-~ £ SAIPRIMUS LIFE BIOTECH PVT LTD °
T Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 1 of 24
SAl PRIMUS Villianur Commune Puducherry-605009

CIeE BIOTEH BT BATCH PACKING RECORD

Product Code: A08 Batch Size: 6,00,000. Tablets

BPR. No.: BPR/T/107-00

Product Amloperin Smg/5mg Batch No: o) 20050/
Customer: Generic Health Care Pvt. Ltd.
BATCH PACKAGING RECORD COVER SHEET

PRODUCT NAME Amloperin 5Smg/5mg

GENERIC NAME Amlodipine Besilate and Permdopnl Erbumine Tablets
Each uncoated tablet contains:
Amlodipine Besilate BP

LABEL CLAIM Equivalent to Amlodipine..................... Smg

: Perindopril Erbumine BP ..................... 5mg

Excipients......cccoevevvnninnniennen, e Preilomtient il q.s

CODE NO. PON/DRUGS/19 13 4323

DOSAGE FORM Tablet

BPR No. BPR/T/107-00

REVISION No. 00

SUPERSEDE No NIL

| EFFECTIVE BATCH. No. /DATE

MARKET

GE gooYoyx [2aloylae o

Export
SHELF LIFE 36 Months
BATCH SIZE 6,00,000 Tablets
PACKING CONFIGURATION © 3 x 10 Tablets Sales Pack (Alu Alu Packing)
o
BPR ISSUED BY/DATE (QA) L Y Cpﬁ“ “5\ ’
BPR CHECKED & RECEIVED BY/DATE @O B
(PRODUCTION) ﬂ? 2s) ol e .
5 ,)’4.9,‘\05
MFG. DATE: ........... &) *f X2 T M \ EXP. DATE: ....“....C‘.H..1.?.‘.’..’97".‘...0?.@.6).5’? |
ALLOTTED BY: QA SIGNDATE: 2. &X Cﬂ = ‘w COUNTER CHECKED BY: QA SIGN/DATE B \\ iy
............................. o
lv
QUANTITY RECEIVED FROM PRODUCTION SUNLD il
DATE OF COMMENCEMENT: zs'!oy] 20 DATE OF COMPLETION: 2% Jos } 20 %0
QUANTITY _ b, obsop Teblel
RELEASED QUANTITY OF PACKED TABLETS 5R01YD Tkl
RELEASE OF BATCH BY HEAD QA FES
SIGN/DATE: 3A\Q
This BPR contains 24 Pagés + }4.. Additional Pages
Prepared by: Checked by: Approved By:
Dept. Production Rrodyction Quality Assurance Head Quality Assurance
Sign. L. Keo— 4 X o 0 vl M
- Al
Date | w . 20(04[2030 | 21\ OM 20> aa\oyloels | £ \°
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] T o P8
¥ it

iR T
w/ &3'4.-) 3

N

&

UNCONTROLEES Co-7
U ! i) wwva




o
= &
A

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, Puducherry-605009.

Page 2 of 24

BATCH PACKING RECORD Product Code: A08

Batch Size: 6,00,000 Tablets

BPR. No.: BPR/T/107-00

Batch No.: 5 ~R00s o

Product Amloperin Smg/5mg
Customer: Generic Health Care Pvt. Ltd.
1. INDEX,
Sr. No. Contéqt Page No.
Batch Packaging cox\’ler sheet 1
1 Index \\\ 2
2 Check list for batch packing record review 3
3 Packing Mat\é;.rial Specification and Indent 4
4 Dispensing liné clearance : )
5 Dispensing recor\a\qf packing materials . 6
6 Line clearance for b}i;nary packing 7
7 Verification of dispen‘éned packing material 8
"8 Stereo Issuance and seﬁing Record 8
9 Receipt of product and materials, 8
10 Detail of the product as: per BMR 8
11 Weight verification re;gord of received semi-finished product 9
12 Container weight getﬁils 9
13 Container cgnsu’fnption details. 9
14 . Ov,er-vpriﬁfting of primary packing 9
_15-"""| Specimen of printed foil 10
16 Packing instruction, time record for packing detail 10
17 Packing In-process checks for primary packing 10
18 Alu Alu packing machine parameters 10
19 Machine In-Process control 11-13
20 Defoiling of Alu Alu strips, Inspection Qf defoiled Tablets 14
21 Line clearance for secondary packing, Area and equipment clearance for coding, Packing Details 15
22 Over printing details, Carton overprinting specimen, Shipper Label specimen 16-17
23 Carton Weight Limit Setting, Weight Checks On Carton, Sample Drawn Record 17
24 Secondary Packing In process Checks 18-19
25 Shipper Weighing 20
26 ‘Man power allocation 21
27 Packing material reconciliation 22
28 Excess packing material return to store 22
29 Destruction of rejected/unused printed packing materials and stereos 22
30 Batch reconciliation 23
31 Transfer of finished goods 23
32 Deviation Detail 23
33 BPR review details 23
34 Batch released for Despatch 24
35 Revision History 24
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
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/ft X SAI PRIMUS LIFE BIOTECH PVT LTD :
‘»,\2,;,{ “:E Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 3 of 24
QA PR[MUS , Villianur Commune Puducherry-605009.- : -
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: A08 Batch Size: 6,00,000 Tablets
T Amloperin 5Smg/5mg BPR. No.: BPR/T/107-00 | Batch No.: G fRoos e |
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

