("\ 5 ~ SAIPRIMUS LIFE BIOTECH PVT LTD
s :"“ o . Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 1 of29
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SAl PRIMUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
.No.: B /134- XN Re) lie)
Product RAMITHIAZIDE 5/12.5 BEE NosORRAND | Baihoa o 54 @),
. Customer: Generic Health Care Pvt. Ltd.
BATCH PACKAGING RECORD COVER SHEET

PRODUCT NAME RAMITHIAZIDE 5/12.5

GENERIC NAME Ramipril and Hydrochlorothiazide Tablets
Each Uncoated tablet contains:
Ramipril BP......cc.oouuuninn P e 5Smg

‘LABEL CLAIM Hydrochlorothiazide BP............. 12.5 mg
Excipients......ccceeeiiiiiniinannanaiion @S,
Colour: Erythrosine Supra .

CODE NO. PON/DRUGS/19 13 4323

DOSAGE FORM Tablet

BPR No. BPR/T/134-00

REVISION No. 00

SUPERSEDE No

EFFECTIVE BATCH. No. /DATE
MARKET

SHELF LIFE

BATCH SIZE

PACKING CONFIGURATION

BPR ISSUED BY/DATE (QA)

BPR CHECKED & RECEIVED BY/DATE )
(PRODUCTION) :

MFEG. DATE: ......... l.(" %0 G

ALLOTTED BY: QA SIGN/DATE: @@\W
QUANTITY RECEIVED FROM PRODUC;}‘ION
DATE OF COMMENCEMENT: _\g}1\ 9090
QUANTITY

RELEASED QUANTITY OF PACKED TABLETS

RELEASE OF BATCH BY HEAD QA
SIGN/DATE:

: fb/\?i&(p“

NIL
G{FQolouu/ 31| to| 2o 2=
Export
36 Months
6,00,000 Tablets

3 x 10 Tablets Sales Pack (Alu Alu Packing)

L‘,é'g—[ho/yb

DATE OF COMPLETION: &oj‘\\'\\ Dodp .

boo,00p

&4a 0

g

Prepared by: Checled by: Approved By:
Production o Production Quality Assurance Head Quality Assurance
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Q\ F”f”‘q\ SAIPRIMUS LIFE BIOTECH PVT L.TD.
uj’,}{, ~y Factory: R.S..N'o. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 2 of 29
Villianur Commune, Puducherry-605009.
' L:?Fé\ E!loli;RCLAPAWULTSD BATCH PACKING RECORD ‘| Product Code: R09 Batch Size: 6,00,000 Tablets -
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: G100y ey Ny
Customer: Generic Health Care Pvt. Ltd.
1. INDEX
Sr. No. | Content Page No.
Batch Packaging cover sheet 1
1 Index 2
2 Check list for batch packing record review 3
3 Packing Material Specification and Indent 4
4 Dispensing line clearance 5
5 Dispensing record of packing materials 6
6 Line clearance for primary packing 7
7 Verification of dispensed packing material 8
8 Stereo Issuance and setting Record, Receipt of product and materials, Detail of the product as per 8
BMR
9 Weight verification record of received semi-finished product 9
10 Container weight details, Container consumption details 9
11 Over printing of primary packing, Specimen of printed foil - 10
12 Packing instrgction, spc?imen of printed foil, time record for packing detail, Packing In-process 10
checks for primary packing
13 Alu Alu packing machine parameters 11
14 Challenge test for Non Filling Detection System 11
15 Machine In-Process control 12-14
16 Defoiling of Alu Alu strips, Inspection of defoiléd Tablets 15-
17 Li_ne Clearance for Batch (:Joding, Area and <?qu_ipment (_:Icarance for coding, Overprinting Details, 16-17
Time record for batch coding, Carton overprinting specimen
18 Line clearance for secondary packing, Environmental condition, Packing Details 18-19
19 Over printing details, Shipper Label specimen 19
20 Individual Strip weighing limit, Carton Weight Limit Setting, Weight Checks On Carton, Sample 20
Drawn Record
21 Secondary Packing In process Checks 2122
22 Shipper Weighing 23
23 Man power allocation 24
24 Product Counter Check Line Clearance 25-26
25 Packing material reconciliation 27
26 Excess packing material return to store 27
27 Destruction of rejected/unused printed packing materials and stereos 27
28 Batch reconciliation 28
29 Transfer of finished goods ’ 28
30 Deviation Detail ) 28
31 BPR review details 28
32 Batch released for Despatch 29
33 Revision History ' 29
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,
Villianur Commune, Puducherry-605009.

Page 3 of 29

LIFE axoTECH)\p/\\/HTSD BATCH PACKING RECORD Product Code: R09 Batcli Size: 6,00,000 Tablets
T RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: Gy R 2.0 Vol
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. Checldist (Ygﬁgg‘z&‘; 5
I. No. of pages of BPR+ Additional pages (If any) * 7-’3{,@
2. Line clearance and environmental record Yo
3. Processing activity done by and checked by is signed ¥eg
4. Dispensing
a) ‘Equipment clean tag and dispensing tag attached with batch record Yeg
b) Packaging material is checked ¥

"B Packing

" a) Rinse water analysis report attached with BPR bF—
b) Approved specimen of printed foil, show box and shipper label are attached Yer

7

c) Control / Stability / Finished product analysis samples are withdrawn Yoo
d) Reconciliation of packing materials is done Yo
e) Tablet reconciliation is done sz’
f) In process checks parameters done at regular interval and recorded into BPR Vs
6. Attachment
a) Finished Goods Transfer Note X
b) Certificate of analysis of finished product is submitted ‘r'c;
c) Stereo Impression Form and Destruction Record Y
7. Complete sct of BPR Submitted v

®)
Checked By QA/Date: '% E/ o™
=

*Mention total number of pages.

Remiarks:(If aly) cosseepssilinsiiaisarssmsned G i ocnaanssnens sxnens s aos o e
Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 4 of 29
SA| PRI MUS Villianur Commune, Puducherry-605009.
UIFE BIOTECH PVT LTD BATCH PACKING RECORD | Product Code: R09 * | Batch Size: 6,00,000 Tablets
T RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.:(H Lo o \@Q)‘\ﬁ
Customer: Generic Health Care Pvt. Ltd.
3. PACKING MATERIAL SPECIFICATION AND INDENT:
Printed Standard Ref;’[?i';e J
Sr. . item ; " UOM| Qty. for %
No. Material material Specificition Batch Size | Overages 6l .Lac
with
code 6.0 Lac.
overages
Width —252 + 1 mm
252mm E o | Thickness —0.025 mm 45.000 45.900
1 | Ramithiazide 5/12.5 = 8 | Language — French Kg (To be 2 (To be
Printed foil & & | Color -2 Colors established) established)
GHPL ITEM CODE - 13/0232
& o | Width—252% 1 mm 150.000 153.000
2 ZBzerrg)r;lAlu Alu S S | Plain non-printed (text matter) Kg (To be 2 (To be
A < | aluminum foil. established) established)
Size — 130 x 60 x 25 mm
= (LxWxH)
3x10'S £ | Board—300 gsmITC Cyber XL, UV
3 | Ramithiazide & varnished. No 20000 2 20400
5/12.5mg Carton O Colour — 3 colour
& Language — English/French
GHPL ITEM CODE - 15/0362
Size — 280 x 150 mm (L x H)
. & « | Specification — NLT 60 gsm
4 gj‘i‘n“t‘e‘g'l‘izefget €2 | Maplitho Paper. No 20000 2 20400
& & | Colour —2 colours
Language — Frencl/ English
Shrink Sleeves % p=
2= . .
5 (PVC) %S Plain PVC Shrink Sleeves No 2000 2 2040
"y
A 5 Ply flute vertical corrugated
5 Ply 390x390x430 5 « | inner unprinted in nature. (24 B.F.)
6 | mm GHPL Printed o S | Outer Size —390 x 390 x 430 mm No 75 - 75
Shipper &0 l(LxWxH)
Bursting Strength — NLT 15.00 Kg/cm?
= Clear Transparent
. 3’ GHPL Printed «2 8 | Length of roll — 65m o 10 ) 10
Bopp Tape QR | Width—60 mm
& Printing — GHPL repeats in Blue
== g
8 | 3" Plain BOPP Tape @ S | Plain BOPP Tape - No. 3 - 3
2 &
5 — | White or milky white colour.
9 | Strapping role. 2 8 | Width— 12 mm Mitrs 300 - 300
& = | Thickness — 0.6 mm
; Half A4 size
10 | Shipper Label NA Computer printed label No 76 - 76
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. L. )\w W qa \NJgJ/
- “ 75‘"
m.*ﬁ'(}/o/zmz.o 21 110 e ./‘/“/_\\\ AR Y {ipk\{}[ﬁ)i
Siprerne, INCONTRUBLED VUt




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 5 0f 29

BATCH PACKING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

Product

RAMITHIAZIDE 5/12.5

BPR. No.: BPR/T/134-00

Batch No.: (G4 24 0\ @iy

Customer:

Generic Health Care Pvt. Ltd.

4. DISPENSING LINE CLEARANCE CHECKS

Sr.
No.

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.

\\3\

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.

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

ol o [Qa b KA wiN

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

Equipment status is updated for Cleaned and Preventive maintenance.

SSRARYYR

AN AN ANEAYAYA

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

Equipment

Mobile Laminar
Air Flow

Weighing Balance

Areca

ID No.

STILag ooy

Sreellon

~N 3

Farl S‘%o'\r‘e.

Previous Product

Prens tane Ryeard &e@&f:{ T %™

B. No.

?R& Qo902 S

Cleaned by Sign/Date

ENavoun

@A\ \\\ \U'\J"

Checked by Store

Wby

Sign/Date [ W \oere
Verified by IPQA WD
Sign/Date i —
~ \\ v
ENVIRONMENTAL CONDITIONS: Date:\\\ W™ Time: U 11 Checked by | Verified by
Observation Store IPQA
(For Reference SOP No.: QAGN/011) Sign/Date Sign/Date
Temperature (Limit: NMT 25°C) 99 & b"ﬁ;’\\\\\mdw _,@“\' (AN Yo
Differential Pressure across the booth Limit: 5 to 20 mm Water \oes i\ one =X (=
S . ‘/\\X\W
APPROVAL FOR DISPENSING BY IPQA: Sign....... ; Jereie e Date:.... hl.{.t[ 2L I
Dispensing start Time ... \Frt e e End Time ... 5.0 X
Prepared by: Checked by: Approved By:
Dept. Production Production ' Quality Assurance Head Quality Assurance
. h N\ .
Sign. Ll /W B et Q \Nﬂ)\(\ N
e v - K
'SI‘{IO,‘ZC% ? 11)]0!%70 3—’\\\0\»’3%’ e L)> \A Cow




Q\ N SAIPRIMUS LIFE BIOTECH PVT LTD
el i \éf, Factory: R.S. No. 4/3, Plot No.33, Kurumbapet [ndustrial Estate, Page 6 of 29
' MUS Villianur Commune, Puducherry-605009.
,_?F'EAEIHOI:ERCH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: G\ 22 & oLy
Customer: Generic Health Care Pvt. Ltd.
. Wites open O e AR 2R
5. DISPENSING RECORD OF PACKING MATERIALS: Date.\NC00. Shift.2\.. Time: ...X.. 0.
Issued and
. Req. Qty. for| Issued No. of Verified by
Material Name Item code |UOM 6.0 Lac Qty. A.R No. Roll/Box Chesctl;ic: by IPQA
. 45.900 My 5
gflzzmsmlf{.a‘;“ghf“‘.f‘dc PPE/SP/RO0S | Kg | (Tobe |[S2:2[tr4lookay| o2 e | 5
=3 Friked 30 established) winne /\({\'Yo
5 | %Re
53.000 .
S IR e e e N RN S
established W\
ished) 4\ )
5 | &
3x10’°S Ramithiazide . to >
5/12.5mg Carton PRCSRRDI0 |} No 20400 |oe'pec )| Pm C(\ 00518 \pn0 - \\ e
aw\w \\\\w
\
Ramithiazide Printed t”‘a/
Lo PPL/SP/R002 | No | 20400  [1o\jos|¥mfoolny | o % o
\\\\\\n"ow "« AN
Shrink Sleeves D ~Ulp
Ty PPS/SP/PO0L | No | 2040 &0)
A\
5 Ply 390x390x430 \
mm GHPL Printed PPS/SP/G002 | No 75 A [Prles kg | o8 o
Shipper ) = '\1\((\
‘ \.,la‘/
e PPB/SP/B002 | No 10 v [Teyleslzy | 03 /\4@"’
vE ne®? | AN
Priglospiavgled oy \”6’ %
3’ Plain BOPP Tape | PUB/SP/B001 | No 3 3 — Y o
\ \ wleeo?”? A &R\
\*’6’
Strapping role. PPR/SP/S001 | Mtrs 300 Q9o fmy\e000) o\ 5w
% \\\ \\\MM \\\WJ
\L
Shipper Label NA No 76 B g
P
A
Prepared by: Checked by: Approved By:
Dept. Production Production ! Quality Assurance Head Quality Assurance
Sign. L o /!\f{jp C/W\/‘\(d\ ' Q/ \\\\g@f{ e
: 1')?W)W ’/\/O, \»:A qvn : /) ‘\‘_\v
5' IINCONTROTTED CGy
H TINOUUIV LU MY UL X




SA

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 29

PRIMUS

LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.:5 (22 o \ OO
Customer: Generic Health-Care Pvt. Ltd.
6. LINE CLEARANCE CHECKS:
6.1 PRIMARY PACKING: Date/ Shift 1.3 Jloece. Lo ..
Previous Product: \/\d rey fhow, ™4 | Batch No.: U 205y &
Sr Observation
No‘. Checks Time | B\ =2
Packing | IPQA | Packing | IPQA
1. | Area status board is updated for “CLEANED” status. [ v’ —
2. | Check and ensure that the area is visually clean and free from previous product v o \
3. | Check and ensure the differential pressure of the area is within specified limit S e 1
4. | Check and ensure that waste bin is emptied out and cleaned A B |
5. | Check the temperature and relative humidity of the area within specified limit LA A \
6. | Check the tablets of the previous product/ batch removed. o o |
Check the loose Alu Alu strip cutting, rejected rolls, empty cores of foil of \
7. ; (SN Ve
previous product /batch are removed.
Check the surroundings of the machine and free from the previous products and
8. batch i L L
9. | Check the foil printing stereos, Labels of previous product/batch are removed. LRI R4 \
10. gl;ic;l; that the daily records (log book, balance, temp. & RH) are updated and L e \
gned.
1. Chcc‘k and ensure the Cleanliness following change part of Alu Alu strip s N \,:,L.
packing machine \
12. | Check for the absence of previous batch/ product at machine conveyor belt. \
2) Check Hopper from Top, bottom of machine, below the hopper, between bottom
side of conveyor belt and collating unit. Ly |
b) Check for cleaning of hopper, feeding channel, vibrator plate, in feed roller and e N \
sweep brush. -
c) | Check tool box, thinner and ink box (e _ X
Note: Tick mark (\) if Complies and (X) if does not comply P

Cleaning satisfactory/Net-satisfactory
Checked by Packing (Sign. /Date):

N

Cleaning satisfactory/Not satisfactory ; g
Verified by IPQA (Sign. /Date): i\l

#In case the cleaning is not satisfactory / line is not certified then investigate the cause of the failure and take necessary action,

recheck the area / line and record.

6.2 AREA AND EQUIPMENT CLEARANCE OF PRIMARY PACKING

Date/Time: |2 )11 | nono | 2ty

Previous Product: yllta Vikme 02 | Batch No.:  Up2oy §
S Eq.ID. Cleaning Operation and Clissd Checked by | Verified by
N- Equipment / Area Name /Area. Type cleaning as per Sien/D tey (Packing) (IPQA)
2 No. | A/B SOP number snia Sign/Date Sign/Date
1. | AluAlu Packing Area hoL| popt VIR0 PDGN/006 N A & il 9579
2. | Alu Alu Packing Machine |¢g) oLt vs) & PDOP/020, PDCL/020 v Jins\ 1P duher
6.3 ENVIRONMENTAL CONDITIONS: -~
(Check the environmental conditions of primary packing area at the start of process and Record in the below in table)
Date.12./ V2 Time...3-24%....... Date...... " . Time:...."%7......
Refer to SOP No.: Packing Verified by Packine Verified by
SOP: QAGN/011 Obscrvation ; © IPQA Observation L acking IPQA
Sign/Date ’ Sign/Date .
20 Sign/Date = Sign/Date
Temp °C Limit: NMT 25°C o' M qne? \T,f@ﬂ\“\j;v"’ —
RH % Limit: NMT 60% - Ensf A T o] | A
DP Limit: NLT 10 Pascal b a2 pul | Bades? WL
Primary Packing Started Date/Time 2 58, .89, ... Completed Date/Time: \5.‘\\\%')3 ....... 200
APPROVAL FOR PRIMARY PACKING: IPQA Sign. /Date: ........,j;gﬂ\\:&'w‘\:
Prepared by: Checled by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
Sign L ! k:'“ /7/\/\l\l“‘>\
3011002090 17)ml’)odo N\

X




SAI PRIMUS LIFE BIOTECH PVT LTD

L \c‘) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 8 of 29

SAl PRIMUS Villianur Commune, Puducherry-605009.

EeRE BIOEEH BT 13D BATCH PACKING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
Brodiict RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No:(Gh €2 oo (ol

Customer:

Generic Health Care Pvt. Ltd.

7. VERIFICATION OF DISPENSED PACKING MATERIALS:

Date.13.)11h7z. Shift. Y. ... Time: 2.300...

Material Name Item code UoOM AR No. IT;T;};,G;C?(E Clll)(;ccll(gﬁaby \::;n(l;:d
£=]
252mm Ramithiazide 5/12.5 Printed . ,§/
foil PPF/SP/R009 Kg P M [ toCr) O] JL\_\('([‘N >
252 mm Alu Alu Base foil PPF/SP/AOL | K& |peacn | oob ki o X2 <‘—Z¢
3x10’S Ramithiazide 5/12.5mg oty
Carton B PPC/SPAROIO0 | No | o tq Lous | 8 Lo Ko :é(}
Ramithiazide Printed Leaflet PPL/SP/R002 | No | Penin [pos ) 653 /LYJ:S : ’$
Shrink Sleeves (PVC) PPS/SP/P001 No NIA -1
5 Ply 390x390x430 mm GHPL :
Printed Shipper PPS/SP/G002 | No | Prain|uo b3 ©g A e
3° GHPL Printed Bopp Tape PPB/SP/B002 | No Pt ) ool 2 Y ©3 2 P
3’ Plain' BOPP Tape PUB/SP/BO0L | No | prmp | oy wlabd ol X2 e
Strapping role. PPR/SP/S001 | Mtrs | penin) oo o) )\,\)JS /(P
Shipper Label- NA No %
8. STEREQO ISSUANCE AND SETTING RECORD

No. of Issued By Reccived By Stereos Checked By Verified By
S. No. Type of Stereos Stercos (packing) (Packing) Setting (Packing) QA
Issued Sign. & Date Sign. & Date Donc By Sign. & Date Sign. & Date
R : 1 4 iLL = \
1. Stereos % M\\’\’:(@ &\\Qj'\llb‘t:;’ﬂ j WA 9' \\Z?){Q’\lu [ @(z‘/‘"
nAuT YoV 1 : -\lq,\i'ti' 7
9. RECEIPT OF PRODUCT AND MATERIALS: Date/Shift. }2 ]“In"'\’ ........ Time:. 3.
(Check the following before start of packing activity and record the observation.)
S. ; . Done by Verified By
No. Check Points Observation (Packing) (IPQA)
1. | Temperature observed on display (Limit: NMT 25°C) o ¢ '5))
2. | Relative Humidity observed on display (Limit: NMT 60%) s=nrf ‘_}\“_J\ } 37)
3 Bulk product containers are of the required product/Batch number P
" | and is approved by QC ks NN ,@
4. | Status label of machine/ line is for same product Ny M ¥
5. | Printed foil/Base rolls are of the required product. \\\{u} )A‘ri n?/’)d_
6. | All secondary packing materials are of the required product Ny A "\ Sl &)
1 =
10. DETAIL OF THE PRODUCT AS PER BMR:
Sr. No. Description Observations Checked By (Packing) Verified By (IPQA)
1 Average Weight Domy ,),—/'\') }9)
2, Colour of Tablet Pinte cdov A 02
3. Quantity (Net Qty.in Kg) g, 200 AA b
4 Number of Containers s M 2
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Agsurance
sign. Jo] o o o]
ign L.{_/f;_ _ . /7*/\}‘“ — Q\”l N\
& v 0
_Rate, | gﬂ?igz ;,3.//,/0/242-0 . 19 ,’w\’)\a}; %\\\ - n—! \Wh "
ol b WA T i A
T ::h}ﬁ)—L’ A 1] ZJNC@N 1RUUL’uu SLaa




("\ R SAI PRIMUS LIFE BIOTECH PVT LTD
\ O \J Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 9 of 29
SA| ;R]MUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Prod‘uct COde:' R09 ) Batch SiZe: 6,00,000 Tablc(s
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: G190 0o ) Co L
Customer: Generic Health Care Pvt. Ltd.
11. WEIGHT VERIFICATION RECORD OF RECEIVED SEMI-FINISHED PRODUCT:

* Balance I.D. No.:

rigaitl o

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

table.

Product Name Batch No. i, Exp. Date Qty. recfj' For No. of Containers taken for packing
Date packing
L2090 Kg | From Container No. o)
arn iR & QN no2n| Equivalent to To Container No. o
® 5) ) W Falbely W] ° \’ > Eq—( booo  Nos. | Total No. of Containers taken _o &
Checked by Packing (Sign. /Date): }?}‘7’\" \noo Verified By IPQA (Sign. /Date): 4 U‘Fh@
12. CONTAINER WEIGHT DETAILS:
Container | Gross Weight | ‘Weighed By Checked Container | Gross Weight in Weighed By Checked
No. in Kg Packing By IPQA No. Kg Packing By IPQA
L 28.2906. \eegel % Ll X
2 o - 120 eope? _ ® 12 N
3 23 . 190 v pod o 13 N
4 0a- oo yopd ¥ 14 Sy
5 2¢ -goo | Gopd @ 15 N
6 ) il 16 N
7 17 e
8 18 N\
9 My 19 o
10 e 20 ~
13. CONTAINER CONSUMPTION DETIAILS:
S. No Time Container | Consumed S. No Time Container | Consumed
From To No. by From To No. by
1 210 | gqlys of Do ¢ 11 oy
2 g3 o3 e 2 Wi 12 \
3 ot 31t 1% Lao [ord r/\-'m: 13
4 o | 16" oo o4 o’ 14
5 htse| 200 of pram” 15
6 16 N
7 T ey 17 AN
8 18 ~
9 19 S g
10 - 720 [,

Checked By Packing (Sign. /Date):

3 n_.\ﬂ lnv

Verified by IPQA (Sign. /Date): @/‘/ﬂ

—{Rimr

Prepared by:

Checked by:

Approved By:

Production

Production

Quality Assurance

Head Quality

Assurance

Ll

A

~
~

1'1’1?10]’)\'/1‘0
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SAl PRIMUS

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 29

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

Product

RAMITHIAZIDE 5/12.5

BPR. No.: BPR/T/134-60

Batch No:(FiEo o | ooy

Customer:

Generic Health Care Pvt. Ltd.

14.

