processing activity done by and checked by is signed YyeS

4. Dispensing :

a) Equipment clean tag and dispensing tag attached with batch record yes

b) Packaging material is checked Lpee

5. Packing -

a) Rinse water analysis report attached with BPR %es  NA

b) Approved specimen of printed foil, carton and shipper label are attached tes

t

c) | Control / Stability / Finished product analysis samples are withdrawn yes

d) Reconciliation of packing materials is done e

e) Tablet reconciliation is done yes

f) In process checks parameters done at regular interval and recorded into BPR yes

6. Attachment

a) Finished Goods Transfer Note =3

b) Certificate of analysis of finished product is submitted :{)Eg

c) Stereo Impression Format AL

s Complete set of BPR Submitted YES '

Checked By QA/Date: ( '-Z{A:'P 5 e

—l\ U
*Mention total number of pages.
Remarks (If any) c..oeveceeeniennnnnnas T BN S 0 o O R e e
Prepared by: Checked by: Approved By:

Dept. Production Production Quality Assurance Head Quality Assurance
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O i, . SATPRIMUS LIFE BIOTECH PVT LTD
Xatd D Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 4 of 26
P T Villianur Commune, Puducherry-605009. L
SAl PRIMUS BATCH PACKING RECORD r : ize:
LIFE BIOTECH PVT LTD i roduct Code: L13 Batch Size: 6,00,000 Tablcts
Pl LOLIP 20 BPR. No.: BPR/T/331-00 | Batch No.: (31 1% 29 o6
Customer: Generic Health Care Pvt. Ltd.

3. PACKING MATERIAL SPECIFICATION AND INDENT:

Sr. s ; ! ¢ Standard Qty. for
No. Material Item Code Specification UOM Batch Size 6.0 Tac.

Width — 252 + 1 mm

1 : 5 Thickness — 0.025 mm :
Z222muiLolin ZORTINEd ) P REPI0lG. (e e Kg 45.000
Foil 0.025mm R
Color — 2 Colors
Item Code — 13/0463

Width —252 £ 1 mm
2 | 252 mm Alu Alu base foil PBI/SP/A004 | Plain non-printed (text matter) Kg 150.000
aluminum foil.

Size — 130 x 60 x 25 mm

(LxWxH)
R ; A Board — 300 gsm ITC Cyber XL, UV
3 ’C’i& iLOl‘p 2 PPC/SP/LO16 | varnished. No 20000

Colour —4 colour *
Language — English/French
Item Code — 15/0781

Size — 140 x 175 mm (L x H)
Specification — NLT 60 gsm Maplitho
4 | Lolip Printed Leaflet PPL/SP/LO19 | DaPer- . No 20000

. Colour — 2 colours
Language — French/ English
Item Code: 16/0556

5 | Shrink Sleeves (PVC) PPS/SP/P001 Plain PVC Shrink Sleeves No 2000

A 5 Ply flute vertical corrugated

v 2 inner unprinted in nature. (24 B.F.)
6 | oan aea90xa30mm | ppg/sp/G002 | Outer Size - 390 x 390 x 430 mm No =t
pp (L x W x H)
Bursting Strength — NLT 15.00 Kg/cm?
Clear Transparent
2.5' GHPL Printed Bopp Length of roll — 65m

i Tape BUESIHIEND) Width — 60 mm Mo 2
Printing — GHPL repeats in Blue

8 | 3'Plain BOPP Tape PUB/SP/B001 | Plain BOPP Tape No. 1

White or milky white colour. :
9 | Strapping role. PPR/SP/S001 Width - 12 mm Mtrs 300

Thickness - 0.6 mm

Prepared by: Checked by: Approved By:
Dept. Production ~ Production Quality Assurance Head Quality Assurance
Sign. S e e S\L/ \\'\35(70\/ .
Date P Otlatnesdl— | o7 |8 (ool U




