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s
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Villianur Commune, Puducherry-605009.
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SAl PRIMUS

Pl ME e h BATCH PACKING RECORD

Product Code: B0O5 Batch Size: 3,00,000 Tablets

BONCIPRO 500

Product

BI'R. No.: BPR/T/305-00 Batch No.: Gf 16 226 6%

| Customer:

Generic Health Care Pyvt. Ltd.

BATCH PACKAGING RECORD COVER SHEET

PRODUCT NAME BONCIPRO 500
GENERIC NAME Ciprofloxacin Tablets BP 500 mg
Each film coated tablet contains: : o
- Ciprofloxacin Hydrochloride BP
LABEL GLAIM Equivalent to Ciprofloxacin ...... odsiasaits 500 mg
Colour: Approved Colour used.
CODE NO. PON/DRUGS/21 14 4376
DOSAGE FORM Tablet
BPR No. BPR/T/305-00
REVISION No. 00
SUPERSEDE No : -NIL
EFFECTIVE BATCII. No. /DATE G118 dQ6be / 66[ol] 2023
MARKET Export
SHELF LITE 36 Months
BATCH SIZE 3,00,000 Tablets
PACKING CONFIGURATION *  2x10’s Tablets Pack (Blister Packing)
2 ; \ oW
BPRISSUED BY/DATE (QA) : Wi
()
BPR CHECKED & RECEIVED BY/DATE
b 188
(PRODUCTION) ) \(/“’“0 L(oul 202
: D ,
MEG. DATE: ... Q7T 42 L EXPDATE: 03] 4025
oo : :
ALLOTTED BY: QA SIGN/DATE: ..... \& oo COUNLER CHECKED BY: QA SIGN/DATE 0
............................. /'a - Q\)\"}/
QUANTITY RECEIVED FROM PRODUCTION ol‘] OQ:H)# PN
DATE OF COMMENCEMENT: j} JOH 22- 00D DATE OFF COMPLETION: 121(3_,;*!9@99
QUANTITY o000 Neg
RELEASED QUANTITY OF PACKED TABLETS olcf 1960 Nog
RELEASE OF BATCH BY HEAD QA - \,wﬂ
SIGN/DATE: / ks W\\
This BPR contains 21 P‘wcs +.pK.. Addx\lonal Pages
Prepared by: Checked by: Approved By:
Dept. _.Production - Production -- Quality Assurance - Head Quality Assurance
Sign. 1 \[q‘ B }&L // [y it L
Dl B mreirerr. (ﬂ/ 742022 Bl lpa\yiv— Ak \“v‘i\“/ 66 oy (1022

L b oY
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SATPRIMUS LIFE B) OTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industria] Estale,

SAII ;Pl MU . Villianur Commune, Puducherry-605009.
LIFE BIOTEEH'PV’T o BATCH PACKING RECORD Product Code: Bo5 Batch Size: 3,00,000 Tablets

P B 5. : ; © )
Proflii BONCIPRO 500 BPR. No.: BPR/T/305-00 Batch No.; &8 2206

(o P

N

Batch Packaging cover sheet

Check list for batch packing record review

il of the product as per BMR
ation record of received semi-finished product
Container weight details, Container consumption det
Material (Embossing), specimen of printed foil
Packing instruction, time record for packing

Blister packing machine P

Machine In-Process control, Defoiling of Blister, Inspection of defoiled Tablets

Line Clearance for Bateh Coding, Area and equipment clearance for coding, Overprinting
Time record for batch coding, Carton overprinting specimen

Line clearance for secondary packine Environmental condition, Packine Dctails
o0 3 =1

Over printing details, Shipper Label specimen, Carton Weight Lin

it Setting
Weight Checks On Carton, Sample Drawn Record

Man power allocation
Packing material reconciliation

Excess packing material return to store

Destruction of rejected/unused printed packing materials and stercos

Batch reconciliation
Transfer of finished goods

Deviation Detail

BPR review details

Batch released for Despatch

Revision History

Production
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SAl PRIMUS

o

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

Page 3 of 21

B BATCH PACKING RECORD Product Code: B05"

Batch Size: 3,00,000 Tabléts

Product

DT . PP i~
BONCIPRO 500 BPR. No.: BPR/T/305-00

Bateh No.: G118 2.8 g

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 (Y(g/ll)\?s;l“&i‘f/llgfl(l).*)
1. No. of pages of BPR+ Additional pages (If any) * s
2. Line clearance and environmental record yE <
3, Processing activity done by and checked by is signed e
4. Dispensing l
a) Equipment clean tag and dispensing tag attached with batch record yES
b) Packaging material is checked L/L— P
5 Packing ‘

a) Rinse water analysis réport attached with BPR ) Les
b) Approved specimen of printed foil, carton and shipper label are attached Ye &
c) Control / Stability / Finished product analysis samples are withdrawn ‘i/,:_;c_
d) Reconciliation of packing materials is done Ye ¢
e) Tablet reconciliation is done e &
i) In process checks parameters done at regular interval and recorded into BPR e
6. Attachiment : l

a) Tinished Goods Transfer Note VES
b) Certificate of analysis of finished product is submitted yes
c) Stereo Impression Format A
T: Complete set of BPR Submitted L/g; :

Checked By QA/Date: /C‘:';\ i, Y

e I\

*Mention total number of pages.

Remarks (I0any) veveeeeeeeenneennnnnenns e O T s Vi RS G T T e s R S A S s e
Prepared by: - Checked by: Approved By:
Dept. Production . Production i Quality. Assurance . Head Quality Assurance
: Ty P B V e
Date . . oblotlno 2 Bk \peyt— N2 & 6 (o0 {nore
EET T ; i =07
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SAl PRIMUS

LIFE BIQTECH PVT LTD

R Y

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

Page 4 of 21

BATCII PACKING RECORD

Product Code: B05

Batch Size: 3,00,000 Tablets

Product

BONCIPRO 500

BPR. No.: BPR/T/305-00

Batch No.: Gy 2,20 &

Customenr:

Generic Health Care Pvt. Ltd.

3. PACKING MATERIAL SPECIFICATION AND. INDENT:
Sr. s . G e UOM| Standard Qty. for
No. Material Item Code Specification Batch Size 3.0 Lac.
Width —178 &+ 1 mm
3 Thickness — 0.025 mm
Y -o| o BRGS0 PPF/SP/B009 | Language —French Kg 14.100
Printed foil 0.025mm ) 7
Color—1 Color
Item Code: 13/0442
2 | 182mm PVC Base Foil PBF/SP/B037 | Width—1824 1 mm Kg 64.500
Size — 90 x 60 x 20 mm
; Lo o LxWxH)
5 | 210 Boneipro500mg | speispimnod | Bodrd- 300 fism ITC eyber XL, board No 15000
Prt Carton : j
Colour — 4 colours :
Item Code: 15/0724
Size —210 x 230 mm
LxI)
4 | Boncipro Leafiet PPL/SP/L.01S | NLT 60 GSM Maplitho Paper No 15000
Colour — 2 colour
Item Code: 16/0437
5 Shrink Sleeve PPS/SP/P001 | PlainPVC Shrink Sleeves No 834
A 5 Ply flute vertical corrugated inner
S unprinted in nature. (24 B.F.)
, 2
g /| 2E30XII06> i | pyespisiis | Outer Size— 390 % 390 % 265 No 53
GHPL Printed Shipper :
LxWxI)
Bursting Strength — NLT 15.00 Kg/em?
Clear Transparent
3’ GHPL Printed Bopp 5 Length of roll — 65m
1 Tape FEBIShABN0% Width — 60 mm o :
' 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 500
' Thickness — 0.6 mm
Prepared by: Chiecked by: Approved By:

Dept. Production Production - Qualily Assurance . Head Quality Assurance
| ] ] — Y. [Jo——
Date Obleglesar ol [04))e 22 D SN o W WY A A
. . b2 ~ 1 Al
- INCONTRULLED COPY
VWU UT T I AN U LEENIEE  Uox =
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SAl PRIMUS .

LIFE BIQOTECH PVT LTD

SAIPRIMUS LIFE BIOTECH PVT LTD

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

3, Kurumbapet Industrial Estate,

Villianur Commune, Puducherry-605009.
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BATCHPACKING RECORD

Product Code: B05

Batch Size: 3,00,000 Tablets

Product

BONCIPRO 500

BPR. Nn.: BPR/T/305-00

Batch No.:(;” S 27 66 8

Customer:

Generic Health Care Pvt. Ltd.

4. DISPENSIING LINE CLEARANCE CHECKS

D1[eﬁq,04 I?I.F?#Ffmc {L{ 30

Sr. Observation™
CHECK
No. i Store IPQA
1 Check and ensure that empty SS containers, polythene bags, Tags, documents and scrap from
waste bin of previous batch/product are removed from the area. T v’
2 Check and ensure that display stand and weighing balance are clean. g 7
3 | Check and ensure that SS trolley are-clean. R "
4 Check and ensure that area (floor, walls, ceiling, doors and windows) are clean. \ g
5 Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and _
filters, electrical fixture are clean. v’ &7
6 Check and ensure that all the sides of Mobile Laminar Air Flow is clean v P
7 | Check all the gauges of Mobile Laminar Air flow before switching ON, [ -
8 Checl and ensure that weighing balances and pressure gauges to be used are within calibration \/ o
due date.
9 | Check that the daily records (Balunce Logbook, R & Temp. record) are updated and signed. i 4
10 | Equipment status is updated for Cleaned and Preventive maintenance. v =
Note: *Tick mark (V) if Complies, (X) if docs not comply and (NA) if not applicable.
’ Mobile Laminar A
Equipment it Flow Weighing Balance Avrca
1D No. ‘.*‘fo) Floo| ST [0 /QL/ ol | — Np - — XA~ For Qrors -
Previous Product LL fsy /c/ //ZLL .
b e G [e Q03 ’)—/
Cleancd by Sign/Date (\’?CU,CLW &9 [0 QPIQ'LO-QJ')\ :
Checked by Store \
Sign/Date \X.ﬁf/“-” 09 )op)de dAL -
Verified by IPQA o g
Sign/Date 9‘; © c‘\{}-\\ o

= 1

ENVIRONMENTAL CONDITIONS: Date: &

(For Reference SOP No.: QAGN/011)

Observation

Checled by
Store
Sign/Date

Verified by
IPQA
Sign/Date

Temperature (Limit: NMT 25°C)

R

% f\"’u’(lﬂr‘l”‘/ Eb cqlonteor

Differential Pressure across the booth Limit: 5 to 20 mm Water {Coam - }\6')(1)\{ d/ Jou h,y (L\) G \\0‘\ oa
APPROVAL IFOR DISPENSING BY IPQA: Sign... (/ \) .................... Date:. Cfﬂ\f‘“l\k AT NN
Dispensing start Time ............ JLeive . End Time ........ [S-CO ..........