OVERPRINTING OF PRIMARY PACKAGING MATERIALS:

Initial checks of Overprinting Details

Overprinting Details

Overprinted Text Printed AL. Foil (OK/ not OK)
Code No.: PON/DRUGS/19 13 4323 +fFousteahl ~O DI
Batch No.: U1 ool ook bk
Mfg. Date: 12! om0 Dl
Exp. Date: 04 ) ao9n ol
Item Code: 13/0232 ov e
Pack size (3 x 10’s)- Carton AR A\
Other instructions if any N O
Initiated by Rl MY~
Checked by Packing (Sign. & Date) )b\\.-—v:& A1 Vs no M v\ s
Verified by [PQA (Sign. & Datc) Frtaso Btaes
15. SPECIMEN OF PRINTED FOIL: s . il
& S DAt i lS)i?q[rlle&[j }l’)ate g:ll‘celfil;cg(i(g)i,gn & Date) éclgnﬁgi lggtg))QA
0 | e ey 1 Prew0 AR //Eﬂ)@l\[/w\'/‘
— —rot
16. PACKING INSTRUCTIONS:
1. Verify the status of dispensed primary packaging materials and transfer to the Primary Packing Area.
2. Issue the stereos to the concerned Technician and set as per SOP No. QAGN/030 and Record the details in respective table.
3. Setand operate Alu Alu Packing Machine as per SOP No. PDOP/020.
4. Verify the status label of overprinted packaging materials and transfer to the packing line in secondary packing hall.
5. Perform Leak Test as per SOP No. QAGN/045 and enter the observations in respective table.
6.

o9

as per given in the respective Table.
9. Affix first overprinted Al. foil, Carton, Shipper and shipper label duly checked by Packing and verified by IPQA.

10. Pack 10 tablets per Alu Alu strip.

Time record for packing detail

Perform Leak Test as per Table or during change of Printed foil rolls & plain film rolls and after every start of operation or
when machine is stopped due to some break down.

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

Primary packing Secondary packing Checked by
S 15, Da_te/Shlft Started at Completed at Started at Completed at S.(Packmg)
ign. & Date
0\ 18) 1) ol Wl 320 Gt oo Roe A &0 Ax-%“
o2 | Lo o — e AN 9 Ve la\es AvA
5% | (4 hr}%m,)‘m Alss N ~ 0 ArLO Al Len
oY Aol y foows puys pO 12tee 19150 A
by~ 201D N oA Qe 1 uo &ry™y
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:
Dept. Production Production Quality Assurance Head Quality Assurance
»L ‘ (LZ ‘ N /7"\)\\1*;\ (/)\ \\\M/g\/ ANEY JMD
(== " . | S
3 lrotyzss—t: Y1 10]hoe q,\\\\,o . 7Y N

(318

IINCONTRALLE
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i
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C\ & SAI PRIMUS LIFE BIOTECH PVT LTD
ey - Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 11 0f 29
SAI PRIMUS Viilianur Commune, Puducherry-605009.
e it BeF L BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: Gz oo \o@y
Customer: Generic Health Care Pvt. Ltd.
18. ALU ALU PACKING MACHINE PARAMETERS: Date/Shift.] 2. ?)..r. Jovo.. Time:. £.3.20..
Parameters Standard and Limits Observation Checlfcd by Packing 'Chec.ked by [PQA
Sign. / Date _Sign. / Date
Change Parts Details e Lo oW t A\,@ 141 1900t 8 e s
. (160 °C - 200°C) ' 0 R
Sealig Tempemnie To be established - g )AVJ—«! ’q,,,\ ha%n ,,_[D.- 1) o
Leak test to be performed on Nil (No Alu Alu strip
o Alu Alu strip should fail in leak test) ol A‘_SS 121102 %{%)‘.Q}I, Lov
. . [}
Machine Speed To be established 720 JATN\PB (11 ‘(ﬁ;; lidaes
19. CHALLENGE TEST FOR NON FILLING DETECTION SYSTEM :
Sr. No| Process instructions _
1. | Testing frequency: Startup, End of the activity and after every break
2 Acceptance Criteria: Broken Tablet, Empty Packet, Black Particle, Colour variation, Foreign Matter, Dual Tablets /
~ | Capsules and all defects should be detected & rejected.
Deke S. [ Broken | Empty Black Colour Foreign Dt Clstighed Verified
& . o s Tablets/ | Result | Done by
- No. | Tablet | Packet Particle |variation | Matter z By [PQA
Time Capsules By Packing
telnkenl | N ~ > ” % % ve | Jodem, | AN 3
I P 2|~ A = < X e | ks | NN\ bl ]
100 3 A S < 2 < < v Llsar A~ @
' 4 [ -+ - v < we o s - | A .5’5
5
6 e
7
8
9
10
11
12
13
14
15 \r\q\
17
18 ]
19 s
20 ~) 4
Note: Put ¥ mark for detection and x mark for non-detection o
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
so | J RE | e
Z] - ‘\ \n WD)
e ilielroro 1IN PR avay
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,
Villianur Commune, Puducherry-605009.

Page 12 of 29

USFI:S\LOEEL/\'AWL{% BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
. No.: 34- tch No.: G 29 &y @@
Product RAMITHIAZIDE 5/12.5 BER.Nos BERITA3L00 | Bakeh No<iGn € o\ 0l
Customer: Generic Health Care Pvt. Ltd.
20. MACHINE IN-PROCESS CONTROL:
Date/ Shift 1)) e |0
Machine Operator Name Rvwl)
Time of inspection 335 AL [0 |vo [0 [0io [ (2 M i, 30 \g:va 1190 [1b0 \1:;_0 NP
Sealing Temperature | & Cse & . .8 . e
(To be established) V35 frage [t W hase fad o] g9 | 138195 G vesc| e | 69| ws= | e
Leak test on Alu Alu Strips* _ 3 .
Qty.: __oh ) Bl e o o | O jon o |97 |ee [oe | | oe o |B |pe |
Knurling /Sealing ot (e |on |de | s [P g |d |oe |ve [a& |oe |ee |d | oe |
Pocket Formation 00 |4 ob | e |2k [ |2 |t oo | b [g | oa |0t [ [or | g
Horizontal cutting oo |4 ek | ot ok | or |ge |e= | oo | ve |t e | e 2 o | we
Vertical cutting oo |k oo | oo [ | o | |a |ve | e | e | oc o | | o | o
Quality of Over printing oc |4 op | € d- | o2 | e |d= |on | vk [ e | ok |0 [ve |
. | PON/DRUGS/ g . i ]
Code No.: 19 13 4323 ot [ |08 lge [ | oo |we |& |0t |me [P [ o [oe | | o | t&
B. No.: e o W Ve | | ar [oe | d | o [ee [ |te |we [N | @m |ae | | e | o
Mfg. Date | |p]|mono on |4 [ oafoe g |ae | oo | A Joe | @ | | o |oe |d | e | oo
Exp.Date | o4a\mon> ol o |ae |[& | g | vo v [ | O | pe | o | w
Machine Speed ' 3 ] _
(To be established) 2A 22 ot (20 iy [za |28 | et |9t [ e 21 |90 | B | o
Checked by (Packing) NN F PN AN I R"’\ “ NN | ™ N e I P
Checked by (IPQA) AT ] 8 | vol v ¥ [vor [ 8 [ [ |9 [ |

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:

Production Production Quality Assurance Head Quality Assurance
%'k > éj/ v
— /’m v\ < N\ \\/’/Q? /\"W\_} ‘O\\/a
] 111;0‘\’\-«1‘4 it %\\Cﬁ\\’ — T il
; INCONTEOT TR
UIVWVUINIRVLLGD VUl 1




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 29

EF/E\ imﬁ,ﬁmHm BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Brodiuct T et— BPR. No.: BPR/T/134-00 | Batch No.:CRE 2 e\ o 3y
Customer: Generic Health Care Pvt. Ltd.
20.1 MACHINE IN-PROCESS CONTROL:
Date/ Shift )
Machine Operator Name Drns J
Time of inspection \0\39 T e /<7
Sealing Temperature e | \
(To be established) “‘%\-/gcb BT lisie
Leak test on Alu Alu Strips*
Qty.:__oh ) e
Knurling /Sealing ot | e |ee
Pocket Formation & | bl | g \
Horizontal cutting @ | or | we \
Vertical cutting & | v | o \
Quality of Over printing A ve | we \
CodeNo: | POWDRUGS/ | o | | \
19 13 4323 b KAa
B. No.: HF2ottal e N
Mfg. Date le| 2500 g vl | ce \
Exp. Date A e an ek vie | o
Machine Speed
(To be established) LS /
Checked by (Packing) 5 [&(”'\ e\
Checked by (IPQA) 2| o | 1

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
L.k AW
(S ,m")o'lﬂ
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¢ N SAI PRIMUS LIFE BIOTECH PVT LTD
el B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 14 of 29
S~ P
SAl PRIMUS : Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD - BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
. No.: - LGk e
Product | RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: iR @ \ oo Ly
Customer: Generic Health Care Pvt. Ltd.

20.2 MACHINE IN-PROCESS CONTROL:

Date/ Shift

Machine Operator Name

Time of inspection

[«

Sealing Temperature
(To be established)

N

Leak test on Alu Alu Strips*
(Qty.: )

Knurling /Sealing

Pocket Formation

Horizontal cutting

Vertical cutting

Quality of Over printing

Code No.: PON/DRUGS/
19 13 4323
B. No.: Ve .
Mfg. Date \
Exp. Date
Machine Speed
(To be established) K
<

Checked by (Packing)

N |/

Checked by (IPQA)

@cu/é?d‘o

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.

7

Prepared by: Checled by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
S R S 1 R P v IO
7] J Y, [/OZJ)O T Dlelhwa T TNV VR T‘NAMM
i WAL R I EYALRY j
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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 15 of 29

,_%FQJIOEE%LMWL{TSD BATCH PACKING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
BPR. No.: 34- Batch No.: =9 o
Product RAMITHIAZIDE 5/12.5 FhL Mo BER TS0 A Bt L
Customer: Generic Health Care Pvt. Ltd.
21. DEFOILING OF ALU ALU STRIPS:
- ors Weight of ’
De-foiling | De-foiling o . Checked by/ Verified by
e started at | completed at De-tiled Dgraihig Punely Date (Packing) | Date (QA)
tablets e R
lnlse |{giluo 19¢3 0 0 3y© m',w[ Taitn M‘"‘""N‘; Jj@ﬁj,ﬁ”,a\
(\\
- T—
\ —
e
Total Weight of Checked By / Date (Backing): \/Veriﬁed By / Date (IPQA):
De-foiled Tablets | 0'S¢© '
2z )] 0oo B Sl PN V% 20
i S
21.1 INSPECTION OF DE-FOILED TABLETS:
Inspection| Imspection | Inspection Quantity 6f.CGond Qty. of Rc;cc_tcd : Glrgticed Verified by
Date started at | completed at| Doneb EabEh Lol by/ Date Date (QA)
P y Kegs Nos Kgs Nos (Packing). _
Nl | \Mae 114 so Tunidn | o0 | 1pO0 0 @30 240 = ﬂ,}nlmz,
e g :
\ [~
Total _ . _ ; / :
Total Quantity of Rejected Tablets Destroyed Checked By / Date (Packing): Verified By / Date (IPQA):
Q.. D52... Kgs .. &59.... Nos 0%"% :
&[“,“"” ]Z,[\tm

Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
J
Sign § e s LA\ " N& \\'J
Datgnon _3tlielsero 1'1] 10 \’)37.4 /r(\ \\\u'\ Bl ° /\\\

! ;
UNCO%;LEDCLAJF




SAI PRIMUS LIFE BIOTECH PYT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 16 of 29
SA| PRIMUS Villianur Commune, Puducherry-605009. _
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Bt RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: G2 \ coly
Customer: Generic Health Care Pvt. Litd.
22. LINE CLEARANCE CHECKS — BATCH CODING:
Date/ Shift .\BLA2T | M [ -
Previous Product: |\ rro\(AMme@ gle | Batch No.: Pep 900
) . Observation
f;:, Checks Time | 1 0o
) Packing | IPQA | Packing | IPQA
Check and ensure that the area is visually clean and free from previous e
: product. _ - v \
2 Check and ensure that waste bin is emptied out and cleaned ) vl \
3 Check the Pallets and crates area clean and free from any leftovers of - %
previous product /Batch.
4 Check and ensure the Correct status board is written. \ i 7 \
5 Checlf and ensure the previous batch details are deleted from the inkjet e 1 \
machine.
6 Check and ensure the rejected Cartons of previous product/batch are — s
removed.
7 | Check and ensure the cleanliness of hatch for conveyor belt. e ~" K
8 Check and ensure the cleanliness of conveyer belt with collateral block. L A Y "
9 Check and ensure the dispensed secondary packing material. St - \
10 | Check and ensure the Preventive maintenance records and log book. (= / \

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

Cleaning Satisfactory /N £ Cleaning Satisfactory / Notsatistrctory A\ -~
(Packing) Sign. /Date: W (IPQA)Sign. /Date: \Q; \\""CD
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.

22.1AREA 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. Setand 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 [nkjet Machine Conveyor Area
ID. No.: Iolses |0 Polace] voo Batch Coding
Previous Product: freademe e R
Batch No.: Pew Sondd
Cleaned by: S_l\_(\w_h‘\
Checked by Packing: M_\ ikposs
Verified by [PQA: ] /§§> L m
» /@i\\\ﬂw
\
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality\ Assurance
.[_,' }4% /YP@ ,?MJ\\(‘ o Q \\,/u\ ‘r\.v/"
£ A N o2 = e Uliole, 4 )‘/vx/,\\ v T\
) NG N INCONTROYTED CC 2V
v YD U UL I

i
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& N SAI PRIMUS LIFE BIOTECH PVT LTD
gl \;@ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 17 of 29
= srid
SAI PRIMUS Villianur Commune, Puducherry-605009.
LIFEBIGTECH PYT LT BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
. No.: B 4-00 2 (R e .
Product RAMITHIAZIDE 5/12.5 BER- Noss BER/I/134-0 Batch No: Gi® 204 Boiiy
Customer: Generic Health Care Pvt. Ltd.
22.2  OVERPRINTING DETAILS:
. Overprinting Details Overprinted Text Carton (OK/ Not OK)
Batch No.: (1 EQOImRY Ol
Mfg. Date: 16 [9060 ok
Exp. Date: e 10019 fo14
Item Code: 15/0362 | ;TJA 2569 Ole
Code No.: PON/DRUGS/19 13 4323 Poltf aney | 1 1,729 ol
Other instructions if any l;% o s
Initiated by Sign. & Date Mesorars ofefyaro ef
Checked by Packing Sign. & Date G0 1wlulos, 88 il
Verified by IPQA Sign. & Date K. il (i
. " e
22.3 TIME RECORD FOR BATCH CODING:
Sr . Batch Coding Checked by Verified by
) Date/Shift Batch Coding Done By ) (Packing) (IPQA)
No. Started at Completed at Sign. & Date | Sign. & Date
\ 6 (bllng ponw 1120 LAt Ag |- LS ,5) 1olei v
— A S ] g\‘#
© 224 CARTON OVERPRINTING SPECIMEN:
5 Checked by Verified by IPQA
S. No. ~ Date Carton Specimen No. Packing (Sign & Date) (Sign & Date)
(o1 TNEY \ 2000 0 LAt /F’Q tiefes [nore
— - le
e 2

Note — Attach specimen copy of over printed carton

Prepared by: Checked by: Approved By:
Production Production Quality Assurance Head Quality Assurance
< .
L k- IS S Q W M
e 31 L pad g il Y wwov s e i
TR I | TYNCONTROLTEDCCEY
INUUIWTINULUHUD VUL




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

Page 18 of 29

EF'?\ glOFTJERCL,\,‘,/\\,rUL-% BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
S — RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No..C{ 2.0\ &0 3'\
Customer: Generic Health Care Pvt, Ltd.
23. LINE CLEARANCE CHECKS - SECONDARY PACKING"L plipbe
Date/ Shift . i3 Jdi0e=s)! A )b )n2aom. o
Previous Product: 4! ?\o\ wM‘, Batch No.: yDo.o34 2
S Observation
r. ) X
No. Checks Time 5% ho My | D99 Ny
Packing | IPOA | Packing | IPQA
Check and ensure that the area is visually clean and free from previous
1 product. \A o (/) g
2 | Check and ensure that waste bin is emptied out and cleaned v N2 t o
3 Check the Pallets area clean and free from any leftovers of previous O / / -
product /Batch. i )
4 Check and ensure the Correct status board is written. v LA o 7
5 Check and ensure the stereo of the previous product/batch removed and o N ! - g
cut into pieces. %
6 Check and ensure the Alu Alu strips, rejected Carton, Shipper and- N A ‘ :
shipper label of previous product/batch are removed. ~7 i
7 | Check and ensure the cleanliness of hatch for conveyor belt. A N o o
8 Check and ensure the cleanliness of conveyer belt with collateral block. [ AN \//) P
9 | Check and ensure the dispensed secondary packing material. 2 A ‘ 4/ A
10 | Check and ensure the cleanliness of documentation table. (O A i AN
11 | Check and ensure the Preventive maintenance records and log book. e 4 # S

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

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

(IPQA)Sign. /Date:

Cleaning SatisfaCtory / Not satisfactory#

P A

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

action, re check the area / line and record.

Packing Weighing Weighing
Equipment —— Balance Shrink Sleeve | Strapping Balance Area
Conveyor. PP
Yok (Carton) (shipper)
; ] 1 _ Secondary
Previous Product: Ut hc\ Vi o Dz
Batch No.: UD 2084l
Cleaned by: Qe
Checked by Packing: ),%DA ) +. R
Verified by IPQA.: W\ {aone / )

PN A

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality dssurance
Sign. . ,11(‘()9 A
= LK ' W 2 QT AN Vo\w\/
Datef 3 phpe—{— Ulolsa ZV‘,L\\@ =

0LLE l\“(‘ﬁ SV

EVITRY 1

VLD VUL L




SAI PRIMUS LIFE BIOTECH PVT LTD
) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 19 of 29
SA| P.RIMUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.:Gh €2 ¢ oo 3y
Customer: Generic Health Care Pvt. Ltd.
23.1 ENVIRONMENTAL CONDITIONS:
(Check the environmental conditions of Secondary packing area at the start of process and Record in the below in table)
20, 8 ;
Date/Time: Hxtrss=~_c / 2\ Yo | Date/Time: -/57 les frno /!_\o $.29
A ! ; f
Shift:........ N e, . Checked Verified . Checked | Verified
Obsarvation| , o packing | by TPQA | D0Servation! o p stdng | by IPQA
Refer to SOP No.: Tf:m_perﬁture el L A\f% ~ e /Afa @ )
SOP: QAGN/o11 | Limit: NMT : 0l |® <f g
25°C 4= QT”?
Sccondary Packing Started Date/Time:......3 % (ALY .’!.Zf).‘f:DComplcted Date/Time:......... Q"*'*Q’"’;{Q‘! RO
s .}ﬁ-”."m'vo
APPROVAL FOR SECONDARY PACKING: Approved by IPQA Sing/Date:. ("(ﬁ ................. /
23.2 PACKING DETAILS:
10 Tablets in each Alu_ Alu strip, over code the Alu Alu strip with the batch details given belqw,
Place 3 x 10’s Alu Alu strip and one leaflet in each carton.
Place 10 filled carton in a Shrink Sleeve.
Place 27 Shrink sleeves in each 5 ply shipper.
Seal the shipper with BOPP tape with “H” type.
24. OVER PRINTING DETAILS:
Overprinting Details (Secondary & Tertiary PM)
R : ) . 5 Ply Shipper Label
Overprinting Details Overprinted Text Carton (OK/ Not OK (OK/ Not OK)
Batch No.: (H nol boy o oiC
Mfg. Date: 10| oo e Qe
Exp. Date: ) c\' 20 92X o [
Code No.: PON/DRUGS/19 13 4323 Pevl Dpvus ) \ey %, 329 v gok2 NA
Pack size: NA 3x10’s 7—2—7—x—1'0‘)(3‘5c*l'0"s_
Other instructions if any Mo e Y
Initiated by .
Sign. & Date ) ol ol MY
Checked by Packing . : . 4y
Sign. & Date ‘)&ﬂ 1i)siloo™ Mh\n'ﬂ)rf‘" M Lo o
Verified by IPQA 3 ) 7
Sigl’l. & Date gl? \.,._\'!\F‘"Q /@/ Qy;.,\wv:) /@n l ot oo
= &\ VB T
24.1 Shipper Label Specimen:
S. No Date Shipper Label Specimen Checked by Verified by IPQA
e No. Packing(Sign & Date) . (Sign & Date)
9 /éﬂ TR [a¥a2) ol )A«;r"\yrg;l gilnor Pl
Y L&
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
- y By A N
Sign. ] A}QQ ,N/_,;\/v\(m _ O \ X s
Pwa_t_le_ _'3’_}(_0/)425 ’Lﬂ;v’%w /\/E\mﬁp 9 Il N ANY
: : - . i i ! IIRIANRIMN AT ol Ay |
WD i Ul IKUL I‘J” U,r l




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

Page 20 of 29

EF'S\ELOI:EL,\;{\WL{TSD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
S RAMITEIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.:(5t P o) & Ly
Customer: Generic Health Cace Pvt. Litd.
25. INDIVIDUAL STRIP WEIGHING LIMIT: ,
Weight of ten individual Empty Alu Alu strips are given below:
1. ). 3. 1d 5. 1M 7. V1 9. )9
2. )1y 4, yor 6. 1 b 8. M 10. [
Total weight of ten Empty Alu Alu strips = b+ 8
Avg. Weight of a Empty Alu Alu strip (A): total weight of ten Empty Alu Alu strip/10= be
Weight of ten individual Filled Alu Alu strips are given below:
1. 1o Ly 3. 3 b 5. 352 1. g ho R
2. Ls 4. Ty 6. Geu 8 4. b 0. 3. 5,0
Total vJélght of ten Filled Alu Alu strips =~ LA- 22 7 £ E
Avg. Weight of a Filled Alu Alu strip (B): total weight of ten Filled Alu Alu strip/10= ; 4D
Limit (C) =
(Each missing tablet should be identified)
fStnp weighing Done By: @Ww‘\ ‘ Checked By: ﬁ\({:\\ |Vcriﬁed By: -/{J'f —I
<
251 CARTON WEIGHT LIMIT SETTING: Date/Shlft.\;b.l.\l.\t?P%?......Tim@.&‘,lz‘.s..2..
Weight of ten individual empty cartons are given below:
1. eoq |3 &g 5. Q- 1. N 9, Kg e
2. &"\D\ 4 &% 6. B 8. & e 10 & e
Total weight of ten empty cartons=  §§ "A ' '
Average weight of an empty carton (D) =Total weight of ten empty carton /10= & - §A
Weight of ten individual Leaflets are given below:
2. QL 4 A 6. D4 8 9.2 10. Dk
Total weight of ten Leaflets = 923 8

Avg. Weight of a Leaflet (E): total weight of ten Leaflets/10= 2 A8

25.2  WEIGHT CHECKS ON CARTON:
Weight of ten empty Carton: Co 4 Average weight of one empty Carton (D): & 84 -
Weight of ten filled Alu Alu strip: FA 2% Average weight of one filled Alu Alu strip (B): 3'4 2,
Weight of ten Leaflets: k Ax ] Average weight of one Leaflet (E): 9.28 °
Jh _ Limit: G=F+1%=
Weight of one filled Carton F = (D+3 B+E,]) PAL Y (To be established) 2\ ob . 2)ég
Checked by Packing/Date: ! Verified by IPQA/Date: /ﬂ“ﬁ\ a0
253 SAMPLE DRAWN RECORD: : = :
Sr. No. Stage of Sample collection Qty. of Sample Collected by (Sign. /Date)
1 Control Sample (Initial) Xl ¢ ﬁi Wlighs?
2 Control Sample (Middle) 0 m\ b /?;V\\ fuha
3 Control Sample (Final) R 1o G o
4 Stability Sample vl -4~
5 Other Sample —lon — B
. A N . f) | AT .
6 Analytical sample e vo )20 2 %C\\.\}m’w
¢ ':\) d d ¢ & 2
; i?/ Total Qty. b2 xide jf/
Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
Slgn- L 3 /d,'__ /b%)‘ I %\/J\(‘FA : Q \\\‘v\& \\/"VP
Dat —— 3( /( 0 (2020 . ’1/)},0 ]%% /\/‘\9\ }\I'WV.) T ax_}\
b ey INCONTROLLED COg2Y
TINCYU 1 \Uu § VIV A VA VS o
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SAl PRIMUS