@ pom SAIPRIMUS LIFE BIOTECH PVT LTD
b/ 4 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 5 of 26
i E Villianur Commune, Puducherry-605009.
?ﬁgmﬁgw}{% ~ BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
L
. No.: - atcl 3 B2\ ¢
Profduct LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: (5\[$ 0.2 \0 &
Customer: Generic Health Care Pvt. Ltd.
) B Fis®
4. DISPENSING LINE CLEARANCE CHECKS Eal .Qi(‘T— .%?’f")’l{nc hh‘ S 2
Sr. Observation*
No. E1IRCS Store IPQA
1 Chcck and ensure that empty SS containers, polythene bags, Tags, documents and serap from <
waste bin of previdus batch/product are removed from the area. M
2 Check and ensure that display stand and weighing balance are clean. v v
3 | Check and ensure that SS trolley are clean. ¢ Nt i
4 Check and ensure that area (floor, walls, ceiling, doors and windows) are clean. v T
Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and 5
5 WV N
filters, electrical fixture are clean.
6 Check and ensure that all the sides of Mobile Laminar Air Flow is clean v v
7 | Check all the gauges of Mobile Laminar Air flow before switching ON. v O
Check and ensure that weighing balances and pressure gau«es to be used are within calibration s
. due date. v M
9 Check that the daily records (Balance Logbook, RH & Temp. record) are updated and signed. A e
10 | Equipment status is updated for Cleaned and Preventive maintenance. T el
Note: *Tick mark (\/) if Complies, (X) if does not comply and (NA) if not applicable.
x IMobile Laminar e ]
| Equipment A Fiow ; ] Weighing Balance Area
ID No. 8T/ 1ak[oo SifgeL]on | — ANA— —N#H ~ FolL <S7oRE "
Previous Product ‘TRHN CNERV-Rlo®
B. No. Bro 2203¢,
Cleaned by Sign/Date Saroae 23 oy )&Jo 2.
Checked by Store
Sign/Date I .Q,J\[O'T}‘Q)c&/é{ ;
Verified by IPQA b QL
Sign/Date @')J&\Q f\\.\'o
o) ~ 7 & >
ENVIRONMENTAL CONDITIONS: Date: e 7. / RE L S TNES: Checked by | Verified by
Observation Store IPQA
(For Reference SOP No.: QAGN/011) Sign/Date | . Sign/Datc
Temperature (Limit: NMT 25°C) 23% %9(‘( Y 3\03f @09 \o \P+
Differential Pressure across the booth Limit: 5 to 20 mm Water | ey %ﬁef&ﬂ"}"l\v\‘@@/ﬁ A
7 (5 =
APPROVAL FOR DISPENSING BY IPQA: Sicn........ @‘%@-ﬁ .............. Date; . @O0\
Dispensing start Time ........... [ Sloot. o End Time ....... e 4
Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
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€ irs SAIPRIMUS LIFE BIOTECH PVT LTD
/) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 6 of 26
| D
SAI PRIMUS Villianur Commune, Puducherry-605009. L O
LIFE\BIOTECH PVT LTD BATCH PACKING RECORD Product Code: 113 Batch Size: 6,00,000 Tablets
Product LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: (3R 22106
Customer: Generic Health Care Pvt. Ltd.
; T oHIo T I
5. DISPENSING RECORD OF PACKING MATERIALS: Date.............. Shift..={ Time: .. erﬂ
Req. Qty. for Issued and £
Material Name Item code |UOM .G Isstled A.R No Rlzﬁ}lg f | Checked by Veﬁ)ﬁci by
Lac Qty. o Store Q
252mm Lc'>lip 20 ; v @/ N «
Printed Foil PPF/SP/L0O16 Kg 5.000 Mo o ‘yaM S
0.025mm A 2 j A b&b Pmé(loo.BBH o g'vg,\c'A)\ (j7;\
252 mm Alu Alu PBE/SP/A004 | Kg |\ 00 |k N gﬂ’@%\\*
base foil g | 150000 |ikhdgo| Pue|sczor | o 3* =
g
3x10's Lolip 20 ! 3 @
x10's Lolip : 2 000 ! o/
Printed Carton PPC/SP/LOI6 | No | 20000 Koo P éloosso [ l A Ca \?4'\\'\’
SN DY
Y, @
fe 50
Lolip Printed Leaflet PPL/SP/LO19 | No |2pe00 SRoooc Pm @{] ©03L) 0y AS";’ d&‘\v
9333\(') W\’\
N @
Shrink Sleeves ) o) \&v
Ve PPS/SP/P001 | No | Dgoo Seco |Pmelensgs | 0O %\5)&:. oY Q\/\b\
a2 &
5 Ply.390x390x430 NG X o
mm GHPL Printed PPS/SP/G002 | No A= o\ f?w G(I olyss 08 6\\99) of((\‘
Shipper :”3/\0‘ b
8/
2.5' GHPL Printed , Yok @ aV
e PPB/SP/B002 | No 1 o | Pmglosalo | of ¥t EN
ppilep q Xt N
o - o
/ ™
%l @
3' Plain BOPP Tape PUB/SP/B001 | No i &) P Bl&ulolq } ol _‘\9;1 %’\&y\/
o
o 313”\ oY
O gy N N
S k] (& '?
Strapping role. PPR/SP/S001 | Mtrs | S oo Ol Py Gl"f) 45 o % o éj:;/\\
[} [ \C i
g
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
: : 3 e Vg .
S | o N Qi - 7
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SAI PRIMUS

SAI PRIMUS LIFE BIOTECH PVT LTD

SNl

Villianur Commune, Puducherry-605009.

Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,

Page 7 of 26

R BIOTEC BT BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
Prodiiet LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: (2\1% 29, (06
Customer: Generic Health Care Pvt. Ltd.

6. LINE CLEARANCE CHECKS:

6.1 PRIMARY PACKING:

Dater shitt 23J0% (20 (i 0855/ 94 laloz.. ad, Lo

| Batch No.: G418 90 |

Previous Product: { o{/pp 4p
[

Observation
If*;' Checks ] . Time | pgr g, ;
i Packing | IPQA | Packing | IPQA
1. | Area status board is updated for “CLEANED?” status. W L P s
2. | Check and ensure that the area is visually clean and free from previous product A - o b
3. | Check and ensure the differential pressure of the area is within specified limit o - L -
4. | Check and ensure that waste bin is emptied out and cleaned 4 o e o
5. | Check the temperature and relative humidity of the area within specified limit W i L i
6. | Check the tablets of the previous product/ batch removed. P o o
4 Check the loose Alu Alu strip cutting, rejected rolls, empty cores of foil of
" | previous product /batch are removed. b < ] &
Check the surroundings of the machine and free from the previous products and '
8 batch - i < 7
9. | Check the foil printing stereos, Labels of previous product/batch are removed. ot bt — e
10 Check that the daily records (log book, balance, temp. & RH) are updated and
\ | signed. S sy e < i 1
1 Check and ensure the Cleanliness following change part of Alu Alu packing v
" | machine : i o A
12. | Check for the absence of previous batch/ product at machine conveyor belt.
2) Check Hopper from Top, bottom of machine, below the hopper, between bottom o o o
side of conveyor belt and collating unit. «
Check for cleaning of hopper, feeding channel, vibrator plate, in feed roller and
b) sweep brush. 5 & a i o - = A
c) | Check tool box, thinner and ink box W =5 Bz o

Note: Tick mark ¢\) if Com

plies and (X) if does not comply

Cleaning satisfactory/

Checked by Packing (Sign. /Date):

2303}

Clcaning\ﬁtisfactory/NOt—satisl’a ctory
Verified by IPQA (Sign. /Date):

oo™

#In case the cleaning is not satisfactory / line is not certified then investigate the c

recheck the area / line and record.

ause of the failure and take necessary action,

6.2 AREA AND EQUIPMENT CLEARANCE OF PRIMARY PACKING

Dato/Time: 0.2 Joit Jno 09100

=
[N

e ——
TR
}\_v 2

Previous Product: Y of 7y A, | Batch No.: 41890 10R&
! ; ;
: Cleaning Operation and Checked by | Verified by
I\?. Equipment / Area Name /AErg:ln?\io Type cleaning as per (;l::::}f)i:)cy (Packing) IrQA)
i nfsay A/B SOP number Dirt v Sign/Date | Sign/Date
1. | AluAlu Packing Area Q_PL,’AFF!A wih B PDGN/006 Cieval. = Toq '(Jé&t? _a.i,@"‘, B
2. | Alu Alu Packing Machine PDlALu Joo| PDOP/020, PDCL/020|  A)epn / NG I aalostla
6.3 ENVIRONMENTAL CONDITIONS: / 3o f T

(Check the environmental conditions of primary packing area at the st

art of process and Record in the below in table)