T

Sr. No. Checklist (Y:s)/llj\izlrltl’?:/ilc\){x;_*)
L No. of pages of BPR+ Additional pages (If any) * N4
2, Line clearance and environmental record ; Y
3. Processing activity done by and checked by is signed Vg
4. Dispensing iof
a) Equipment clean tag and dispensing tag attached with batch record Yeg
b) Packaging material is checked Y3
5. Packing [NV
a) Rinse water analysis report attached with BPR Y
b) Approved specimen of printed foil, show box and shipper label are attached Yieg
c) Control / Stability / Finished product analysis samples are withdrawn ' Mg
d) Reconciliation of packing materials is done Yig
€) Tablet reconciliation is done Yy
f) . | In process checks parameters done at regular interval and recorded into BPR Yag
6. Attachment . N
a) Finished Goods.Transfer Note : Yies
b) Certificate of analysis of finished product is submitted \,':(_5;
c) Stereo Impression Form and Destruction Record 5 —p— Vg s‘:
7 Complete set of BPR Submitted Y =
Checked By QA/Date: "K \”w
=% ‘
*Mention total number of pages.
Remarks (If any) .....cooeuvennnnnns s e,
Prepared by: Checked by: Approved By:
Dept. Production Production ~ Quality Assurance Head Quality Assurance

Sign. L.LI’.&" 2 S Qg 7. QDVO O \\N@ |
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SAI PRIMUS

SAI PRIMUS LIFE BIOTECH PVT LTD

Villianur Commune, Puducherry-605009.

Factory RS No. 4/3, Plot No.33, Kurumbapet Indusmal Estate

Page 4 of 24

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/5mg

BPR. No.: BPR/T/107-00

Batch No.: G FR00S O]

Customer:

Generic Health Care Pvt. Ltd.

3. PACKING MATERIAL SPECIFICATION AND INDENT:

Sr.

No. Material

Printed
item
material

Specification

UoOM

Qty.

% Required
Over 6.0 Lac
ages with
overages

Standard
Qty. for
Batch Size
6.0 Lac.

188 mm Amloperin 5
mg /5 mg Printed Foil

Width — 188 + 1 mm

Thickness — 0.025 mm

Total GSM: 66.93 gsm — 78.57 gsm
Language — English/French

Kg

30.000 2 30.600

188 mm Alu/Alu Base
Foil

PBF/GH/A001

Width — 188 + 1 mm

Plain non-printed (text matter)
aluminum foil.

Total GSM: 233.96 gsm 272.41 gsm
Thickness:

Total: 125p - 144p

OPA:25.99u - 30.51p

PVC: 56 -63.6p

Kg

90.000 2 91.800

Ptd Carton Amloperin
5mg/5 mg

PPC/GH/A001

Size — 98 x 46 x 25 mm

(LxWxH) ,

Board — 300 gsm ITC Cyber XL, UV
varnished.

Colour—4 colour

Language — English/French

20000 2 20400

4 Amloperin packing
inserts

Size — 280 x 200 mm (L x w)
Specification — 60 gsm Maplitho
white Paper.

Colour — 2 colours

Language — English/French

" No

20000 2 20400

5 | Shrink Sleeves (PVC)

P0O01

Plain PVC Shrink Sleeves
Length-290
Height-260

1250 2 1275

5 Ply 390x390x260
mm C/Boxes

001

A 5 Ply flute vertical corrugated
inner unprinted in nature. (24 B.F.)
Outer Size — 390 x 390 x 260 mm
(LxWxH)

Bursting Strength — NLT 15.00 Kg/cm?

90 = 90

7 | GHPL Ptd Bopp Tapes

PPB/GH | PUS/GH/C | PPS/GH/ | PPI/GH/I00
/B001

Clear Transparent

Length of roll — 65m

Width — 60 mm

Printing — GHPL repeats in Blue

18 - 18~

8 | Strapping Role

White or milky white colour.
Width - 12 mm
Thickness - 0.6 mm

Mtrs

250 - 250

9 | Shipper Label

Half A4 size
Computer printed label

91 - 91

Prepared by:

Checked by:

Approved By:

Dept.

Production

Production )

Quality Agsurgace

Head Quality Assurance
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- SAI PRIMUS

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

Page 5 of 24

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/5mg

BPR. No.: BPR/T/107-00

Batch No.: Gif acos 0|

Customer:

Generic Health Care Pvt. Ltd.

4. DISPENSING LINE CLEARANCE CHECKS

Sr.

CHECKS

Observation*

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.

Check and ensure that display stand and weighing balance are clean.

Check and ensure that SS trolley are clean.

Check and ensure that area (floor, walls, ceiling, doors and windows) are clean.

A

Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and
filters, electrical fixture are clean.

Check and ensure that all the sides of Mobile Laminar Air Flow is clean

Check all the gauges of Mobile Laminar Air flow before switching ON.

due date.

O ®© [Ny v [AhlW(IN

Check and ensure that weighing balances and pressure gauges to be used are within calibration

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

—
o

Equipment status is updated for Cleaned and Preventive maintenance.

49T SRS
ENENNNRNESNAN

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

.Equipment

Mobile Laminar
Air Flow

Weighing Balance

Area

ID No.

5Tl fool N

N

5‘7'/13,9;14.:\:1

~

Previous Product

2 s —40

B. No.

‘. 1 ’150c-ot E

Cleaned by Sign/Date

Checked by Store o
Sign/Date 25]es
Verified by IPQA ) - o
Sign/Date @/ 55\7
ENVIRONMENTAL CONDITIONS: Date: 551 % ime. 4. 40 Checked by | Verified by
Observation Store IPQA
(For Reference SOP No.: QAGN/011) Sign/Date Sign/Date
Temperature (Limit: NMT 25°C) 212°¢c WSS g » (5’/{5\’0(;'\ 7/0”' .
Differential Pressure across the booth Limit: 5 to 20 mm Water 11 e 2o strop (éé/«;yt)s'\?"w
APPROVAL FOR DISPENSING BY IPQA: Sign........»% AR Date:..... 2&[!2.9....2:?.’%’.“.
Dispensing start Time ........... o B e End Time ......... 1oRE-2
Prepared by: Checked by: Approved By:

Dept Production Production 75 Quality Assurance Head Quality Assurance
Sign. | L . ZK&A\Q&/\/\M\A (V % @%;:?,0) Q N@ \Vo"\
Dates T = a0 Jo 2oy o] —24\oy | 2020 29\° A L. T2 e
5 - EVIENNSTY y {‘ﬁN ROLLE‘?‘T’ A J
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory R.S. No. 4/3, Plot No.33, Kurumbapet [ndustrlal Estate,
Villianur Commune, Puducherry-605009.