LIFE BIQTECH PVT LTD

BATCH PACKING RECORD

Prod

uct Code: R09

Batch Size: 6,00,000 Tablets

o, RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: (G3 C2ACON
' Customer: Generic Health Care Pvt. Ltd.
26.  SECONDARY PACKING IN-PROCESS CHECKS: (Please keep Y mark if found “Ok”)
Date/ Shift | Bhlulwwo 1 P Inleo
55 g 8 MRS observation '
Parameters Specification Packing “IPOA
. 47 2 = 8 < =
Time U R 5 23y | & M| 8 82 [h9° hat? 1l pwkR ) 2 \\,\O \{L-} l-g."‘(' \—\5‘\) 1O
0 3 Alu Alu strip
No. of Alu Alu strip in o .
raOR with 10 tabs each Ve | on | e de §' e e | s el | et | et| | e at
and one leaflet.
. Legible and - ; ;
Carton Overprinting cadle Vo | 2 | e | sa | oo | e | Tel o |l [ o |t
No. of cartons in a B
shrink sleeves 10 packed cartons | | e [wic | oo | o | o el T NG
Shrink wrapping - O - | aAD- | 0 | B | e ~ )
temperature* Ot=| ot o |~ | i | T | Ot | - |~
No. of shrink sleeves in < p I
a 5 ply shipper 27 shrinks W0 yap (e [vr | ] wp | nen | el | el ek | ek | el =
Shipper strapping Proper strapping 0.10 oie | eb | ol | we o | o | o | A et sl | ot =k
Label appearance and Legible and . 1 . . - )
Shipper appearance readable i Rl Ko R bl e S O B Rl 7]
Sealing of the shipper "
with BODP Tape i Hope ve | oafoue |0 fsa we |q | o o | S 4
Checked by =8 S DA N e [ | ] 3| Bl @
*Temperature to be mentioned. - :
:26.1 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep ¥ mark if found “Ok”)
Date/ Shift , Ilii freve
. " 11/’ 1] no 2 observation
Parameters Specification Packing Lali1]ows PQA
) B I S A
Time e L seo L fawe e g wae [ni? |fowa 3’;&0— U (g2 /\
_ 3 Alu Alu strip
No. of Alu Alu strip in : fle | v \
with 10 tabs each AN RS IS
: e |«a o | e | at [ g o S | el
2 carton and one leaflet. ¢ B el i & | phe| & L A-wh
C 0 " Legible and A l
arton Overprinting eadhis od e | de e | vk |0 b | ble| ol fklel b
No. of cartons in a Ked ‘
shrink sleeves L0 packed cartons | of |gw | ok oo | O |on |de |pie|o b ew|eo\
Shrink wrapping ‘ \
temperature* D Dl il e Kl e R L T S A LY |
No. of shrink sleeves in 27 shrinks '
a$s p[y shipper A In [\ o e A& NG| N Ny ’3"% Ay -
- Shipper strapping Proper strapping o e | ol | o | e | ool | o e | ce ol \
Label appearance and Legible and \
Shipper appearance readable Ul | de g jae |U [ |0 | O vl | er|ol el
Sealing of the shipper 8
with BOPP Tape Hiype va |ok |oe oo |0 | | | gelow | gl ok A ‘
——r— V)
Checked by NN TN VI R Dlole /
*Temperature to be mentioned. =1 < 4
Prepared by: Checlked.by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
H > -~ v
Sige- L )b ﬁm —— L~ N\ Q N 2
Date ’ 31// ;9_/ Q029 . sl B JLD\')O’)\O Xmgvr\ TTRIANAR A‘\ TN
g A UNCONTRULL
INAL ST RIS Y Y
v g,' VA 1 ’g“:“’i\z LRV RY %



Q‘\ SAI PRIMUS LIFE BIOTECH PVT LTD
¥ iaﬁf’ - Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 22 of 29
SAl PRIMUS Villianur Commune, Puducherry-605009.
UIFE BIGTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.:Gy £ @_¢ 3 CJQ)ZL‘\
Customer: Generic Health Care Pvt. Ltd.
26.2 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep N mark if found “Ok”)
Date/ Shift o 4]t v | aclulaoe
, e 14 | nlno= observation '
Parameters : Specnﬁcatlon. Packing IPOA
Time o e {129 fgeo inwe | weolno o peie I 2o ] ey
ar 3 Alu Alu strip
No. of Alu Alu strip in s .
4 carton with 10 tabs each Qb Vb cle L (o 54 Qi ot ck/ & C*‘\ K
and one leaflet.
" Legible and ;
Carton Overprinting rea%able o ge |8e o o | o o e R e |~
No. of cartons in a
Shrirle sleeves 10 packed cartons | g | @i | B [N | oD |we | ve—| — fy,
Shrink wrapping o
temperature* NS ~Ne | RO e | (VR Ve | —
No. of shrink sleeves in ; I T
a5 ply shipper 27 shrinks ME ey | ve | | (e |
Shipper strapping Properstrapping bt | oie | d~ | o | oe | |eb | ok |oh |eh
Label appearance and Legible and -l
Shipper appearance readable o e O L o L N i )
Sealing of the shipper . . lei le -
with BOPP Tape Hope L LS e e el e
Checked by, : Y b de| e 2~ [ R D R |8
*Temperature to be mentioned. - N &

26.3 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep \ mark if found “Ok”)
Date/ Shift
_ . . observation
Parameters Specification Paohing PQA
Time " ?,:ia)'b_l looe A0 | 19w |nto \
o 3 Alu Alu strip
?g;,;gflu Al strip with 10 tabs each o
and one leaflet. C G | o«
‘e Legible and
Carton Overprinting vendable & lon | o \
No. of cartons in a
R LA — 10 packed cartons o o | eh
Shrink wrapping ]
temperature* FR| g o
No. of shrink sleeves in 27 shrinks
a 5 ply shipper Ak fo | e
Shipper strapping Proper strapping do o fur B )/\?9
Label appearance and Legible and
Shipper appearance readable e jde [ B
Sealing of the shipper )
with BOPP Tape Hype T B b
Checked by e B hes 41L
*Temperature to be mentioned. ’ '
Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
Sign. . j{)ﬁ}p N Y
Sign | Lok o LM S, oS VNN
Datey |1 v o 2001000020, Lol o\ A N
' P TINPONTD AL ]
VINWUINERULLED UG Y




SAI PR(MUS

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

Page 23 of 29

LIFE BIOTECH PVT LTD " BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Poaiiias T BPR. No.: BPR/T/134-00 | Batch No.: (i@ 2o \ 00}
Customer: Generic Health Care Pvt. Ltd.
27. SHIPPERS WEIGHING: Date/Shift. J%J.f.t1.’.‘.43'3.»*2.[..‘:‘...T.me..s\.mﬁ.... Batance LD. No.&. R].8:24)..
Weight of ten Shrinks: 2219 Average weight of one filled Shrink (H): 9293
Weight of ten empty shippers: N : 4/% s Average weight of one empty shipper (I): 11129 .
Weight of one filled shipper (J) = (27H+I) &+030 IZ;;"SG [:st:i;liishleoﬁ,)_ -1 A~ & . /0
Checked by Packing/Date: Q \L\l%’w Verified by IPQA/Date: ’/j//\cv\“«\‘(“"v
Shipper ‘?el;(éi‘st Weighed | Shipper \r?erigﬁt Weighed | Shipper \(xl;cl;cg)stxst Weighed| Shipper ‘S;;;St Weighed
No. (Kg) By No. (ch) By No. (Kg) By No. (Ke) By
1 Raon_[Wduy 20 [2.195 [Py 3919135 |Padey 58 |9.120 | Prins
2 12,015 Puiy 2L 19900 [Pai\e | 40 loyg Ipele | 59 Mwas  [opye
319406 (P\an 2 |9z [Pty | 41 845 lpife | 60 |
4 lguos Pafde | 2 lgi=n loviee | 2 [9a3s [pave [ 61 |
5 19100 lonthy, 24 |R.15 méﬂi 3 |2.1,0 [Prig a2 \
T T N v
6 13090 [pedy | 25 2o [ pafh | 4 [9.u5 oot | 63 \
7 [S.000 [Dalus | 26 1940 [pnddd | 45 lo.imn [Poiys [ 64 \
8 le.oes (Do, | 27 lgasp gl [ 46 [9.16 ool | 65 \
9 2.100 |05 | 28 [o.Gn [Pgu’ | 47 |9.se|pvis | 66 \
10 [oan [ovim | 29 |25 [prin 48 19,5 loody, | 67 \
U lgi05 [ Piiys | 30 gy ‘D?rm\ 49 12,0 Polys | 68 \
12 |gaon |priw | 31 |g.ibo Dm 0 los [pote | 69 \
13 13.085 [Paig | 32 [9.bo |prie [ SU Jo.we [Prg [ 70 \
14 lg.o65 (Dol | 33 [oase fomp [ 2 1245 |oiiug | 71 |
15 [9.065 |patk | 34 (9150 [Dwiye | 53 [9.430 [pwe | 72 2
16 [9.090 [oyiux | 35 [8un |odge | 54 9435 [pnil | 7 \
17 {935 |pell | 36 [8.14,5 [ paty, 55 | Ra35 p\"\‘d% 14
18 [2.495 | prd 37_19.35 [ onua | 56 |9.u0s pzrmq 135 \
i oy
19 19uS [(Peddl 38 |20 | Drfde 57 |95 zr\\\e 76 \
Total No. of De-foiled tablets | Checked by Sign 7 Verified by Loose pack details: =
i ighed: i : i i
shippers weighed Sﬁf(l;é{;:;i [:(l:); Date Sign / Date Shipper No: Sq
j} : ~‘\\r\ﬁQ Quantity... 29072, %'® 's
5% 5 %j,ﬁp\“\n@ \‘O\ Welvht......j (8%

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

Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
- ~ ~
Sign. L. b - L~ \ \\'éff/ \V
~ 3tlolpeso 210" /Y<>\\\p\q,w<’ WANIRS

:‘ n A “V
INCONTROLLEDCC




SAI PRIMUS LIFE BIOTECH PVT LTD

il \jl Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 24 of 29
SAl PRIMUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,060,000 Tablets

BPR. No.: BPR/T/134-00

tch No.: iR o_«¢
Product RAMITHIAZIDE 5/12.5 , Bateh No: SR 0.0} 0oy
Customer: Generic Health Care Pvt. Ltd.
28. MAN POWER ALLOCATION: .
DATE: .[LItER=0 DATE: I&.17.[12. 1027
SHIFT: ...YA.......... SHIFT: ... \M0........
ACTIVITIES DONE BY ACTIVITIES DONE BY
Alu Alu strip Checking Ladoaclron ~ Alu Alu strip Checking ‘BMNV . tarhe
Printing Checking in Alu Alu . Printing Checking in Alu Alu
strip pradhobuor strip | odoidh
Alu Alu strip weighing } s diolhar Alu Alu strip weighing oo nh
Insertion of Alu Alu strip and ’ Insertion of Alu Alu strip into g
leaflet into carton B \'wwur\.‘ carton ‘Zh»w
Cartons weighing J\;My{;\_,,\ Cartons weighing meﬁw\
Insertion of carton into shrink Insertion of carton into shrink
sleeve M sleeve AR
Insertion of shrink wrapped O Insertion of shrink wrapped
carton into shipper carton into shipper o
Shipper Label Pasting N nl’("\ Shipper Label Pasting W{\%
Shipper Weighing Mhdon Shipper Weighing ] Aofcbvm
Shipper Strapping ‘T)\I\W;f\ ot Shipper Strapping S
Shipper packed From@.\...to..BA 1A Shipper packed From.2¢...t0..22)
Signature of Packing ‘#{é Signature of Packing M

DATE: 29N/, DATE: .22/ 0102,
SHIFT: ... .......... | SHIFT: .00 ..........
ACTIVITIES DONE BY ACTIVITIES DONE BY
Alu Alu strip Checking 91.(/1"1:3/;( ¢ Soveent /‘W\\ Alu Alu strip Checking R &\MVI
Printing Checking in Alu Alu U : Printing Checking in Alu Alu
strip D prrenndon Strip A:],[Lg@m A
Insertion of Alu Alu strip and ) v Insertion of Alu Alu strip into ,
leaflet into carton ) neba ., @J{;{Mfo; carton W“X-UA’WW‘"F‘ >
Alu Alu strip weighing Aodan fon-, l/LMRU/{wv“— Alu Alu strip weighing Mc; o
Cartons weighing Narfamons . v Cartons weighing Vo wcbadi
Insertion of carton into shrink Insertion of carton into shrink
sleeve No— sleeve O
Insertion of shrink wrapped Insertion of shrink wrapped o
carton into shipper Ne carton into shipper
Shipper Label Pasting [N Shipper Label Pasting Vakdien
. . . . . U
Shipper Weighing M@\}CM e -]/17-"(!;’/1[4 Shipper Weighing e Leloga
Shipper Strapping . Wi Shipper Strapping 5\ ulgin
Shipper packed From."2.. t0.42.. Shipper packed From%.l...to.24..
Signature of Packing M Signature of Packing M
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. L ) m PSR 0 \g .
-z iliolss, 21)10]9000 AN ) ’..gm,\ff...,

RRVAT
V1
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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 25 of 29

I %éélechLMHTSD BATCH PACKING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets -
Brodiiat RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: i€ 2o \ ooy
Customer: Generic Health Care Pvt. Ltd.
29. PRODUCT COUNTER CHECK LINE CLEARANCE:I ,) "
Date/ Shift ZRLAMI2D2 ... . I RN
Previous Product: ?‘QMWMM \o\ Ly « | BatchNo.: Qp; b 104
S A Observation
N;.. Checks Time | g (o
Packing IPQA | Packing IPQA
Check and ensure that the area is visually clean and free from previous ' .
: product. 7 - "Yl
2 Check and ensure that waste bin is emptied out and cleaned e - \
Check the Pallets area clean and free from any leftovers of previous (S
3 e
product /Batch. ;
4 | Check and ensure the Correct status board is written. L . \
5 Check and ensure the stereo of the previous product/batch removed and v L2
cut into pieces. !
6 Check and ensure the Alu Alu strips, rejected Carton, Shipper and v
shipper label of previous product/batch are removed. -
. (g
7 | Check and ensure the cleanliness of hatch for conveyor belt. A lM
8 | Check and ensure the cleanliness of conveyer belt with collateral block. i 4 .
9 | Check and ensure the dispensed secondary packing material. bl P \
10 | Check and ensure the cleanliness of documentation table. L7 A \
11 | Check and ensure the Preventive maintenance records and log book. — / %

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

Cleaning Satisfactory / M),tsqtjsfaﬂﬁr’y#

(Packing) Sign. /Date:

/n-‘\‘(\ﬂff“o

Cleaning Satisfacfory / Notsatisfactory#
(IPQA)Sign. /Date:

m =

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

action, re check the area / line and record.

Packi Weighing Weighing
Equipment C Acklag Balance Shrink Sleeve Strapping Balance Area
onyeyor (Carton) (shipper)
ID. No.: PoJeop Jovr. |frpor| o1z N Polesa| e po)potloon | passina
Previous Product: QAW\\!\ Yo ade Ol v >
4
Batch No.: ﬂ/\.ﬂ 8.0 Uity &
Cleaned by: S ne b
Checked by Packing: \ B(‘\\\W
Verified by IPQA: B i’
Rechetking Started Date/Time:.2). ... Q08 menenveoree Completed Date/Time:.....[8 %.3%..............
5 P £ .

APPROVAL FOR COUNTER CHECK:

Approved by IPQA Sing/Date:....... ;\ AW

\

~

Prepared by: Checked by: Approved By:
Production Production Quality Assurance Head Quality\Assurance
/— i /é" ﬁ@ - //“‘J\N\ O = \\\vavy
211012020 Uiohas T 9\wo? O 1NN\
ey 7 \\ e g ~

R 1 B At~ 1 et et

UNCONTROLLED CC2Y




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

Page 26 of 29

EFQJIOEEL}},AWL{TSD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: (R 2o o\ ao)y
' Customer: Gencric Health Care Pvt. Ltd.
27.1 ' COUNTER CHECK OF PACKED SHIPPERS :
DATE: .LLLLERAZ DATE: sissuussssssssos
SHIFT: ...\ .......... , SHIFT: fooleeeceananns
ACTIVITIES DONE BY / ACKIVITIES DONE BY
Alu Alu strip Checking Phone  Saus alodw Alu Alu strip égecking
Printing Checking in Alu Alu N Printing Checking in Alu Alu
strip In ,,Q| e, strip
Alu Alu strip weighing Jolor s, T Alu Alu strip wei gh\i{lg
Checking of Alu Alu strip and ' Checking of Alu Alustrip and
leaflet in carton 9‘”‘*};"} a leaflet in carton
N
Cartons weighing Voo ) Cartons weighing g
Printing Checking in Shipper Printing Checking in Shipper
Label nestna Label .
Shipper Weighing (e Shipper Weighing \
Shipper Strapping Dol adeylann » Shipper Strapping \
Shipper Checked From.%...t0.29 Shipper Checked From.... to......./
- O :
Checked By Packing M o1\ Y Checked By Packing /
Verified By IPQA Verified By IPQA ”
DATE: iovsomsanansoiss DATE: & vevndutiamssts
SHIFT: ..opvininneennen SHIFT: .iierimnsmsurones
ACRIVITIES DONE BY ACTIVITIES DONE BY
Alu Alu strip Checking Alu Alu sfipChecking
Printing Checking\'n Alu Alu Pr'mtiqg/ Checking\in Alu Alu
strip \ strip
Alu Alu strip weighir}g Alu Alu strip weighiné\
Checking of Alu Alu stkip and Checking of Alu Alu stripand
leaflet in carton \ leaflet in carton
. - N\ . .
Cartons weighing o Cartons weighing My %

Printing Checking in Shipper
Label

Printing Checking in Shipper
Label

Shipper Weighing \ . Shipper Weighing \
Shipper Strapping / Shipper Strapping \
Shipper Checked From... ../.to ........ Shipper Checked F rom.......té. ,7

Checked By Packing

Checked By Packing

Verified By IPQA

Verified By IPQA

No. of Defects Identified:

1. Minor: - —

2. Major: N4
3. Critical: ~#®
Batch Allowed for Despatch: Checked By: —%w- Vevified By: ™¢
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. /m - "
g Z_ Ny , l/p”"\\f“ . Q ‘ \‘v_a\/a
Date 3171002000 2 10her. T A\ 0 16N\
T —— : i J
L T j ‘




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

Page 27 of 29

SAl PRIMUS

LIFE BIOTECH PVT LTD

- BATCH PACKING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

BPR. No.: BPR/T/134-00

t SR o
Product RAMITHIAZIDE 5/12.5 Batch No.: G122 © \ ooy
Customer: Generic Health Care Pvt. Ltd.
30. PACKING MATERIAL RECONCILIATION: .
3 : Shrink| S5Ply (Strapping| BOPP Tape
3;’ Material P;::ltle ?KAI)U' Ba(slz l;ml Cg\;z(;;] y L(e;(()]sts Sleeves| Shipper Role |(GHPL Printed)
. g g (Nos) | (Nos) | (Mtrs.) (Nos)
Quantity received for the
4 | batch S 2:200 | 15700 Dpgo e Pofoo | T g |3oofk)l 0y
B Additional material received 0 62
for the batch 0o ¥y i il &
Total material received
© | B £2:2-00 |+ poo |A0A0y |[2OACS \ < Soamd) O
D | Quantity packed 21.%40 |q84€0 |Hose 1904k \ 5 9 'S0 fnn) 03
Quantity rejected (Online) \ .
Eleg Destroyed £sr0 M.y o(%;h MA [k 2 i
F Quantity Returned 9.9 04y E\oSo | &\o0 D A4 \ \ b '§C&V‘\’ﬁ'> o)
G | Sample affixed on BPR —— o) | o YWl we - v
H | QC samples 0:002 |0:62n || " na wa L e
I | Other samples (If any) p.-0oa | 0o (] W A VA ™ M
Total accountable Quantity ~ goq‘_mk)
I (D+ E+F+G+H+I) 1410 | 58k [#8400 osoo & P a2
K | Variation (C—J) 0 w81 0 124 _D— —0— —— - B
L | %Variation (K x 100)/C 0'SS+/. | 00&% _0— o v A —o- «—o~ —0 -
M | Acceptable limit +2% +2% | 2% | £2% | + %
If % Variation is out of the acceptable limit, investigate & specify the reason:
AT S AL B AT VI Y T e e A T T e T S AR <R A A B R S T e S S B
31. EXCESS PACKING MATERIAL RETURN TO STORE: MRN NO. Wt
: s Shrink 5Ply Strapping BOPP Tape
Material P;l‘:t[c ?KM)“' Ba(s&l*;onl C(:gs;;ls L:l:f)l:)ts Sleeves | Shipper Role (GHPL Printed)
Ci8e g (Nos) | (Nos) (Mitrs.) (Nos)
Quantity Returned 99 «CAg | 5V05D | 2400 | 2440 | wo— Lb |isS) =3
Material returned by packing
Sign./Date \M i a0 \)B‘}ﬂammw’ ) \M \;&\r"ﬂ(z ] &
Verified By IPQA Sign./Date A ] ol Bl o w | B %
Material received by Store A “(r, <ot i _Aﬂ‘f_\‘, <M\u;'\~ = == = =
Sign./Date . N - M\m ehd s N,"\:‘_\?Q ) e oo R e
\“ | TRNAT RO PR
32. DESTRUCTION OF REJECTED/UNUSED PRINTED PACKING MATERIALS AND STEREOS:
; : Shrink 5 Ply Strapping | BOPP Tape
Date Stereos Pl;git[e ?KAI)U' Ba(s{(é F;Oll Cgsg;;l : L(e;(f)lse)ts Sleeves | Shipper Role  |(GHPL Printed)
g g : (Nos) | (Nos) | (Mtrs) (Nos)
wluldso o | €20 |Haws [@xn [® [ w | o ro- >
I s S — =8
Total Qty.
Destroyed Db £ 520 10 € [ Bh o 20— 0 o - e
Destroyed by \N
(Packing) “’\‘9 o Noa7©
Verified by e y 0
(IPQA) T
Prepared by: = Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
Sign )l )}QA‘ A\ V4
Date 31//0/2920 ?I)?D,%vp /\/‘Wz\ AR
\ [ AL ATY =
RO IRJ

boere ks B st v A

“9




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

Page 28 of 29

SAIL p R| MUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT 5D BATCH PACKING RECORD Product Code: R09 ~ =~ | Batch Size: 6,00,000 Tablets
o RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: G2 o\ oo Ly
Customer: Generic Health Care Pvt. Ltd.
33. BATCH RECONCILATION:
A Batch Size 6,00,000 Nos.
B Quantity received for packing <3bood
C Total quantity packed €8 4kn
D Control samples 0D
E Analytical Samples 10
F In process samples b0
G Others samples if any (Stability, Regulatory Samples, etc.) n .
H Packing Loss =B —(C + D + E + F+G) 2lAro
I Total Loss =A —(C +D + E + F+G) Enind
J Packing yield % (C + D + E + F+G) / B X 100 (Yield Limit %............... )* G311
K Batch Yield % (C+ D+ E+F +G)/ A X 100 (Yield Limit %.................. )* Q3. 9y v

*To be established
Checlced by Packing /Date:

\AQ \n\\w

Verified by IPQA/Date: Jiz\v'g@
AN

34. TRANSFER OF FINISHED GOODS:
No. of ) FGTN FGTN FGTN
Date FIC\}IIN Sales Pack Size | Unitsina Sll:lio' (;Es TrQa:zjrf\iR o Raised by | Checked | Received by
: shipper PP Y Packing by [PQA Stores
22005 o 38 b
auloose | nore; | fater. gebr et ® g3y | (N | B T,
Y el o | Leo 0 MFA}’ (‘g 7@_/
Al =" —
Total Qty. Transferred 52 2Ly L)(W % f‘;l O
35. ~ DEVIATION/ EXCEPTION DETAILS: & B
During process if there is any Deviation / Exception are observed then record in below table
Deviation / Exception details
SriNo./a| i i Stage: * Deviation / Exceptmn details Action taken . | Observed By |
==
~ \M
\
Checked by Verified by Approved by
Packing: Packing manager: Head QA:
36. BPR REVIEW DETA[LS
T Revxewcd by Namc Slgn /Date

Packing Executive

QDTH/“ AT IP

B}G@m - M,w .