Prepared by:

Checked by:

Approved By:

Dept. Production Production Quality Assurance Head Quality Assurance
. ‘ P

Sign. ) 1@-- L \V\,_/ \ (/ @/—'/’/

Dale - oblol]>p2) ol boa\ns 1t A\ AT O (210




AET SATPRIMUS LIFE BIOTECH PVT LTD
' 7 b Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 6 of 21
- - Villianur Commune, Puducherry-605009.
Al PRIMUS — et et e =~
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: B05 Batch Size: 3,00,000 Tablets
3PR. No.: BPR/T/305- atch No.: ¢ ( &
Product | BONCIPRO 500 PR, Mo TR0 | Pateh Moty fod 4 o
Customer: Generic Health Care Pvt. Ltd.
5.  DISPENSING RECORD OF PACKING MATERIALS: bltnqloﬁf& Shift. ”l .Time: [c.o 2}»0
Issued and
T | Req. Qty. for| Issued No. of . Verified by
Material Name Jtem code |[UOM 3.0 Lac Qty. AR No. Roll/Box Ch(;:;ig by PQA
178mmi Boncipro - (\> ;
500 Printed foil PPF/SP/B009 | Kg 14100 [ LRA-33b P . / ,y AP
0.025mm : e ﬂ?éri/OI,C,L) | O 'l\D\ b‘(\c'd\\
f—‘ [ -
~« {00 ~ >
; 2 sf G (P W e CC v
182mm PVCBase | pprisp/pos7 | Kg | 64.500 frogf oceis 2 r A el
Foil S it Y|
|§-83e hné([ oeco [9 of J(\O‘ 67\
2X10's Boncipro " " : o5 d\ @(4 v
so0ma brt Caton | DPC/SPBO04 | No | 15000 | [€eco [P oishy | 0b /Wz\"/ P
oA
Boncipro Leaflet PPL/SP/LOIS | No | 15000 |[Xeoo|fmg] olshb | 03
Shrink Sleeve PPS/SP/P001 | No 834 §8¢ | Pmc lbog sy< | ©)
: r
5 Ply 390X390X265 ° ' 68 é &
g}l 12)1(;“1;IPL Printed PUS/SP/G018 | No 33 T3 P P By

3’ GHPL Printed

2 R
Bopp Tape PRB/SEA00Z, | . Na . &f P Gleod o o/
3° Plain BOPP Tape | PUB/SP/B001 | No 1 o | v Jagro 9| o
e/
A -
Strapping role. PPR/SP/S001 | Mus |- 500 $66 [P 4 [OG?V'-\’ o1 /&\? \/ &
‘ A | A
Prepared by: : Chiccked by: Approved By:

Dept. Production ‘Production Quality Assurance Head Quality Assurance

Sign. LMo b /3 ([ B

Date ~ - 0bLloglan2: ob (84| 1o B O (TS LTTL

INCONTROLLG]




SAI PRIMUS

LIFE BIQTECH PVT LTD

SATPRIMUS LIFE BIOTECH PVT LTD

N

Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 7 of 21
Villianur Commune, Puducherry-605009.
BATCHPACKING RECORD Product Code: B03 Batch Size: 3,00,000 Tablets

Product BONCIPRO 500

BPR. No.: BPR/T/305-00

Batc

h No.:@’g’ 290 Q\e\’

Cusfomer:

Generic Health Care Pvt. Ltd.

6. LINE CLEARANCE CHECXKS:

6.1 PRIMARY PACKING:

Date/ shift 1110419020 Q). A/ 10 Joky Josor . O

Previous Product: a fp fiatwlel (4N = | Batch No.: 0_;}g9_ ab |
Sr ; Observation
N;' Checks. Time | Jbryyt, 1S oy
g Packing | IPQA | Packing | IPQA
1. | Arca status board is updated for “CLEANED?” status. ~ [ w -t “—
2. | Check and ensure that the area is visually clean and fice from previous product / 7 o
3. | Check and ensure the differential pressure of the area is within specified limit ~ - — !
4. | Check and ensure that waste bin is emptied out and cleaned - 7 - /
5. | Check the temperature and relative humidity of the area within specified limit / - o
6. | Check the tablets of the previous product/ batch removed. s /
Check the loose Blister cutting, rejected rolls, empty cores of foil of previous
2 product /batch are removed. J - g il e il -
Checl: the surroundings of the machine and free from the previous products and
- batch <« A7 - e
9. | Check the [eil printing stereos, Labels of previous product/batch are removed. “ — -~
Check that the daily records (log book, balance, temp. & RH) are updated and
1. signed. j A l - e il -
11 Check and ensure the Cleanliness following change part of Blister packing .
" | machine — Fg — A
12. | Check for the absence of previous batel// product at machine conveyor belt.
Check IHopper from Top, bottom of machine, below the hopper, between bottom .
%) side of 00111‘l/cy01 belt 'mld collating unit. 5 s 2 e e
b) Check for cleaning of hopper, feeding channel, vibrator plate, in feed roller and A 5y
sweep brush. A
¢) | Check tool box, thinner and ink box - A

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

Cleaning satisfactory/MNotsatistastorsy
Chiccked by Packing (Sign. /Date):

hlog]se —

Cleaning satisfactory/Notsatisfaetory,
Verified by IPQA (Sign. /Date):

G/\S wpAl

O’\/\/

#In case the cleaning is not satisfactory / line 1s not certified then investigate the cause of the failureand take necessary action,
recheck the area/ line and record.

6.2 AREA AND EQUIPMENT CLEARANCE OF PRIMARY PACKING

T

Previous Product:  plpfetipolel b = Batch No.: @”gg_g_o[.,!
S 7 Cleaning Operation and Cleaned Chiecked by |Verified by
]\?' Equlp;\l;::lte/ Aved Eq.Ilii(:Ax i Type | cleaning as per SOP by (Packing) (IPQA)

% ¢ : AlB number Sign/Date | Sign/Date- | Sign/Date
1. | Blister Packing Arca 1 IAEE [z1p [ont B PDGN/0C6 Qutce i) § s Qeaie
2. | Blister Packing Machine PROPGIL TR0 0 e

- folriploni B PDOP/022, PDCL022 | ¢ ey %n (o)< wonkestf
6.3 ENVIRONMENTAL CONDITIONS: Y Vo =

(Check the environmental conditions of primary packing area at th

e start of process and Record in the below in table)

Datehjol o281 Time.. |k 1% .. Date)2}oH [2.2-Time:. VI, 19. ..
Refef‘ to SOP No.: o Badlins VCl"l)flC(] by ) Packine Vcr‘il'icd by
SOP: QAGN/011 Observation 1 IPQA Obscrvation : =2 IPQA
Sign/Date . Sign/Date :
Sign/Date = Sign/Date
Temp °C Limit: NMT 25°C 90'~ et 8 o \edzor 08" )5 loglrer—
RHW LG NVT 604 | gy /| (O (B oibon] ggt ot ot el
DP Limit: NLT 10 Pascal N Pagc i OWM,: & wlenleor- V| Paseal ;Oa-:ﬁ'a”]m Lc\'.‘.‘,,{m\—_ou'“
Primary Packing Started Date/Tinte: \]jm.fh-‘.lﬁf:[‘ 0’ aomplclc(l Date/Time: 294 0022 MloQ n
APPROVAL FOR PRIMARY PACKING: IPQA Sign. /Date: (Sly .. a\nalwr

Prepared by: Checlked by: Approved By:
Dept. . - Production Production . - Quality-Assurance Head Quality Assurance
sig. | ) Wor h— &, f o=
Date v OO E] 202 ob [e4 e \ \%\» ob /UL\]Q,QL
e ~ I ——
| NCUNTRULLED LUTY




£ Fua SAI PRIMUS LIFE BIOTECH PVT LTD
R Factory: R.S. No. 4/3, Plot No.33, Kurumbapel Industrial Estate,
Villianur Commune, Puducheny—603009

BATCH PACKING RECORD Product Code: 305
BPR. No.: BPR/T/305-00

Customer:

7. VERIFICATION OF DISPENSED PACKING MATERJALS:

Page § of 21

~:

SAl PRIMUS

LIFE BIOTECH PVT LTD

Batch Size: 3,00,000 Tablets
Batch No.: G X288 6F
Generic Health Care Pvt. Ltd.
Datelt ,QJ-].IL‘L...Shift. Q... RUNTE

Number of | Checked by
Rolls/Packs |  Packing

Product BONCIPRO 500

..Time:

Verificed
by QA

Vlaterial Name Item code UOM AR No.

178mm Boncipro 500 Printed foil
0.025mm

182mm PV C Base Foil
2X10's Boncipro 500mg Prt Carton ‘

PPF/SP/B009 s

02
03
(5]}

ob
03
0 |

ob
0J

Elc
CF
&
G
Cu\ 5

rbms; / o84 ] b
Pro; / ogold
oGy ,Imséz,’
Progy Joisbé
Procy | vo8gK

PBF/SP/B037
PPC/SP/B004
PPL/SP/LO1S
PPS/SP/P001

Boncipro Leaflet

Shrink Sleeve

5 Ply 390X390X265 mm GHPL
Printed Shipper

3’ GHPL Printed Bopp Tape
3’ Plain BOPP Tape

PUS/SP/GO18
Frody / ooold.

PGy | oo/
PID&TA.L;!O;# loo | ©]
'Pm/.,//‘ooq,l,ps vl

S.  RECEIPT OF PRODUCT AND MATERIALS:  Date/Shift. 111o# | 2002 01, Time:. Jo.050
(Check the following before start of packing activity and record the observation.)

[\
(sds
Sl
: NQ(%_ _(_é;\/ﬁ
Neeey

/‘,";,\,:

¥

PPB/SP/B002
PUB/SP/B001
PPR/SP/S001

Strapping role. Mirs

2

Verified By
_(IPQA)
Sl
G
Gk
(s
Gk
Gy

Done by
(Packing)

N e

Check Points Observation

Temperature observed on display (Limit: NMT 25°C) ool
Relative Humidity observed on display (Limit: NMT 60%) 293/,
Bulk product containers are of the required product/Batch number
and is approved by QC Upd
7
MES

YE !
yes

S

w

Status label of machine/ line is for same product

Printed foil/Basg rolls are of the required product.