Page 6 of 24

~ SAI PRIMUS'

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

BPR. No.: BPR/T/107-00

Batch No.: GF2coso |

| Product Amloperin 5mg/5mg
1 Customer: Generic Health Care Pvt. Ltd.
S. DISPENSING RECORD OF PACKING MATERIALS: Date?.’.(“.gﬂ ..... Shift.&..Time: Siar
Issued and ]
. Req. Qty. | Issued No. of Verified by
Material Name Item code [UOM for 6.0 Lac| Qty. A.R No Roll/Box Ch;ctl(:f—g by IPQA
188 mm Amloperin 5 s \ﬁg@
mg /5 mg Printed PPF/GH/A001 | Kg 30.600 [i\-eq90 (PME loccoz &4 s /m %\w’b"
- (5]
Foil 28399 prigyJovoos | ©2— % 23
51374 Py o000 g | 04
oGy PBF/GH/A001 | Kg | 91.800 S 55
: ase Foi 28 1de PM ey l tee0 g & 25‘{63/2“2“ 29 Ug\‘)
Ptd Carton -

) @ ' @ 'y
Amloperin 5 mg/ 5 PPC/GH/A001 | No 20400 |96, 4o m67/009041- £ e |
mg ‘ P ﬁ :z§}:§‘/2-b 98 I/\
Amloperin packing ot H ==
i PPUGH/I001 | No | 20400 [20\oD |puigyfeccodt | ois]esfus (5%@0“’
Shriok Stesves PPS/GH/PO01 | No | 1275 At
(PVC) ™

oy
%2 |Pmylooe2| 09 e -
> Ply 390x390x260 | pysiGmicoot | No | 90 | g& @ﬁ\w@
mm C/Boxes ; : 23-)55)7&0 as
| - 2 | Prate|0018| o |
GHPL Ptd Bopp PPB/GH/B001 No 18 lg PM(—) (0“01 0| (]4 @ Q _\.)‘-,V)
Tapes | g_§1°° - a5\ot
. b s (i e
Strapping Role \’fﬁ/%&/sov) Mtrs 250 ioco ?M(’:\\oocd\ ol ,25/@/7_“, . q,g\vg\‘)
Shipper Label N4~ No 91 A y i
Sl
,~/
Prepared by: Checked by: Approved By: X
Dept. Production Production ~ Quality Assurance Head Quality Assurance
- , \ "
Sign. Lo YA X -2\ F 0 N
9 3 = 2 e
Date -y /o @l2775h a\\e 4 \ama s 2o A T Y
-' {AVA#S NCONTROLLE. 2
ARG |WAVJRB B ANvE ==
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SAl PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PVT LTD

-Villianur Commune, Puducherry-605009.

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

Page 7 of 24

BATCH PACKING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product Amloperin Smg/5mg |

BPR. No.: BPR/T/107-00

Batch No.:

Gyavaeso|

Customer:

Generic Health Care Pvt. Ltd.

6.

LINE CLEARANCE CHECKS:
6.1 PRIMARY PACKING:

Date/ Shift 25)es)2020. A4... [8.00......]..

248)esanwe. b..09.0 806

Previous Product: "7 p A N.Q AIERV | Batch No.: T 090002E
Sr E : Observation
No. Checks Time | 520
Packing | IPQA | Packing | IPQA
1. | Area status board is updated for “CLEANED” status. — v v o
2. | Check and ensure that the area is visually clean and free from previous product L v ” 7
3. | Check and ensure the differential pressure of the area is within specified limit L v / v
4. | Check and ensure that waste bin is emptied out and cleaned —— s e CE
5. | Check the temperature and relative humidity of the area within specified limit L / v -/
6. | Check the tablets of the previous product/ batch removed. w e [P -
7 Check the loose Alu Alu strip cutting, rejected rolls, empty cores of foil of i
" | previous product /batch are removed. e | S
8 Check the surroundings of the machine and free from the previous products and s T
" | batch v’ o )
9. | Check the foil printing stereos, Labels of previous product/batch are removed. (s T ; o
Check that the daily records (log book, balance, temp. & RH) are updated and
18 signed. . o E? X \ot il v N
Check and ensure the Cleanlmess following change part of Alu Alu strip o
11
packing machine O L “
12. | Check for the absence of previous batch/ product at machine conveyor belt.
Check Hopper from Top, bottom of machine, below the hopper, between bottom wa
) side of corll)feyor belt anFc)i collating unit. T 75 v
b) Check for cleaning of hopper, feeding channel, vibrator plate, in feed roller and v~ W, i
sweep brush. Ol y
c) | Check tool box, thinner and ink box 7 v v v
Note: Tick mark (V) if Complies and (X) if does not comply
Cleanm‘g/satlsfactory/N&t-sa&s{ae%ery Cleaning satisfactory/Not-satisfactory- j\/ ‘_p
Checked by Packing (Sign. /Date): ﬂ')f 2 e Verified by IPQA (Sign. /Date): nﬁgﬁ
#In case the cleaning is not satisfactory / line is not certified then investigate the cause of the fallure and take necessary action,
recheck the area / line and record.