Date®3 Jof]on_Time..09.26.5.. .. Date24i(a9/22.Time: ezl biy......
Refer to SOP No.: Packine Verified by Pacline Verified by
SOP: QAGN/011 Observation Si:’n Dits IPQA Observation Sio‘rn i IPQA -
/ Sy Sign/Date i ,Sign/Date ,!\‘16 *

[ St o N ¢ 150 2 \ T Je —

Temp °C Limit: NMT 25°C 285 Jéggn 1oy r'f(.&ia ohilon| 23¢  |0AT cua |l anfytlct | g/jl,,g
S ATV i = 50 (= T

REZOTImitNMYE 60% 4 ggifr/ Ofvim [u.f_fnef_ saltloon 5% A0 s [ lollnz
DP Lilnit: NLT 10 Pascal h ML ij' "i‘,\ol—d-,‘ Gﬁ:; g”t’-llbf[f‘&lz " 0 OF)S r/j; L (< L//V{L‘ Al d‘(% 49‘4 (ﬂ? zg{ b i

Primary Packing Started Date/Time:23/ PJD.%/%Complctcd ﬁ‘é;}e/’I‘imc: 2Hle)22 . fhiH.....

APPROVAL FOR PRIMARY PACKING: IPQA Sign. /Date: ... dq; Q3lntlso2-

Prepared by:

Checked by:

Approved By:

Dept. Production Production Quality Assurance Head Quality Assurance
; . B RYdY

Sign. ‘_'-‘0_‘4\”“/&&4 L Ko \\\5\7\\(\,\/ \?E\V)\

DiH ATy agliimmannle et [0\203)- o7 \dﬂ\m'_fm A NENTY

(VAT WIVIY R
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ot f




:‘\ /s SAIPRIMUS LIFE BIOTECH PVT LTD ]
\Q, Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 8 of 26
N ;'RI.MUS Villianur Commune, Puducherry-605009. .
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
> - il q . 3 fad v Gy
Product LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: (% (% 2.2 {06
Customer: Generic Health Care Pvt. Ltd.
7. VERIFICATION OF DISPENSED PACKING MATERIALS: Date23 ’vﬁ?}.‘?!.L"Shiﬁ...G-f.....Time: 1).51.3.0.;1—
) : Number of | Checked by | Verified
Material Name Item code UOM AR No. Rolls/Packs | Packing by QA
252mm Lolip 20 Printed Foil 0.025mm | PPF/SP/L016 | Kg fﬁ'bj@ ]',m 30 u o) Nt f‘TQSs?‘
252 mm Alu Alu base foil PBE/SP/A004 | Kg | prg> 02 oeha g ey s
3x10's Lolip 20 Printed Carton PPC/SP/L016 | No | pps ay Joo2B © : ey z
Lolip Printed Leaflet PPL/SP/LO19 | No | Procy | 0bAR] 609 p O ~kep
Shrink Sleeves (PVC) PPS/SP/P001 | No | ey /60299 2 el el
7 % % , D a4 T { o=
SIIfly 3?0x390x430 mm GHPL Printed PPS/SP/G002 | No L T 2
Shippet d roGy )DIJ{‘L% o4 $Oay Cly
2.5' GHPL Printed Bopp Tape PPB/SP/B002 | No | Pree ]w a0 5 ol e
3' Plain BOPP Tape PUB/SP/B001 | No P“)B/D#ml‘? e 0| o P
Strapping role. PPR/SP/S001 | Mtrs [Prey6y Jo 0y Lu O | e o S
8.  STEREO ISSUANCE AND SETTING RECORD b - Gl
No. of Issued By Received By Stereos Checked By Verified By
S. No. Type of Stercos | Stercos (packing) (Packing) Sctting (Packing) QA
bR Issued | Sign. & Date Sign.: & Date Done By | Sign. & Date Sign. & Date
L. Stereos AA NA NA NA N& N4
9.  RECEIPT OF PRODUCT AND MATERIALS: Date/Shitt23[2d)22_ Qf.... Time: F L0,
(Check the following before start of packing activity and record the observation.) ;
S. L Done by Verified By
No. Check Points Observation ®eline) (IPQA)
1. | Temperature observed on display (Limit: NMT 25°C) noh ] cledt .
2. | Relative Humidity observed on display (Limit: NMT 60%) 59/ ,\f}ﬂ G o gu‘,
3 Bulk product containers are of the required product/Batch number . ST "
" | and is approved by QC \JEC rQu_J
a . . : [ —
4. | Status label of machine/ line is for same product Yere &4 C‘);J’
5. | Printed foil/Base rolls are of the required product. \,l‘;g 1\9@-4'7_ ,\'ﬁ-gs :'
6. | All secondary packing materials are of the required product l Ue.e : ;\f):j;,, . e 5
10. DETAIL OF THE PRODUCT AS PER BMR: S e i
Sr. No. Description Observations Checked By (Packing) Verified By (IPQA)
1 Average Weight 199 o N leg
2. Colour of Tablet (paj 0 \,‘&L[),LWTJ ,\73;_4 - (]’@}
K L -
3 Quantity (Net Qty.in K g) L . 2qo V—S‘ L ' (\E’g\} ‘
4, Number of Containers 3 ol ‘ ; r—F(’Q:‘
11. WEIGHT VERIFICATION RECORD OF RECEIVED SEMI-F I‘INISHDD PRODUCT: 7
- Balance I.D. No.: P_D ) PBAL 11)”—}
1. Verify the semi-finished Tablets before starum the packing operation.

2. Verify the batch details on the labels affixed over the Containers against the respective BMR and record the details in below table.

‘Product Name Batch No. i Exp. Date Qty- reCfl. Hores No. of Containers taken for packing
Date packing
Nl 39‘;3 Kg | From Container No. ol
4 s (=]
]_@p,lf 20  (Gng22iob |0 lQDP—L b 11025 Equivalent to To Container No. 93!
53 L’,';PZ.QS Nos. | Total No. of Containers taken ﬂh
1"‘ )
Checlied by Packing (Sign. /Datc): %\W Verified By IPQA (Sign. /Date): < }%; \',)
Prepared by: Checlked by: : Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
: N \/7
i S (o T R SR S I\ VA NSt o
Diftoye~ 7y ¢ Ariannyl oo\ W oy b |k WAl
| TP AN VI TR TR N . el
AR ROSERG TR R S e e W2 eIt e o e ——




14.