SN[t

All secondary packing materials are of the required product

9. DETAIL OF THE PRODUCT AS PER BMR:
Sr. No Description OLscrvations

Average Weight i? 5 9

Colour of Tablet P.,LA'\)Z) CQfB—u}]

Quantity (Net Qty.in Kg) s, 1ho ka NG|
Number of Containers of y(:’)\—ct:.,...l

.dr—
WIIGHT VERIFICATION RECORD OF RECEIVED SEMI-FINISHED PRODUCT:
Balance LD. No.: __PD/ BAL fol)s
1. Verify the semi-finished Tablets before st’utmo the packing operation.
2

Snd eCoL
oduct

Checked By (Packing)

l\}u»:{,
e
==

Verified By (IPQA)
EOY

&)

O

Qs

BN | —

W)

10.

s affixed over the Containers against the respective BMR
Qty. reed. For
packing

QB 1HO Ke
Equivalent to
o 9a 5_[@ 3 Nos.

Verified By IPQA (Sign. /Date): C)‘D \"\.M’\. gobv

)le.Mfg.

the clclculim bclow ta
. Date

ame atch N Exp. Date No. of Containers taken for packing

From Container No. Q]
To Container No. o3
Total No. of Containers taken @‘3

X

. BONQPRSOO ©h]oone | 08 Jo00S

C1132200%

Checeked by Packing (Sign. /Datc): an \oh oo

Preparved by:

Checked by: Approved By:

. Head Quality Assurance

[ ==

Dept. . Production

Production -Quality Assurance

&

; 'Sigl'!l""'" o S .?_;_:\

Date:

s

2 b0 / 202)

bl (b4 ()L

’/5\"\\@\'\‘ Y\ )

ARG (O [1ag 21—

IATAl

DATI AN ARy '

TI!
Ul

Pal i
N1

KULLEDCUF Y
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SAI PRIMUS

LIFE BIQTECH PVT LTD

SAIPRIMUS LIFE BIOTECH PVT LTD
, Kurumbapet Industrial Estate,
Villianur Commune, Puducherry-605009.

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

Page 9 of 21

BATCH PACKING RECORD

Product Code: B05

“| Batch Size: 3,00,000 Tablets

Product

BONCIPRO 500

BPR. No.: BPR/T/305-00

Batch No.: (5112 290 b8

Customer:

Generic Health Care Pvt. Litd.

11.

CONTAINER WEIGHT DETAILS:

Container | Gross Weight | Weighed By Checked Container | Gross Weight in Weighed By Checked
No. in Kg Packing By IPQA No. Ke Packing By IPQA
1 AL KD u (o1 4 2. 290 elue G5
2 30 L 019 el > UJ/S 5 f— 1A : >
3 8). 290 Vo g Q5 6 iiierers S RN
12. CONTAINER CONSUMPTION DETAILS:
S. No Time Container | Consumed S. No Time Container Consumed
From To No. by From To No. by
1 19260 | 1260 | @l Quegreron A 4 Jothyd | lhloo I At |
2 DCIH’{ ) 1280 b nah | 5 S AT ] d
3 1283 2251 03 shuroa 6 ——
Checked By Paclung (Sign. /Date) O:j P [9_9, Verified by IPQA (Sign. /Date): LO(«B 19 ]OJ$ fan02 4
' 1 v T

13.

OVERPRINTING OF PRIMARY PACKAGING MATERIALS (Embossing):

Initial checks of Overprinting Details

Overprinting Details Overprinted Text Printed AL. Fojl (OX/ not OK)
Code No.: PON/DRUGS/21 14 4376 Preprinted ol
Batch No.: (H18920 b8 ol
Mfg. Date: 0Ly r} 00 9 ol
Exp. Date: 03 /0n0 fa)
Item Code: 13/0442 Preprinted
Initiated by A ks o s Lumh X
Checked by Packing (Sign. & Date) Mt ylow Jag N 1oy Jng
Verified by IPQA (Sign. & Date) st Nulpulacs LQ,,‘CTL, wglacas
13.1. SPECIMEN OF PRINTED FOIL: ¢
. e
5 No. Date Specimen No- | Gon*e bate | Paking (Sign & Date) | (Sign & Dotey
04, I )cJ.J Jo 00y 00 Aunumeah r(')wm)ob loa (o1 b piloslaps
00, Io /vb Jonoe [alo} sihumn N lannh,f)n Clonln/op 22
AN nﬂ\ U\ . i

oy
Sy N R

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 Blister Packing Machine as per SOP No. PDOP/021& PDOP/022.
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.

ool

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 tablet pel Blister.

Attach proof of printed foil from each roll dispensed as and when used on machine.
Over; prmtmfr Details on printed foil shall be checked by Packing and cross-checked by IPQA. before starting the opemtxon

Time record for packing detail

) Primary packing ccondary packing Packing
B, Ne. Date/Sit Started at i Comgletcd at Sta rfed at yJZ:onlpthed at Checskieg(lil.bgz(ll)ztc(:unb)
ol |ufoy bnse G 17257 1450 18 r00 182 55 N2 Jouloe
02, \2Joplocpe G| 0915 L 2po 093 30 i lon Wuz/nz,/r;n
A hr o .
)
Prepared by: Checked by: Approved By:
Dept. Production. Production _Quality Assurance Head Quality Assurance
. Svigln.f / )_,-o~ “/ ‘ \K& \ /W
- Date 06/04/9,0 2L @&) (}JJ\\"/Q'V“/ /g\;&\Q i @(IL{‘,'\ 3

TT

ATRALT DN NDVY

C? IRULLEDCUL L




€ 7, SAI PRIMUS LIFE BIOTECH PVT L’i"D
~ -0 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 10 of 21
SA| EPIN\US Villianur Commune, Puducheuy 605009. _
LIFE BlOTEEH PVT LTD BATCII PACKING RECORD Product Code BOS ’ Batch Size: 3,00,000 Tablets
: = 4 4 4 2. 9% Q
Product BONCIPRO 500 BPR. No.: BPR/T/305-00 Batch No.: (112 2 20 b¢
Customer: Generic Health Care Pvt. Ltd.
15. 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.
16. - BLISTER PACKING MACHINE PARAMETERS: ; Date/Shift.}) ).O.;L; .laUQ&QI.Time: 1Z 200, ..
Parameters Standard and Limits Observation Checl\:ed by Packing Checﬁked by IEQA
Sign. / Date Sign. / Date
Change Parts Details 1902 20bo IS0 20t0 O SR In.u oo | G ulpqlansz
Sealing Temperature E (150_200°.C ) » %— ey / ’
To be established - [96.0 € nlonltbo e ANYIEY R
s I (110-160°C) ‘.
Forming Temperature i he serbliched fdty % l\?‘)‘l’;ﬁgn fen s N ,m’ _]9,022
Leak test to be performed on | Nil (No Blister should fail Ng) ' ¢
4o Blister in leak test) Ve ”, fn/) q L }M Jg,oy,p_
/
: : .
Machine Speed To be established 5o ﬁ > 4, Z'bl:'_ }? e
161 MACHINE IN-PROCESS CONTROL: ;
Date/ Shift n]ok oo () 13 Jows Jocnd . Oy
Machine Operator Name Qegiumal &u,ﬁmw/
¢ ] ;
Time of inspection i \"‘“.% ‘-ﬂf \1140‘.‘,7,:5‘ \,\\_:;- @i v\\y 102)\5 1140 “\Q} 1218 <
Sealing Temperature o oF ol Sl Nal o [ .
(To be established) N RO\ \A5 ,\ 2 b2 a8 iabe | @ L\Q‘\L aat b “lgan g \

Forming Temperature

\"\iz ‘IDL .s‘\b’ g ‘\L N \_L, \ V- an Y ¥ ) Y
(To be established) AP W\ gb |1V igb | e isB o] g s st
Leak test on Blister*®

Qty:____ 4o ) ok | pif o] B m\L Ok O’L bl mL. ML ks oL

Knurling /Sealing pie | pie | O] o | o ol O\ ok OL OL/ ol o 1
Pocket Formation ob | eul e o | wle| ol ol | sl ol | ol | ok ol <
Horizontal cutting o | ol okl oh | ob| o QL Ok DL ,-,11, £6l ol \
Vertical cutting | en| ol o] o | owl o | o] ol |ol] et ol \
Quality of Over printing | i | pre | (o] ple | b | o] ob | okl el [0l | rt |ol \
CodeNo: | PONDRUGS!\ o 1 o | se| ot | b | ol | O] pi o | eh | 2ol \
B. No.: Cn9900bg ok | o obl Aol | ot d | oelol ol ] pelal

Mifg. Date Ql;]f),mo, ol ool ok | on b [gn | ole| Bl) ol | olel g1 mL

Bxp-Date | pa fonox | o' pic| oe | rb ol | el ool | ol | ol ] 2t ol
Machine Speed

To be established S35 SO |25 |50 | o | 4o |40 |40 |l | Mo |40 | AP

Checled by (Packing) L) Wl M| W Ao hen N#—. o rod [r3d ] o ,\_%

Checked by (PQA) | (| Ul | Cs| O] A [t A | (s | A [vIA | yge |-
[

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: Checlked by: Approved By:
Dept. . Production . Production . Quali&r Assurance . | Head Quality Assurance
| Slgn. L l//g_ N_— Xﬂ o o K W
A e ; ) XN i

T TRIANRINN AT

Ul
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SATPRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapel Industrial Estate,
Villianur Commune, Puducherry-605009.

Page 11 of21

SAl PRIMUS

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

| Product Code: B05

Batch Size: 3,00,000 Tablets

Product

BONCIPRO 500

BPR. No.: BPR/T/305-00

Batch No.: G] i § 2o O(‘-,f\?

Customer:

Generic Health Care Pvt, Ltd.

16.2

MACHINI IN-PROCESS CONTROL:

Date/ Shift

%

Machine Operator Name

Time of inspection

Sealing Temperature
(To be established)

Forming Temperature
(To be established)

Leak test on Blister*

Qty:.___ )

Knurling /Sealing

Pocket Formation «

Horizontal cutting

Vertical cutting

K4

Quality of Over printing

CodeNo:: | %11 4376

PON/DRUGS/

B. No.:

Mfg. Date

Exp. Date

Machine Speed
To be established

Checked by (Packing)

N

Checked by APQA)

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 Tast
successlul 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.

i

16.3 DEFOILING OF BLISTERS:
s s s Weight of ] .
Date D‘?“.O‘h‘?g De-foiling DeSfoiled De-foiling Done by Chccl;ed l?)/ Verified by
started at | completed at talifels Date (Packing) | Date (QA)
mfospr | 1200 12 2 5p 0. 820 m:(z}n_ ’ o) oz,i!’u, Elyp ol
L S ]
Total Weight of Checked By / Date (Packing); Verified By / Date IPQA):
De-foiled Tablets © - HLO 1Jom | § &) 2 lorlzon
164 INSPECTION OF DE-FOILED TABLETS: '
Inspection| Imspection | Inspection Quaniily 0_[ e80d Qy. of Rejectad Checled Verificd by
e started at| completed at| Done by L L2 by« Data Dat A
‘ ‘ I ) ) Kgas Nos Kgs EJ Nos (Packing). afei(Q _)
Jalofy e | 10 twn 1210 Duwga  [0.9%0 212 | 659099 Qb3 '\(:f.’,i'?,ﬂ;m Ehwiosert
n_ 4 , (
) 4
Total | p.ose | 212 9. Fqn 073 ’.‘5@3&1 (% wionlsert

Total Quantity of Rejected Tablets Destroyed
| ..Q.F0. Kes Box....