QA Executive

%Qrm AN

/@lem '

Production Assistant Manager/ HOD

fa a8V BRAM A N QAN 12

&&Mﬁmﬁ

VY
Al } 20506

QA Manager/ HOD

(2 f1Ln Ml uR - RS-

kj)' W\Hj 920 %
I

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. A\ )
ign L& D =" Q N\
ey 2/_1/0/»7,0 2310 |Noro AN\ NS
i z 13}'\‘4’ E’v& r'\' -
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SAI PRIMUS LIFE BIOTECH PVT LTD

Villianur Commune, Puducherry-605009.

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

Page 29 of 29

EF/E\ [!,OE[ELAPAVTUL% BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
L = (& ™ N
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: & D o | @y
Customer: Generic Health Care Pvt. Ltd.
37. BATCH RELEASED FOR DESPATCH:
Total quantity released: "7_‘39%’"1'*0 No’s
Head QA sign/ Date: Q }\%\/ \\\q,dvﬂ
38. REVISION HISTORY ;
S No. . ; * Document No R s Reaﬁon for Changes i S‘L’iperse‘dcsiljo'c.‘No.'_:v’, :
1 BPR/T/134-00 New Document Nil
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
sin Ll XA Loa O\t ]
Date 3tli0lp20 Uligltne T Aoy At
¥ TINCONTDALLED Arov
\ UINCUNTAULLLD corY |
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SAl PRIMUS

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

Page 1 of 29

BATCH PACKING RECORD

LIFE BIOTECH PVT LTD

Product Code: R09 Batch Size: 6,00,000 Tablets

Product | RAMITHIAZIDE 5/12.5 BER:Na < BRI _ ) Batch Not Gy Fpder/ iory
Customer: ) Generic Health Care Pvt. Ltd.
BATCH PACKAGING RECORD COVER SHEET
PRODUCT NAME RAMITHIAZIDE 5/12.5
GENERIC NAME Ramipril and Hydrochlorothiazide Tablets
' Each Uncoated tablet contains:
Ramipril BP....ocooevuiniiiiiiiiiniinanne Smg
LABEL CLAIM Hydrochlorothiazide BP............. 12.5 mg
EXCIpIeNtS....ocuiiuiininicniiiiiiiiaiinnes q.s-
Colour: Erythrosine Supra
CODE NO. PON/DRUGS/19 13 4323
DOSAGE FORM Tablet
BPR No. BPR/T/134-00
REVISION No. 00
SUPERSEDE No NIL

EFFECTIVE BATCH. No. /DATE
MARKET

SHELF LIFE

BATCH SIZE

PACKING CONFIGURATION

BPR ISSUED BY/DATE (QA)

BPR CHECKED & RECEIVED BY/DATE
(PRODUCTION)

d‘szo)ouu/ 31| to] 20 2=
Export
36 Months
6,00,000 Tablets

3 x 10 Tablets Sales Pack (Alu Alu Packing)

”SJ/Q\VO

.}u\\\
W2
‘\X@{w"\\\q}ﬁn

W
)
SCEIVED F ; v
QUANTITY RECEIVED FROM PRODUCTION €990 € o ‘T%Lﬂh
DATE OF COMMENCEMENT: __9v ! m'f 2020 DATE OF COMPLETION: 0‘5’! ]}!m
QUANTITY b,00,000 b\l
RELEASED QUANTITY OF PACKED TABLETS S$q6o0 'F")Ay\,s
RELEASE OF BATCH BY HEAD QA \ -
TE: ’
SIGN/DA - - \\,\‘)«'517"
This BPR contains 29 Pages + ...ff’.’. )Addltlonal Pages
Prepared by: @ Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
Sigp, / - /'%QQ‘ Yo, \«1«% o
| ma— il Al - ! D ' a\
Dad VSO (1) (1884 W ERN O B !J @\7
AV AT G T T IIN( ”N‘t‘ FLH*UL




SAILPRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 2 of 29
Villianur Commune, Puducherry-605009. ] o )
,_SWQJIOEEELM”L{TSD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Pisoeinid RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: &7 3¢ 18 b/
Customer: Generic Health Care Pvt. Ltd.
1. INDEX
Sr. No. | Content Page No.
Batch Packaging cover sheet 1
1 Index 2
2 Check list for batch packing record review 3
3 Packing Material Specification and Indent 4
4 Dispensing line clearance 5
5 Dispensing record of packing materials 6
6 Line clearance for primary packing 7
7 Verification of dispensed packing material 8
3 Stereo Issuance and setting Record, Receipt of product and materials, Detail of the product as per 3
BMR
9 Weight verification record of received semi-finished product 9
10 Container weight details, Container consumption details 9
11 Over printing of primary packing, Specimen of printed foil 10
12 Packing instr}mtion, spegimen of printed foil, time record for packing detail, Packing In-process 10
checks for primary packing
13 Alu Alu packing machine parameters 11
14 Challenge test for Non Filling Detection System 11
15 Machine In-Process control 12-14
16 Defoiling of Alu Alu strips, Inspection of defoiled Tablets 15
17 Line Clearancf‘e for Batch Qoding, Area and e:'qtfipment <-:lcarancc for coding, Overprinting Details, 16-17
Time record for batch coding, Carton overprinting specimen
18 Line clearance for secondary packing, Environmental condition, Packing Details 18-19
19 Over printing details, Shipper Label specimen 19
20 Individual Strip weighing limit, Carton Weight Limit Setting, Weight Checks On Carton, Sample 20
Drawn Record
21 Secondary Packing In process Checks 2122
22 Shipper Weighing 23
23 Man power allocation 24
24 Product Counter Check Line Clearance 25-26
25 Packing material reconciliation 27
26 Excess packing material return to store 27
27 Destruction of rejected/unused printed packing materials and stereos 27
28 Batch reconciliation 28
29 Transfer of finished goods 28
30 Deviation Detail 28
31 BPR review details 28
32 Batch released for Despatch 29
33 Revision History 29
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. | L Ko A e .
Datg -y 3iliolosss ]10] 9000 /i\\r W("n i
AN . 5 FRRvAVSY




SAI PRIMUS LIFE BIOTECH PVT LTD
Nl \J Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 3 of 29
SAl ;RIMUS Villianur Commune, Puducherry-605009.
et Rl o BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets ||
Sothat T y— BPR. No.: BPR/T/134-00 Batch No.: (& F D0/ QO
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 (Yg/?gg;ﬁ:/igl*)
1. No. of pages of BPR+ Additional pages (If any) * NS
2 Line clearance and environmental record oy
V7

3. Processing activity done by and checked by is signed Y
4 Dispensing
a) Equipment clean tag and dispensing tag attached with batch record Wes
b) Packaging material is checked J{/M
5. Packing v
a) Rinse water analysis report attached with BPR .,.,‘
b). Approved specimen of printed foil, show box and shipper label are attached Y,
c) Control / Stability / Finished product analysis samples are withdrawn \4!/:)
d) Reconciliation of packing materials is done J( Q
) Tablet reconciliation is done \./\;9

In process checks parameters done at regular interval and recorded into BPR W,
6. Attachment ,
a) Finished Goods Transfer Note s
b) Certificate of analysis of finished product is submitted \_I_
c) Stereo Impression Form and Destruction Record M7
7. Complete set of BPR Submitted \E‘ I

7
Checked By QA/Date: \\<
/\/J\\V\
*Mention total number of pages.
Remarks (If any) .ocoeeeneieenearaennnses e o T ML L e Y A S5 SN
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 4 of 29
SAl PRIMUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PYT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
BPR. No.: 4- Batch No.: — ¥
Product RAMITHIAZIDE 5/12.5 2 oS BRI ateh No-: & FRG)OT
Customer: Generic Health Care Pvt. Ltd.
3. PACKING MATERIAL SPECIFICATION AND INDENT:
Printed Standard RCSE{'FC J
Sr. 2 item : P UOM| Qty. for %
No. Miaterial material Spesification Batch Size | Overages 6.0 .Lac
with
code 6.0 Lac.
overages
Width — 252 £ 1 mm
252mm g o | Thickness —0.025 mm 45.000 45.900
1 | Ramithiazide 5/12.5 = & | Language — French Kg (To be 2 (Tobe
Printed foil o | Color —2 Colors established) ‘ established)
GHPL ITEM CODE - 13/0232
259 mm Alu Alu & o ch.lth - 252..#1 mm | 150.000 153.000
2 Base f5il o © | Plain non-printed (text matter) Kg (To be 2 (To be
. & < | aluminum foil. established) established)
Size — 130 x 60 x 25 mm
= (LxWxH)
3x10°S & | Board—300 gsm ITC Cyber XL, UV
3 Ramithiazide £ varnished. No 20000 2 20400
5/12.5mg Carton O Colour — 3 colour
& Language — English/French
GHPL ITEM CODE - 15/0362
Size —280 x 150 mm (L x H)
i e & ~ | Specification — NLT 60 gsm
4 {fﬂgg'ﬁif& ) €S | Maplitho Paper. No 20000 2 20400
: & & | Colour — 2 colours
Language — French/ English
Shrink SI % =
5 L S EVES % S | Plain PVC Shrink Sleeves No 2000 2 2040
(PVC) Sl
A
A 5 Ply flute vertical corrugated
5 Ply 390x390x430 & | inner unprinted in nature. (24 B.F.)
6 | mm GHPL Printed & © | Outer Size —390 x 390 x 430 mm No 75 - 75
Shipper 2 C | (LxWxH)
Bursting Strength — NLT 15.00 Kg/cm?
= Clear Transparent
S GHPL Printed © 8 | Length of roll - 65m No 10 ) 10
Bopp Tape e R | Width — 60 mm
B Printing — GHPL repeats in Blue
e
8 | 3’ Plain BOPP Tape g § Plain BOPP Tape No. 3 = 3
o_( ~
5 — | White or milky white colour.
9 | Strapping role. 2 8 | Width—12mm Mitrs 300 - 300
& = | Thickness—0.6 mm
S Half A4 size
10 | Shipper Label NA Gompuler printed ekl No 76 - 76
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
5 Nalh) ® ~ ] N
Sign. ‘ ]l /m; o\
Date t%f ' L3 /IO/QJ),@ P2 \lz‘ﬁ\’){ﬂo - /\/"“;\\\\/0\
IV NALE ; ‘




SAIPRIMUS LIFE BIOTECH PVT LTD
)4 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 5 of 29
= Villianur Commune, Puduchen-y—605009
SAlI PRIMUS T e e
LIFE BIOTECH PVT LTD TCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
. No.: - Batch No.: - =
Product RAMITHIAZIDE 5/12.5 BEB. o BERTID-0 bl Nout S Fil o .o
Customer: Generic Health Care Pvt. Ltd.
4.  DISPENSING LINE CLEARANCE CHECKS Date 351572 Time V¥ 135
Sr. Observation®
No. GHIEGCIE Store | IPOA
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. - v
2 | Check and ensure that display stand and weighing balance are clean. e <
3 Check and ensure that SS trolley are clean. " 7
4 | Check and ensure that area (floor, walls, ceiling, doors and windows) are clean. 7~ i
Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and ’
5
filters, electrical fixture are clean. - s
6 | Check and ensure that all the sides of Mobile Laminar Air Flow is clean s #
7 | Check all the gauges of Mobile Laminar Air flow before switching ON. < =
3 Check and ensure that weighing balances and pressure gauges to be used are within calibration )
due date. - 7
9 | Check that the daily records (Balance Logbook, RH & Temp. record) are updated and signed. e
10 | Equipment status is updated for Cleaned and Preventive maintenance. S -~
Note: *Tick mark () if Complies, (X) if does not comply and (NA) if not applicable.
. Mobile Laminar . )
Equipment Air Flow Weighing Balance Arca
ID No. 7\ \_@‘f,r\ vy ST ooy R N Fu\\ S JVoYQ_
Previous Product q‘o\\ B\ ‘
B. No. - (\"\\ i B0 Y
Cleaned by Sign/Date L \ PN PN } L\ e
Checked by Store @
Sign/Date by [ oy W\
Verified by IPQA = 9
Sign/Date g\/‘ vl
27}
ENVIRONMENTAL CONDITIONS: Datd¥ -/ "Time: 5+ ¥ Checked by | Verified by
Observation Store [PQA
(For Reference SOP No.: QAGN/011) _ Sign/Date Sign/Date
Temperature (Limit: NMT 25°C) . 99°C \"\fq_y\vd'u"’a ,\C{g ST e PATRETS
Differential Pressure across the booth Limit: 5 to 20 mm Water L \’;@\\L\W ,/ .;!! o
APPROVAL FOR DISPENSING BY IPQA: Sign........ ;jﬁ/ .................. Date:.....ﬁ)}.‘.\} et
Dispensing start Time ...... \ yyo ............. End Time \‘0{ Zi"r ........
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
. ‘ \ Rt
Sign. b _L 7 %;O Q_{\/\/f\v\/ﬁ Q \H\‘JX'/ Q\\,/’
Dtensy Jurn ¢ ;_3 IHOL’—&‘ZD Ty )iol%w ‘1“\\;\‘ - ) ;
l‘lll\} wi »li’;\ f,}" R L WL

e WO |
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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 6 of 29

~ SAI PRIMUS

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

BPR. No.: BPR/T/134-00

Batch No.: (7 v | & o7

Product RAMITHIAZIDE 5/12.5
Customer: ) Generic Health Care Pvt., Ltd.
5. DISPENSING RECORD OF PACKING MATERIALS: DateX¥\"Shigt ¥ Fime: AN\ ¥
Issued and
. Req. Qty. for| Issued No. of Verified by
Material Name Item code (UOM 6.0 Lac Qty. A.R No Roll/Box Chesctl(:i: by IPQA
5oy R 45000 |\Arkee[fmel ooy BT vy -
mm Ramithiazide =
. e PPF/SP/R009 | Kg (To be ¢ ot o oo
5/12.5 Printed foil established) [2-9+8+ 0G| oo 324 q,x\\‘?vw /j?*’. } o
153.000 |1 ¢ . |Pe§) 023 bl VI |
TR [ I B N | W @ s
established) o W ’Q’/z \'\'r\‘lﬁ/
Lhoo ?mC\\OQX‘\ﬂ' 0 \/vv\(
3x10’S Ramithiazide o
5/12.5mg Carton PPC/SP/RO10 | No 20400 \3guo ch\\ a0 FY 0d ,\\n,w /-:\»ﬁﬁ\fo
923 : ’?/,;\\
Ramithiazide Printed PPL/SP/R002 | N 20400 Do\ o V"‘C\\ 02| 0% Wﬂ Q/ B
Leaflet . R %‘ ho
271 2
Shrink Sleeves
(PVC) PPS/SP/P001 No 2040
5 Ply 390x390x430 ekl sdo
mm GHPL Printed | PPS/SP/G002 | No 75 d Ulodszy
Shipper
3 GHPL Printed siemae | o i b feal) eooaly
Bopp Tape
3’ Plain BOPP Tape | PUB/SP/BO0L | No 3 o [frelenelalen
URG -
Strapping role. PPR/SP/S001 | Mitrs 300 Koo th\\ seegn | O, ,}X\\MW )@\w’
LN
Shipper Label NA No 76 PN | \ 9.‘!
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. [ S @J(
ign L < W (\i\ O\ 1 L\“&-\_f‘
. T E— 0110 £ A4




SAI PRIMUS LIFE BIOTECH PVT LTD
; Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 7 of 29
Villianur Commune, Puducherry-605009.
USF/ES‘JIO‘:E%L’},AWL{% BATCH PACKING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
- S ANTRTATINE S5 BPR. No.: BPR/T/134-00 Batch No.: G5 F R 0 1 Q0+
Customer: Generic Health Care Pvt. Ltd.
6. LINE CLEARANCE CHECKS: o
6.1 PRIMARY PACKING: Date/ Shift . 2#h2 \2020. .. 41 ........... ... ))2)0020..5...
Previous Product: Gy | 1o ¢ P | Batch No.:  "Ja2cm 92022p
Sr ' Observation
No- Checks Time | 09t g0 R 10
) Packing | IPQA | Packing | IPQA
1. | Area status board is updated for “CLEANED” status. ) - ) —
2. | Check and ensure that the area is visually clean and free from previous product ) v w1 1
3. | Check and ensure the differential pressure of the area is within specified limit A v 5 =
4. | Check and ensure that waste bin is emptied out and cleaned w1 v A _
5. | Check the temperature and relative humidity of the area within specified limit 4 v “ -
6. | Check the tablets of the previous product/ baich removed. J: 2= \,‘/ =
o Check the loose Alu Alu strip cutting, rejected rolls, empty cores of foil of ' / ‘/‘.
" | previous product /batch are removed. 1] v’ —
g Check the surroundings of the machine and free from the previous products and A
" | batch ] v’ ) !
Check the foil printing stereos, Labels of previous product/batch are removed. L wr | eq A
Check that the daily records (log book, balance, temp. & RH) are updated and.| ' . )
10. | = v
signed. A ) 1
11 Check and ensure the Cleanliness following change part of Alu Alu strip ’ 2
" | packing machine ) v —7
12. | Check for the absence of previous batch/ product at machine conveyor belt. '
a) Check Hopper from Top, bottom of machine, below the hopper, between bottom
side of conveyor belt and collating unit. ) v’ R il
b) Check for cleaning of hopper, feeding channel, vibrator plate, in feed roller and / A
sweep brush. 7 e 7
c) | Check tool box, thinner and ink box ., v’ “ —7
Note: Tick mark () if Complies and (X) if does not comply T
Cleaning satisTactory/Notsatisfactory Cleanifg satisfactory/Not-satisfactory () ~
Checked by Packing (Sign. /Date): ﬁ)j&\\ﬂ—\%% Verified by IPQA (Sign. /Date): "g'u/')\ ja-poro
#In case the cleaning is not satisfactory / line is not certified then investigate the cause of the failure and take necessary action,
recheck the area / line and record.
6.2 AREA AND EQUIPMENT CLEARANCE OF PRIMARY PACKING  Date/Time: 2L110\o00, ¢! pe
Previous Product: (alume® P | Batch No.: ~1430PC 20230 .
S Eq.ID. Cleaning Operation and cl Checked by | Verified by
b ; . caned by .
No. Equipment / Area Name /Areca. Type cleaning as per Sien/Date (I"ackmg) g[[’QA)
No. A/B SOP number © Sign/Date Sign/Date
1. | AluAlu Packing Area _lopt}ppe[mokhl R PDGN/006 Mo S anjQfrsze| Fidwi”
2. | Alu Alu Packing Machine | P D) atuks B PDOP/020, PDCL/020] M &’ e | Sl
D% AN

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

6.3 ENVIRONMENTAL CONDITIONS:

Q yanh 2l
Y

Date 2812\ oo Time...00 0 o€ ... Date.ds)ss) 93=. Time:. 6011.0.....
Refer to SOP No.: Packin Verified by ; Packi Verified by
SOP: QAGN/011 Observation S." /i) %e IPQA Observation é'ac/;n%c IPQA
i Sign/Date A'“‘n = Sign/Date

Temp °C Limit: NMT 25°C e A aaoer} ()t 0 e ST (/\,\H.\ -

. - ) =7 VN 9\ %
RH % Limit: NMT 60% s, PEIID P (_,SZq;{‘,avw—" S - @, 9\ 1D~ wfji% \\\\m\\r"’
DP Limit: NLT 10 Pascal D 8 e Lo 12 @ 2)19) 00 .//'/)\ff\*,\ g
Primary Packing Started Date/Time:2T12}aa £9:10 Completed Date/Time: &tT\J}\ XNa.....n AV il
APPROVAL FOR PRIMARY PACKING: IPQA Sign. /Date: ... Mg e

o

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
~
Slgl»l. L K /K)‘QQ /7/\/\}\1\::’\ O \T’& \‘\r’C:
Bpte Lo, 301013555 Voo T o\ 0
| YA I AR SRR | 11 M
; ik ; Ul 3 .

4
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SAIPRIMUS LIFE BIOTECH PVT LTD

B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 8 of 29
GAT PRIMUS' ‘ Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: Gy FA vl )&
Customer: Generic Health Care Pvt. Ltd.
7. VERIFICATION OF DISPENSED PACKING MATERIALS: Date2.3 3.\1\9@Shiﬁ.@‘ ...... Time: &540..
T
. Number of | Checked by| Verified
Material Name Item code UOM AR No. Rolls/Packs Packing by QA
25.2mm Ramithiazide 5/12.5 Printed PPE/SP/R009 Ke PMY l vos2) 02, @
foil Pm& | pb3 ) [ @4 —
252 mm Alu Alu Base foil PPEF/SP/A019 Kg pPMey | o07bb ol g l (Q/ i
3x10’S Ramithiazide 5/12.5mg pme | obsle 0.
/ 010 N
Carton FRESER ° Py 1 tobFas o 8‘4// Q/
Ramithiazide Printed Leaflet PPL/SP/R002 | No | pp, 6 |obes 03 QL Eadee
Shrink Sleeves (PVC) PPS/SP/P00! No o — ‘
5 Ply 390x390x430 mm GHPL "
Printed Shipper PPEIEPIGO0E | Ho Pme | wob2 4 0% gﬂ/ QJ/_
3’ GHPL Printed Bopp Tape PPB/SP/B002 No Pmé | 66624 02 X (Q/
3’ Plain BOPP Tape PUB/SP/B001 No ) (
PmeY ostoi 4oz | O % (-
Strapping role. PPR/SP/S001 | Mitrs | pey | bb622 0) 8y G2
Shipper Label NA No i
8. STEREQO 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 Donc By Sign. & Date Sign. & Date
L Biergos ob Maltw, 8Y_ritamne| Men %ﬂé,\ %3 ekt Smlahoro
9.  RECEIPT OF PRODUCT AND MATERIALS: Date/Shift. 210212000 (5. Time:eqlts
(Check the following before start of packing activity and record the observation.)
S. ; < Done by Verified By
No. Check Points Observation (Packing) (IPQA)
1. | Temperature observed on display (Limit: NMT 25°C) e &1} (5),,
2. | Relative Humidity observed on display (Limit: NMT 60%) <5 N e
3 Bulk product containers are of the required product/Batch number i
" | and is approved by QC Ye &/ @/
4. | Status label of machine/ line is for same product ‘ﬁej &_’ D/
5. | Printed foil/Base rolls are of the required product. y %\,\ Q
6. | All secondary packing materials are of the required product J Ly @ ' (3] —
y :
10. DETAIL OF THE PRODUCT AS PER BMR:
Sr. No. Description Observations Checled By (Packing) Verified By (IPQA)
1. Average Weight 150 Mg . Q) Q)/
2. Colour of Tablet Pinke QG\‘?U'S ) E;\/ ;jo
3. Quantity (Net Qty.in Kg) e Ao 35 zx/
4. Number of Containers 04 @), (/5\/
: =L <4
Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
io My ke AN
Slb"' L » /_{’q—— s \Tﬁ \\:’j
e s 1 T R
D'j%e,-.., .[".‘ —_— 3717 IO[JZf i lj}‘ll?")\ﬂa /\go\\\\'f\?’&m Ty NA\Y!I(\A Y \Walade
A SWATH CARI LU UNCONIRU

. TR v




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

SAI PRIMUS LIFE BIOTECH PVT LTD

Page 9 of 29

- I;R [MQS Villianur Commune, Puducherry-605009.
e RoTEtH e BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
. - 3 C s & )
Product RAMITHIAZIDE 5/12.5 e BPM,/134 I Bl s

Customer:

Generic Health Care Pvt. Ltd. |

11.