6.2 AREA AND EQUIPMENT CLEARANCE OF PRIMARY PACKING  Date/Time: ZL-Ias—la p2p lb!o%.
Previous Product: “ T AA1G AJ JAY; | Batch No.: T p9pop 2E
Eq.ID. Cleaning Operation and Checked by Yerified
S. ; ] Cleaned by . by
No Equipment / Area Name /Area. Type cleaning as per Sign/Date (Packing) (IPQA)
No. A/B SOP number Sign/Date Sign/Date
1. | AluAlu Packing Area  SP/AFFAVE) PDGN/006 Mo ) |
2. [ Alu Alu Packing Machine [pnAusp » ) D PDOP/020, PDCL/020| M ot < bt i
6.3 ENVIRONMENTAL CONDITIONS:
(Check the environmental conditions of primary packing area at the start of process and Record in the below in table)
Dates$/nslap2iTime.... 1B 05 Date 24 os]aosofTIME: ...
Refer to SOP No.: Packin Verified by Packin Verified by
SOP: QAGN/011 Observation Si n/Da%e IPQA Observation Si n/Da%e IPQA
‘€ Sign/Date g Sign/Date
Temp °C Limit: NMT 25°C 25 o& (gﬁ;’_ }glu glV" \/S(Pj_?‘b’frv 24 ‘v Cg?ﬂ_ }b]g;‘_‘)oﬂ- Q%’Cﬁ;" 22
RH % Limit: NMT 60% 8 o/, | epsloshemt Pofestror® SIY o L rPysbiosteen]  Chgec\>™
DP Limit: NLT 10 Pascal lo Jii alosl?] TRoaded ] )2 puscad] Qb los |2 Glgiec|>e
Primary Packing Started Date/Time: }5'].05.’&054116' #Completed D/tE/Time .L|ps)xe2e...... 12,00
APPROVAL FOR PRIMARY PACKING: IPQA Sign. /Date: ...\ @@\1 ot
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality dssurance
Sign. [ Ke ,ZWIQ@»/Q«/\,\M;, /7 -\${\ M,,@'l 0 ;éfg g‘:.)@._‘\-‘\\vu
Date-; = Zw/azca/w »v-&-\\ou\\ AVAO f\'&\o AN\ SRR

.'r." w”ut \2” 7 ’

1IN

RULLE. ©

sl

T, ,4)J
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9. RECEIPT OF PRODUCT AND MATERIALS:

SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 8 of 24
Villianur Commune, Puducherry-605009. ’
SAI PRIMUS e :
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: A08 Batch Size: 6,00,000 Tablets
Brodiict K ifoperin Sinb/tme BPR. No.: BPR/T/107-00 | Batch No.: (3¢ 9 & S0 |
Customer: Generic Health Care Pvt. Ltd.
7. VERIFICATION OF DISPENSED PACKING MATERIALS: Datessjosjacn.Shift....0.... Time: . [4!.1p.
: Number of | Checked by | Verified
Material Name Item code UOM AR No. Rolls/Packs | Packing by QA
188 mm Amloperin 5 mg /5 mg pM Gy | oooo 3 ol
Printed Foil PREGHIADOL Ke PMb | oooos 62 <nyL @/
188 mm Alw/Alu Base Foil PBF/GH/A001 | Kg |PMGlocood o4 g G
: PMé& | & opos oL 24
Ptd Carton Amloperin 5 mg/5mg_ | PPC/GH/A001 No PN, | oo oy oa ng- @/
] /
Amloperin packing inserts PPI/GH/I001 No PMG 60 00 1 o4 Say @/
Shrink Sleeves (PVC) PPS/GH/P001 No LA N A KA WA
5 Ply 390x390x260 mm C/Boxes PUS/GH/C001 | No |pyg, [ 00003 09 K ﬂ @//
GHPL Ptd Bopp T PPB/GH/B N :
OFP Fapes 0011 Now | e | oo 10 o4 S G
Strapping Role Psi/ i /ses) | Mts | prge | opoo) o] Iy G~
Shipper Label MPA— No RE A NA l A N
8. STEREO ISSUANCE AND SETTING RECORD
No. of Issued By Received By Stereos Checked By Verified By
-S. No. Type of Stereos .| Stereos (packing) (Packing) Setting (Packing) QA
| Issued [ Sign.& Date Sign. & Date Done By | Sign. & Date Sign. & Date
b e St
1. Stereos 0y |R.- H a,:.LDN el ‘}Z-OM’Z‘ g,g\os\""} Manr QS) ﬁj/ C‘ijﬁﬁv\m

(Check the following before start of packing activity and record the observation. )

Date/Shift.. 25 05 ]2020. él . Time: de.tic

;('). Check Points Observation g’oaﬁdbnyg) Vi;ggi)B y
1. | Temperature observed on display (Limit: NMT 25°C) 925 ¢ ¢Sog_ (2
2. | Relative Humidity observed on display (Limit: NMT 60%) G of o d,,,_} ' (el
3 Bulk- product containers are of the required product/Batch number ’ -
and-is approved by QC Yes CS”:L N
4. | Status label of machine/ line is for same product Uey " (Bey ()
5. | Printed foil/Base rolls are of the required product. d\‘ o3 .Zi -
6. | All secondary packing materials are of the required product \(1» fu Cg Di’ 62—
: ) —F
10. DETAIL OF THE PRODUCT AS PER BMR:
Sr: No. Description Observations Checked By (Packing) Verified By (IPQA)
1. Average Weight 141+ 25 may Sy @/
2, Colour of Tablet Helfol I W C;\wy . () —
3. | Quantity (Net Qty.in Kg) > ) v Ly @
4. Number of Containers ok gﬂq @
Prepared by: Checked by: Approved By:
Dept. Production _Production M Quality Assurance Head Quality Assurance
Sign. Z_ - Ko waM RN W 9P Q W&—VA
L2 ——— = 4[ 35T &’\\QA’\QE}&D 11\ N2 ‘/) =} > V..

fon ooa e
i ALY

CONTROLLY
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SAI PRIMUS

SAI PRIMUS LIFE BIOTECH PVT LTD

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

Villianur Commune, Puducherry-605009.