Nos.

Checked By / Date (I’acl;iﬁg):

\>-JoH {4002

Verified By / Date (IPQA):
@13 g e

Prepared by:

Checked by:

Approved By:

Dept Production Production . lelif’\;ﬂAssurnncc Head Quality Assurance

s d N\ e T
Sign L. - _ Lo V@D g
Date 0blo4(102> Db (04 | )s)2V e\ e e 1. W A2

TINCONT ‘
YOUITI




. SAI PRIMUS LIFE BIOTECH PVT LTD

S~ FFactory: R.S. No. 4/3, Plot No.33, KKurumbapet Industrial Estate, Page 12 of 21
- - Villianur Commune, Puducherry-605009.
SAl PRIMUS - [ BATCH PACKI e T e R T T
LIFE BIOTECH PVT LTD 11 NG RECORD Product Code: B05 Batch Size: 3,00,000 Tablets
P13 : 5- A S 7
Product BONCIPRO 500 BPR. No.: BPR/T/305-00 BatchNo.: & 1§ 2.2 66 @
Customer: Generic Health Care Pvt. Litd.
17. LINE CLEARANCE CHECKS — BATCH CODING:
Date/ Shift ...1). ’OPKPD-O),‘D.—...(IL ......................... N D s s < ememn
Previous Product:  RBoncIPRO - 250 ' Batch No.:  (y11822059
- N Observation
1310' Checks Time [ 29! 20b
) . ) .| Packing | IPQA | Packing IPQA
I Check and ensure that the area is visually clean and free from previous :
product. Check and ensure that waste bin is emptied out and cleaned P o
Check the Pallets area clean and free from any leftovers of previous B
2 i .
product /Batch.
iy Check and ensure the rejected Carton of previous product/batch are _
. removed.
Check and ensure the environmental condition, formats, labels and log
4 e o
book. . A
5 Check and ensure the previous batch det'uls are deleted ﬂ om the inkjet - P
machine.
6 Check and ensure that correct secondary packing material is dispensed P!
7 | Check and ensure the Correct status board is written. = \

Note: Tick mark (\/) if Complics (X) if does not comply and (NA) if not applicable.

Cleaning Satisfactory / Cleaning Satisfactory / Not-satisfactory#—
(Packing) Sign. /Date: \3\ \\O“\m» (PQA)Sign. Mate: (Sl W\ a\es "

Remarks: # In casc the cleaning is 1ot sttdtactory / line is not certificd then invesfigate the cause of the failure and take necessary
action, re check the area / line and record.

17.1 AREA AND EQUIPMENT CLEARANCE FOR CODING:
1. €heck and ensure that the over printing area and machine is cleared from previous products.

2. Transfer uncoded printed Carton to Overprinting area.

3. Set and operate Overprinting Machine.

4. Overprinting shall be in indelible ink.

5. Overprinting Details shall be checked by Packing and cross-checked by QA before starting the operation.

Equipment Inkjet Machine Conveyor Area
1D. No.: On ’_‘Tm plop | Batch Coding

7 T
Previous Product: E -
Bon(1 PED = 250

Batch Mo k12 25068
Cleaned by: R N’JOWLLO H’DJ-!]&OD:L WSy
Checked by 1’:1ckmg. ;mﬁm \ 3y lo u laoay

Verified by IPQA:

[E//\ wle /\\7"//7

Prepared by: Checked by: Approved By:
Dept. r Production ! - Production . Qu‘\ht) Assurance - Head Quality Assurance
Date , i v Op /0 Lfrn22 N f‘-\\/«\ \'),c'y"/ /\n\( Sl i / o c_r/’),umL
T : v

TTFJN WTDALLTD DY
VITWWUIVTRUVLLND CUL
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33
Villianur Commune, Puducherry-605009.

, Kurumbapet Industrial Estate,

Page 13 of 21

SAl PRIMUS

LIFE BIOTECH PYT LTD

JATCH PACKING RECORD

Product Code: B05

Batch Size: 3,00,0600 Tablets

BPR. No.: BPR/T/305-00

Bateh No.: Goj &2 2 o &Y

Product BONCIPRO 500
Customer: Generic Health Care Pvt. Ltd.

17.2 OVERPRINTING DETAILS:

. Overprinting Details Overprinted Text Carton (OX/ Not OK)
Batch No.: (n1222opb% ol
Mfg. Date: . SNEYTEY DiL
Exp. Date: nglnoes (]
Item Code: 15/0724 - 5 ’O"/,‘?h a
Code No.: PON/DRUGS/21 14 4376 mI\))DRUlﬂS BY) ),L; ll? bHlL

Initiated by Sign. & Date

)g anm 1 ll)ml:m 99

- gqnﬂh)ﬂ?Lllou\,\nnw

Checked by Packing Sign.. & Date g Mﬁu’”]nulannm *Mw)lm”,a“hnm §WE
Verilied by IPQA Sign. & Date o Gls w\ esal2eer G “(f\ wt\ dEnns _
— === = : . o
17.3 TIME RECORD FOR BATCH CODING:
Sy Batch Coding Checked by Verified by
: Date/Shift Batch Coding Done By s (Packing) Iro4a)
No. _ ‘ Started at Completed at Sign. & Date | Sign. & Date
ol |ioyhaao B TNMALD Qo (2200 L < Dab wiesymsl Cbs sl
e
[ L Yy
K /
2174 CARTON OVERPRINTING SPECIMEN:
i it = Checlked by Verified by IPQA
S. No. Date ‘ Carton Specimen No. Packing (Sion & Date) ' (Sigu & Date)
ol nlou)anss 0l DU i lontas | G wleqleor—
T =5 — ' ]
Note — Attach specimen copy of over printed carton
Prepared by: Checlked by: Approved By:
Dept. . Production Production Quality Assurance Head Quality Assurance
s 2 \‘V . e
Sign. ” )(,VJN o~ \u\g// \ FW
Date 060045022 o |2A\ 1N AN\ W-
| TIRIANRIMN AT 1 [AAYI\Y
' : UNCONTROLLED Cur
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- SAl PRIMUS

LIFE BIOTECH PVT LTD

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

Page 14 of 21

BATCH PACKING RECORD Product Code: B3

Batch Size: 3,00,00.0- Tzibictﬁ- -

Product

BONCIPRO 500 BPR. No.: BPR/T/305-00

Batch No.: C;, ] 5) 5 s ¢

Customer:

Generic Health Care Pvt. Litd.

18.

LINE CLEARANCE CHECKS - SECONDARY PACKING:

Datc/ Shift .)).Jok Janos. &, .

AN LA [T E TS W

Previous Product: f\L@{i\M‘ﬂ&/ MH=s | Batch No.: (7} 1209 b ]
Observation
Ii:)" Checks Time N.4% 19 40
Packing IPQA | Packing IPQA
1 Check and ensure that the area is visually clean and free from previous '
product. Check and ensure that waste bin is emptied out and cleaned o v’ ~ g
9 Check the Pallets area clean and fiee from any leftovers of previous product -
/Batch. - 7 7
3 Check and ensure the rejected blisters, rejected Carton, Shipper and shipper - i
label of previous product/batch are removed. & 7
4 | Check and ensure the environmental condition, formats, labels and log book. e e ~ -
5 | Check and ensure that correct secondary packing material is dispensed Co -~ A
6 | Check and ensure the Correct status board is written. Pt —~ s

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

Clcaning Satisfactor y / P\-e{—&‘“—t-l—:‘.LmLo_Ly_f:’

(Packing) Sign. /Dat

‘3&1’73:

(IPQA)Sign. /Date:

Cleaning Satisfactory / Not- s'xtxsfactmy#
(e v loa)zor

- - . . . —— |- .
Remarks: # In case thc clcamng is not satisfactory / line is not certified then investigate the cause of the failurc and take necessary
action, re check the area / line and record.

Equipment Tacking Welgling ShrinI'S;ccvc i b b &%
i Choveyor . Baianes (a0 < Strapping (shipper) o
pp
— Secondary
RD/NJB locz | po[rAY Jort| pokuslecs | po [rmdfeo) ?’D,) BAy Jonq | PackingHall
Previous Product: | nfo ,(}q A;.@,ﬂ@j (@] H g
Batch No.: AR opb )
Cleancd by: Qo

Checked by Packing:

t\r)f-\-»-':L

Verified by IPQA:

Cc n

M“ 20 I

18.1 ENVIRCNMENTAL CONDITIONS:
(Check the environmental conditions of Secondary packing avea at the start of process and Record in the below in lwble)
Date/Time: )I}o}} oo |10 | Date/Time: |2 [0l Jon_ /\;ﬂ_ 1y
SI “O vt Checked | Verified ol Checked Verificd
! i Observation| \\ packing | by IPQA | OPSerVAtion] 1 pycking | by IPQA
Refer to SOP No.: Temperature °C \ ¥ \ G
SOP: QAGN/011 | Limit: NMT25°¢ | 23 C 'Q‘fgf— & A8 | I | P
Sccondary Packing Started l)atc/Timc:N.}.O.H ]g_Yl_f'E"LS ...... Completed Datc/Timc:.[.DleH.IQL...léz.a'AO

APPROVAL IFOR

SECONDARY PACKING:

Approved by IPQA Sing/Date: }5i <. o4 leotd.«. ...
43

18.2

[}

PACKING DETAILS:

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

Place 2 x 10’s Blister and one leaflet in each carton.

Place 18 filled carton in a Shrink Sleeve.

Place 46-Shrink sleeves in cach 5 ply shipper.

L2 DTN

-

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

N taa\ 1
TR

Prepared by: Checked by:

“Approved By:

Dept. Production Production Ql“‘“t)ﬁ‘ASSln'nncc . Head Quality Assurance
D L. fe b \\//é = 2 [
Cats : 96 10%1 2022 ob [84\ )l NN oG ge [L00—

: 3 -\ S| S

IENFATAN.