g o SAI PRIMUS LIFE BIOTECH PVT LTD
N B TFactory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 9 0of 26
B Villianur Commune, Puducherry-605009.
SAI PRIMUS  —— R T : :
LIFE BIOTECH PVT LTD ATCI’I PACI{ING RECORD Pl Odllct COdC. L13 Batch Slze: 6,00,000 Tablcts
Product LOLIP 20 BPR. No.: BPR/T/331-00 Batch No.: (12 292 1056
Customer: Generic Health Care Pvt. Ltd.
12. CONTAINER WEIGHT DETAILS:
Container | Gross Weight | Weighed By Checked Container | Gross Weight in Weighed By Checked
No. in Ko Packing By IRQA No. ) Ko Packing By IPQA
1 239 .58 Fooudd | Jal B
+ 2 2d.\1o i, Jego 7
3 24,120 Sahivht e 8 B
450 Re S Re | Ak clegp 9
= TrenyEisio el
13. CONTAINER CONSUMPTION DETAILS: / /|
S. No Time Container | Consumed S. No Time Container Consumed
From To No. by From To No. by
L lotho | 11:se] gf (Heprel. G A
2 N ol i A Ciopal | 7
3 by [ 19:00] 03  |Cepol 8 AL
4 022 | 11:1hb ol ()Js;ba,/ 9
5 s e . 10 : v
aclki : afo). i : o . - n,L ST
Checked By Packing (Sign. /Date): Salo Verified by IPQA (Sign. /Date): C_ (5 5] 95

OVERPRINTING OF PRIMARY PACKAGING MATERIALS: '

Initial checks of Overprinting Details

Overprinting Details

Overprinted Text

Printed AL. Foil (OX/ not OK)

Code No.: PON/DRUGS/21 14 4376

PonifpRucis [y 1y ok

Qb

Batch No. no901pk, OL
Mfg. Date: 0200 ob
Exp. Date: ob [oo0= ol
Item Code: 13/0463 12 Jolb2a ol
Pack size (3 x 10’s)- Carton NA' NA
Other instructions if any NA NA
Initiated by Cveval e/
Checked by Packing (Sign. & Date) d o2 lodlon Y\'}xiv 23 [0 7 [on
Verificd by TPQA (Sign. & Datc) Jef daloMansn clsf _9alchlonos
15. SPECIMEN OF PRINTED FOIL: B 2
5 Done By Checked by Verified by IPQA
S DAk Spesimen No. - |isizni@Date | Packing (Sioh & Date).| (Sign & Date)
| 920 [oo _ob, Chopad o zont) 0p cJes? 92 Justloon
s 24167020 0 (hopRL §. JAu0112n |rlesd” S [otlanos
- A | B R HURAE e
16. PACKING INSTRUCTIONS: i
1. Verify the status of dispensed primary packaging materials and transfer to the Primary Packing Area.
2. Issue the stereos to the concerned Technician and set as per SOP No. QAGN/030 and Record the details in respective table.
3. Setand operate Alu Alu Packing Machine as per SOP No. PDOP/020.
4. Verify the status label of overprinted packaging materials and transfer to the packing line in secondary packing hall.
5. Perform Leak Test as per SOP No. QAGN/045 and enter the observations in respective table. _
6. Perform Leak Test as per Table or during change of Printed foil rolls & plain film rolls and after every start of operation or
when machine is stopped due to some break down.
7. Attach proof of printed foil from each roll dispensed as and when used on machine.
8. Overprinting Details on printed foil shall be checked by Packing and cross-checked by IPQA before starting the operation
as per given in the respective Table.
9. Affix first overprinted Al. foil, Carton, Shipper and shipper label duly checked by Packing and verified by IPQA.
10. Pack 10 tablets per Alu Alu strip.
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
] | E \%
ngn.ra . !1\(_\2:1 s | N~ \%M\R\/ . \\ /\ oA o
| DTVNATR MV ITMREALE LI \




[ @ SAI PRIMUS LIFE BIOTECH PVT LTD
R 4 \“f} . Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 10 of 26
i Villianur Commune, Puducherry-605009. 7
SFA[ OEEELIX\VTUL% BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
LIFE Bl
. No.: - atcl 33 S 3
5o S oin BPR. No.: BPR/T/331-00 | BatchNo.: (1 | 22 {0
Customer: Generic Health Care Pvt. Ltd.
Time record for packing detail
Primary packing Secondary packing Checked by
Sr. No. Date/Shift (Packing)
Started at Completed at Started at Completed at Sign % Date
@, [23oyle | 09:55 1200 Ioshs | 180 5
02 |24l07/92 G| ©T. 30 WA Insrhoc e o L SN e BV st AT
(,L NIA.
\‘\‘
17. PACKING/IPQA IN-PROCESS CHECKS FOR PRIMARY PACKING:

In process checks frequency for packing and IPQA. (As per SOP No.: QAGN/024)

Stage

Packing

IPQA

Primary packing/Secondary

At start of the batch, every one

At batch start, followed by every two-hour (random time)

Packing hour Minimum two In process checks by IPQA per batch.
18. ALU ALU PACKING MACHINE PARAMETERS: Date/Shift: 2305 /2.2 (). Time: s.0 ko.....
b : Al Bl Checked by Packing [ Checked by IPQA
Paramecters Standard and Limits Observation Sign. / Date Smn / Date
. It o it
Ghange Parts Defalls [8lo #50q EOR=ANDL| solalon | Clow dalotlaes
Sealing Temperature (To be estabhshed) 195 . 'qut‘;ﬁ 'fQQ o CO? 3, ‘b'f) apas.
Leak test to be performed on Nil (No Alu Alu strip :
Alu Alu strip should fail in leak test) LV 09lotlpn c ég; .q(()f Lgp 9292
ey : { eI VF/} -
Machine Speed (To be established) 29 % 129 :, oo 93)ntlamas
19. CHALLENGE TEST FOR NON FILLING DETECTION SYSTEM : 0
Sr. No| Process instructions
1. | Testing frequency: Startup, End of the activity and after every break
2 Acceptance Criteria: Broken Tablet, Empty Packet, Black Particle, Colour variation, Foreign Matter, Dual Tablets /
* | Capsules and all defects should be detected & rejected.
D:;te S. | Broken | Empty Black Colour Foreign Tg)‘ll:tls RS o Dons Ch;(;ked Verified
Time No. | Tablet | Packet | Particle |variation | Matter Capsules By ‘ Packing By FPQA
o> | 1 - L e 2ok S {’MA m 0’-‘;‘—- e
1R | 2 = lonon LpdB0FE o) | )
|Bzo @il 1 L i rass |Crepald A ‘s.f il
et 4 | oo e . = i o lpass lgephe | ofP” |7 oy
o182 1105 (el o ~ S (o (1 ez Gllbgpar S. K {_/G\li‘ -
peov| e e \ |
7
8
9
10
11 =~ &
12
13
14
Note: Put ¥ mark for detection and x mark for non-detection '
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Qu'llity Assurance
Sign. | N e R IR LR el ‘\‘\/ “ﬁ
P 2 S
Datcf v#[° Wﬁf"} - oo\ V- A ‘OH L4 W
I an (FN ¥ IV V i

23 /o:;'-{')
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,
Villianur Commune, Pudycheny-605009.