Page 9 of 24

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/5mg

BPR. No.: BPR/T/107-00

Batch No.: &G F 200570

Customer:

Generic Health Care Pvt. Ltd.

11.
Balance I.D. No.:

PD JRAC ,f o4
1. 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

WEIGHT VERIFICATION RECORD OF RECEIVED SEMI-FINISHED PRODUCT:

table.
Product Name Batch No. Mfg. Exp. Date Qty. recd. For No. of Containers taken for packing
Date packing .
§2.xo0  Kg From Container No. 0 |
Equivalent to To Container No. 04 :
\Am\Ong“’m @,Ploo sol | os 110” ot 2022 $91160 Nos. | Total No. of Containers taken 04
d
Checked by Packing (Sign. /Date): (9 O:L }g\os’\ﬁ’” Verified By IPQA (Sign. /Date): %{;g\w?"
_12.  CONTAINER WEIGHT DETAILS: :
Container | Gross Weight | Weighed By Checked Container | Gross Weight in Weighed By Checked
No. in Kg Packing By IPQA No. N Kg Packing By IPQA
7
1 A3 430 /;m])a | L~ 11 \
2 & . gxo (Giapa) (L~ 12 M
3 2o+ 220 ﬂmpn' (J 13 \
4 D 4bo Gy oDm\ L — 14 N
5 15 N
6 N 16 e
7 R 17 R
9 \2 \\ ) 2,;\\0‘;\719 o ¥
10 Pt T30 of AN
; 4 037
13. CONTAINER CONSUMPTION DETAILS: .
Time ™ Container | Consumed Time Container | Consumed
S. No S. No
From To No. by  From To No. by
1 l6120 | 136 ol Mowv'\' 11 '\
2 09 t4o 1340 oL Ao 12 \
3 1345 pgloc fob] M 13 \
4 0Tz | poloo DA Mo 14 M
5 : 15 N
6 [ 16 N
7 S~ 17 N\ &
8 18 Y \ v\trr
9 \‘Y Qu .\n‘4\"‘P9 \ - ;\\0
10 2 AT 20 : F OF
Checked By Packing (Sign. MDate): Q4 NS \ycdﬂrVerlﬁed by IPQA (Sign. /Date): Qﬁ)ﬁ’\?y\“’ -

Fuo R

&
--I)O:[Jl

P ...'

Prepared by: Checked by: Approved By:
Production Production —~ Quality Assurance Head Quality Assurance
: VS (W
[ Ks 2 b QM| 7B o )
P20 04 20 y/ar-*—-a)\\ oulaco0 o AR ' )
:’ﬁ'izkv";‘wn"\/’ ] {‘ LWA N FIPPVIRVEVE |
L T ; WAPT ‘J IS A A ZRE T




* SAI PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PVT LTD

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

Villianur Commune, Puducherry-605009.

Page 10 of 24

BATCH PACKING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/Smg

BPR. No.: BPR/T/107-00

Batch No.: GiF 20 50 )

Customer:

Generic Health Care Pvt. Ltd.

14.

OVERPRINTING OF PRIMARY PACKAGING MATERIALS:

Initial checks ovavernrinting Details

Overprinting Details

Overprinted Text

Printed AL. Foil (OK/ not OK)

Code No.:

PON/DRUGS/19 13 4323

ok

Batch No.:

@npﬂ_oo%“o I

ple

Mfg. Date:

ole

Exp. Date:

09]20). D
04]2022

ol

¥ Wt

Pack size (3 x 10’s)- Carton

ALA

otz NA

Other instructions if any

AA

NIA

Initiated by

Mas afaal 4

Maan’

Checked by Packing (Slgn & Date)

Q—TJ 65 ) 2050

Q4 25)os)r0%

Verified by IPQA (Sign. & Date)

e =,
2

"»,-«,I pe ! 2020

e ’l’ (” 2020

15.

SPECIMEN OF PRINTED FOIL:

S. No.

Date

Specimen Nao. Doug By

Sign & Date

Checked by

Packing (Sign & Date)

Verified by IPQA
(Sign & Date)

0l

25"!9?‘!102-0

O

Maad n—\-lo'rlﬂ-f—%

W] vi] 2 e

02>

J_L_lb S_’])_O%

ov

M N«ﬂ.lu;hm.,

7 T
LL%‘)QV;) 029,
9y TR PP

(%l eclpozo

652

29lps|oos

o]

H o Jﬂ'br,lo'»

cgéimmom

CS)/»ﬂ)nClﬂ-UW

MiA

| Sy,1l0

AL hwhN =

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.

o N

as per given in the respective Table.

9.

10. Pack 10 tablets per Alu Alu strip.

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

‘Time record for packing detail

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

]

Sr. No.

Primary packing

Secondar

packing

Date/Shift

Started at Completéd at

Started at

Completed at

Checked by

(Packing)
Sign. & Date

e

ol

25705 |2020 &

1h!20 e Js3lpa

[b) 2c

LAloD

ng'L};! a';!nﬂm’

)S"ug ]J-

2

26 Jos |20 ()

&9 o (4 loo

09! xC

19106

BY ak\os|pe”

b2 24

!DS’!Lm_oc\'

047.'35 1290

il .',f—n

12 ¢o

Ay 91105 ) 9P~

\

KLA

_J "
¥y an

)S]QQ%

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

At start of the batch, every one hour

At batch start, followed by every two-hour
(random time) Minimum two In process
checks by IPQA per batch.