—

UNCONTROLLED COPY




£

~a

SAl PRIMUS

LIFE BIOTECH PVT LTD

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

Page 15 of 21

BATCH PACKING RECORD

Product Code: B05

Batch Size: 3,00,000 Tablets

BPR. No.: BPR/T/305-00

Batch No.:

N g 2268

Product BONCIPRO 500
Customer: Generic Health Care Pvt. Ltd.
19. OVER PRINTING DETAILS:
Overprinting Details (Secondary & Tertiary PM)
Overprinting Details Ove’;[; ?:md (Olgal\;f)(zIIOI ()' Insert 3 P(l()_/)IS (l/l XISEEZ)II‘(“)bCI
Batch No.: . Q1B a0pbR o NA &
Mfg. Date: ol ’/ Boon - L NA o
Exp. Date: 0_9,/ 2N ol NA DL
Code No.: PONIDRUGS/21 144376 |po rmpoefor phatts ol NA NA
Item Code : 16/0437 (Insert) TENA ‘ ~NA ol NA
Item Code: 15/0724 (Carton) NA Sl  NA NA
Pack size: NA 1x10%s NA 16x18 x2x10’s
Initiated by Sign. & Date Maniu Al s AL AA 1t et
. . Y
Checked by Packing Sign. & Date I\(Dovzlln !ul‘a Joal !\()I‘-SZ,LH ,rol Joo roﬂ':,f-u)nb loa| N hin.l.ll”n D
Verified by IPQA Sign. & Date (‘ér/su\ nA\pmp (ot loa [opn | W% n!pd}.?bz) (G ?;Lu},m)o
19.1 Shipper Label Specimen: = T ] REEg T
S. No  ath Shipper Label Specimen ~ Checlced by ~ Verified by IPQA
T ‘ No. Packing (Sign & Date) (Sign & Date)
0], y Jou [omn ol N wlol) hags (542 1 [b4lanys
! 2
BTl —J 4 - /
20. CARTON WEIGHT LIMIT SETTING: Date/Shiﬁ.lﬁL’Dl}. .’.‘LQD!LO{Time:..}R 20 !

Weight of ten individual empty cartons are given below:

1. g‘lf 3 c")_]f 5. @)‘51 7. A‘If 9. . 6’9
) 47 g 60 VR By 10. ¢, o
Total weight of ten empty cartons = 4} .
Average weight of an empty carton (A) =Total weight of ten empty carton /10= b. L’H
Weicht of ten individual Blister are given below:
o!'ﬁ c,", 5. q\O 7. cy‘Q_ 0. 0‘{,]
2: 9.0 4 9.0 0. .0 8. 9.0 10. c”'o
Total weight of ten Blister = gt
Avg. Weight of a Blister (B): total weight of ten Blister /10= 9 OH
Weight of ten individual Leaflets are given below:
a S.0 b B % . 8D . R0 % - B3
2. 2.0 4 2.0 6. ) 3\') 8. L%'O 10. Q,’ﬂ
Total weight of ten Leaflets= 20,4

Avg. Weight of a Leaflet (C): total weight of ten Leaflets/10= 3+ ob

20.1 WEIGHT CHECKS ON CARTON:
Weight of ten empty Carton: b bl Average weight of one empty Carton (A): b iy
Weight of ten filled Blister: qb . /f:’ Average weight of one filled Blister (B): q. O'!-;)
Weight of ten Leaflets: 80, é Average weight of one Leaflet (C): _é b b’
v : ) _ ] Limi: E=D+1%=
Weight of onc filled Carton D = (A + 2B + C) : ,7,2:;/.5,'% (To be established) 9430 i 9. @
Checked by Packing/Date: [\r}":;L v lop [9pw— Verified by IPQA/Date: (], 1y lOA \Qm,g
Prepared by: Checked by: : Approved By:
Dept. Production Production Quality Assurance Iead.Quality Assurance -
Sign. de. | ]_//q‘ | ./”/‘ / 2
Datp - 0b (041200 oblpA\1eY aSYoNEs oClgellon
T = \ = i
T A B TNCONTDALT N 7OD
T UINWWVUININULLGLE UUL




&> i, SAIPRIMUS LIFE BIOTECH PVT LTD
N \“._'\ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 16 of 21
SAl I;’Rl MU S Villianur Commune, Puducherry-605009. . 7
T Tyt BATCH PACKING RECORD Product Code: B0S Batch Size: 3,00,000 Tablets
Product BONCIPRO 500 BPR. No.: BPR/T/305-00 Batch No.: (;7 1829546
' Customer: Generic Health Care Pvt. Ltd.
202 SAMPLE DRAWN RECORD: ' '
Sr. No. Stage of Sample collection Qty. of Sample Collected by (Sign. /Date)
1 Conitrol Sample (Initial) ~I %y e (45 g ]ea i
2 Control Sample (Middle) Tkt 0 L‘*Ls ,,JD o 550
3 Control Sample (Final) [ x m( < (=S el ),Q,DJ.Z
4 Stability Sample loo ¢ ,,,' g s u M‘)'Q(‘ 292
5 Other Sample & b i s pon —1
6 Analytical sample 1D ¥ Ihl q (/ls/l)’b/) ):?,DJJ
Total Qty. 125 y 19! (s ples Ls (W]
21. SECONDARY PACKING IN-PROCESS CHECKS: (Please keep\lm'lrk if found “01\”)
Date/ Shift Il /n.és ,’)DM = Ll/ou ,9/)
Parameters Specification /"Ip ;’chkina 6/1/ Ohiervtion IPOA
Time e ai 19290 |2 20 \0!\1\31 INPE AL ,3\20\“‘,\0 7822 oAt 3N M| 13 R 518 13-
No. of Blister in a 2 Blister with 10 .
carton tabs and one leaflet. QL = DL @L ola_ nL ol | .EH| O O | Dl | O | okt
Carton Overprinting Legible and readable| o) | |, |, olL EJP Glt ob | lon | ow] et owl| ot
No. of cartons in a 1Pl Gl
shrink sleeves i AN LA LA LA | nalwa | ol | Ok | O] fl] oft | ol
Shrink wrapping _
temperature* NA|AA L NAL D AIA A | WA BUD| Ivp] VP | WD | MO | Mo
No. of shrink sleeves in 16 shiink desves =l 5 5
a 5 ply shipper ) NA | NA | A | A A A | A NP | N8 el EAGE
Shipper strapping Proper strapping NA L A LA LA lad Lua el Vo] M| [ IVa| s | A
Label appearance and Legible and
Shipper appearance readable @‘L J-,L_ m}{/ (917— OL_ ok OL_ Ol ol ol b | ol 6L
Sealing of the shipper Wime 1P )
with BOPP Tape P NA INA L s LA L eoad jusl nal & o o [ N | v | pud
Checked by PO o (O nSd N[N mS (s Uos | e By G| s

*Temperature to be mentioned.

21.1 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep Y mark if found “Ok”)
Date/ Shift 2 Joy Jiog3
Parameters Specification Packing oot POA
Time e \b‘v% LR /<
No. of Blister in a 2 Blister with 10 tabs
carton and one leaflet. n\l n\L (,L
Carton Overprinting Legible and readable - )L nL N]L \
No. of cartons in a % wasked sinling )
shrink sleeves P MNA| nJA NA N
Shrink wrapping " o
temperature* NA | NA A ™~
No. of shrink slecves %
in'a 3 ply shipper 16 shrink sleeves A Lnda] A \
Shipper strapping Proper strapping nA | aa | NA /
Prepared by: Checled by: Approved By:
Dept. Production . Production Qua[,i_g' Assurance Head Quality Assurance
Sign. L . )&G\ 5 V X( y @4’_4_-’_:;'_"’
Dot 061062022 ATTIOST N\ g O e
H INCONTRATLTEDCAPY
JH* VINTIYWUULD CUL L
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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 17 of 21

AUS

L1FE BIQTECH PVT LTD

SAL PRIM

BATCHPACKING RECORD

Product Code: B03

Batch Size: 3,00,000 Tablets

Product

BONCIPRO 500

BPR. No.: BPR/T/305-00

Batch No:G (1§ 2.2 ph ¢

Customer:

Generic Health Care Pvt. Ltd.

Label appearance and

Legible and

-

AN

Shipper appearance readable 9\1_, o L__ - L -

Sealing of the shipper | .. ' A
with BOPP Tape L type NA pAINA- /ﬂg .
Checked by M ‘\_M_ h\\;{,h : ’

™

*Temperature to be mentioned.

7

21.2 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep ¥ marlk if found “Ok?)
Date/ Shift Qecﬂxeo_u_}n%l/ 12 Joy Joy | 204 [r00s (&
Parameters Specification gt vation v
0 I " Packing 1IPQA
Time 999|939 AT 12501 13! Jo| Yyt NSTe 2911132 5,25 |15 \8 | \d-09
No. of Blister in a 2 Blister with 10 tabs ;
carton and one leaflet. nL/ ole ole [ nle | 02| ole |0k | 014 |6k |ow |ok [ble
Carton Overprinting Legible and readable @L Dk nh 0’4 al¢ okt lal¢ |oie |ow |ow | o o)
No. of cartons in a 18 salad catlans
shrink sleeves pack QL ok |ol¢ | ble ol lole |o]e | ok |0w |ow | oW |ole
Shrink wrapping ° ' ™
temperature® ibo © gl,_ bk o)< | el Ol'Q ple OI( olg | oW | el | oW o) \L
No. of shrink sleeves fas . . 9
in a 5 ply shipper [Oshrinicsteeves |l |ple | ple | ol | ele |ole |ole | [ow|ow |0]o¥ ™
Shipper strapping Proper strapping OL_ 01(, 0[‘(’ @,4 ole | ole Ol.(’ ek | ey |0 | oI ok
Label] appearance and | Legible and 0\ iy
Shipper appearance readable ol ole | ple | ol ole Lol lole |on |ow |oi| 0| oK
Secaling of the shipper 3 -
o B % Ht 0 e S
with BOPP Tape sl ok (Bl | ok lok | ole| ple|gle| 25 o | -
Checked by O O (w2 O ‘\9‘4—"%"94’ &l & | &y &y | &
*Temperature to be mentioned.
21.3 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep N mark if found “Ok™
Date/ Shift 13 Joy J oy
) . . observation
Parameters Specification Faking POA
Time |6 |5 <
No. of Blister in a 2 Blister with 10 tabs
carton and one lcaflet. Ok O[Q \
Carton Overprinting Legible and readable ole | ole N
No. of cartons in a 8 waleibginions
shrink sleeves RAee s ol |ole
Shrink wrapping o
temperature* lboc ale 16l
No. of shrink sleeves id sk dieves
in a 5 ply shipper B O?Q ole ™4
Shipper strapping Proper strapping ‘BIQ la &
Label appearance and | Legible and \
Shipper appearance rcaclable @PQ OIC &
Sealing of the shipper H tvne
with BOPP Tape Il Ort O‘C
Checked by 2 v 7

*Temperature to be mentioned.