Page 11 of 26

SAl PRIMUS

LIFE BIOTECH PVT LTD

" BATCH PACKING RECORD

Product Code: L13- .

‘Bateh Size: 6,00,000 Tablets

Product LOLIP 20

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

Batch No.: (5 1& 29 106

Customer:

Generic Health Care Pvt. Ltd.

20. MACHINE IN-PROCESS CONTROL:
Date/ Shift 22lozt)on_ O 040722 /(
Machine Operator Name o /
St SRS ESE = Pl
Treotesten e 0" 107 |6 hou haslel® 0 ot [ hs|pisel 0B e
AV EIV) 3 N

Sealing Temperature 9y T2 W | g . 2 3 S 9 1 ' 0. !
(To be established) P yg]" Nl o \qgc\“g’ }qbc 19sc \"\“’(’ 19 6e|t45¢< \Cmt HH‘C MS.C/ qui-_ lc?l:\c
Leak test on Alu Alu strips*
(Qly-:_m.‘_)' ‘ ob.|iok || sh gk OL (r,L mlp/ bl (»,L. 0k ol | gh UL nL ol |k
Knurling /Sealing rxlu OL mL ol mk bk olL all OL olk | ol ;C,L (,L OL sltlisle
Pocket Formation 0& ok | ok Al m); hlr’. OIL ol ,,L p W | oK C.L UL oL mle (b
Horizontal cutting oh |nb |0k ok D,ﬂ o (‘JL ol ()L. ol4 | ml pL OL oL ol |og
Vertical cutting = ok sho | el ok m"( oh @L ol (‘;L ol | ol Q—L oé, QL ol |olk
Qualtyof Overprinine || 1)/ b g ok | ok ol ok Bl stolbillon et AL AL R

PON/DRUGS/.
Code No.: 2 .

21144376 o gl | gl ek |oh OIL bl OL ol |k |ok |ot | ch 0[,_ @L ol | ok
B. No.: 18900t | ob ok |oh |6b lah 1ok [k lor [eh |0k |or | el oL OL— ol | o/
Mebee lovlontoio [ih ik [oh ek tloh o el Lol i o e 1ol et o
Exp. Date (’7401)')139}3' DL Dk DIL ﬁL, OCL OL Etg_ olt hrs ok |ol Qld DL_ OL e |OK
Machine Speed
(Tzcbl;n:sta%??shed) 14 |40 | (4 |0 182 i 2L 3 20 20 go

800120430 3% |92 225

Checked by (Packing) NA | A | ua | NA- PO wWa N7 | o g [ | NA RO L
Checked by (IPQA) ﬁii J;i (iﬁ ffr&{ NA| g |NA | o :)fsj NS e déf NA|NA 65D |

Note: * If leak test\fails perform every 15 minutes for next one hour and all the shippers to be checked for leak test from the last

successful leak test. All the shippers packed from the time of last successful leak test shall be segregated and random checked
by IPQA and to be released after approval from QA.

Bk Q7 loT Do
TH

Prepared by: Checked by: 1 Approved By:
Dept. Production Production Quality Assurance Tead Qyuality Assurance
S p b N \wﬁ o=
« Date A fioeg V)~ ®'T\0'"\f-)‘\\. Sy VoA
Lz

ONTROLLEDCL.Y |
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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 12 of 26

SAI PRIMUS =

LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
B o BPR. No.: BPR/T/331-00 Batch No.: (%1% 001006
Customer: Generic Health Care Pve. Ltd.
20.1 MACHINE IN-PROCESS CONTROL:
Date/ Shift 94)07122 ) &
Machine Operator Name 611 oPAL
Sa . A [ gl sl o | ,
Time of inspection o 2 b S A% 3 ad | <X &
: 5,108 Rl A XA N YES S \|
Sealing Temperature s ; o ' : sy
(To be established) \,\c}/ 195 | 1ase! \,,Qo‘f b ke |19 4e \a’;
Leak test on Alu Alu strips* \
ty.: Q/_-‘
(Qty ) c)L ol | ol oL oK |ok h\& \
Knurling /Sealing (,)l& 6k | gk DL puilion ()\L \
Pocket Formation ° ‘\L ok | onr @L olilimil c"iz
Horizontal cutting Qtu_ @I 1 ol t‘{a ok | oK DL \
Vertxca! cutting CL- e e h‘u ‘or ok O[\ \
Quality of Over printing FB,L alor | s DL ol |on @h \
PON/DRUGS/
Code No.: : i p
21144376 e o | o [ loilion | b 4
: B X
BNo: o9 200b |eh [er [pe | eh ok |ok e N\
Mig.-Date | o7(2022 |gh ok |ox |eb [0k | op |eh \\
EXp.DElte 04}2029 C\k o)l oL (;Q oL [ok CL- \
Machine Speed s
(To be established) S0 3 20 |BR | S0 |30 &
A
Checked by (Packing) N s s | 408 |gur g | 1OA \
Checlked by (IPQA) J&\Y v [P CJ:‘S% A | w P (\}E’L ~
7 }

74

Note: * If leak test fails perform every 15 minutes for next one hour and all the shippers to be checked for leak test from the last
successful lealk test. All the shippers packed from the time of last successful leak test shall be segregated and random checked
by IPQA and to be released after approval from QA.

1 aoJ dduat

Prepared by: Chiccked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
L e e e
e St o FHNCONTROEEED LY

) P\_G’%]f ki%m, i
WA AR LRSI

Lty

WlE
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O fiwm, SAT PRIMUS LIFE BIOTECH PVT LTD
X% B IFactory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 13 of 26

SAI PRIMUS : Villianur Commune, Puducherry-605009. ; :
et BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets

. 3 a 33 7 | X
Product LOLIP 20 BPR. No.: BPR/T/331-00 | Batch No.: (4 1% 29 (o),

Customer: i Generic Health Care Pvt. Ltd.