Prepared by:

Checked by:

Approved By:

Production

Productlon

Quality Assurance

Head Quality Assurance

Lo

2. 001,

Q
Y

2,
A
S

T 0
7/‘7/

| VR |

l\ 1

50557118 \oul ooao

F WD" [a)

ﬂN(‘ﬂNTD‘ﬁ
UIWWUINTRU

PV ERVEVY |




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

Page 11 of 24

,_?F'S‘J,OEELAP/\\,TL{TSD BATCH PACKING RECORD Product Code; A08 Batch Size: 6,00,000 Tablets
Product Amloperin Suig/5iig BPR. No.: BPR/T/107-00 | Batch No.: G F 2. 0o s0 |
Customer: Generic Health Care Pvt. Ltd.
18. ALU ALU PACKING MACHINE PARAMETERS: Date/Shiﬁ.&f}QﬂA@%‘?...[.;l....'[‘ime:.lhl.2,0....
Parameters Standard and Limits Observation . Checlfed by Packing Chec.ked by IPQA
Sign. / Date Sign. / Date
Change Parts Details Bpm e 10 ek & =L oclos]s000 A doilrno
: (160 °C - 200°C) ' ) i S
Sealing Temperdtus Tovhie:established taa'e Sy osfos|2o> Qﬁ\u : \ et
Leak test to be performed on Nil (No Alu Alu strip | I Aec??
p4  Alu Alu strip should fail in leak test) ok &y 55 2o Q/“\O‘\
Machine Speed To be established 25 Cg H_){’gg[%’% ! U/\ \"‘w
19. MACHINE IN-PROCESS CONTROL:
Date/ Shift };’!D}’ }),a)o al?/n o ) 2@:!0;‘!109—0 Longl)
Machine Operator Name Sy
Time of inspection ! w\.)p a2 \J\x('y“ oc\!k | o Wi \7‘0 ‘%’P‘G‘_g‘; \'»\‘~\J(l»‘(‘-3° <! 20 o AS WP rﬁ)"
Sealing Temperature : cL 5 YL : Y

_ 1 Vo B ' an T iost 1aBd @ | aat]yast| bt t1qa't [\ ‘e[ 1a0
(To be established) VL |\ gl | (ke @ | 198y 1A W haathas e 1qseflaae |[\A° gae |

- Leak test on Alu Alu strips* , :

i a— % low | ot | b ot [O% | oe|yp | O [0 | e ge oe | o |0V |oe
Knurling /Sealing o | .| ot| pt]| ck| O | Oc ol | 0% | 0% | pi | 0% |0 | (o0 |0
Pocket Formation oL | o | onl| ot | ol | 06 | o o | ot | 0% | et ov— o [ oe: | e o
Horizontal cutting oL | o | 0e| 0%l | o% ov | ot | 0% [0 | o | 0% ok ol | ow | o
Vertical cutting ()’ ot | O Ol g | 0L | o | ate | o | 0% cle | 0] ok ‘ol| o | 0%
Quality of Over printing ool | oe| o [ o [ O [ or|pp | 0| 0% ce | 0| o ale | ok | b
Code No.: PON/DRUGS/ 4 nE 24

: 19 13 4323 oL | yi| OF| 6k ol | OF | o] i | o | | o | O ot o | ¥
B. No.: CiFaooso ot o | ot o] e | 05| o | i | 0% | ou| ov| pu | ot | o | e | 0%
Mfg Date Dr lJ.OQ—O DV, o [V D\L ok ot o ol ol O\L o 4_;\.'—4 o‘ﬁ— Ok_ 0 l:, ow o
Exp. Date o4 |2023 oL | o] ot | O% | pu| ot | o ol | ol OV | ob-| | Ok o 1; OV’ oL
Machine Speed
To be established K o5 | Ys 24 o | |28 28 25 . PR BT I P Y S D 2
Checked by (Packing) SY |\ |84 |SY va | 9Y | SG | wa 53‘ (g'i 1N 5;’,\&(5} Ne | S 19
Checked by (IPQA) e OB G- @- @

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 [ Ko . U TN C\g&/ o]
{ 0/ Q\)\\bu\\ﬂ/&)m 92\ ou ~ J

A
NV T




SAI PRIMUS

SAI PRIMUS LIFE BIOTECH PVT LTD

Villianur Commune, Puducherry-605009.

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

.Page 12 of24

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

BPR. No.: BPR/T/107-00

Batch No.:

Product Amloperin 5mg/5mg GrE 200 $DJ
. Customer: Generic Health Care Pvt. Ltd.
19.1 © MACHINE IN-PROCESS CONTROL:
Date/ Shift 21os 3630 Uorvs s |
: ; 4 e
Machine Operator Name M e L Ve | / g HYe 4‘/ »
f
Time of inspection \ 34 50|, % ‘\\')‘; Py \;/go 6| .00
b’\ < (;\' 2 o%,'bé oq‘J\” (\‘ﬁ \D‘.’fo \\"/g WA | s> 12*

Sealing Temperature o |t o ¢ o, | el e
(To be established) \‘\L‘/ a8, e 14 gl \c\g"' (a4t [14be |j3e Y 29° |2
Leak test on Alu Alu strips* i :
(Qty: __0_/‘-_) ol o o\c o\~ | pe | oe Cle | ol- [ ol | ok
Knurling /Sealing ok | g | O% | o% | cv| 0% | o\ | ok | aie | ole | ot \
Pocket Formation ob | qfoe | o | g | O [0C | ok | bl | ok | Bl \
Horizontal cutting O | o |ov | 0% | o | 0 [0 [pje | o] ok | ot \
Vertical cutting ol e | O [ 04| g |ow [de [ o] clef pe | ol
Quality of Over printing o | gl | o | 0¥ | g | o |0v | pi | o | 0w | 61 \
Code No.: II)OII\I/DRUGS/ 4" { : :