Prepared by:

Checked by:

Approved By:

Dept. . Production Production . Quality Assurance Head Quality. Assurance
Sign. L : Ka\ & X( y il ’2/ @/‘::E:::::
piic | 0b6/04lisey O] 64 oV A\ P eSter e —
[ WX W W v N \ Al A
— LI fOLlLL\GLLELJ (\,UEY-




= e SAI PRIMUS LIFE BIOTECH PVT LTD

Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 18 of 21

SA EPIJ‘IUS Villianur Commune, Puducherry-605009.
ki ML g BATCHPACKING RECORD | Product Code: B03 Batch Size: 3,00,000 Tablets
Product BONCIPRO 500 BPR. No.: BPR/T/305-00 Batch No.:Gq | § 2. LG
Customer: Generic Health Care Pvt. Ltd.
22. SHIPPERS WEIGHING: Date/Shitt. )1 /0dy. | 02 GJ. Time:.J5 2100, Balance LD. Nof2D ] BAL 039
Weight of ten Shrinks: Rpgq | Average weight of one filled Shrink (H):  p q
Weight of ten empty shippers: ‘0. 5 Average weight of one empty shipper (I): 1.0 .qu
Weiglht of one filled shipper (J) = (¥§I—I+1): i :”5 ' Limit: K=J £ 1%= . J.ohl + :/ . '81: ;
Chccked by Packing/Date: N loylon. | Verified by IPQA/Date: (3} wlodlscty
Shipper ‘?;l?jlst Weighed | Shipper \?clx?ji Weighed | Shipper \eclx?f?xbt Weighed | Shipper \S(:l?jlst Weighed
=] ; =] 5 B
No. (K2) By No. (9) By No. ) By No. (Kg) By
I 1990 (e | 15 |7),090[ dmse | 29 [ l0G [fmsa [ 45 |7 095 | paxa
2| 1100 |4msa | 16| T 095 wdmga | 30 | Jdpb |msa | 44|, 095 |shewa
3 13 [Bmge 17 [T)090]| Amser 31 |~ +138|4mse 45 |71 io0o|sdmsen
4 —. oo |Amga 18 17095 Arkar 32 [TFiivo [SAmwn | 46 | T 105 [Anise
5 1 lto [Amsa 19 17). b€ |Amea 33 |T:1095| Ampn | 47 T loolsdms
6 1130 [Amlg 20 7]+ 09T |Amiex 34 |7-p85 [ | 48 |7 100 | gesn
7 10G |dmga | 21 | .05 | amber 35 |TJagisdmser| 49 | 7] 080 | Fonse
8 ~4 100 |@mia 22 [} 1o |Amia 36 |- 105 | Avve 50 1:0bL0 | e a
9 TV oFEmea | 23 |7 095 Mman 37 |7 jooldomga | 51 | 71070 | Apg o
10 100 | 408 24 |7).10 [ amsa 38 . 1p5|Amsn | 52 | 065 |Hmset
11 |77 gk 25 |70 90 | el 39 | -100|ngor 53 1.130 Ao
12| T loS Ipese | 26 |7]. 90| dngg 40 [ JjosTBmen | 54 | 060 [Aova
13 7). los [Amga | 27 | 7)\095| dmsa 41 |00 |Pms= | 55 | T 160 | tmse
14 . oA |&mé et 28 110 |Q&msea 42 7095 [sdrvsen ] 56 1075 | <Gmgen
Total No. of De-foiled tablets | Checked by Sign / Verilied by Xouse pack details:
shippers weighed: ~_ packed in Date: Sign / Date: hipperNaz............
_— STipper No: !
NB ~ e &) : Quaitity........03 g
\/ ‘@\oﬁk\q’o A\Z\.ﬂ\w‘/‘/ Weight.................\
Note — If any shipper weight found out of limit, the same shall be checked physically by opening the shipper. A
23. MANPOWER ALLOCATION:
DATE: .1]. Jol]on... DATE: /o R [pa2n
SHIFT: coo..Cven... SHIFT:....CXo......
ACTIVITIES DONE BY ACTIVITIES DONE BY

Blister Checking Blister Checking

Solni T aclloona

Pushpe, arasy

| Selut, T hphisn

LY
DLea lma OOy
[ * v = ~J

Printing Checking in Blister Printing Checking in Blister

Insertion of Blister and leaflet
into carton

Insertion of Blister and leaflet
into carton

2ol g ot snpadbe

) 14

\ch\(pwxc& 'f—)aml);McuL

Cartons weighing LA Cartons weighing Aabu
Insertion of carton into shrink &£ N A Insertion of carton into shrink

\ 1
sleeve Q'fj“" - &mw\ wedln sleeve AJA
Insertion of shrink wrapped Insertion of shrink wrapped
carton into shipper _4243& NA&- carton into shipper ANA-
Shipper Label Pasting A A s Shipper Label Pasting Aok o
Shipper Weighing Shipper Weighing AP
Shipper Strapping NI Shipper Strapping NA-

Shipper packed From..0}..to. 23

Shipper packed

From.QH..to..hQ_

O o e

Signaturc of Packing

Signature of Packing

YO8t yoYoylen

Prepared by: Checked by: Approved By:
Dept. Production - Production - Quality Assurance - Head Quality Assurance
Sign. l . !Cc_, W y \X( i // C/,J,r:—/“—’“
Date 0t 1042022 ol (e Al AN 2z N VT Ay,
: Y .
UNCUNTRULLED CUY




g o5 SALPRIMUS LIFE BIOTECH PVT LTD .
~ Faclory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 18 of 21
e Villianur Commune, Puducherry-605009.
SAl PRIMUS BATCHPACKING RECORD | Pr : BOS ch Size: 3,00,0
i feple _ E NG RE roduct Code: B05 Batch Size: 3,00,0600 Tablets
Product BONCIPRO 500 BPR. No.: BPR/T/305-00 Batch No.: @i 18 90D (7,0\(21\
Customer: Generic Health Care Pvt. Ltd.
22. SHIPPERS WEIGHING: Date/Shift.... 2. ag | zz./.é;..Timc:..a.q;.ﬁ.?T Balance LD. No.: B R.l 24t [029
Weight of ten Shrinks: 05§ Average weight of one filled Shrink (H): 505 9
Weight of ten empty shippers: lo+ yy~ | Average weight of one empty shipper (I): YT RE
Weight of one filled shipper (J) = (16 H+I): T Limit: K=J+1%= - L« by + Ztel
Checked by Packing/Date:  y\ Do l&l"‘?\%“/ Verified by IPQA/Date: @/,!/j e
Shipper Gr'oss Weighed Shippcf Gl:OSS Weighed | Shipper GXZOSS Weighed | Shipper ! G‘I°55 Weighed
No. weight By No. weight By No. weight By No. weight By
Kg) - Xg) Xg) (Xg) :
5H| Telos | Anva | 15 29 43
5814105 |Ampa | 16 30 44
59| 7080 |[4men 17 I~ 31 45
4bo| 030 |Anwa | 18 32 46
Lyl ens Anga |19 33 47
Gho| H-105 | m4ga 20 34 43
1pal T709C | Amya 21 » 35 | Ay ' 49
qhi| 7100 |Amka | 22 36 B 50
1 0% 7.09C | =doga | 23 37 | 51
0bb| —-090 | Ampa | 24 : |38 5
WbH T.lo5 [Anse 25 : 39 _ 53
1214 4. Soc [Ampa] 26 40 54
13 pl 27 41 55
Q- [——— 28 42 56 Y
Total No. of De-foiled tablets | Checked by Sign / Verificd by Loose paclk detail 4 z
shippers weighed: | packed in Date: Sign / Date: Shipper No: . \¢ Bl oH >
bg Shipper No: ‘\Da:ﬁﬁ &\é ‘wvv Quantity. O:f- '1(.‘% 7'\2_ y\o
b3 13\oH P2 TARK Weight... 4585 ..
Note — If any shipper weight found out of limit, the same shall be checked physically by opening the shipper.
23. MANPOWER ALLOCATION:
DATE: I3]ol]|oeo... DATE: wnvasirenves ibions
SETET e Qi ins SHIFT: sowiain
ACTIVITIES DONE BY , ACTIVITIES DRONE BY
Blister Checking fesiegd 1 Pres bhinsitors Bfistox Checking
Printing Checking in Blister Ko 5;\14:\. Jege 0 a:\;‘ Printing Chieeking in Blister
Insertion of Blister and leaflet 5 v Insertion of Blisterand leaflet
into carton o atigeq, Maneragalef, | into carton
Cartons weighing | ?)W{)am a " Cartons weighing
Insertion of carton into shrink Insertion of carton into shrink \
sleeve Py o leo Sosnd ol | Sleeve 7
Insertion of shrink wrapped v v o | Insertion of shrink wrapped =
carton into shipper Nandhiat , Jxalateshhi | carton into shipper \
Shipper Label Pasting \losn WM‘ Shipper Label Pasting
Shipper Weighing : 1204 h:b‘iu‘ Shipper Weighing 7
Shipper Strapping }_(} nchL\fa)w\\J 2 Shipper Strapping
Shi pper packed Fronl..ﬁ?.)...to...gxl.iee Shipper packed From....... t0........
Signature of Packing M Lo\ a\ e Signature of Packing
Prepared by: Checked by: Approved By:
Dept. . Production . Production . Quality Assurance Head Quality Assurance
n . \ ) ——
Sign. l_ : kc__ W \{g - // C/_/-
Date 00l 202 Al (Al /q\\\o\\ W A6 l(;uf Lol

paeNTaray AN YAYE RN (‘ﬂ V

UNCONTROLLE UT

L N VA AT
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@ 4o SAI PRIMUS LIFE BIOTECH PVT LTD
S el Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 19 of 21
SA| _!;P[MUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PYTLTD BATCH PACKING RECORD Product Code: B05 Batch Size: 3,00,000 Tablets
Bridin T BPR. No.: BPR/T/305-00 Batch No.: (5((222053
Customer: Generic Health Care Pvt. Ltd.
DATE: coooet.ceoimisons DATE: ;oinfressssans
SHIFT: /< ........... SHIFT: .....o\eeenee e
ACTIVITIES DONE BY ACTIWTIES DONE BY
Blister Checking\ » Blister Checking
Printing Checking ixw\Qister Printing Checking in Blister
Insertion of Blister and Ieaflet Insertion of Blister and Ixaflet
into carton into carton
Cartons weighing ' Cartons weighing \
=
Insertion of carton into shrink Insertion of carton into shrink \
sleeve sleeve
Insertion of shrink wrapped - Insertion of shrink wrapped )b
carton into shipper carton into shipper 7\
Shipper Label Pasting \ Shipper Label Pasting \
Shipper Weighing \ : Shipper Weighing , \
Shipper Strapping \ Shipper Strapping \
Shipper packed ‘| From.......to........ \ Shipper packed From.......to........ \
7
Signature of Packing / Signature of Packing >/,