Balance I.D. No.:

1. Verify the semi-finished Tablets before startmg 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:
PD B m,l oU.

table.
Product Name Batch No. M. Exp. Date Qty. rcc'd. For No. of Containers taken for packing
Date packing
ou«aﬂi‘— t\a.4)0 Kg | From Container No._ |
X \r.)p‘?\’ o Ooﬂ)v Equivalent to To Container No. %
’\\)' C,\? g \f-),\‘)/o W\ 55 9~ oCoNos. | Total No. of Containers taken ©O4
Chc}ckcd by Packing (Sign. /Date): @}i«’\ \/}/\Wo Verified By IPQA (Sign. /Date): %{X\‘\XVQVJ
12. CONTAINER WEIGHT DETAILS:
Container | Gross Weight | Weighed By Checked Container | Gross Weight in Weighed By Checked
No. in Kg Packing By IPQA No. Kg Packing By IPQA
1 22.500 | Toxish A TN
2 22.blo —Soxi&h A 12
3 '23.290 Soxith A~ 13
4 29 880 - | Aeyish Q- 14
5 15
6 16
7 17
8 AL - 18 \\ﬁh _
9 19
10 120 Tl
== m:i
13. CONTAINER CONSUMPTION DETAILS:
S. No Time Container |-Consumed S. No Time Container | Consumed
. From To No. by : From To No. by
1 9o [ag ol M o’ N
2 2. 1S ‘o 00 Maw.' 12
3 09 12, e 03 Mass 13
4 Mio  [1gc2p YN Mot 14
5 ‘ 15
7 b 17 1 s
8 T 18
9 19 /
10 J \203, /
Checked By Packing (Sign. /Date): % 3z \(L\QO%Venﬁed by [PQA (Sign. /Date): %\b\ Qo

Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
Sign. L s /\ (Xl ‘/_f\f\)\r,w ‘ \.\&
v'w%q'\.‘m’ - Eo Ak Y 3 ( T((? /%)—O, ¥ rl '] * ] 0] ’)\710 /‘(),,\\ M X . |
Pl LI AT [:EBC{;H

I

UNCONTROE




SAIPRIMUS LIFE BIOTECH PVT LTD

i \J/‘, Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 10 of 29
- Villianur Commune, Puducherry-605009.
SAI PRIMUS -

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

Product RAMITHIAZIDE 5/12.5

BPR. No.: BPR/T/134-00

Batch No.: G £ v [ O‘V/

Customer:

Generic Health Care Pvt. Ltd.

14.

OVERPRINTING OF PRIMARY PACKAGING MATERIALS:
Initial checks of Overprinting Details

Overprinting Details Overprinted Text Printed AL. Foil (OK/ not OK)
Code No.: PON/DRUGS/19 13 4323 G ol
Batch No.: éiP D)2 D Y ok
Mfg. Date: 12 apsn ok
Exp. Date: U|spaz 0le
Item Code: 13/0232 6l ol
Pack size (3 x 10’s)- Carton ol Dk
Other instructions if any B POt
Initiated by “m iz Mwu
Checked by Packing (Sign. & Date) &, sl 2|om, (Q;J ,:,/p_/lma
Verified by IPQA (Sign. & Date) (}_’./ 2 Iu,l 202> k2 Qf,}J—lA’M
15. SPECIMEN OF PRINTED FOIL:
; Done By Checked by Verified by IPQA
S. Ne. Date Sperimen NG, Sign & Date Pagking (Sign & Date) | (Sign & Date)
Dl &d 12| 2 £ | Ha/\d‘n (yﬁfmll 900y . 2:1)12] 20070
[ V) la,
16. PACKING INSTRUCTIONS:
1. Verify the status of dispensed primary packaging materials and transfer to the Primary Packing Area.
2. Issue the stereos to the concerned Technician and set as per SOP No. QAGN/030 and Record the details in respective table.
3. Setand operate Alu Alu Packing Machine as per SOP No. PDOP/020.
4. Verify the status label of overprinted packaging materials and transfer to the packing line in secondary packing hall.
5. Perform Leak Test as per SOP No. QAGN/045 and enter the observations in respective table.
6. Perform Leak Test as per Table or during change of Printed foil rolls & plain film rolls and after every start of operation or
when machine is stopped due to some break down.
7. Attach proof of printed foil from each roll dispensed as and when used on machine.
8. Overprinting Details on printed foil shall be checked by Packing and cross-checked by IPQA before starting the operation
as per given in the respective Table.
9.

10. Pack 10 tablets per Alu Alu strip.

Time record for packing detail

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

Primary packing Secondary packing Checked by
5e. e Date/Shift Started at Completed at Started at Completed at .(Packmg)
Sign. & Date
o] | d'ls|sen, 09t Lo iloo 01 5o 1! Lo &Y 2\a) 20
Do |94 }o] 902 091 24 1820 pgl 12 18 e B ox|12] 95,
N P ;
— g -
]
17. PACKING/IPQA IN-PROCESS CHECKS FOR PRIMARY PACKING:

In process checks frequency for packing and [PQA. (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:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. L. s i A QN N/Q ol
oo " w ) — / R - Ny
Date SCUTTT 5750 19 IO‘ e Q \\,G\“\f" -

N el R ATIT TRV
VAU ST g . \ L

UN

g 3




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

Page 11 of 29

SAl PRIMUS

LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
' . No.: - 2GR0 07
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: Gl ¥ QO] & 07

Customer: Generic Health Care Pvt. Ltd.
18. ALU ALU PACKING MACHINE PARAMETERS: Date/Shift. 271020, . Time:....0. L5 -
Parameters Standard and Limits Observation Check'ed byiBacling Chec‘kcd by LIEQA
Sign. / Date Sign. / Date
Change Parts Details tpe & Lo ok éﬁ 3_——\\\),\.94,90 K_/\) /{%\."q/\‘)m’y@
Sealing Temperature LIGR O mRo s - \
gLeme To be established Lao Ay otto s | B epge®
Leak test to be performed on Nil (No Alu Alu strip —
¢4 Alu Alu strip should fail in leak test) ok . ' &J_Qﬂ \12\po s @,’,{q e
\ . - - - N L2 ‘
Machine Speed To be established 2y Q4 oo\ )y e
\.//"r = Z- ('
19. CHALLENGE TEST FOR NON FILLING DETECTION SYSTEM :
Sr. No| Process instructions
1. | Testing frequency: Startup, End of the activity and after every break
2 Acceptance Criteria: Broken Tablet, Empty Packet, Black Particle, Colour variation, Foreign Matter, Dual Tablets /
* | Capsules and all defects should be detected & rejected.
Date S. | Broken | Empty Black Colour Foreign Dual Checked Verified
& ; S Tablets / | Result | Done by
. No. | Tablet | Packet Particle |variation | Matter . By [PQA
Time Capsules By Packing
m\“”o\m 1 ) et =7 hll ) e LJw,L\\ Mo | &Y
Ga\\" 2 \o \/v L 7 7 7 ﬂ%w Ma Q &)
£ (ol T T P o =7 v |kded [l | By (B
’DQ 4 o (5 (S o T s Pgi 07 | Vo &\j:‘ ™ #9/
KY,‘,'5Q 5 d
6
7
8
9
10
11 ey
12 S
13
14
15 ) A
16
17
18
19 /
20 i
Note: Put ¥ mark for detection and x mark for non-detection

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. L % N QN
e R oot Tl ] U pleeSa— g TRy
LR AL S AR AR IWGONTD“ W”E (‘r“"}v*l
— SO Ul IRU Mt




SAI PRIMUS LIFE BICTECH PVT LTD

whs Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 12 of 29
| : MUS - Villianur Commune, Puducherry-605009. _ _
EF'?\ sxoﬁ&L PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
BPR. No.: B /134-00 Batch No.: (U 8 Q¢
Product RAMITHIAZIDE 5/12.5 PR. No-: BPR/T/134-0 atch No: &7 £Qu | 7
Customer: Generic Health Care Pvt. Ltd.
20. MACHINE IN-PROCESS CONTROL:
Date/ Shift alllalaere G, 2x|12) 2%
Machine Operator Name Momllcamdomn
i i i 1\ 21 RS o X Y . 0 X VAW s,
Time of inspection - VY. \0.99 QB [ue| g |k T |w 29 A [ w02 | WP | (190 a0 |\@>®
Sealing Temperature el o vel o \ Yol satidimid. o
(To be established) 0o U WS [eslws |5 | R hao® Ll N R N e A S RN S e
Leak test on Alu Alu Strips* v Y )
Qty.:___04 Dk [oee | & | De | [ |© o |O% Ik [ge |pv | Ot |ge | o
Knurling /Sealing o8 | sl @t | & | oo | o | &¢ W oL | o | e 0 o | 0% | ge
Pocket Formation ok | o | o | | o |oc |9 \ o B |[OL | O |t | Tl | g | g
Horizontal cutting ol | b 8Vl o | oy [oe | ov o O o | ¢ |ov | tie|oe | g
Vertical cutting o | o o o | ok | ge | O* ot | e | o~ | o | olt] ¢ | ©¢
Quality of Over printing o s | o | o¢f o | O o ov o |l ol | ge | et o o
. | PON/DRUGS/ A 3 N
Code No.: 19 134323 o | gy | 0 oc | o | ©°] ob o [d | €L | g [ | ol|© 0
B. No.: G\p ) O\r')— 0.1 Oe st ‘O\(" O\C ol O\L O\Q 0\"— O\L (—:L\\ Ol('_ O\ff cle o\z o
Mfg. Date |g_‘aw ole | oue o | ol ew | g | ok Oe | O¢ | cle | pe o | olt| oy | gw ‘
Exp. Date U\lo'»% de | e | 0% ve o pW o ok | Ol | e ou | olt | o o
Machine Speed 5 9zl o _ 7
(To be established) ) 29 ) g | 22 ¥ % d 5| 4 ¥ |06 |20 |Bo |&P
Checked by (Packing) 8\{ i 83,, &L No- %, 89 &/ gﬁ '*10 &} Bx NP B @(
— P =< t = | X 7 7
Checked by (IPQA) o~ @/ oo Q/ | e - M“/"f W V/ *\j‘/f N4

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.

AN U

B T

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. Ll /m E< N ;- =i
Date § 3 1 1T0(3555" . 21}!0‘\ e qf\\\yo\‘ll” I p
(NSO INATAN YA . ' s
CUTP SRR T LT, o i
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SAIPRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 13 of 29
Villianur Commune, Puducherry-605009.
- SAI PRIMUS BATCH PACKING RECORD ~ | Product Code: | ize: 6,00,000 Tablets
LIFE BIOTECH PVT LTO roduct Code: R09 Batch Size: 6,00,000 Tablets
. i < Lo 10
ot RAMTF AT, SIA BPR. No.: BPR/T/134-00 Batch No.: 51 9 65 (1Q 07
Customer: ' Generic Health Care Pvt. Ltd.
20.1 MACHINE IN-PROCESS CONTROL:
Date/ Shift A lix)ver2 9
Machine Operator Name Mo leom dom .
Time of inspection R s T \
Sealing Temperature 5 i i
(To be established) BT VP Jlqoe |G| woe| o]t 8L
Leak test on Alu Alu Strips* . \
Qty: 04 ) oo | o [ g |0 | de |gr | T
Knurling /Sealing de | ot [ge |9 | g |+ | \
Pocket Formation ol | o ot | dr |@- o |d \
Horizontal cutting e | e ot | ol o et | OB
Vertical cutting de | ot | ge | o | ow [O™ o : \\
Quality of Over printing /] o¢ | oo | b | o~ |~ ot
PON/DRUGS/
Code No.: .
19 13 4323 de | e | o | o ol o |OF \
B. No.: OF 2012077 | | oy ot | Ul |ge | [ C
- )
Mfg. Date | | ;I; 65t Ol o | o | |ox g |oF \
Exp. Date M 2033 de | e |o% | e o~ o | ot \
Machine Speed ) \
(To be established) 30w |do |30 |0 |p |
Checked by (Packing) A[ﬂ X %\)\ MO | Sy b2 @(\ \
Y g F P
Checked by (IPQA) .| % | o /},H v | v | ~
¢

L
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 Q\ssurance
\
. . ~ \/L
Sign. Lok AU N Y-
s h hJ N}
Baip ~obh yn v | A«LOJ,ZA)—@J.. 1'1!10\70’10 A\ v Ty

B s L ad

t . N\
!‘MJW SR AN LN ‘ IWCGNLPRQELEI\(‘P‘JV
7 Ul , UOUL I




SAIPRIMUS LIFE BIOTECH PVT LTD

gttt Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 14 of 29
SA| I:R”\/\US Villianur Commune, Puducherry-605009. )
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Hradii A — BPR. No.: BPR/T/134-00 Batch No.: Gy £Q 0 |[Qo/
Customer:’ Generic Health Care Pvt. Ltd.
20.2  MACHINE IN-PROCESS CONTROL:

Date/ Shift

\

Machine Operator Name-

N

Time of inspection

N

AN

Sealing Temperature
(To be established)

Leak test on Alu Alu
(Qty.:

Strips*
)

Knurling /Sealing

Pocket Formation

Horizontal cutting

Vertical cutting

Quality of Over printing

Code No.:

PON/DRUGS/
19 13 4323

B. No.:

Mfg. Date

Exp. Date

Machine Speed
(To be established)

It

Checked by (Packing)

~

Checked by (IPQA)

N

P,

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.

%)

T AT Igaman s

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Hcad Quality Assurance
Sign. LL{W W W NN Q \\\\& \\‘d/
ai 72 TP OGS SR K\ L 30m

2
Nﬁﬁf} e

X AP SEATRAT,

i
7 X
W 1 Y EY,

[N

.
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SAlL PRIMUS - T

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 29

" BATCH PACKING RECORD

Product Code: RO9

Batch Size: 6,00,000 Tablets

BPR. No.: BPR/T/134-00

Batch No.: &7 & 18,07

Product RAMITHIAZIDE 5/12.5
Customer: Generic Health Care Pvt. Ltd.
21. DEFOILING OF ALU ALU STRIPS:
Weight of
De-foiling | De-foiling = - Checked by/ Verified by
Date started at | completed at Dt(:li)(l)elltzd De-Tofling Dong by Date (Packing) | Date (QA)
e 1oloood 17! 3¢ 1~4'50 4 \sk Joonddt Oy 19 122606 @v@w\w"
I—— :
—
e —
b
\
Total Weight of Checked By / Date (Packing): Verified By / Datg (IPQA):
De-foiled Tablets (Sl\‘ o2 15\ Y0 w‘ﬁ\ 1 2)aseo
21.1 INSPECTION OF DE-FOILED TABLETS: ;
Inspection| Inspection [nspeétion e Wy GEBejexig el Verified by
Date started at | completed at{ Done by Eablets Tobles by Dade Date (QA)
P ) Kgs Nos Kgs Nos (Packing).
aslin\ocoe | 191 Fis 1€ 115" ICfunaybon |4 < lno | 9 oge o och By %998\\9'\” @;{J\‘\pl‘qﬁ"
\
~NH —
——t
Total |[A100 | a0sp | ook . | 268 _ .
Total Quantity of Rejected Tablets Destroyed Checked By / Date (Packing): Verified By / Date (IPQA):
D.05%. Kgs %..... Nos v 5
............ eseceilaccan //
Sloe)i>-|3e00 &
Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
_ S - M
Sign. ] Mo m _ L/T\/\’\ . = C) \T& N\
Dafe™™" “ITIwtsTEr—— ) olm, T~V QAN o=
TR oy EDCCY
LR A AALIE PV AS SR AR LW A B | LA A ] W ¥




SAIPRIMUS LIFE BIOTECH PVT LTD

h \.@‘3 | Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,

SAl PRIMUS

Villianur Commune, Puducherry-605009.

Page 16 of 29

e ot e e BATCH PACKING RECORD Product Code: R09

Batch Size: 6,00,000 Tablets

Product RAMITHIAZIDE 5/12.5

BPR. No.: BPR/T/134-00

Batch No.: O F& © [y

Customer: Generic Health Care Pvt. Lid.
22. LINE CLEARANCE CHECKS —~ BATCH CODING:
Date/ shift . 2blialoe 20 .. T NA......
Previous Product: UL{,‘W\ vi (]o\w\\‘ n D ’ Batch No.: ppasq L\?)
. Observation
li: Checks Time | 1 Yoo
) Packing | IPQA | Packing | - [PQA
1 Check and ensure-that the area is visually clean and free from previous A % \
product.
2 Check and ensure that waste bm is emptied out and cleaned \/ " ik \
o Check the Pallets and crates area clean and free from any leftovers of
° previous product /Batch. v " \
4 Check and ensure the Correct status board is written. w s \
5 Check and ensure the previous batch details are deleted from the inkjet
machine. g e
6 Check and ensure the rejected Cartons of previous product/batch are / gz \ ‘
removed. oP
7 Check and ensure the cleanliness of hatch for conveyor belt. _/ %
8 Check and ensure the cleanliness of conveyer belt with collateral block. o 2 \
9 | Check and ensure the dispensed secondary packing material. / 7 \
10 | Check and ensure the Preventive maintenance records and log book. / v ﬁ i

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

Cleaning Satisfactory / NotsatisTactory# o
(Packing) Sign. /Date: }&@ q/\.\\ (IPQA)Sign. /Date:

Cleaning Satisfactory / Not s

a(igfa oxTy‘HJQ
P\

2<%

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.

22.1AREA AND EQUIPMENT CLEARANCE FOR CODING:

RN

Check and ensure that the over printing area and machine is cleared from previous products.

Transfer uncoded printed Carton to Overprinting areca.
Set and operate Overprinting Machine.
Overprinting shall be in indelible ink.

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

Equipment Inkjet Machine Conveyor

Area

ID. No.:

Pp [Top [002 PD [P oo

Batch Coding

Previous Product: UL-HOK V\‘{:aw\‘m D

Batch No.:

pp2e9qu 9

Cleaned by:

Q. mawmdes )b ' ~\0—\ RIS

Checked by Packing: M%\V‘y\’ Yoo

Verified by [PQA: (@ __ e

Prepared by: Checked by:

Approved By:

Dept. Production Production Quality Assurance Head Quality\ Assurance

Sign.

2@

Data

O\t ]

T T e

= PN
i 11)!@\%10 4 /\/\/;\3

ﬁugwi'm LR

\ l
\vps

-i—n LN
CONTROLLEDCGLY 1

s org e,

\

TVAAS = e




{"\ ; .,n ’ SAI PRIMUS LIFE BIOTECH PVT LTD
el B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 17 of 29
SA| ;RIN\US Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Codé: R0O9 - Batch Size: 6,00,000 Tablcts
. at 4- < G Y
Product RAMITHIAZIDE 5/12.5 BER. No: BER/AT/I3-00 | Bateh No.t G5y 1O O Q.0
Customer: . Generic Health Care Pvt. Ltd.
22.2  OVERPRINTING DETAILS:
Overprinting Details Overprinted Text Carton (OK/ Not OK)
Batch No.: GIF90)201 blL
Mfg. Date: [2[26as olL
Exp. Date: al2e0 of}
Item Code: 15/0362 15 Jo362 ol
Code No.: PON/DRUGS/19 13 4323 Por IDRVKG )14 13 1323 oL
Other instructions if any W ' VY
Initiated by Sign. & Date S mw,,:w, AR TS Q. yv\ay\,l\\p 2(;!4‘2]%15
Checked by Packing Sign. & Date A ool 1o AN L oo
Verified by IPQA Sign. & Date @ s Q) ;\_gx,«"o
= P L = PFLT

22.3 TIME RECORD FOR BATCH CODING:

Sr : Batch Coding Checked by Verified by
i Date/Shift Batch Coding Done By (Packing) (IPQA)
No. Started at Completed at Sign. & Date | Sign. & Date
Lot abli2l9ege . MM/\IS/-’ o ‘g 1212 R/%’%N\W %\\\M""‘/
\\\
L e et 2
e i1 be
\aI
22.4 CARTON OVERPRINTING SPECIMEN:
; Checked by Verified by [PQA
S. No. Date Carton Specimen No. Packing (Sign & Date) (Sign & Date)
o| 91 \o_ln;_SL& ot J‘\gb\-,,b'\ 1o 902 }Q%a\\‘(’”\(\»v
— NJA *‘\\
\
|—Sf} ]
Note — Attach specimen copy of over printed carton =
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance

L L/é't /W /7’:’\" A\ X Q) M \V'JV.

~ [~ . Iﬁ N v}
DREF™ Yy 617 giy»,’gﬁ@/mzo.,g.; i fu]mlsm — R I LM |
§ R UNACE NI ARIN LN ‘ JLLED CLeY A
‘3‘. = 1 ¥7 4 v’..‘.J
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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 18 of 29

LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: G+ £ Q0 { o1
Customer: Generic Health Care Pvt. Ltd.

23. LINE CLEARANCE CHECKS - SECONDARY PACKING:
Date/ Shift .. 5 [12] 2020 .G ... 1. 812N 20 90
1 }
Previous Product: Mebochode  Caled max £l Batch No.: Sq o Pr—Oa-bo 0 '.722@&}0,9_2ﬂ
S Observation
Nl(;.. Checks Time | ©q1q, 05100
Packing IPQA Packing IPQA
[ Check and ensure that the area is visually clean and free from previous "
product. ) \/ v
e . /
2 Check and ensure that waste bin is emptied out and cleaned | “ (A oA N
3 Check the Pallets area clean and free from any leftovers of previous £ p
product /Batch. ) v ) e
4 Check and ensure the Correct status board is written. ) I — e
5 Che_ck anfi ensure the stereo of the previous product/batch removed and o -
cut into pieces. ) =)
6 Check and ensure the Alu Alu strips, rejected Carton, Shipper and
shipper label of previous product/batch are removed. ] v & o
; : : /
7 | Check and ensure the cleanliness of hatch for conveyor belt. ) S A A
8 | Check and ensure the cleanliness of conveyer belt with collateral block. &//) T A 7
9 | Check and ensure the dispensed secondary packing material. % v /Ym D
10 | Check and ensure the cleanliness of documentation table. Q/I, \// ) AN
Il | Check and ensure the Preventive maintenance records and log book. ./,] ] v yah e

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

Cleaning Satisfactory / Notsatisfactoryt
(Packing) Sign. /Date:

oy

Cleaning S:‘ftisfactory / Nat.satisfactory# 2) v )
S (b/n/(\\\w

(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.