20.2 MACHINE IN-PROCESS CONTROL:

Date/ Shift K

Machine Operator Name \

» \ R R T A
Time of inspection : \

Sealing Temperature N\

(To be established) \

Leak test on Alu Alu strips*
(@t son) ‘ \

Knurling /Sealing \

Pocket Formation \

Horizontal cutting i \

Vertical cutting : _ \

Quality of Over printing \\

PON/DRUGS/ ‘ \

21 14 4376 \

Code No.:

B. No.: : o

Mfe. Date : N

Exp. Date : \

Machine Speed \
(To be established)

Checked by (Packing) ; : N\

£

Checked by (IPQA) /

Note: * If leak test fails perform every 15 minutes for next one hour and all the shippers to be checked for leak test from the last
successful leak test. All the shippers packed from the time of last successful leak test shall be segregated and random checked
by IPQA and to be rcleased after approval from QA.

Prepared by: Checled by: g Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
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- o SAI PRIMUS LIFE BIOTECH PVT LTD
Sopl'd) ) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 14 of 26
GAl ERIMUS Villianur Commune, Puducherry-605009. :
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: Li3 Batch Size: 6,00,000 Tablets
. i ok RC
pid e TOLIE 70 BPR. No.: BPR/T/331-00 Batch No.: ({899 (0L
Customer: Generic Health Care Pvt. Ltd.

20.3 DEFOILING OF ALU ALU STRIPS:

o Weight of
] De-foiling | De-foiling 2 e Checked by/ Verified by
Dafe started at | completed at Dtc,,-ll;(l)elltzd Pesfollingonciby Date (Packing) | Date (QA)
¥4 r;
%Q,lﬂlznc_ﬁﬂ It D9 190 0. 950 : ./(LLQ[LD Toazeh %on C/Qéli’,;.“m‘”
v
j mpe 7t
(B a7\ s
[
Total Weight of Checked By / Date (Packing) Ver ifed By / Date (IPQA):
De-foiled Tablets ©:920 2hlot]sn | < m a\‘f’u*
20.4 INSPECTION OF DE-FOILED TABLETS:
: " | Inspection| Inspection | Inspection sauantlty.ofGood Qb ofRejected Checked Verified by
Dates: started at | completed at| Doneb fablets Lablets by Date Date (QA
i X 5 y Kes Nos Kegs Nos (Packing). o S )
2hofre | 0920 | 092 | Audha |0g20] 1999 | 0weol 1=t | KPA| e fio
T T T 4 T L Tt ,.LJ-”UqH‘Wl__ \(94,\/ T
N4
: T ey |
\
Total e
ol legap | kpg9n | 0020 | 3L o4 }o‘:L(JE_L‘
Total Quantity of Rejected Tablets Destroyed Checked By / Date (Packing): Verified By‘/ Date (IPQA):
L_, 0—:‘_ »—j)
©30 B ( JDO9
.Bre30 Kgs Llsieg Nos. Q_NJDEHMJ_ gaﬂg%ffﬂ"i

Prepared by:

Checked by:
Dept. Production

Approved By:
Production Quality Assurance Head Quality Assurance

Sign. | f\r\b,w ST NL/ \\“\f\\'\/ M

Datd \{:l %Wﬂwﬂw Sl tov- o) obpme oY

U U &
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O Fim SAI PRIMUS LIFE BIOTECH PVT LTD
) @) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 15 of 26
ke Villianur Commune, Puducherry-605009.
3€\BIIO€§:LI\;)AWL{TSD BATCIH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
Product LOLIP 26 BPR. No.: BPR/T/331-00 Batch No.: f51¢ 99 /0
Customer: Generic Health Care Pvt. Ltd.
21. LINE CLEARANCE CHECKS - SECONDARY PACKING;
; Date/ Shift A3 zo.if./mf...@. ............ . et ooss (Y
Previous Product: Lg&}g o) | Batch No.: (’H)% 2105
! Observation
St)'. Checks 7 D Time 090 oZ 0 !
Packing IPQA | Packing IPQA
1 Check and ensure that the area is visually clean and fiee from previous : : o ;
product. = v —
2 Check and ensure that waste bin is emptied out and cleaned 7~ i ~
3 Check the Pallets area clean and free from any leftovers of previous o 15
product /Batch. i . :
4 | Check and ensure the Correct status board is written. A e 2
s Check and ensure the stereo of the previous product/batch removed and i o ;
cut into pieces. o <
Check and ensure the Alu Alu strips, rejected Carton, Shipper and
g shipper label of previous product/batch are removed. 2 a2 ot %
7 | Check and ensure the cleanliness of hatch for conveyor belt. S ./
8 Check and ensure the cleanliness of conveyer belt with collateral block. i < '
9 | Check and ensure the dispensed secondary packing material. - & S el
10 | Check and ensure the cleanliness of documentation table. ~ il 7
11 | Check and ensure the Preventive maintenance records and log book. 7 37 >
Note: Tick mark () if Complies, (X) if does not comply and (NA) if not applicable. :
Cleaning Satisfatfory / Notsatisfactoryt Cleaning SatisTactory / Not satjsfactor 1 g
(Packing) Sign. /Date: Doz (IPQA)Sign. /Date: W qz\ol{20?

| Remarks: # In case the cleaning is not satisfactory / line is not certified then investigate the cause of the failure and take necessary
action, re check the area/ line and record.