24. PACKING MATERIAL RECONCILIATION:

‘ . Clear ; Shrink| 5Ply |Strappingl BOPP Tape
Iig Material P;g;:legé;u. PVC Cg\llg(;l)]s L(e;f)]se)ts Sleeves| Shipper Role [(GHPL Printed)
. 5 Xg) (Nos) (Nos) (Mtrs.) (Nos)
A Quantity received for the
batch oy 380 |£2.080 |ISeno |lsnoo | $3% | 68 Yelu of
p | Additional material received ' '
for the batch : Ald AA NA A4 AA nNA NA NA
c Total material received
(A+B) 243330 | 7,080 | J5000 | 15000 | 434 | &8 | 500 ol
Dz | Quantity packed 11 ts0 |58.900) 14598 | =09 | ) b8 | w0 o)
E Quantity rejected (Online) : '
& Destroyed 0.940 |).09b 1339 | 19} |23 NA NA A&
F 5| Quatifity Beturned R Loo (N-bso | NA [ 1sD LAk | AA | A | aJA
G | Sample affixed on BPR 0.00l | 0.00b b2 ol A A ANA A
H |-QC samples 0.903 |0.08 | aa | pJA | WAL WA | NA | NA
I, | Oftrer samples (If any) 0.0% [0.480 | bo | bO NA NA A NA
J Total accountable Quantity
(D+ B+F+GHHH) Ab.380 |F2:030/)<000 |)sp00 [ 89n | b | S0 | ©f
K | Variation (C—1J) A NA LA | (A | pJA L A A | A
L | %Variation (K x 100)/C NA MNA NA A N7 LA rNA NA
M | Acceptable limit +2% +2% 2% | +2% | +2% ;
If % Variation is out of the acceptable limit, investigate & specify the reason:
NI il i T Sl e e o o e o ooy y
Prepared by: ) Checked by: Approved By:
Dept. 4 Production - Production - . Quality Assurance . Head Quality Assurance
Sigo: L. > e ¥~ e
Date 0bloul2o22]  ehlod\pay- NN o oS g
Rk - vr ot T \ ¥
. _ IINCONTROLLEDTU
P |VJRAVAVIR B ey ety




il i, SAIPRIMUS LIFE BIOTECH PVT LTD
Nt ) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 20 of 21
- . Villianur Commune, Puducherry-605009.
SAl PRIMUS - BATCH PACKING RECORD | Pr : B05 ize: slets
LIFE BIOTECH PYT LTD 0 roduct Code: B05 Batch Size: 3,00,000 Tablets
. 5_ . ) B N
Product BONCIPRO 500 BPR. No.: BPR/T/305-00 Batch No.: (5112 22 062
Customer: Generic Health Care Pvt. Ltd.
25. IEXCESS PACKING MATERIAL RETURN TO STORE: MRN NO. Mb '
: Clear ; . Shrink.| 5Ply Strapping | BOPP Tape
Material sz:fgél)u' rVvC cg\}z(;;ls L(el:';gl:)ts Sleeves | Shipper Role (GHPL Printed)
= (Ke) (Nos) (Nos) (ML trs.) (Nos)
Quantity Returnéd ’ 1I2.he0 | \1.bso| aja | 180 N | NS NP3 NA
Material returned by packing L .
Sign./Date : 3. [A’/ S A 3. [Z/
Verified By IPQA Sign./Date | (. C&PS b
Material received by Store . -~ P
Sign./Date %\[ . }g ‘1 ﬁ»’ !

26. DESTRUCTION OF REJECTED/UNUSED PRINTED PACKING MATERIALS AND STEREOS:

9 o
Date- [ stereos | PnieaAlu | Cloor PVC| Cartons | Lealots| g | snipper | Roto ~ (GEIPL Pemed
? & ) (Nos) (Nos) (Mtrs.) (Nos)
wlonloose | as | 0.9hn | }O9L | 839 |41 | 93 | aA NA AA
L A » 7.
"Total Qty. : B : ‘ _ : ) |’
Destroyed NA 0.FL0 .29 | 839 | 191 23 NA NA NA
?;:ﬁ;?,f;;l by % oo . Verified by (IPQA) oy = \m\ i
27. BATCH RECONCILATION:
A Batch Size 3,00,000 Nos.
B Quantity received for packing Idandps
C Total quantity packed 991940
D Control samples 900
E Analytical Samples MDD
F In process samples [LLO
G Others samples if any (Stability, Regulatory Samples, etc.) )
H | Packing Loss=B - (C+D +E + F+G) Joa
I Total Loss=A—(C+D+E + F+G) 5940
J Packing yield % (C+ D+ E + F+G) /B X 100 (Yield Limit %............... )* 100. (A +
K Batch Yield %6 (C+D+E+F+G)/ A X 100 (chldLumt% .................. )i ag.9h o
*To be established e
Checked by Packing /Date: %ﬁ;}}g/ Verified by IPQA/ate: o, ; ol )90 3o
28. TRANSKFER OF FINISHED GOODS:
pate | "OTN | Sales | Pack Size (it ina Ok | e Rgicsgll\{)y crlgilgd Reseived by
’ shipper ppers Quantity Packing by IPQA Stores
blowlio loooal | 3ol | dwjp'e lnwdeoxed b2 | 929 2y | Gl X~
ofx1Rxoxidt O 950, {\fﬂl (GIES B Y
Total Qty. Transferred 219k ,\%:7— Gijs (P\ N\
S
Prepared by: Checked by: : Approved By:
. Dept. ‘ Production . i Production Quality Assurance ° Head Quality Assurance
S | [ Y - Y. Te——
. Date oé/m/wz _ oh(ea e :,3\\,\ Ve T'\._(al.tltf‘/'f"yﬂ

Tﬂ\TfV\Mm TIrm Valat .\ &)

UNCONTROLLED LY




SAI PRIMUS

; SATPRIMUS LIFE BIOTECH PVT LTD
b Tactory: R.S. No. 4/3, Plot No.33, Kurumbapet Induslrial Estate,
- Villianur Commune, Puducherry-605009.

Page 21 of 21

LIFE BIOTECH BVT LTD BATCHPACKING RECORD Product Code: B05 ‘Bateh Size: 3,00,000 Tablets
3PR. No.: BPR/T/305- g i ‘
Product BONCIPRO 500 BPR.No.: BPRTIS05-00 | Bateh Nos G @45 2. [54R
Customer: Generic Health Care Pvt. Ltd.

29.

DEVIATION/EXCEPTION DETAILS:

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

Deviation / Exception details

Sr..No. Sytnge Deviation / Exception details Action taken Obscrved By
4@\{\1 ' '
Checked by Verified by Approved by
Packing: Packing manager: Head QA:
30. BPR REVIEW DETAJLS:
Reviewed by Name Sign. /Date
Packing Exccutive g Q‘&)

Q&)t\qM)ﬂ) MA;\H‘(L/‘ RAw], m

iO»»I PLI

QA Executive

é{~ LESnt. e ne @{Qﬂ‘ﬁ’fﬁ) t’%\{lwﬂ‘/

Production Assistant Manager/ HOD

S 2usky mae

Wm A\

/—7/’9’\‘@ \ q\LV

QA Manager/ HOD K . 5 h(/M
{

== _/r \v] A
31. BATCHRELEASED FOR DESPATCH:
Total quantity released: 21 19L©  No’s
Head QA sign/ Date: o
e
32. REVISION HISTORY:
S. No. Document No. Reason for Changes Supersedes Doc. No.
1 BPR/T/305-00 New Document Nil
Prepared by: Checked by: Approved By:
Dept. Production - . Production - . Qunljty Assurance Head Quality-Assurance
Sign. L. Ve b ‘%( P I/ (e
Dale 0l /04]2022 b o A 162 AN\ Y { oy (10 22—

vewy

R A AWAIAY)) 7

UNCONTRO

ULLED CULL
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sjaie

X ; AR A m-m-nr"a”i L BT, Vi .r';
ORt Eto .|sm PRIMUS LIFE BIGTECH PVT LTi» O jRSIeIT T S S
= ; “TFacory: R.S. No. 4/3, Piot No. 33, Kurumbapet !idusirial Estate, = | Page I of 21
i : Villianur Commune, Puducherry-6035009.
SAl PRIMUS BATCH PACKING RECORD | Pr : B05 ' Si
R R BIOTECL R s Y D roduct Code: B05 Batch Size: 3,00,000 Tablets
P BONCIPRO 500 BPR. No.: BPR/T/305-00 Batch No.: (5 [ AD )3
Customer: Generic Health Care Pvt. Ltd.
BATCH PACKAGING RECORD COVER SHEET
PRODUCT NAME : BONCIPRO 500
GENERIC NAME :  Ciprofloxacin Tablets BP 500 mg
: . Each film coated tablet contains: ]
' . ; .. Ciprofloxacin Hydrochloride BP
/R, CLAIM * Equivalent to Ciprofloxacin .............. 500 mg
Colour: Approved Colour used.
CODE NO. : PON/DRUGS/21 14 4376
DOSAGE FORM : Tablet
BPR No. :  BPR/T/305-00
REVISION No. : 00
SUPERSEDE No ; : NIL :
EFFECTIVE BATCH. No./DATE : (51826 bg / o6 (ol 2082
MARKET . Export
SHELF LIFE : 36 Months
BATCH SIZE :  3,00,000 Tablets
PACKING CONFIGURATION :  2x 10’s Tablets Pack (3lister Packing)
BPR ISSUED BY/DATE (QA) ; : '% j_/ }Oq ]Qo 91D)
BPR CHECKED & RECEIVED BY/DATE ; 52
(PRODUCTION) : J_ (= | 0al20
MrGiDATE: O [aoonl
-0 )
ALLOTTED BY: QA SIGN/DATE: €557 & €.109/p022
QUANTITY RECEIVED FROM PRODUCTION
DATE OF COMMENCEMENT: _H’_)__O_C’_]_@QJQ DATE OF COMPLETION: b oo [ocno
. e A
QUANTITY . Q99009 83,00,000 Nog Ty
RELEASED QUANTITY OF PACKED TABLETS : QoS0 NS
RELEASE OF BATCH BY HEAD QA : ok E
SIGN/DATE: &)\\\Q‘q\'w
This BPR contains 21 Pages + .D2. Additional Pages