Packine Weighing Weighing
Equipment C acking Balance Shrink Slceve Strapping Balance Area
DOxeYor (Carton) (shipper)
ID. No.: Secondary
-No.: pD| eoBlooy | bpiBat]ols na PP)&TP)boa | po) Badl, g | Packing Hall
Previous Product: Caldma x P l
Batch No.: ‘_:Lf”g Opr. 9023P.
Cleaned by: Aomsanlha ¢i
Checked by Packing: m /AU'”D" 90 90
Verified by IPQA: & o
/‘—\/-\\\"M
L&Y .
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. L 4. _ A G ' |
Dz.cy‘i- N owew o 0 Z’ ’(U]’\n’)—a

i /@\\&1\

L

LLEDEGPY

o

®



(‘\ N SAI PRIMUS LIFE BIOTECH PVT LTD
% . Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 19 of 29
SAl ;RI/\/\US Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
T T p— BPR. No.: BPR/T/134-00 | Batch No.: 7 £ 6/ 67
Customer: Generic Health Care Pvt. Ltd.
23.1 ENVIRONMENTAL CONDITIONS:

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

Date/Time: g lil] PLYRY

Date/Time: éwhg,‘%% .

smn:...........@ _________________ . Checked | Verified . | Checked | Verified
Observation| ' packing | by IPQA | OP5¢¥240 by packing | by IPQA
Refer to SOP No.: I?“‘Pe‘;tl‘\‘g °C - @
) imit: 1. b 2 ] '
SOP: QAGN/01 1 D 9K %),L j) | 9Lt ‘Eﬂ
25°C X Rk q&%ﬂ“

Secondary Packing Started Date/Time:.

2R et e “’Completcd Date/Time: 2£.)..2:1 200 lg A5

APPROVAL FOR SECONDARY PACKING: Approved by IPQA Sing/Date:........ —/\/@)v&ﬁJ .....
= o
23.2 PACKING DETAILS:
10 Tablets in each Alu Alu strip, over code the Alu Alu strip with the batch details given below,
Place 3 x 10’s Alu Alu strip and one leaflet in each carton.
Place 10 filled carton in a Shrink Sleeve.
Place 27 Shrink sleeves in each 5 ply shipper.
Seal the shipper with BOPP tape with “H” type.
24. OVER PRINTING DETAILS:
Overprinting Details (Secondary & Tertiary PM)
o s , . 5 Ply Shipper Label
Overprinting Details O‘\ erprinted Text Carton (OK/ Not OK (OK/ Not OK)
Batch No.: GiFaop ot ox by
Mfg. Date: \ 3_! 2024 oL ot
Exp. Date: I [20 23 (0] ok
Code No.: PON/DRUGS/19 13 4323 nlc Oe NA
Pack size: NA 3x10’s 21O X3XT0s
Other instructions if any NN i SObX IR
Initiated by
Sign. & Date Voumy'v Mcwq,‘o Mot v
Checked by Packing 0 5
Sign. & Date @ 0112\00 90 8\5) A\ Dpor &}iy 212\ 92|
Verified by IPQA ;
Sign. & Date /Q‘:@ B /’\?{ /%/‘_/n W
e = =5
24.1 Shipper Label Specimen:
S. No Date Shipper Label Specimen Checked by Verified by IPQA
T No. Packing (Sign & Date) (Sign & Date)
0) 2112 ons o] A g\ \ 2one - D e
Gy ML T g //"/9(\\ A
HYAR — e
T l&‘l \
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
ign L . 9\ \. X s
s L \ )
D4t “hey peey E?JJJ;Q/) zz.f ﬁ-'ﬁ "’ 11)70]'}07\7 '/\/v}'\\ﬁﬁ'ﬁ:‘ 44"
"MJ“ N A4S N LA UWCON!FRQLLET W

VUL L

T D)



";'L:;)\ SAI PRIMUS LIFE BIOTECH PVT LTD

>
Nl o & Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 20 of 29
< orye
SAl PRIMUS ) Villianur Commune, Puducherry-605009.
LIFE BLOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Vol iy BPR. No.: BPR/T/134-00 | BatchNo.:G1 FQ 019 ¢
Customer: Generic Health Care Pvt. Ltd.
25. INDIVIDUAL STRIP WEIGHING LIMIT:
Weight of ten individual Empty Alu Alu strips are given below:
1. 144 3. |« & 5. [ 7. | & 9. /‘q/
2. |+ f 4. [ 9 6. | & 8. E5) 10. |
Total weight of ten Empty Alu Alu strips= [§ &
Avg. Weight of a Empty Alu Alu strip (A): total weight of ten Empty Alu Alu strip/10= |+&%
Weight of ten individual Filled Alu Alu strips are given below:
L. 3% 3. 3. 5. 3 7. 2] 9. 2
2. 3% 4. 2£ 6. Qg 8. 25 10. 2.4
Total weight of ten Filled Alu Alustrips= 3¢ . o
Avg. Weight of a Filled Alu Alu strip (B): total weight of ten Filled Alu Alu strip/10= 3 &0
Limit (C) =
(Each missing tablet should be identified) A
. T i \(’ B / 9 )00 % " .
| Strip weighing Done By: UC\TW\ ! Checked By: Xt 3+ l lﬂ-) Verified By:
25.1 CARTON WEIGHT LIMIT SETTING: Date/smft.o‘&tl‘t%zozaf}..rimez.Q:f’u.,za.
Weight of ten individual empty cartons are given below:
1. 259 3. &9 5. e & 7. & v 9. §9
2. . g\g 4 &\,6 6 8 \gr 8 &‘3 10 g»a %_ i
Total weight of ten empty cartons = g -
Average weight of an empty carton (D) =Total weight of ten empty carton/10= § '¢¢ )
Weight of ten individual Leaflets are given below:
1. 9y 3. ) % 5. D4 7. 2.t 9. 2 A}
2. Q__\S' 4 9 < 6. D \_g- 8. 2\4 10. 9 ‘g
Total weight of ten Leaflets = l
Avg. Weight of a Leaflet (E): total wewht of ten Leaflets/10= 9« &S
25.2  WEIGHT CHECKS ON CARTON:
Weight of ten empty Carton: 8 A\ Average weight of one empty Carton (D): g &)
Weight of ten filled Alu Alu strip: N o Average weight of one filled Alu Alustrip (B): 2890 .
Weight of ten Leaflets: 9_}'*‘ < Average weight of one Leaflet (E): O eds
) g _ Limit G=F+1%=
Weight of one filled Carton F /(’D+BB+E) 99 4 (To be estibiiskt)
Checked by Packing/Date: («j A1 9) 9o Verified by I[’QA/Datc/{’)/( ,/,,:_v“

253 SAMPLE DRAWN RECORD: » — M
Sr. No. Stage of Sample collection . Qty. of Sample Collected by (Sign. /Date)
1 Control Sample (Initial) ~Tx (;t5 v?fém\ j1lrewe
2 Control Sample (Middle) ¢ lkr'S T Brlvle=
3 Control Sample (Final) e e z\bﬂ[ 1 l10 20
4 Stability Sample AL T e
5 Other Sample (S~ PR
6 Analytical sample P % l‘«)I p: —‘;as)v)"d t2.laovr
Total Qty 2. I M
. Gl N “’(\‘/_rp(i \hoo
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
sign Lk D0 A QA
] n = T —
L2 B . T3UTTUTSS35 s '—Lf])]()l’jor)ﬁ B /\/\ﬁ\\\'\f" /\‘. ~ bl
Y AYIE R ’E";i »ﬂf‘s“‘m '3 L 'Y
L LAV AL TS v T v A
4




SAIPRIMUS LIFE BIOTECH PVT LTD

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

Page 21 of 29

SAL PRIMUS Villianur Commune, Puducherry—605009
b BN il " BATCH PACKING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
. ] - o) /1 5
Pt RAMTTDIAZIDE 5/19.5 BPR. No.: BPR/T/134-00 Batch No.: 5y F &) (518,67]
' Customer: Generic Health Care Pvt. Ltd.
26. SECONDARY PACKING IN-PROCESS CHECKS: (Pleasc keep \ mark if found “Ok”)
Date/ Shift 21liafoor ~ G i bgss ¢
. s observation
Paramecters Specification e IPQA
T OV \ew® | ais hpio | AP wns | T |ie ‘2:\\
e 3 Alu Alu strip
No. of Alu Alu strip in )
with 10 tabs each , s low_ [@—| ok | ok <
& carton and one leaflet. o | & [© \
Carton Overprinting Legible and X
P = readable oF | o | O |oF | ok | pL ch PN
No. of cartons ina %
shrink sleeves ) M— |V | e pe | My e - 1
Shrink wrapping i
temperature* | fo| ra—| | ™ -
No. of shrink sleeves in . , \
a 5 ply shipper ik Carloin g [Be oo | O~ ok \
Shipper strapping Proper strapping o |ol | g | O] e | o ol \
Label appearance and Legible and A \
Shipper appearance readable o~ o | o |o—em <t \
Sealing of the shipper N
with BOPP Tape H type oh | ov o |e~ || = & 1
Checked by & |l |[S2]& | LIP
*Temperature to be mentioned. =T -

©26.1 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep ¥ mark if found “OKk»)
Date/ Shift A |PADYST
: e observation

Parameters Specification Padkiop IPOA

e pove [ (139 [ [1913° 1213 \ugd | (@ 1ot oo - B0 \
o 3 Alu Alu strip
No. of Alu Alu strip in ;
with 10 tabs each

i ; e : | o\ |

& cartan and one leaflet. O | o o= | | O o o | ge | e 5 \
5 oz Legible and 3
Carton Overprinting reagdable ov | o o | ol ot | 0% e | ole| ot e \
No. of cartons ina
shrink sleeves )IO packed edrigns w (W | e ™ R A
Shrink wrapping 9 |
temperature* & o v e | w | | [ ewe| W8 il L L
No. of shrink sleeves in ;
a 5 ply shipper e reotods Ob | o [0 |ge | 5[ o\ | o~ ol | oo | o) o \(M
Shipper strapping Proper strapping ge | 0% g | o% ole | v | ov e | de ol | ot
Label appearance and Legible and ) e e ]
Shipper appearance readable Qe [ O | o | ¢ o |© ole | Olf-f G| g
Sealing of the shipper e |oe | b W 1. ‘
. 0 ) o e
with BOPP Tape b o | o~ O(rt n ?L r\w
- /"’ e X
Checked by | V& s s, 18 |85 H] [l \
— 1 N K R

*Temperature to be mentioned.

Prepared by:

Checked by:

Approved By:

v

Dept Production Production Quality Assurance Head Quality Assurance
7V R _
PY_ i NSO
11 )IO\P)O‘)O\*

N AN TAS S
UL‘V\ILVL-II'VAJ‘I-‘

=

r

]

-
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SAI PRIMUS LIFE BIOTECH PVT LTD

N dr \.43) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 22 of 29
-(/' sire
SAI PRIMUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD - BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Broditet RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: (1 Q612 07
Customer: Generic Health Care Pvt. Ltd.
26.2 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep \ mark if found “Ok”)
Date/ Shift VEp)sos |
: < : observation
Parameters Specification Pacling: PQA
) R - ;
Time B0 [Py | 7\ <
gy 3 Alu Alu strip |
?2;32:“ Alu stitg i with 10 tabs each v | e \
and one leaflet. i o N
i Legible and
Carton Overprinting readable ot | ac o \
No. of cartons ina
shrink sleeves l(; packed cartons g |as | \‘L-
Shrink wrapping I8
temperature* ; e | Yo (g \ \
No. of shrink sleeves in strind N\
a 5 ply shipper & prsy cct.? o vl | O | e~ \ \
Shipper strapping Proper strapping de o™ | R \
Label appearance and Legible and
Shipper appearance readable o O | ow 1
Sealing of the shipper <\
with BOPP Tape Htype o | ow | & L
Checked by & 8§/ g\/ %{l\ \
%

*Temperature to be mentioned.

=] v

26.3 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep \ mark if found “Ok™)
Date/ Shift
~ ] . observation
Parameters Specification N Packing IPQA
Time \
i e 3 Alu Alu strip
No. of Alu Alu strip in wih, 10 babs el \
a carton Jof
and one leaflet. \
- Legible and \
Carton Overprinting veadable L
No. of cartons in a ; \
shrink sleeves M PRRREY SR ™
Shrink wrapping N

temperature*

No. of shrink sleeves in
a 5 ply shipper

27 shrinks

Shipper strapping

Proper strapping

Label appearance and

Legible and

Shipper appearance readable \

Sealing of the shipper H type AN

with BOPP Tape P ™~
Checked by

*Temperature to be mentioned.

Prepared by:

Checked by:

Approved By:

Dept.

Production

Production

Quali[y Assurance

Head Quality Assurance

Sign.

3]

QO W

Y

7@] ST

1S ’io] Y

Dale, , 7_
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=N SAI PRIMUS LIFE BIOTECH PVT LTD _
g \d:u Factory: R.S. No. 4/3, Plot No.33, Kurumbapet [ndustrial Estate, Page 23 of 29
Villianur Commune, Puducherry-605009.
EF/E\[LOEEL%HTSD BATCH PACKING RECORD ‘Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BER:Nos BERTAS600 | Batoh s it ) o | By
Customer: Generic Health Care Pvt. Ltd.
27. SHIPPERS WEIGHING: Date/Shift..&:7.112] 2022 4. Time:.£9.130.. Balance LD. No... 22l Bn.c| o
Weight of ten Shrinks: 29¢ Average weight of one filled Shrink (H): 22.¢
Weight of ten empty shippers: |32t o ' |Average weight of one empty shipper (I): ]+ 324
Weight of one filled shipper (J)=(2§1'ﬁ+[): € 201 . ‘z;;“gei;gli&)' g 21§ — &%y
Checked by Packing/Date: 8}9,9;’\ \\ 2\%2@- Verified by IPQA/Date: /i%,\\ AT
Shipper GI:OSS Weighed [ Shipper GI:OSS Weighed | Shipper GI:OSS V\T’E@:gj Shipper Gr.oss Weighed
No. weight By No. weight By No. weight By No. weight Bby
(Kg) (Kg) (Ke) (Kg)
L 2319 wwew| 20 1334 | Mpen | 39 [2263] Vi | S8 5322 | vOw
2 12357 tpwe| 20 [825) | ypuen | 40 193620 v 59 |9.3390( vim
3 22339 | views] 22 [R3UNV avey| 41 (234 \n%" 60 2290 | Lw
4 12345 | tiwwd 23 R 2u ] un 2 R330] 61 232 | v\
5 R3S | jvew] 24 B30 | U 3 loss| wifi | 2 [g3© | v
6 52 337) ‘Wkiﬂ-}—" 25 «3Rb ‘U‘i)—l; 44 23ab5 | VM 63 2 30 ’Vﬂ‘:
7R Mowa| 26 B39 | W | 45 2380 | W | 64 |R.20 | Wi
8 [R2OO| Yeuw] 27 @3 [ WS 46 [sagultapg | 65 [83uo| v
9 |8.3%0 pow | 28 RIS3] il 41 b.2agl vk | 6 [ia7y | Wy
10 {9566 [ pun | 2 RBEO| onr | % Baoclan |67 A '
12360 | pom | 30 220 [ b | ® By | & [\
12 12-367 | fowen | 31 12.239 | a) 50 [22us| mn 69 \
13 8357 [ e | 32 (7,220 wvivh | St [R2A [ | ™ \
4 12329] poueey| 33 [2364] viw | 52 ez wp | 7 \
5 5300 paen | 34 [B215] Vit |5 lp.zed wi | 7 \
16 2336 | Wonen | 35 - |B30| W 54 |2330] wn 73 Wy
17 1236 | Nvavw | 36 B2 | 04 | 55 |ooop | 44y | 74 N\
8 [236) | v | 37 |RBEB[ pp" | 56 [52439[ \) [ 75 N\
19 B35 | | 38 |8361 [ ] | 57 [@33d gy | 76
Total No. of De-foiled tablets | Checked by Slcn / Verified by Loose pack details: LYY L
shippers weighed: pz_xcked in Date: Sign / Date: Shipper Ko bl
Shipper No: v
6L Ll [ - K 7( Quantity.. £0.X.5Xk(0
O[(.( ollsok —/cM o Gk Weight....: ZY ERA ( ?

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

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quleif}kA&suraucg
. i N
Sign. L Ki- /W /,\,-)\(\/\ 0\ \\,a‘}
Dat Stlobmre Ul 2] A S\ APt
Yo N7 T Inavian s | , NC{DNJ}ROLLE CGeY
VAT SGAT 7, 7 1T Ul

B3 T Tiisrnetas el d2e - P o e,



< SAI PRIMUS LIFE BIOTECH PVT LTD
i g \J) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 24 of 29
1 -sag “Rl MUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
. No.: 4- hNo.. (| 9 e 1€
Product RAMITHIAZIDE 5/12.5 BPRy Nou DERID/LSA00. | Batleothy e wrlisie |
Customer: Generic Health Care Pvt. Ltd.
28. MANPOWER ALLOCATION:
DATE: .27 |i.Jocns DATE: #&]12.Ja020
SHIFT: .:onoevss Gf ...... SHIFT: s.ii.c.o (} .......
ACTIVITIES DONE BY ACTIVITIES DONE BY
Alu Alu strip Checking Shdnianbass® Alu Alu strip Checking Sivasnnlem v

Printing Checking in Alu Alu
strip

;Q(D-CW"UB havay

Printing Checking in Alu Alu
strip

/{%Tnm‘lk INUUO, \n:

Alu Alu strip weighing

Tomndu'

Alu Alu strip weighing

Sevah -

Insertion of Alu Alu strip and
leaflet into carton

Insertion of Alu Alu strip into
carton

Cartons weighing

\ 14 bhayty

Chitve, Selu oues |

Cartons weighing -

d\f'tvq, Soluy rqﬁ%
\éi:‘}\\‘ Bhawr ot «

Insertion of carton into shrink

Insertion of carton into shrink

sleeve - sleeve Nb
Insertion of shrink wrapped Insertion of shrink wrapped .
pp pp )
carton into shipper - ey carton into shipper ‘
' R S N ._
Shipper Label Pasting \alyi Bl by Shipper Label Pasting bbb
Shipper Weighing V1S Rhodd’ Shipper Weighing i Bl
Shipper Strapping Vl‘)“x‘bleu' Shipper Strapping it Blog b
Shipper packed From.al...to...s#9 . Shipper packed From2e...to. b3, .
Signature of Packing g: ) g‘ﬂ 3] 209 Signature of Packing ' a‘x h?/) Sons
\ 1 -
DATE: o gusnannialin DATE: .......... TN .
SHIFT: o:unnossobusunse SHIETS somnesavanenes s
ACTIVITIES \ DONE BY ACTIVITIES DONE BY

Alu Alu strip Checking

A\

Alu Alu strip CheckinA

Printing Checking in Alu Alu
strip

Printing Checking in Alu Alu
strip

Insertion of Alu Alu strip and
leaflet into carton

Insertion of Alu Alu strip into
carton

Alu Alu strip weighing

Alu Alu strip weighing

Cartons weighing

Cartons weighing

Insertion of carton into shrink
sleeve

[nsertion of carton into shrink
sleeve

Insertion of shrink wrapped [nsertion of shrink wrapped =
carton into shipper carton into shipper
Shipper Label Pasting \ Shipper Label Pasting
Shipper Weighing \ Shipper Weighing \
Shipper Strapping \ Shipper Strapping \
Shipper packed From....... to........ \ Shipper packed From....... (o S— \
Signature of Packing \ Signature of Packing \/’
A X
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sion, : /P@é) S ARG éi/ ;
lbl L K@— t - i \lfn AY Y Q \\\“ YA . ”\\/()/0
Dfte AR L7 21]10] 7090 AN\ T,
7 T IFEYTREY TAAY B 4 )
NS IOSTUOYY | Y
B B W TeYeA TR Tt RN U | e a




SAI PRIMUS LIFE BIOTECH PVT LTD

gt \LJ) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 25 of 29
SAl PRIMUS Villianur Commune, Puducherry-605009.
B A b BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
. No.: - A ~2) ¢
Product RAMITHIAZIDE 5/12.5 BER. Noa BRR/TAS400 | BaechNos &y I G0
Customer: Generic Health Care Pvt. Ltd.
29. PRODUCT COUNTER CHECK LINE CLEARANCE:
; Date/ Shift ......c.oveeveniieiniiiiiaennn.. — e RSty
'/E’\rc{ious Product: Batch No.:
S Observation
e Checks Time
No.
Packing IPQA Packing IPQA

1 Check anﬁﬁure that the area is visually clean and free from previous

product.
2 Check and ensurg that waste bin is emptied out and cleaned
3 Check the Pallets atea clean and free from any leftovers of previous
product /Batch.
4 Check and ensure the Cc\)}rgct status board is written.
5 Check and ensure the stereo uf the previous product/batch removed and
cut into pieces.
Check and ensure the Alu Alu strigs, rejected Carton, Shipper and
6
shipper label of previous producUba h are removed.
7 | Check and ensure the cleanliness of hatth for conveyor belt.

8 | Check and ensure the cleanliness of conve)\/babell with collateral block.

9 | Check and ensure the dispensed secondary packipg material.
10 | Check and ensure the cleanliness of documentationtable.
11 | Check and ensure the Preventive maintenance records

d log book.

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

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

&a. /Date:

Cleanih&i:tisfacto ry / Not satisfactory#
(IPQA)SI

Remarks: # In case the cleaning is not satisfactory / line is not certified th

action, re check the area / line and record.

investigate the cause of the failure and take necessary

Packi Weighing Weighing
Equipment c aciang Balance Shrink Sleeve Stkapping Balance Area
onyeyor (Carton) (shipper)
ID. No.:

it

Previous Product:

Batch No.:

Cleaned by:

Checked by Packing:

Verified by IPQA:

Rechecking Started Date/Time:............