9134323 ot | % | o low |o¢ | o] si| e | op | et

)
B. No.: Giexosol | o | ge| ov | oe | o | 0% | ov | me | ae | o | o WY
Mig; Date: © | pf iz oL | gl | O 0% | o | o | 0% ot | el | ok bt \
Exp. Date o4 / 2003 o | o] o | 0¥ | e | o o | o | ele | e ot \
Machine Speed 3 ' \
To be established gb |ob | % |27 1od |os |98 |10 |35 |15 |4 \
- - \
Checked by (Packing) 8ﬂ Wi &M & o | o] fo Lo 3 15 Y
] ] ot

Checked by (IPQA) G2 HEE R PEESBEARISE é‘ﬁ;”‘\j

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:

yw &

e

-

.,.1]99'_\?"‘

Production Production ~ Quality Assurance Head Quality Assurance

= ‘"“Z-‘ I‘(E—» e KC”\M% T\K @V‘\p- Q \ %&—1\1‘7
] i T%/WW’W??@ Fy Q\oulgnds 22\ ov TR L A
;; PN LDV TNCONTROLLE. =~
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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 13 of 24

SAl PRIMUS

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/Smg

BPR. No.: BPR/T/107-00

Batch No.: (G 2 0o o0

Customer:

Generic Health Care Pvt. Ltd.

19.2

MACHINE IN-PROCESS CONTROL:

Date/ Shift

Va

Machine Operator Name

i

Time of inspection

N

Sealing Temperature
(To be established)

X

Leak test on Alu Alu strips*
Qty:_____ )

Knurling /Sealing

Pocket Formation

Horizontal cutting

Vertical cutting

Quality of Over printing

Cade Noz"%h g 13,4353,

PON/DRUGS/

B. No.:

Mfg. Date

Exp. Date

Machine Speed
To be established

N

N

Checked by (Packing)

N

N,

Checked by (JPQA)

2

SYa os|

7

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.

bro

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance %
Sign. L o UAA,QM)@ PR Vad QW
iDate™ T == (ol] — Ao \0od o 2 3\ >
T AT - s r,w.\ VAF ONTROLLE™ ©
) : JRIVAVIR D § ANV I vi Frogn Tas g a

e —

TR ) :




SAIl PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PVT LTD

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

Villianur Commune, Puducherry-605009.

Page 14 of 24

BATCH PACKING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Profliict Anligeria Slsme BPR. No.: BPR/T/107-00 | Batch No.: G F D oo SO [
Customer: Generic Health Care Pvt. Ltd.
20. DEFOILING OF ALU ALU STRIPS: :
sy i Weight of "
De-foiling | De-foiling . i Checked by/ Verified by
Date started at | completed at Dti_;(l)elltid Dé-foiling Done by Date (Packing) | Date (QA)
Wlaxue,  lillo 11! g 6984 Rivaram'Pnd Dppna gbi 29 losho »o @n/:;im‘\s-ci’
. L d 7 T ! T T T
I
o — =
] —— 3 [Sastili
Total Weight of D489 Checked By / Date (Packing): Verified By / Date (IPQA):
De-foiled Tablets ¢ oi1)oy (o0%° %9;’\}010
20.1 INSPECTION OF DE-FOILED TABLETS:
Inspection| Inspection Inspeétion Quantity of Goag Qty,of Rejected Checked - Verified by
Date - shavteid b witinleted at| Done'b tablets Tablets by/ Date Date (QA)
a completea a A Yy Kgs Nos Kgs Nos (Pﬂcking)- : :
2 ox powll)! 3¢ 1114 r?a-HudJo, o gic| bgoz p.oi) | 49 &; 29} pshe Lﬁﬁ}u;—]ay'ﬁ
s — .
DAY e - L P OV L
b S‘j( AL
Total o qt | &q09- o-olf 29
Total Quantity of Rejected Tablets Destroyed - Checked By / Date (Packing): Verified By KD te (IPQA)
0. Kgs ...4.5.... Nos. Sy ;2‘1)0:'909“ ]ug s %7

AN

Prepared by: Checked by: Approved By:
Dept Production Production - Quality Assurance Head Quality Agsurance
. \
Sign. L b 2o 0, M | o000l O Wl o
Date.o. S S el 7oy e '"“2?2 W\ eou\apao ol '
i EONTY
Ty ’ 4 “ k\‘

- v




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, Puducherry-605009.

Page 15 of 24

BATCH PACKING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/5mg

BPR. No.: BPR/T/107-00

Batch No.: G D oo <o)

Customer:

Generic Health Care Pvt. Ltd.

21.

LINE CLEARANCE CHECKS - SECONDARY PACKING:
Date/ Shift .2.5 /s5)2.022....

Ab) 2::../....2&./1:5./1::arc‘...@.\...oﬂ J 20

Previous Product: 771,4/\]3 AL ERV

I Batch No.: 7’@90003{5

Sr ; Observation
No. Checks Time | [g122 09:22| .
Packing IPOQA Packing IPQA
1 Check and ensure that the area is visually clean and free from previous
product. o o (P \/
2 | Check and ensure that waste bin is emptied out and cleaned - 7 — \/
Check the Pallets area clean and free from any leftovers of previous
2 product /Batch. LA v’ g i
4 Check and ensure the Correct status board is written. e A o v
5 Check and ensure the stereo of the previous product/batch removed and ‘ /
cut into pieces. (Ol v e 7
g Check and ensure the previous batch details are deleted from the inkjet ; / P
machine. (Ol il
Check and ensure the Alu Alu strips, rejected Carton, Shipper and - _
1 shipper label of previous product/batch are removed. o R (O g
-8 | Check and ensure the cleanliness of hatch for conveyor belt. Lo e i T
9 | Check and ensure the cleanliness of conveyer belt with collateral block. § . / P
10 | Check and ensure the dispensed secondary packing material. \ A v <
11 | Check and ensure the cleanliness of documentation table. G B v Y
12 | Check and ensure the Preventive maintenance records and log book. L o o o

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

Cleaning Satisfactory / Notsatisfactory#
(Packing) Sign. /Date:

b

» Cleaning Satisfactory / Not satisfactory#
(IPQA)Sign. /Date:

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.