Prepared by: Checked by: Approved By:
Dept. : .Production. ‘ . Production : X Quf\l") Assurance : Hmd Quality Assurance
Sign. j\* [q_ Wi } . // G’/é—/w-
Date 06L0G] 20> 6 b sy /\ \4 \Q/V A /J;_Lﬁ 200 e

i

UNCONTROELED COPY |




@/ SAI PRIMUS LIFE BIOTECH PVT LTD
Sy D Factory: R.S..N.o. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 2 of 21
: Villianur Commune, Puducherry-605009.
E}ﬁ‘;loﬁg‘;mf\wt{g BATCH PACKING RECORD Product Code: B05 Batch Size: 3,00,000 Tablets
P e A BPR. No.: BPR/T/305-00 Batch No.: (11§ o |17
‘ Customer: Generic Health Care Pvt. Ltd.
1. INDEX
Sr. No. | Content Page No.
Batch Packaging cover sheet 1
-1 Index 2 s
2 Check list for batch packing record review 3
3 Packing Material Specification and Indent 4
4 Dispensing line clearance 3
S Dispensing record of packing materials 6
6 Line clearance for primary packing 7
7 Verification of dispensed packing material- 8
8 Receipt of product and materials, Detail of the product as per BMR 8
9 Weight verification record of received semi-finished product 8
10 Containcr'weight .details, Cpntainer cqnsumpt_ion details, Overprinting of Primary Packaging 9
Material (Embossing), specimen of printed foil
11 Packing instruction, time record for packing detail, Packing In-process checks for primary packing 9-10
12 Blister packing machine parameters 10
13 Machine In-Process control, Defoiling of Blister, Inspection of defoiled Tablets 10-11
14 Li.ne Clear:anc?e.for Batch Qoding, Area an'd <?qtfipment S:learance for coding, Overprinting Details, 12-13
Time record for batch coding, Carton overprinting specimen
15 Line clearance for secondary packing, Environmental condition, Packing Details 14
16 Over printing details, Shipper Label specimen, Carton Weight Limit Setting 15
17 Weight Checks On Carton, Sample Drawn Record 15-16
18 Secondary Packing In process Checks 16-17
19 Shipper Weighing y 18
20 Man power allocation 18-19
21 Packing material reconciliation 19
22 Excess packing material return to store 20
23 Destruction of rejected/unused printed packing materials and stereos 20
24 Batch reconciliation 20
25 Transfer of finished goods 20
26 Deviation Detail : 21
27 BPR review details 21
28 Batch released for Despatch 21
29 Revision History : 21
Preparved by: Checked by: Approved By:
Dept. - Production : Production - Quality Assurance Head Quality Assurance
Sign. Ll N }@A__‘__-w /
Dt ablyqlroex ol oA M FRALY
{5




€= 4w SAI PRIMUS LIFE BIOTECH PVT LTD
: Lol Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 3 of 21
S| ;RlMUS Villianur Commune, Puducheiry-605009.
i BATCH PACKING RECORD Product Code: B05 | Batch Size: 3,00,000 Tablets
i BONCIPRO 500 BPR. No.: BPR/T/305-00 Batch No.: Gj»\ & 123 libEe
Customer: Generic Health Care Pvt. Ltd.

2. CHECKLIST FOR BATCH PACKING RECORD REVIEW:
Instruction:
Checlk the following points before submitting the documents for final Revieyw

: : ] SR : Observation
Sr. No. Checklist (Yes/No/NA/No.*)
1. No. of pages of BPR+ Additional pages (If any) * N -
2 Line clearance and environmental record N ta
b3 Processing activity done by and checked by is signed NES
4 Dispensing :
a) Equipment clean tag and dispensing tag attached with batch record VES
b) | Packaging material is checked ‘\bi s
5. Packing /
a) Rinse water analysis répdrt attached with BPR AN
b) Approved specimen of printed foil, carton and shipper label are attached \‘}‘tﬁ
c) Control / Stability / Finished product analysis samples are withdrawn \\’ T
d) Reconmhatllon of packing materials is done '\(‘E&
e) Tablet reconciliation is done \’PF \
1) In process checks parameters donc at regular interval and recorded into BPR VAo
6. Attachment :
a) Finished Goods Transfer Note NI
® T
b) Certificate of analysis of finished product is submitted VEs
. !
c) Stereo Impression Format N -
7 Complete set of BPR Submitted \, (3 S
Checked By QA/Date: é} 52\ \eon—
*Mention total number of pages.
Remarks (If any) ol il i, SN S Seenm s T sl e el e
Prepared by: Checled by: Approved By:
Dept. . Production . Production = Quality Assurance- . Head Quality Assurance

Senal . Ly " m, : ==

Date 0b (042020 | pbly\ev— KR cammpre ey m/mx Oy

NCONTRULLED \/UI




€ S SAIPRIMUS LIFE BIOTECH PVT LTD
7 D Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industria] Estate, Page 4 of 21
SA| ;P| MUS Villianur Commune, Puducherry-605009. .
LIFE BlOTEzH PVT LTD BATCH PACKING RECORD Product Code: B05 Batch Size: 3,00,000 Tablets
Sl e BPR. No.: BPR/T/305-00 | BatehNo.: (31§ 22 \} 9.
Customer: Generic Health Care Pvt. Ltd.
3. PACKING MATERIAL SPECIFICATION AND INDENT: :
Sr. : : : UOM| Standard Qty. for
No. Material Item Code Specification Batch Size 3.0 Lac.
Width— 178 £ 1 mm
: Thickness — 0.025 mm : :
r | T8 Boncipre 500 PPF/SP/B009 | Language —French Kg 14.100
Printed foil 0.025mm i
Color — 1 Color
Item Code: 13/0442
2 | 182mm PV C Base Foil PBF/SP/B037 | Width— 182 + 1 mm Kg 64.500
Size — 90 x 60 x 20 mm
; ; - i (LxWxH)
5 2310 Bonciprop00me B pn o/op/p004 B GRrI 500 som ITC cyber XI. bon 1 No 15000
.| Prt Carton : .
Colour — 4 colours
Item Code: 15/0724
Size — 210 x 230 mm
(L x H) :
4 | Boncipro Leaflet PPL/SP/LO15 | NLT 60 GSM Maplitho Paper No 15000
: Colour — 2 colour
Item Code: 16/0437
5 | Shrink Sleeve PPS/SP/P001 | Plain PVC Shrink Sleeves No 834
A 5 Ply flute vertical corrugated inner
A A unprinted in nature. (24 B.F.)
6 | o oo 0%309 M | pUs/Sp/GOLS | Outer Size — 390 x 390 % 265 mm No 53
PP (L x W x H)
Bursting Strength — NLT 15.00 Kg/cm?
Clear Transparent
3’ GHPL Printed Bopp 5 | Length ofroll — 65m :
4 Tape LED SEiBOD2 Width — 60 mm Lo 1
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 Mitrs 500
Thickness — 0.6 mm
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SAI PRIMUS

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

SAIPRIMUS LIFE BIOTECH PVT LTD
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LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

| Product Code: B05

Batch Size: 3,00,000 Tablets

Product

BONCIPRO 500

BPR. No.: BPR/T/305-00

Batch No.: G\ 29\ At

Customer:

Generic Health Care Pvt. Lid.

2
4. DISPENSING LINE CLEARANCE CHECIKS Datéf‘s.—.\.?ﬂ.\.'%?.'l‘llne.‘\ 7{'05’
Sr. o Observation*
No. CHECKS STEs POA
1 Check and ensure that empty SS containers, polythene bags, Tags, documents and scrap from iy
waste bin of previous batch/product are removed from the arca. ; M
2 | Check and ensure that display stand and weighing balance are clean. v &
3 Check and ensure that SS trolley are-clean. N A
4 | Check and ensure that area (floor, walls, ceiling, doors and windows) are clear. v i
Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and A /
5
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. M 7
3 Check and ensure that weighing balances and pressure gauges to be used are within calibration I
due date. V4
9 | Check that the daily records (Balance Logbook, RH & Temp. record) are updated and signed. A v
10 | Equipment status is updated for Cleaned and Preventive maintenance. v 7
 Note: *Tick mark (\/) if Complies, (X) if does not comply and (NA) if not applicable.
; Mobile Laminar S
Equipment A Fiow Weighing Balance Area
D No. IilLar/oe) | STlaacfn | — wd —] — 0o = | Sl Smope
Previous Product @/ En CET
B.No. Glszana.
Cleaned by Sign/Date : \Qa/\,@vw l g oqt QYS9
Checked by Store ; :
Siga/Date = I5logla0.2Q -
Verified by IPQA
Sign/Date @x’q\/fm loou ~
ENVIRONMENTAL CONDITIONS: DatJ..b. .‘?ff/ ..... Y. \F (o Checked by | Verified by
Observation Store IPQA
(For Reference SOP No.: QAGN/011) Sign/Date Sign/Date
Temperature (Limit: NMT 25°C) 23 %3( /\j\\y @Ji tclnaly ~
Differential Pressure across the booth Limit: 5 to 20 mm Water Jdprm m - W/\ 2 AV &7 \\;1 85\ e
APPROVAL FOR DISPENSING BY IPQA: Smn.....% ..................... Date:..... (ﬂ 09 v
Dispensing start Time ..........! [ Ef':\( ....... End Time ......... it 35/ ......

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
: 5) z
Sign. L ¢ 1(53» LL/ % B (/W
Date oblot]xp22 ol loa\ne W~ /ﬁ\\AQ\)\ € 3

| LUP(@%}%:W
U}\%@@ME OLLED CUYY

pa'y




~al?

- SAI PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PVT LTD
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BATCH PACKING RECORD

Product Code: B05

Batch Size: 3,00,000 Tablets

Product

BONCIPRO 500

BPR. No.: BPR/T/305-00

Batch No.:

G\% 22 )17

Customer:

Generic Health Care Pvt. Ltd.

Dol
5.  DISPENSING RECORD OF PACKING MATERIALS: Date 2107 .Shift. Gl Time: \7A2 18
Issued and
s Req. Qty. for| Issued No. of : Verified by
Material Name Item code |(UOM 3.0 Lac Qty. AR No. Roll/Box Chesctl(;i(; by IPQA
178mm Boncipro \7 %
500 Printed foil PPF/SP/B009 | Kg | 14.100  |R[.9fq ﬁnél}eo <ol by \,)/Q/ \ \w‘*/
G :
0.025mm \ 6\0 i \g\gc\
/6-50'\: onalse 6 VAR
poemmPVCBase | ppR/Sp/BI3T | Kg | 64.500 Frodl oossg ! A o © ]
& 7395 Proi) boys g\o‘l\ 04\
5 Podloosgg | 03 | )
2X10's Boricipro 6
s Borcipr i T - ,
S00ma Pt Gaton | PRC/SP/BO04 | No | 15000 |[beoo | fimabosiz| o Nl P
\5\° \é\ﬁ"
Boncipro Leaflet PPL/SP/LO15 | No 15000 |Boco qu )co 585 0O %X (‘%3 o~
1 A 'y 0"\\qv
\\ N
ot 0 ' N %
Shrink Sleeve PPS/SP/P001 No 834 § 3(_} FMQ <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>