APPROVAL FOR COUNTER CHECK:

Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
- j\ B ~
Sign L Ly : 0 &P,
: 7 X1 N

Date 201002800 | Wiehes /(‘L\\‘ . A e

X PN R T R AT T A N AYA YT R :‘? TNGONmE “nr;v

YE i s S s e e U JTAVIV) i |
gdéﬁ‘,g' ANESu A ) 5% bl )




=N SAI PRIMUS LIFE BIOTECH PVT LTD
w i Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 26 of 29
L g
SAl PRIMUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Pt A M AZIDE EHAE BPR. No.: BPR/T/134-00 Batch No.: & €96 /&, =
Customer: Generic Health Care Pvt. Ltd.
27.1 COUNTER CHECK OF PACKED SHIPPERS :
UDIATE: v secmnmimtrinaiins DATE: ..ccovveaeeernn.
SHIPLS o voov sionness o SHIFTE oo cossaniznnins
\CTIVITIES DONE BY ACTIVITIES DONE BY
Alu Alu stripj\Checking Alu Alu strip Checking
Printing Checking in Alu Alu Printing Checking in Alu Alu
strip strip
Alu Alu strip weighinA Alu Alu strip weighing
Checking of Alu Alu strip\a d Checking of Alu Alu strip and
leaflet in carton \ leaflet in carton
N
Cartons weighing Cartons weighing
Printing Checking in Shipper \ Printing Checking in Shipper
Label Label
Shipper Weighing X Shipper Weighing
Shipper Strapping \ Shipper Strapping
Shipper Checked From....... to....\ Shipper Checked From....... { o J——
Checked By Packing Checked By Packing
Verified By IPQA N\ Verified By IPQA
DATE: :u:someinmzusacs DATE: o cve gt yaonns
SHIFT: ..ooovornenen. E%Q?T: ..................
ACTIVITIES DONE BY \\ ACTIVITIES DONE BY

Alu Alu strip Checking Alu Alu sgtip Checking
Printing Checking in Alu Alu Printing Checking in Alu Alu
strip strip
Alu Alu strip weighing Alu Alu strip wcig}‘n\'ng
Checking of Alu Alu strip and Checking of Alu Alu sxip and
leaflet in carton leaflet in carton
Cartons weighing Cartons weighing \
Printing Checking in Shipper Printing Checking in Shipper '\
Label Label N
Shipper Weighing Shipper Weighing %1;\
Shipper Strapping Shipper Strapping \
Shipper Checked From....... t0..c.... Shipper Checked From....... tck\
Checked By Packing Checked By Packing
Verified By IPQA Verified By IPQA -

No. of Defects Identified:

1. Minor:
2. Major: 2“15
3. Critical:
Batch Allowed for Despatch: Checked By: Verified By:
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. g
2 L /4— , me Q ; < A8 g\/p
Dat _)II(D"/:D_()ZQ ’;,’hv),)ob ; /‘7\\\9\ (\ \ c \ Q

UNCONTROLLED CCoY




<\ : SAIPRIMUS LIFE BIOTECH PVT LTD
oot 45 \b. FFactory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 27 of 29
g e
SAl PRIMUS Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
. No.: 4-00 Batcl
Product RAMITHIAZIDE 5/12.5 bl s ateh No: 1 £89 018 07
Customer: Generic Health Care Pvt. Ltd.
30. PACKING MATERIAL RECONCILIATION:
. v | N Shrink| 5Ply |Strappingl BOPP Tape
Iil(: Material P;n.tlchAl)u. Bas;é [;Oll C‘;\[I.(t):;ls LE';E:;S Sleeves| Shipper Role |[(GHPL Printed)
: oll (kg (Kg ( (Nos) (Nos) (Mtrs.) (Nos)
A Quantity received for the s
: e A8 200 |1btToo | 2edpe |So4on | i TS | godmi il
B Additional material recewed
for the batch Ne N A Mh- Nh na oA
c Total material received
(A+B) 4% 200 |(bb-100 |S0400 | 3040 s |20 (it o .
D | Quantity packed 2).7100 | 9¢-100 | 19854 | 1989 © bs £5 o(psy 03
B Quantity rejected (Online)
& Destroyed &-qq¢ 11439 | ngvy Aa NA ~p r
F | Quantity Returned 19.500 |(5k-Ele N1 N lo red 0¥ W
G | Sample affixed on BPR 5. nob op 02X 02 ,.L; Mo wa ba
H | QCsamples e .npo o.wpoh | wo- NS ey L n
[ | Other samples (If any) b D2 01 0% by f I Y ~p wa
J Total accountable Quantity
(D+ E+F+G+H+) A5199 | Kkbdss | dopoo | 20400 s | by 02
K | Variation (C —1J) 000\ 0. 0be o _| —o— _O— —o— g
L | %Variation (K x 100)/C 0. | 02/ o | -~ ~—0 - o~ B
M | Acceptable limit +2% 2% | +2% | +2% | +2%
[f % Variation is out of the acceptable limit, investigate & specify the reason:
T = O
31. EXCESS PACK[NG MATERIAL RETURN TO STORE: MRN NO. N§F
, : Shrink 5Ply Strapping BOPP Tape
Material P;:.“.tdeAl)u' Ba(slté F;(nl C(a[\;m;ls Lg:ﬂ:)ts Sleeves | Shipper Role (GHPL Printed)
oil (kg g o %) | (Nos) | (Nos) | (Mitrs.) (Nos)
Quantity Returned M.500 | C%.clo| wP- A N L 2 (so™)  m
Material returned by packing A "
Sign./Date %:)fu‘r;\\wb ,%a,@ns ") s e 823 /‘%{M’ Vv-
Verified By IPQA Sign./Date | P o | Wyt ] )
Material received by Store CEE AR N
Sign./Date E :\‘j\m < iyl Sfev M\
T T9 T
32. DESTRUCTION OF REJECTED/UNUSED PRINTED PACKING MATERIALS AND STEREQOS:
: o Shrink 5 Ply Strapping | BOPP Tape
Date Stereos P;{gﬁe ?KAIU' Bas[e& I;Oll C(als(t)o;l 3 L(e;([)‘[se)ts Sleeves | Shipper Role  |(GHPL Printed
9 | (Kg i (Nos) | (Nes) | (Mitrs.) (Nos)
Aglin |2 o, of & qat 119 ¢9 A9 | A i - s o
! e - —
Total Qty.
Desteayed b | €998 0-9€s | Aq Aav | ™ por v o
Destroyed by
(Packing) 81&)(‘;\\ ),\ 2000
Verified by X
(1PQA) B 5
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. s = MA - ’ \ \N&
Date ?}}70),-)‘07(‘ ‘)\\ )Q\s')gv-) \ 1 N\

Y‘ (-'ﬁ' T 'kr"n

31/10/2_9:3“" -

1 B 17 7% A I ¥ isanaun

n ‘“
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SAI PRIMUS LIFE BIOTECH PVT LTD

SAl PRIMUS

LIFE BIOTECH PVT LTD

Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 28 of 29
Villianur Commune, Puducherry-605009.
BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets

BPR. No.: BPR/T/134-

00 Batc

hNo.: Gy F 8018 0Y

Product RAMITHIAZIDE 5/12.5
Customer: Generic Health Care Pvt. Ltd.
33. BATCH RECONCILATION:
A Batch Size 6,000,000 Nos.
B Quantity received for packing 5q990¢0
C Total quantity packed £q L pe
D Control samples Qd0
E Analytical Samples [
F In process samples ' €50
G Others samples if any (Stability, Regulatory Samples, etc.) oA
H Packing Loss=B — (C + D + E + F+Q) 850
[ Total Loss =A —(C + D+ E + F+G) 215D
J Packing yield % (C + D + E+ F+G) / B X 100 (Yield Limit %............... )* 100" |4 .
K Batch Yield % (C+ D +E+F+G)/ A X 100 (Yield Limit %.................. )* 99.45 -
*To be established \ 9o
Checked by Packing /Date: &y&g \\}\w Verified by IPQA/Date:
34. TRANSFER OF FINISHED GOODS:
No. of FGTN FGTN FGTN
Date FT?IZN Sales Pack Size | Unitsina Slt\lliO' ?:fs Tg::ﬁ; lr ed Raised by | Checked | Received by
i shipper PP d Packing | by [PQA Stores
Loy | Sle | 3x1u" | Zoeeexidsl  bS 206 X 3164 g\l/ g \ry/
= 4 /,7"’9/1/»‘2\,
Total Qty. Transferred | $Gf -y %]/ @~ \(_/{
35. DEVIATION/ EXCEPTION DETAILS: ' v
During process if there is any Deviation / Exception are observed then record in below table
Deviation./ Exception details
Sr. No. Stage “Deviation / Ekcebtion details Action taken Observed By
—hy
\/
Checked by Verified by Approved by 2801
Packing: Packing manager: Head QA: e
36. BPR REVIEW DETAILS:
Reviewed by Name Sign. /Date
Packing Executive ,Q V% ¢ k\b ;}@/ \
QA ML u«m,\/’l’ AZ\DAVD0

QA Executive

O Sdl—

&

ouAd 14 SV
2NN

Production Assistant Manager/ HOD

Lop dv grearnery gre L

iglat!

QA Manager/ HOD

WM’I— o )1 0] 91

g/ a'['lx‘\.wu\ L

/\z\

\'}\(9"°9“'

Prepared by:

Checked by:

Approved By:

Dept Production Production Quality Assurance Head Quality Assurance
¥ Loy vt
& L . /@ j 7 N — \ . \W
Y ——Ta e “gﬁ 1o | ngro /\‘ﬁ\ﬂ\\ \WESAR e
YN T by UNCC T2
L [V VAU SR SRS N L Phithinduihls




SAI PRIMUS LIFE BIOTECH PVT LTD
af : Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 29 of 29
SAl ;RIMUS Villianur Commune, Puducheiry-605009.
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
. s - e G )
Product RAMITHIAZIDE 5/12.5 BPR. No: BPR/T/134-00 | Batch No.: &) & /@67
Customer: Generic Health Care Pvt. Ltd.
37. BATCH RELEASED FOR DESPATCH:

Total quantity released: S b 92 No’s

Head QA sign/ Date: /qu\pf“

REVISION H[STORY

38.
S. No. Document No. Reason for Changes .Supersedes Doc. No.
1 BPR/T/134-00 New Document Nil
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Qualit)" Assurance
Stg. Ll /‘?’QJ)\ N \\T'& -
Date 3//{0/2020 11\1,9\'10*\0 /(QVA\\\\IF“\‘ PN

'TRWI 1 mw ‘( "
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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 1 of 29

SAl PRIMUS

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: R09 Batch Size: 6,00,000 Tablets

BPR. No.: BPR/T/134-00 Batch No.: @ Fadl0 S

Product RAMITHIAZIDE 5/12.5
Customer: Generic Health Care Pvt. Ltd.
BATCH PACKAGING RECORD COVER SHEET
PRODUCT NAME RAMITHIAZIDE 5/12.5
GENERIC NAME Ramipril and Hydrochlorothiazide Tablets
' Each Uncoated tablet contains:
Ramipril BP......ccooiiiiiiniois 5 mg B
LABEL CLAIM Hydrochlorothiazide BP............. 12:5 mg
' EXCIPIEntS s odsaniammsmusus seismisendsissons q.s.
Colour: Erythrosine Supra
CODE NO. PON/DRUGS/19 13 4323
DOSAGE FORM Tablet
BPR No. BPR/T/134-00
REVISION No. 00
SUPERSEDE No NIL

EFFECTIVE BATCH. No. /DATE
MARKET

SHELF LIFE

BATC'H SIZE

PACKING CONFIGURATION

BPR ISSUED BY/DATE (QA)

BPR CHECKED & RECEIVED BY/DATE

(PRODUCTION)
MFG. DATE: «............ 0, ;awz.(/
ad
o
ALLOTTED BY: QA SIGN/DATE: . /‘Kg‘/\“. ......
(9]

QUANTITY RECEIVED FROM PRODUCTION

DATE OF COMMENCEMENT: _f J5 ty) D)

Q‘Fnoloou/ 21, to] Lot
Export
36 Months
6,00,000 Tablets

3x10 Tab.lets Sales Pack (Alu Alu Packing)

/‘# a\%”

L g EQE'Z/OJ[@;,

297
G393

DATE OF COMPLETION: 2ot (1o v

QUANTITY «!‘;’0000’9
RELEASED QUANTITY OF PACKED TABLETS 59 33w
RELEASE OF BATCH BY HEAD QA J\/YO \ \g\
. OV
SIGN/DATE:
This BPR contains 29 Pages + 0; Additional Pages
Prepared by: Checked by: Approved By:

Dept. Production ' Production Quality Assurance Head Quality Assurance

Ty AY Lo oo AN

ﬂal%&j hivkes o3l toloong ! 7| 1o\0vie /(cl,&v (’ij
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 2 of 29
eyt Villianur Commune, Puducherry-605009.
,_?Fé ;OFT)BCL/\:\VTULTSD BATCH PACKING RECORD. ;¢ Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: C‘T\@l\@% =%
Customer: Generic Health Care Pvt. Ltd.
1. INDEX
Sr.No. | Content Page No.
Batch Packaging cover sheet g 1
1 Index 2
2 Check list for batch packing record review 3
3 Packing Material Specification and Indent 4
4 Dispensing line clearance 5
5 Dispensing record of packing materials 6
6 Line clearance for primary packing 7
7 Verification of dispensed packing material 8
g Stereo Issuance and setting Record, Receipt of product and materials, Detail of the product as per 8
BMR
9 Weight verification record of received semi-finished product 9
10 Container weight details, Container consumption details 9
11 Over printing of primary packing, Specimen of printed foil 10
12 Packing instr_uction, spec:,imen of printed foil, time record for packing detail, Packing In-process 10
checks for primary packing
13 Alu Alu packing machine parameters 11
14 Challenge test for Non Filling Detection System 11
15 Machine In-Process control ) 12-14
16 Defoiling of Alu Alu strips, Inspection of defoiled Tablets 15
17 Li'ne Clearance for Batch C_Zoding, Area and gqu.ipment ?learance for coding, Overprinting Details, 16-17
Time record for batch coding, Carton overprinting specimen
18 Line clearance for secondary packing, Environmental condition, Packing Details 18-19
19 Over printing details, Shipper Label specimen 19
20 Individual Strip weighing limit, Carton Weight Limit Setting, Weight Checks On Carton, Sample 20
Drawn Record
21 Secondary Packing In process Checks 21-22
22 Shipper Weighing 23
23 Man power allocation 24
24 Product Counter Check Line Clearance 25-26
25 Packing material reconciliation 27
26 Excess packing material return to store 27
27 Destruction of rejected/unused printed packing materials and stereos 27
28 Batch reconciliation 28
29 Transfer of finished goods 28
30 Deviation Detail : 28
31 BPR review details 28
32 Batch released for Despatch 29
33 Revision History 29
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
~ )
Sign. /— 2 - W /"\N\V\A TATAAR TN ANEY
Y coms TV EY 7Y TR T TH e NCONTRO
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C\ 7e N SAI PRIMUS LIFE BIOTECH PVT LTD
e U Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 3 of 29
2L s
SAl PRIMUS Villianur Commune, Puducherry-605009. B ]
LIFE BIOTECH PVT LTD BAT CH PACKING RECORD Product Code: R09 .. | Batch Size: 6,00,000 Tablets
. No.: 2 SGREON O\
Bt T T m— BPR. No.: BPR/T/134-00 | Batch No.(Gy &0\ 02\ ™\
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 (Yg/ﬁgfgﬁ;‘;*)
1. No. of pages of BPR+ Additional pages (If any) * 3oy
2 Line clearance and environmental record Vae
3. Processing activity done by and checked by is signed Yeq,
4. Dispensing
a) Equipment clean tag and dispensing tag attached with batch record )
b) Packaging material is checked Y5
5. Packing
a) Rinse water analysis report attached with BPR o
b) Approved specimen of printed foil, show box and shipper label are attached ¥r
c) Control / Stability / Finished product analysis samples are withdrawn s
d) Reconciliation of packing materials is done Y
e) Tablet reconciliation is done )

f) In process checks parameters done at regular interval and recorded into BPR for,
6. Attachment ’
a) Finished Goods Transfer Note Vas
b) Certificate of analysis of finished product is submitted Yu7
c) Stereo Impression Form and Destruction Record .
1- Complete set of BPR Sfxb.mitted 7//;

Checked By QA/Date: - /‘1?

— B!

*Mention total number of pages.

Remarks ([fany) «.occceeeeiniineiinnenannnanns i e

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
- B Ta——— i
ey LB ] A A e 1
LV (O AN ' ' - »
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SALPRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,
Villianur Commune, Puducherry-605009.

Page 4 of 29

L%:'?‘ ELOEELMWUL% BATCH PACKING RECORD Product Code: R09 ...|/Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: (¥ (.lrl\g ?3\“(
Customer: Generic Health Care Pvt. Ltd.

e A

3. PACKING MATERIAL SPECIFICATION AND INDENT:
Printed Standard chl?{;_c d
SR Material 1tcm- Specification oM Oty fo.r @ 6.0 Lac
- No. material : Batch Size .| Overages il
code 6.0 Lac. WIS
overages
Width —252 + 1 mm ’
252mm g o | Thickness —0.025 mm 45.000 45.900
1 Ramithiazide 5/12.5 & & | Language — French Kg (To be 2 (To be
Printed foil o | Color —2 Colors established) established)
GHPL ITEM CODE - 13/0232
& oo | Width—252+ | mm 150.000 153.000
2 éﬁ:}g}l/\lu Ald ‘ E S | Plain non-printed (text matter) Kg (To be 2 (To be
& < | aluminum foil. established) established)
Size — 130 x 60 x 25 mm-
=] (LxWxH)
3x10’S & | Board—300 gsm ITC Cyber XL, UV
3 Ramithiazide o varnished. No 20000 2 20400
5/12.5mg Carton O Colour — 3 colour
a Language — English/French
GHPL ITEM CODE - 15/0362
Size — 280 x 150 mm (L x H)
N & ~ | Specification — NLT 60 gsm :
4 | Ramithiazide 48 | Maplitho Paper. No 20000 2 20400
Printed Leaflet A=
a Colour — 2 colours
Language — French/ English
Shrink Sleeves g) p
2= s k
5 (PVC) %S Plain PVC Shrink Sleeves No 2000 2 2040
~
A 5 Ply flute vertical corrugated
5 Ply 390x390x430 E « | inner unprinted in nature. (24 B.F.) )
6 | mm GHPL Printed % S | Outer Size — 390 x 390 x 430 mm No 75 - 75
Shipper &9 | (LxWxH)
Bursting Strength — NLT 15.00 Kg/cm?
= Clear Transparent
- 3’ GHPL Printed ©2 8 | Length of roll — 65m No 10 10
Bopp Tape R &7 | Width - 60 mm )
A Printing — GHPL repeats in Blue
% —
8 | 3’ Plain BOPP Tape go) S | Plain BOPP Tape No. 3 - 3
24
5 —~ | White or milky white colour.
9 | Strapping role. 2 S | Width— 12 mm Mrs 300 - 300
& = | Thickness — 0.6 mm
: Half A4 size
10 | Shipper Label NA Computer printed label No 76 - 76
Prepared by: Checked by: Approved By:
Dept. Production Production . Quality Assurance Head Quality Assurance
Sigfpremeo e /RQQ . N e
r g Y TEYZTIUY 7 | <-
i 3 G TR TaY TR P ARV e -
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7 ,"4-‘.‘,‘ SAI PRIMUS LIFE BIOTECH PVT LTD
tr ) \J Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 5 of 29
SAI FTRIMUS Villianur Commune, Puducherry-605009. . ,
“L1FE BIOTECH PVT LTD BATCH PACKING RECORD ;| .Product Code: R09 Batch Size: ﬁ,O0,000 Tablets
. No.: - tch No.: (S 2 ) A
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 | Batch No-: (5320 A @ 3\"{
Customer: Generic Health Care Pvt. Ltd.
4.  DISPENSING LINE CLEARANCE CHECKS pag?|oA{oH . 16530
Sr. Observation*
No. CHECEES Store | IPQA
1 Check and ensure that empty SS containers, polythene bags, Tags, documents and scrap.from oA
waste bin of previous batch/product are removed from the area. e
2 | Check and ensure that display stand and weighing balance are clean. o 0
3 Check and ensure that SS trolley are clean. [ A
4 | Check and ensure that area (floor, walls, ceiling, doors and windows) are clean. |5 D
5 Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and
filters, electrical fixture are clean. il v
6 | Check and ensure that all the sides of Mobile Laminar Air Flow is clean s -1
7 | Check all the gauges of Mobile Laminar Air flow before switching ON. v P
8 Check and ensure that weighing balances and pressure gauges to be used are within calibration >
due date. 5 7
9 Check that the daily records (Balance Logbook, RH & Temp. record) are updated and signed. el <
10 | Equipment status is updated for Cleaned and Preventive maintenance. : v pa
Note: *Tick mark (V) if Complies, (X) if does not comply and (NA) if not applicable.
y Mobile Laminar -
Equipment i Air Flow Weighing Balance Arca
ID No. JlLas)ec! 951m0) o)) e —ton— e Jeore”
Previous Product \Trn'!-o-l-o m o
B. No. F£T oo D -
Cleancd by Sign/Date E“a_)( boan 4 \0 &) 2ot .
Checked by Store l .
Sign/Date = IR\log\dodt - o
Verified by IPQA ’ WY |
| Sign/Date - QM\D‘“\\%
ENVIRONMENTAL CONDITIONS: Dag t O N 1) me..\;S.\. 3( Checked by | Verified by
Observation Store IPQA
(For Reference SOP No.: QAGN/011) v, Sign/Date Sign/Date
Temperature (Limit: NMT 25°C) &J\! o %3(\./3\.}\0\{{”“' /“b 24 \w\%’)i
Differential Pressure across the booth Limit: 5 to 20 mm Water [ o (S\%ﬁf\-’ &\QWIM’N s _(b %‘ln\” b2
o
APPROVAL FOR DISPENSING BY IPQA: Sign.....g:]lf .................. Date:.... e e ...
oy )
Dispensing start Time \5' D800 End Time ........ lbioo. ...
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
> —— N N \ R
Sy 1 vl e P up Q N\ 02|
IphdUJ[Hk 3ilialzo25 |t 1 1ol — 9\\FT (03 X"
i S I




SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 6 of 29
| IMUS ’ Villianur Commune, Puducherry-605009. -
,iémo‘?ERCH e BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
ot RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: (54 ?O_\D(%\?-\
Customer: Generic Health Care Pvt. Ltd.
5. DISPENSING RECORD OF PACKING MATERIALS: Da?&.‘...ﬁ.l...smt‘t @l Time: 150
Issued and
. Req. Qty. for| Issued No. of Verified by
Material Name [tem code |(UOM 6.0 Lac Qty. A.R No. Roll/Box Chesctl::-: by [PQA
s 45.900
gff;“;}gai“ﬂ“’f‘de PPF/SP/R009 | Kg |- (Tobe |S5l2cPoclonss | 04 g\;\\f
- FTled 101 established) | {
153.000
252 muru A Al PPE/SPIAOLY | Kg | (Tobe - [Taseq Poglocged | © T ‘e
Base foil f
established) ;
3x10’S Ramithiazide . Y ’ s
5/12.5mg Carton PPC/SP/RO10 | No 20400 |okoo Pmédol] 35~ %\ B g »
: .'1\\\0"\ i
Ramithiazide Printed | por /spRoga | No | 20400 |Qohoo| Pmedeo 984 | & ¥ ﬂ@
Leaflet =¥ vt
ouie?
- — e % o ,
Shrink Sleeves . S
s PPS/SP/PO0L | No | 2040 P} .
5 Ply 390x390x430 ’ \
mm GHPL Printed PPS/SP/G002 | No 75 :‘.(: Pen e(‘oeqog' og {%&/ o>
Shipper 2 o-i'h"’“"
3’ GHPL Printed ¢ -
Bopp Tape PPB/SP/B002 | No 10 o | P ™G oci3b | 03 %‘3{ /?jb
_‘—'}/;\‘o **\F?
s H N Yy
3” Plain BOPP Tape PUB/SP/B001 | No 3 03 P‘Y’@(‘ 00935 O %ﬂ( _53(\ \T{J'V\
. S AT
Strapping role. PPR/SP/S001 | Mitrs 300 Zoo | Pw Qlo 0ody| Ol %‘*\( %
‘ : Aoyt
Ofor
Shipper Label NA No 76 R A /gﬁ\} T
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurancc Head Quality Assurance
b e Y < S : /f?dp . e
MW (17 T wa:JszWM.g 9] 16) 2020 — o p¥
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SAl PRIMUS

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

Villianur Commune, Puducherry-605009.

Page 7 of 29

LIFE BIOTECH PVT LTD BATCH:PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product P I——— BPR. No.: BPR/T/134-00 | Batch No.: (3~ 2.y o\
Customer: Generic Health Care Pvt. Ltd.
6. LINE CLEARANCE CHECKS:

6.1 PRIMARY PACKING:

Date/ Shift .. 24704 /123 / ............ /... D fwm / 0....

Previous Product:  [“emb ol —p | Batch No.: (7r2ip222?
: Observation
13:’ Checks Time | 1900 | ey
) Packmg IPQA | Packing | IPQA
1. | Area status board is updated for “CLEANED” status. W/ - N~ —
2. | Check and ensure that the area is visually clean and free from previous product \/ - vV =
3. Check and ensure the differential pressure of the area is within specified limit ; - v~ —
4. | Check and ensure that waste bin is emptied out and cleaned U — N =
5. | Check the temperature and relative humidity of the area within specified limit = = v —
6. | Check the tablets of the previous product/ batch removed. L — v —
7 Check the loose Alu Alu strip cutting, rejected rolls, empty cores of foil of o 1
" | previous product /batch are removed. = il
Check the surroundings of the machine and free from the previous products and [ « -~
8. b — v -
atch : «
9. | Check the foil printing stereos, Labels of previous product/batch are removed. & 1 v =
10. ggizl;.that the daily records (log book, balance, temp. & RH) are updated and o - s pE
11 Check and ensure the Cleanliness following change part of Alu Alu strip - o - —
" | packing machine
12. | Check for the absence of previous batch/ product at machine conveyor belt. .
2 C.heck Hopper from Top, boltox.n of rr.lachine, below the hopper, between bottom t 5 i o
side of conveyor belt and collating unit.
b) Check for cleaning of hopper, feeding channel, vibrator plate, in feed roller and e i s o
sweep brush.
c) | Check tool box, thinner and ink box e 7 v #
Note: Tick mark (V) if Complies and (X) 1fdoes not comply
Cleaning satisfactory/Netsatisfactory” Cleaning satisfactory/Not- satlsfactory\gy} | .
Checked by Packing (Sign. /Date): Verified by IPQA (Sign. /Date): 9% \9'1 |30
#In case the cleaning is not satisfactory / line is not certified then investigate the cause of the failure and take necessary action,
recheck the area / line and record.