Packi Weighing Weighing
" Equipment Cac Se Balance Shrink Sleeve Strapping Balance Arca
onveyor (Carton) (shipper)
Secondary
ID. No.: :
po/con ooy po fasr o1 | pp ey oo | pekra /ool £ JRAL Jpad Packing Hal

T [} i

Previous Product: L@f&fb 0
Batch No.: G”,g' 99 )08
Cleaned by: .Aamaa)u"
Checked by Packing: \\(—% as)] galoz FQQ/
Verified by IPQA: (s Ngan 22

21.1 ENVIRONMENTAL CONDITIONS:
(Check the environmental conditions of Secondary packing area at the start of process and Record in the below in table)

Date/Time: &3)05‘ }Q,om),m + R0 Dateﬂixne:jy)o¢hL OH )R

Shift;._._.”__““..aj ________________ Ol itins Checked Verified Obecivation Checked Verificd

by Packing | by IPQA by Packing | by IPQA

Refer to SOP No.: Temperature °C ) ‘\(}“% PN v, @
SOP: QAGN/011 | Limit: NMT 25°C 23¢ \&,LV) A3 @0:4’ VY

Secondary Packing Started Datc/Time:ol?z.}??r’.l%@:..l@.?.]:ﬁﬁ.... Completed Date/l‘imc::g;’ig@.'%.}ﬁ.—.&—.l..r.).f5:5

APPROVAL FOR SECONDARY PACKING: Approved by IPQA Sing/Date: QVH:\U‘ lzede
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. i\v \\EW XK/ .
Dafe - OTI.Q"I.\)M)V- 07 ]\\\r\‘j} AT B AP :
dnd




€ 2 SAI PRIMUS LIFE BIOTECH PVT LTD
Nty D Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 16 of 26
SAl [‘;Rl N\US il Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: 113 Batch Size: 6,00,G00 Tablets

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

Product LOLIP 20

Batch No.:

(21822 b

Customer:

Generic Health Care Pvt. Ltd.

21.2 PACKING DETAILS:

10 Tablets in each Alu Alu strip, over code the Alu Alu strip with the batch details given below,

Place 3 x 10’s Alu Alu strip and one leaflet in each carton.

Place 10 filled carton in a Shrink Sleeve.

Place 27 Shrink sleeves in each 5 ply shipper.

Seal the shipper with BOPP tape with “H” type.

22. OVER PRINTING DETAILS:
Overprinting Details (Secondary & Tertiary PM)V
Overprinting Details Overprinted Text Carton Insert 2 Plif})‘;?per
Batch No.: C\\%Orupb DL NA nL
Mfg. Date: o4 ,}QUD_D D'L NA D L
EXp.Date. ob [900% ob N ok
| Code No.: PON/DRUGS/21 14 4376 H‘”N/DDHC»&!Q_\ 1y 3tk @L/ NA NA
Pack size: NA 3x10’s NA 27x10x3 x10’s
Item Code: 15/0781 NA 5 [o79] NA' NA
Item Code: 16/0556 NA  NA b ./055 L NA
Initiated by Sign. & Date AJA wJA Kﬂjn,(
Checked by Packing Sign. & Date Sl I-A{]j’.blo'l'\zz_ § Jbga)o] s %!ﬂ#l% Sel )
Verified by [PQA Sign. & Date | (W, 5fp1le2 | @800 sloqlm | [, sle Jes] 22lblss
22.1 Carton and Shipper Label Specimen:
S. No Date Carton Specimen Shipper Label Checked by’ Verified by IPQA
WA No. Specimen No. Packing (Sign & Date) (Sign & Date)
IR SEVEIEY) ol ol S. /=33 foit]og 'j“j 22)p1l2 9
23. INDIVIDUAL STRIP WEIGHING LIMIT:
_ Weight of ten individual Empty Alu Alu strips arc given below:
L 3 S } 9.
2 4. Gt 8 g T
Total weight of ten Empty Alu Alu strips =
Avg. Weight of a Empty Alu Alu strip (A): total weight of ten Empty Alu Alu strip/10=
Weight of ten individual Filled Alu Alu strips are given below:
1k 292 3. 3.F 5 3. 7k L. b 90T
2. 3.9 4. 3.9 6. 2.¢ 8. 3.b 10. 2.4
Total weight of ten Filled Alu Alu strips = = 2b .F ;
Avg. Weight of a Filled Alu Alu strip (B): total weight of ten Filled Alu Alu strip/10= 3 rb‘:f-
Limit (C) = 2.b1
(Each missing tablet should be identified)
I Strip weighing Done By: (SON;]M ] Checked By: /\Cb?f/ |Veriﬁcd By: r"fo.%«f" :-)g}p T |

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. Q\\/ M ‘
) : I R N ‘\\“U\ -
Dat t Orlo1ovw | o\ la ¢ H
8

4
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> Lo SAIPRIMUS LIFE BIOTECH PVT LTD
{ \\_‘f; Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 17 of 26
i Villianur Commune, Puducherry-605009.
SAl PRIMUS BATCH PACKING RECORD Prod le: e
LIFE BIOTECH PVT LTD L roduct Code: L13 Batch Size: 6,00,000 Tablets
I)I.Oduct LOLIP 20 BP]K. NO-: BPR/T/331'00 dtch NO Cf\ [ 2 ‘l lC)C:,
Customer: Generic Health Care Pvt. Ltd.

231 CARTON WEIGHT LIMIT SETTING: Date/Shitt28/0%]20. 01 Time:. 10 5.

Weight of ten individual empty cartons are given below:

1 $-9 3._ &g '5. 2 .7 7% .8 _ 9. &S 71

2! < @ 4 Q18 6. & 9 8. Q8 10. &8

Total weight of ten empty cartons = Q3%
Average weight of an empty carton (D) =Total weight of ten empty carton /10= Q R

Weight of ten individual Leaflets are given below:

1. (né‘_ 3. \n? S ‘\y 7. ('S‘ 9. "C‘!
2 f‘CP 4 ‘,c? 6. \\? 8. \\(_“ 10. \sq
Total weight of ten Leaflets = ) 1_f . j_l
Avg. Weight of a Leaflet (E): total weight of ten Leaflets/10= T T )—f]-l
23.2 WEIGHT CHECKS ON CARTON:
Weight of ten empty Carton: g : g% Average weight of one empty Carton (D): R Q
Weight of ten filled Alu Alu strip: 92 tj ol Average weight of one filled Alu Alu strip (B): 2 Lt
Weight of ten Leaflets: . 1, N Average weight of one Leaflet (E): , v daly
Weight of one filled Carton I = (D+3B+E) 21,9 Limit: G=F+1%= DYl o L J_; ;s
Checlked by Packing/Date: M&.&\‘n# ]‘)IL—— Verified by IPQA/Datc c f‘ﬁf{\?)om
23.3 SAMPLE DRAWN RECORD:
Sr. No. Stage of Sample collection Qty. of Sample Collected by (Sign. /Datc)
1 Control Sample (Initial) '—‘f XS b} QQY L \‘07' )Qc, 0z
2 Control Sample (Middle) L ox it C_TUJ 29)o+1la092
3 Control Sample (Final) T xjet G égf s I.O'i] [Yop it
4 Stability Sample lee Xtos (féy,p, 23 [D ‘fL‘)th :
5 Other Sample A e 0h
z 4]
6 Analytical sample 13 ¥ (0° s /@q? 93 | o ).0.0 99
53 T %
4 s O [ L o ST
Total Qty 182 vl Ut 28] aose.
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance

: : o R,

Sign. I\:.—L_// “L/~ &N\’R\/ %& 0
Dated b vedlobocnh T T (071 | 07] 85 T R
f .m u:,. g

! -.—-.-._..,_ j !
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SAl PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,

0 B Page 18 of 26
SAl ;Rl MUS Villianur Commune, Puducherry-605009. :
LIFE BIOTECH PVT L1D BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
Pt i BPR. No.: BPR/T/331-00 Batch No.: (511599 {166
: Customer: Generic Health Care Pvt. Ltd.
24. SECONDARY PACKING IN-PROCESS CHECKS: (Please keep \ mark if found “0k”)
Date/ Shift 23/o71/92) Gy  94)07]90 Jbn ] Qalotlacse G
Parameters Specification oLt
et D e Packing IPQA
1 ¥ A c \9\‘1 ~ 'l‘ ‘.\g \.{bo ! 7
Time ol ge \-21“%,4,.“b \L\‘gl all \‘%'G O e /<
% 3 Alu Alu strip with
EOE; 2;_‘;\;)1: SR 10 tabs each and one \L \
leaflet. b OL 6l | ol |pl ok |0l f)l" ol t‘)h o
Carton Overprinting | Legible and readable OL, (\LL ol |k ok |ow lp¥ th ot {)L ok \
Do ofcarionsinis 10 packed cartons | ‘
shrink sleeves e NAINA WA | A | v | b [ap B N8 s | ek
Shrink wrapping : : yoN
temperature* NANA VA [ n MA ned [V s |ns lna | N0
No. of shrink sleeves 27 shrinks \
in a 5 ply shipper NA NA| VA | NE | Wh |6 VO a (e e [ un
Shipper strapping Proper strapping Nl VAl A | vA b [ np v N T RN \
Label appearance and |. § ; ¢ ¢ : ! } \
s ] Legible and readable * Je ,
Shipper appearance OL nL ok ol |o OF 0 l"[m obalal O\"
Sealing of the shipper | .,
with BOPP Tape Hibpe NA| g e |00 A NP ] o [rn e [P
; gl |G
Checked by : N o ) s e ke s fg%) @ Irgp\% L
*Temperature to be mentioned. ; :
24.1 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep ¥ mark if found “Ok” /
Date/ Shift 23]o7/22/6, I hypaio2 | b A lpdlwoz (64
Parameters Specification aDtRUon
T e Packing 7 IPQA
7 0 0 | —
; Al ndaadi ol (LY BT
Time = wh 3 R o%\h A W,’b \\3 C’\ PRGN ‘(
: X 3 Alu Alu strip with
ani Zﬁrﬁlﬁ AUt 10 tabs each and one | l ¥
leaflet. OVL|ok | ok [ol |ok |0k 05 081G
Carton Overprinting Legible and readable ol o o it |own |or C‘il hll Dli \
No. of cartons in a 10 hackad oo \
shrink sleeves P : NP nB D | vB | NA | vB AA | oA | (00
Shrink wrapping \
temperature* VR IwA | vl | WA e | A foa [ toa | aop
No. of shrink sleeves 27 shrinks N
in a 5 ply shipper WO |vb |wh v | A v 0 | 00A | hoA
Shipper strapping Proper strapping VA | v | wbd (v b af | up ©n |20d | o [
\
Label appearance and s '
i e Legible and rgadable O oL | ok lok o1 |t QL OL’-’ OE— \
Sealing of the shipper :
with BOPP Tape Hope B G WVRL PV [ VT A | on | pon
¥ -p 1 { 2 f‘
Checked by <. [r’j <.p/ s S‘-JV/ 3,,/ ‘—jcjf Kfﬂ- \jpﬂ/ \ |

*Temperature to be mentioned.

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assupance Head Quality Assurance
. \J
Slgllv.’“m ’w“&%ir \L/ \'Q:{\&E,\/ ______J '
0 S R D SLIRT\ DoV o7 ] [f ‘ NEOY
‘f SE BRIV RS $ih " \AYL .S
AR NIVITAM RN LA .
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SAIPRIMUS LIFE BIOTECH PVT LTD

Factory: R.S. No. 4/3, Plot No.33,

*Temperature to be mentioned.

oy Kurumbapet Industrial Estate, Page 19 of 26
SA| ERIMUS Villianur Commune, Puducherry-605009. L
LIFE BI0TECH PVT LTD BATCH PACKING RECORD Product Code: L13 Batch Size: 6,00,000 Tablets
Prodict LOLIP 20 BPR. No.: BPR/T/331-00 | BatchNo.: (1@ 29 tg A
Customer: Generic Health Care Pvt, Ltd.
24.2 SECONDARY PACKING IN-PROCESS CHECKS: (Please kecp ¥ mark if found “Olc?)
Date/ Shift Dochorh b]ot]op b iotlaws [ G
Parameters Specificatior l ahseryalon ‘
S D Packing IPQA
o)l 5 s £ A Y% 5"]/ O
| Sl Rl Wl A2 a8
Jte : 01301934\ Y310 P |\ 5] BB RAT | Y[ N /K
N of Al Alusip | Sgun oo 0 i \
: i 4
macanon leaflet. @[L ‘DL nlg_ o] k ,ﬂL_ OL. (o) L GL \‘)L f‘L O[‘» ()L‘“ ,
Carton Overprinting | Legible and readable QL_ ML ol lab Lok | ol o D"~ ct‘-L C\c Bl n \
No. of cartons in a ol j ‘ ; , \
shrink sleeves Hhpaced ol vl o lal okl ol ok Lok | &b lob ol oh \
Shrink wrapping : : : : : \ | \
temperature*® VS ok |l ek oy lek lok ok |ab [k [db |ol jeb |-
No. of shrink sleeves 27 shrinks | : : ! 7
in a 5 ply shipper el | ok ok | ok [ol | Bk |ok | ol b el | ab ‘a\fL |
SLepeysanping LoDehaabpie ok | ol o [ok |of |ok |ok f\-n' ( IL (}[(L- ﬁl-*r. L5 \
Label.appearance and Y i [ e s 2] ik
3 Legible and readable : ,
Shipper appearance bl ol |6k |0k ok |ok | ok ok (<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>