21.1AREA AND EQUIPMENT CLEARANCE FOR CODING:

1. Check 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.
Packi Weighing Weighing
Equipment C acing Balance Shrink Sleeve Strapping - Balance Area
auveyar (Carton) (shipper)
Secondary
: : (2} L
ID. No.: pp|cogloo) | PD|BAL) 13 AA | PDISTRLGO 0D | BAY bz 0 Pabking Fall
Previous Product: T2ANSN EPR
Batch No.: T d0000E
Cleaned by: (&Mm N
Checked by Packing: F"’ - ]of’W"’
Verified by IPQA: (), Ju [0t
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
‘gn ‘ fo = KQ\Q,QA/\&ZA‘ (\?%{ unDVO O ¥va WM
ML W "”Zo/ 06e].p 020" @"\\ oH\9.08m q))\@ 4 t“‘
i i Ay \" ¥ “
T 4 a«g_, U%.I.I\UUDLU V\ll’




SAI PRIMUS

SAI PRIMUS LIFE BIOTECH PVT LTD

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

Villianur Commune, Puducherry-605009.

Page 16 of 24

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/5mg

BPR. No.: BPR/T/107-00

Batch No.: (5, { 20052

Customer:

Generic Health Care Pvt. Ltd.

21.2 ENVIRONMENTAL CONDITIONS:

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

Date/Time: 25|os 2020 bl 30 Date/Time: 24)os(20% 0945
Shift:..........d @.EIQQAQ ...... . Checked | Verified . Checked | Verified
') Obseryatlon by Packing | by IPQA Observation by Packing | by IPQA
Refer to SOP No.: Temperature °C .
s & ‘
SOP: QAGN/011 ‘2‘;“? LU 95°C (9 ﬂ/ - o't |2 —

Secondary Packing Started Date/Time:..2%..| a5). 2222 18247, Completed Date/Time:..<J:1). 05”\(.'1,0}4} LXloo

APPROVAL FOR SECONDARY PACKING:

Y e

Approved by IPQA Sing/Date:....... (or [5;[)&‘. .....

21.3 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 16 filled carton in a Shrink Sleeve.

Place 14 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 sl - : Carton 5 Ply Shipper Label
Overprinting Details Overprinted Tgxt (OK/ Not OK) (OK/IEot 0K)
Batch No.: GfFaoo 501\ ok ole
Mfg. Date: o5 (2929 o o
Exp. Date: oAl 2023 ale ol
Pack size: NA (3 x 10’s Tablets) 14x16x3x10’s
Code No.: PON/DRUGS/19 13 4323 o NA
Other instructions if any N Pe Nk AN A
Initiated by ; 2 S\
Sign. & Date ol = Mawd Lo
Checked by Packing Q 4 87 Q/ ;\sﬂ (g
Sign. & Date /\‘> v 4\ i}/%’\'bs‘\ 20%
Verified by IPQA - s
Sign. & Date T \ ol Qﬁ\/ﬂ |07 @9/(\};\30“
22.1 Carton Overprinting Specimen:
1% Checked by Verified by IPQA
S. No. Date Carton Specimen No. Packing (Sign & Date) (Sign & Date)
} azglos{oono AY (9 G (/53 ) ve| 0022
) ]
o FSYo
Note — Attach specimen copy of over printed carton
Prepared by: Checked by: Approved By:

Dept Production Production ~ Quality Assurance Head Quality Assurance
3 : W/
Ew (\17-% . \ ,.yq’y") Q . \‘“M\,
; S\ Lol 2020 2-\0~ Y RS,
RavVal 1 Fd ( L:l. £ ..j
i DriN Uite Ui aavw

e
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' _LIFE BIOTECH PVT LTD

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

Page 17 of 24

BATCH PACKING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/Smg

BPR. No.: BPR/T/107-00

Batch No.: (5 = 9.0 =50

Customer:

Generic Health Care Pvt, Ltd.

22.2 Shipper Label Specimen:

S. No Dat Shipper Label Specimen Checked by Verified by IPQA
wy il No. Packing (Sign & Date) _(Sign & Date)
ol 25 Jos | 2020 ol 84 25105 [p.02- ns D
: NA ! CS{L-!—)*! Jed l
23.  CARTON WEIGHT LIMIT SETTING: Date/Shift. 2¢|e5]20% & Time: 16 3.2
Weight of ten individual empty cartons are given below:
1. 53 3s £b S. Y 7. [<EF 9 [l
2. &b 4 8 6. §9 8. Cc-4 10. i b
Total weight of ten empty cartons= 5 7+ 2 - ‘
Average weight of an empty carton (A) =Total weight of ten empty carton /10= S 772
Weight of ten individual Alu Alu strips are given below:
1. g 3. 2 4 5. 22 7. 23 9 2.4
D l ‘3 4 . ,4 6. )—‘5 8. ﬂ.‘4‘ ; 10. 2 13
Total weight of ten Alu Alustrips= 2 2 + 4 '
Avg. Weight of a Alu Alu<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>