6.2 AREA AND EQUIPMENT,CLEARANCE OF PRIMARY PACKING

Date/Time: 24/ okhfonst

{vrect—

~

Previous Product: U)MJ‘O }f'b“'v Nl | Batch No.: -f) F2] 0 212
S Eq.ID. Cleaning Operation and Cleanied B Checked by | Verified by
" | Equipment/Area Name /Area. Type cleaning as per : y (Packing) (IPQA)
No. Sign/Date : >
" W\y‘g:rff )} A/B SOP number S[gE/Date Sign/Date
I. | AluAlu Packing Area  |¢ool-prelddaliel NEY3 PDGN/006 Bafn A AT LA o
2. | Alu Alu Packing Machine _a&lw.‘il’ B PDOP/020, PDCL/020|  Ager AN ¥ 476 eilenl el
6.3 ENVIRONMENTAL CONDITIONS: - L '

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

Date 2:b\ sk (1. Time.. [P c0P-..... .. Date. 2] [\t Time:.. 2 V23 ...
Refer to SOP No.: Packine Verified by Packi Verified by
SOP: QAGN/011 Obscrvation | g% 08 IPQA Obscrvation | ¢ ¢ /D‘;%e IPQA
s Sign/Date = ~Sign/Date
Temp °C Limit: NMT 25°C D2\ P L\ ¢ Slsil g 0% C D Qe 9\l 20
RH % Limit: NMT 60% [ D Y0 lantomar [N 0, Cotolwt
DP Limit: NLT 10 Pascal U J// : \»’O,I: plnsA i 5 C\/f.( it forplas
Primary Packing Started Dale/’I‘lule.,y.Q.{al.".{‘.[.??ﬂ.... Complc(cd Date/Time: 22 Lot [ L3I <’
APPROVAL FOR PRIMARY PACKING: IPQA Sign. /Date: . o Lol OMQO“ Freoe }/Y‘Wh,,
Prepared by: Checkcd by: Approved By:

Depto.... Production Production Quality Assurance Head Quality Assurance

DY 4 7 = X g

3@'1!}\; U L L/ ; j ; ‘/7"/\'\[*“ i\ ﬁﬁ\?&éﬂ—“—o 4

Dad 2[//01,2.&).@ i 17);01')019 /\/KL\ I‘J JANL

‘—#

CE




‘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 8 of 29

BATCH PACKING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

BPR. No.: BPR/T/134-00

Product

RAMITHIAZIDE 5/12.5

Batch No.: Q( ﬂ:.»)_-\ O‘?\\’(

Customer: Generic Health Care Pvt. Ltd.
7. VERIFICATION OF DISPENSED PACKING MATERIALS: Date?t R\ gnip V. Time: L2WE.,
) Number of | Checked by | Verified
Material Name Item code UoOM AR No. Rolls/Packs | Packing by QA
252mm Ramithiazide 5/12.5 Printed | - : : \’
2 3 %)
ol PPF/SP/R009 Kg pm 7] ) 1159 ol I st
. . A K
252 mm Alu Alu Base foil PPF/SP/A019 | Kg pm t ) vo q o, 07 A “'}?M
3x10’S Ramithiazide 5/12.5mg - S
ecii PRC/SPROI0 | No | pwly Jonss | 1 A 5w
Ramithiazide Printed Leaflet PPL/SP/R002 | No | . Py ] uosy vl A Y
Shrink Sleeves (PVC) PPS/SP/P001 | No —_— <’
5 Ply 390x390x430 mm GHPL - »
Printed Shipper PRSlPIG0N. | No {) mh) \ <0208 (ap% }V Q/s}i{
3’ GHPL Printed Bopp Tape PPB/SP/B002 | No | Dealn Loo 24 92 =
3’ Plain-‘BOPP Tape PUB/SP/B001 | No "pm,) s ) g %ﬁg(
Strapping role. PPR/SP/S001 Mtrs ﬂm)q' oob 32 v) 9/ ({%,,l/(
Shipper Label NA No | - . 7
8. STEREOQO 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
1. Stereos S Mq\m\ /Q{v/“ W A b (( l}& Oulon )g? ]
9. RECEIPT OF PRODUCT AND MATERIALS: Date/Shlﬁ...Q.k.'.lf‘?.\f’.J.".'{f\. ......... Time:. M. 22

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

S. . . Done by Verified By
No. Check Points Observation (Packing) <(IPQA)
[. | Temperature observed on display (Limit: NMT 25°C) NP éf h}{
2. | Relative Humidity observed on display (Limit: NMT 60%) Bay s & tg”,
3 Bulk product containers are of the required product/Batch number W
| and is approved by QC (?b } flJ,l
4. | Status label of machine/ line is for same product i y- iy L T
5. | Printed foil/Base rolls are of the required product. / . LG
6. | All secondary packing materials are of the required product il L - “YEE"
/
10. DETAIL OF THE PRODUCT AS PER BMR:
Sr. No. Description Observations Checked By (Packing) Verified By (IPQA)
1. Average Weight Qoo 4 (&‘:x,
2. Colour of Tablet Pror é;f{ G L&;(
5, Quantity (Net Qty.in Kg) 117940 i Ky
4. Number of Containers N 4 /ﬂ e "iii\;')
Prepared by: Checked by: Approved By-
Dept Production Production Quality Assucance Head-Quality

~ AN

=

P it
~ ke

[ INCON TRQLLEMEX |

i 1’]!10\%»




SAI PRIMUS LIFE BIOTECH PVT LTD

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

Page 9 of 29

SA];;,I;I MU S Villianur Commune, Puducherry-605009. .
et B e BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tsblets
. No.: - (o NC A\
Pra e T —— BPR. No.: BPR/T/134-00 | Batch No.: (53 €2\ O 3\

Customer:

Generic Health Care Pvt. Ltd.

11. WEIGHT VERIFICATI
Balance I.D. No.:

2oy

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 dclalls in below

table.

N RECORD OF RECEIVED SEMI-FINISHED PRODUCT:

Product Name Batch No. Mfg. Exp. Date Qy: rec.d. qu No. of Containers taken for packing
Date packing
ol |) 7. 4b0Kg | From Container No._ o |
m,,,,ﬂ m?; £ o3 i \ 107 | oo\ el Equivalent to To Container No.
‘2 < f nf> B 5929 %00 _Nos. | Total No. of Containers taken ___04
Checked by Packing (Sign. /Date): &&% Verified By IPQA (Sign. /Date): ({L
‘ Jor C~ on \e\;f‘”
12. CONTAINER WEIGHT DETAILS:
Container | Gross Weight | Weighed By Checked Container | Gross Weight in Weighed By Checked
No. in Ko Packing By IPQA No. Kg Packing By IPQA
1 0. [ioo Mamh ¥ 11 N
2 A6- 200 Moyt C/@%Q( 12
3 2. (Lo ACHG g ,w_ﬁ 13
4 So-Lo praar [t 14
5 |me e 15 ~
6 16 ¥R
7 17
8 N 18
9 X 19 yi
10 20 o
13. CONTAINER CONSUMPTION DETAILS:
S. No Time Container | Consumed S. No Time Container | Consumed
) From To No. by : From To No. by
1 12)ce | ) hlun o] e 11 N
2 1642 1| 17ted n2_ ren' 12
3 ayso | Blza| 63 ron' 13
4 pr2l | teume| i Va -l 14 ~.
5 ' 15
6 ] 16 N
7 e 17
8 ~ | 18 }
9 19 Y
10 . 20 /

Checked By Packing (Sign. /Date):

Verified by IPQA (Sign. /Date): <y

| (IR
oot

z ;’)\Q u'\‘ T

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
S of s e - e . I \ = ~ N
gﬁ“" ats¥ L ‘ ’J‘f‘ | /\Q@ L\ ) ff\/ \‘vp“
| dad WU UL B Jn/lo25a? | | 2110 Yo N\ v
L, —— o S N R . LAALEN
3 "




SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 10 of 29
SA PRIMUS ; : Villianur Commune, Puducherry-605009.-- Gk | £
LIFE BIOTECH PYT 115 BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.:G-( o \NO ?)\v\
Customer: Generic Health Care Pvt. Ltd.

14. OVERPRINTING OF PRIMARY PACKAGING MATERIALS:
Initial checks of Overprinting Details

Overprinting Details Overprinted Text . Printed AL. Foil (OK/ not OK)
Code No.: PON/DRUGS/19 13 4323 : [’on;/ pL Vg )/q /3 Lisaa ot
Batch No.: WE2io08 17 Jk
Mfg. Date: 03 /952) ' b
Exp. Date: o2/ 22h Se
Item Code: 13/0232 12) m222 fle
Pack size (3 x 10°s)- Carton 2 o f ole
Other instructions if any V) e
Initiated by Mam!
Checked by Packing (Sign. & Date) A,,g\% bl ,,4;37 (,\Jﬁﬂry
Verified by [PQA (Sign. & Datc) <m 26 )onlsess <l?iﬁ Jos} 12231
15. SPECIMEN OF PRINTED FOIL: &/
LA, Daite Specimen No. IS)i(;rrlles? 3l{)ate g:flfll;egd (g?llgn & Date) :(“[S‘:;lnﬁg:i SZthA
v 6 Joty (2521 il Mo AN B oplotlonas
Bosa ] < '
e S
16. PACKING INSTRUCTIONS:
1. Verify the status of dispensed primary packaging materials and transfer to the Primary Packing Area.
2. Issue the stereos to the ¢concermned Technician and set as per SOP No. QAGN/030 and Record the details in respective table.
3. Setand operate Alu Alu Packing Machine as per SOP No. PDOP/020.
4. Verify the status label of overprinted packaging materials and transfer to the packing line in secondary packing hall.
5. Perform Leak Test as per SOP No. QAGN/045 and enter the observations in respective table.
6.

Perform Leak Test as per Table or during change of Printed foil rolls & plain film rolls and after every start of operation or
when machine is stopped due to some break down.

Attach proof of printed foil from each roll dispensed as and when used on machine.

Overprinting Details on printed foil shall be checked by Packing and cross-checked by IPQA before starting the operation
as per given in the respective Table.

9. Affix first overprinted Al foil, Carton, Shipper and shipper label duly checked by Packing and verified by IPQA.
10. Pack 10 tablets per Alu Alu strip.

adie

Time record for packing detail

Primary packing Secondary packing Checked by
Sr. No. Date/Shift , (Packing)

Started at Completed at Started at Completed at Sien, & Date

]+ 196Joh s/ o) 120 (9, 00 A ) L94.@O O

NIRRT EAETSOR g JO 120 o091 L eo D

— v |
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

At batch start, followed by every two-hour
Primary packing/Secondary Packing At start of the batch, every one hour (random time) Minimum two In process

checks by IPQA per batch.

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
. X ~ bo
Sm"' — « w \ /7\/"\\.\/\ rrn'{il\\mm N
ol N7, b L iltolhes — 9\l AUUN LIV e&} Y




(“\ u"’.‘n‘ SAI PRIMUS LIFE BIOTECH PVT LTD
7l B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 11 of 29
SA| FP[MUS Villianur Commune, Puducherry-605009.
e foraan BATCH PACKING RECORD Product Code: R09 Batch Size: 6,008,200 Tablets
. No.: - h No.: (1 (& b

Product RAMITHIAZIDE 5/12.5 BER. Bo: BERAVGA0) | Bateh Now o1 (8B}
Customer: Generic Health Care Pvt. Ltd.

18. 'ALU ALU PACKING MACHINE PARAMETERS: Date/Shift 2&leulv Time:)2.t08....

Parameters Standard and Limits . Observation Choeked by Racking | Checked by IPQA

Sign. / Date

Sign. / Date

Change Parts Details

Sealing Temperature '&6& Ss.t-alz:(l)igh(ézi e £ Qb() Llerlo
Leak test to be pe}'formed on Nil (No {Xl.u Alu strip e & X
4~ Alu Alu strip should fail in leak test) oM 2o 5 o2
Machine Speed To be established 3T — («%}ci‘-l '~>_;~\mﬁ 294
= !
19. CHALLENGE TEST FOR NON FILLING DETECTION SYSTEM :
Sr. No| Process instructions
L. | Testing frequency: Startup, End of the activity and after every break
2 Acceptance Criteria: Broken Tablet, Empty Packet, Black Particle, Colour variation, Foreign Matter, Dual Tablets /
" | Capsules and all defects should be detected & rejected.
Date S. | Broken | Empty Black Colour Foreign Dual Creeled Verified
f& No. | Tablet | Packet Particle |variation | Matter Tablets /| Gesity. | Hong by. By [IPQA
Time Capsules By Packing |~ °
e [ L [ T T o T ek e | A e
) o0 27 N N v v o M | (| po i 1~ ’\E’Eﬁ”
3 3 (O [ - (2 t— ps | | F e s
bt [ 4 I : 2y,
&) \\_
21 6 | o N s w pY | worv | g iy
P |7 v v v O L N~ p | oren s o
8 \ . [«=4
\{3&70 9 ~
10
11
12
13 N~
14
15
16 D
17 M
18
19 N~
20 L
Note: Put ¥ mark for detection and x mark for non-detection
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
S S R B —
L T T alaha 1 ONUNEONIR 3

e

a4




SAI PRIMUS LIFE BIOTECH PVT LTD

g \3 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 12 of 29
SAl PR[MUS Villianur Commune, Puducherry-605009. - .
LIFE BIOTECH PVT LTO BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000.Tablets
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/I34—90 Batch No.:(j_m': £ 5 Qg\*(

Customer: Generic Health Care Pvt. Ltd.

20. MACHINE IN-PROCESS CONTROL:
Date/ Shift sbloy[ 20 24 |onloo)
Machine Operator Name 1S CU/\}O\ Maj\:\

— 5 T .
Time of inspection > 1219 B‘\S \P\'Bg s : G 3(} \\g_\ﬁ- 150 q‘kgc ey IR \l\jbg \\_go y \3);?7
Scaling Temperature | : v 7 s ' \ : 1 N Y
(To be established) N8O yase 19991855 90 \ 99 vo iar i8S Chiam yashes e
Leak test on Alu Alu Strips* ! .
(Qty_: A P & & (C)\k b[\ Q‘?‘ o Ob 0‘7- Q,l)~ ok Qv [T @“/ bg\) @“,
Knurling /Sealing ol | @ | o |op |08 |0k ob | oix b | o | ‘o ob |
Pocket Formation ob | oo | ol & | o ol |08 | o [ol] oV o | oV | o
Horizontal cutting ok | ®| of e | o% oblob | o+ o) | o w ot i ob
Vertical cutting 410 Q- DQ ok o lob @@/ o lo @_ L o by, UU’—
Quality of Over printing He | o | © b ol | o~ ol |eb | olp |t | o ob ol o \

| pon/DRUGS! | | o . % \
CodeNoi | 15 13a33 || " |oh |OR| I | |9 | @ | g | & | | gy |0%) |
B. No.: GrE2)o2\) | Sl g | of ob| ov b ol-| o | ob| o | w o¥ 0¥ ol v‘\
Mfg. Date o2 , 200} Ol-| ¢ | of Ol | o oph | | - Ob} g 4 ch- o%u ol \
Machine Speed . . &
(To be established) S50 2o 2 g 30 |39 |%o o 20 b | B 5("‘ ?Jb ?,b \
Checked by (Packing) R g@@ R Qﬁ» N0 g8l ey <@) o) @. \
Checked by (IPQA) Mald [V [vm [ v v [5#4 [ Al % \
1% [ 7 i

¢/ (&
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

\.. D,

VA

Sigfu"'v\av[s y - 'h..«,..-\ J o | /*»rf’\{?; ; IR . ‘ AV
Dalgi WJU //02)&2‘0’;‘? 4 ". 11“10\ 8 . Cy\\yTI-NCO-lRm -(J-{. 4




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 29

SAl PRIMUS

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

BPR. No.: BPR/T/134-00

Product RAMITHIAZIDE 5/12.5 BateliNo: [y a0
Customer: Generic Health Care Pvt. Ltd.
20.1 MACHINE IN-PROCESS CONTROL:
Date/ Shift Moy 12y
Machine Operator Name [V TR
Time of inspection ™ 3 90| 2 8] (.50 \
Sealing Temperature o | . ¢ S
(To be established) Al |gggef 200 \ T \
Leak test on Alu Alu Strips* i " \
vl 2 ¢ G
@:_op ) & |¢ |4 |
Knurling /Sealing 4 ok et ot \
Pocket Formation A i ot \
Horizontal cutting d & ob | \
Vertical cutting I o |t <t
Quality of Over printing A | el |et
CodeNo: |PONDRUGS/ | 1 | | N
19 13 4323 ' \
B. No.: f2fo3)7 g |k |k |d \\
Mfg. Date ©) /wq,, 4 | o | ot o \
Exp. Date o 2024 d | £ | & | et \A,\
Machine Speed . B9 g -
(To be established) \o |3 | ¥ | [,
Checked by (Packing) & | NS [ \\
Checked by (IPQA) 2lv | %le >
= ) = p

~
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 [PQA and to be released after approval from QA.

T/{,,)?

Prepared by:

.Checked by:

Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
P ¥4
b ~
Sigitiecn o VR ) NN v
=Y\ 7178 ¢ L.I — T L cﬂi\/\)\'@ 3 174 NS . Lol
Dyee, 3 WU D I5iliolbrid. | Ul T~ q)
e SRR e x P A | W A DRI | e z \“Ul ) 39 §
. e, 4 2 ) - v
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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 14 of 29

SAIl PRIMUS

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: R09

-¢+:|- Batch Size: 6,00,000 Tablets

Product

RAMITHIAZIDE 5/12.5

BPR. No.: BPR/T/134-00

Batch No.: (A C 2\ o3V

Customer:

Generic Health Care Pvt. Ltd.

20.2

MACHINE IN-PROCESS CONTROL:

Date/ Shift

Machine Operator Name

N
AN

Time of inspection

N
AN

Sealing Temperature
(To be established)

Leak test on Alu Alu Strips*
(Qty.: )

Knurling /Sealing

Pocket Formation

Horizontal cutting

v

Vertical cutting

P

Quality of Over printing \
Code No. | PON/DRUGS/ \
19 13 4323 N
B. No.:
Mfg. Date
Exp. Date % \\
Machine Speed AN

(To be established)

AN

Checked by (Packing)

Checked by (IPQA)

/
N

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 [PQA and to be released after approval from QA.

Prepared by:

Checked by:

Approved By:

Production

Production

Quality Assurance

Head Quality Assurance

Doy
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SAI PRIN\US '

., _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 29

BATCH PACKING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

Product

RAMITHIAZIDE 5/12.5

BPR. No.: BPR/T/134-00

Batch No.: 6{? Q_\@S;\”—Q

............

Checked By / Date (Packing):

V1 @‘4\"”

Customer: Generic Health Care Pvt. Ltd.
21. DEFOILING OF ALU ALU STRIPS:
- . Weight of - o o
De-foiling | De-foiling 3 i Checked by/ Verified by
Dede started at | completed at Dt:;?elzd De-folling Done by Date (Packing) | Date (QA)
7
J—'}\lol“h’m’ litse I so O~ 2% _/@—T’\ﬂ_“%\« /ﬁq \ad Gf}?ox
s I =P
S e
[B4) \
— | //
Total Weight of Checked By / Date (Packing): Veriﬁfg/By / Date (IPqA):
De-foiled Tablets ,QB_.L Aad I 1 1 1o}
= 2 BNotr °
21.1 INSPECTION OF DE-FOILED TABLETS:
Inspection| [Inspection | Inspection Quantity ¢f Gaod Qty. of Rejected “hecked Verified by
Dage started at | completed at| Done by hise L byl Date Date (QA)
P Y Kgs Nos Kegs Nos (Packing).
sabwlov | 5\ e 12210 by 020 | leoo | p-o@ 250 |, | oy,
VR [T [0ATE7
N‘\
I M [SSe—
\
Total /
Total Quantity of Rejected Tablets Destroyed

T Verified By / Date (IPQA): 7

o /

él

9 lo g

Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assurance
Pyl
S s o oo ot s )i Y N SV
- Z. B ‘ m /7\’\'\1\”\ = o m N
SV RS ol T X, TROIBEE-CLRY
| At i
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SAl 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 29

e o e BATCH PACKING RECORD | Product Code: R09

Batch Size: 6,00,000 Tablets * [{:*

Product RAMITHIAZIDE 5/12.5

BPR. No.: BPR/T/134-00

Batch No.: 6—\ £ O\

Customer: Generic Health Care Pvi. Ltd.
22. LINE CLEARANCE CHECKS — BATCH CODING:
Date/ Shift .. 2&)]0)3}9*@' m .......................
Previous Product: Pay\,bpraﬁ I Batch No.: @ P 10833
5 F ’ ’ "Observation
N:) ) . Checks Time
) ' ’ Packing I[PQA | Packing IPQA
1 Check and ensurg that the area is visually clean and free from previous -
product. , —
2 Check and ensure thathe bin is emptied out and cleaned W
3 Cheqk the Pallets and crates®area clean and free from any leftovers of o .
previous product /Batch.
4 | Check and ensure the Correct statl}bgard is written. — A
Check and ensure the previous batch details are deleted from the inkjet
> | machine. \ - T
Check and ensure the rejected Cartons of previdus product/batch are ‘
6 | removed. - v
7 | Check and ensure the cleanliness of hatch for conveyor bqlt}/ " g
8 | Check and ensure the cleanliness of conveyer belt with co/lléte/rﬂ’block. — T
9 Check and ensure the dispensed secondary packing material. \ e g
10 | Check and ensure the Preventive maintenance records and log book. \ e v

Note: Tick mark (V) if Complies, (X) if does not comply and (NA) if not applica\)@.

Cleaning Satisfactory / sa T Cleaning Satisfactory [ Not—satisfacfory#
(Packing) Sign. /Date: D+ 3)41-])2@’) (IPQA)Sign. /Date:

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

action, re check the area / line and record.

22.1AREA AND EQUIPMENT CLEARANCE FOR CODING:

1. Check and ensure that the over printing area and machine is cleared from previous produgcts.
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 wperation
Equipment [nkjet Machine Conveyor \ Area
ID. No.: /9397%9%9/; Batch Codiné\

Previous Product: WM()

Batch No.: (’7?%_{.5_%.3 \
Cleaned by: N.ch_g,\,@beu -
(%4
Checked by Packing: w
Verified by [PQA:
“Gl
%{-e\.\\w
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quali(y\ Assurance

S — I

e .

3COFY

110\ %0 Z/I;M}q/\\y\(‘mmu aff




il B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 17 029
o Villianur Commune, Puducherry-605009
SAl PRIMUS : : ’

, ’ SAI PRIMUS LIFE BIOTECH PVT LTD

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

BPR. No.: BPR/T/134-00

h No.:/=t &= N~
Product RAMITHIAZIDE 5/12.5 Batoh oG5t R AGEIN
’ Customer: Generic Health Care Pvt. Ltd.
22 O{EI}P\R[NTING DETAILS:
Overprir}t'@g Details Overprinted Text Carton (OK/ Not OK)

Batch No.:  ({ %ﬂ\\&g 4

Mig. Date: © g2 'fghﬁl

E:\p Date: ’D_,I DTS )y

Item Code: 15/0362

Code No.: PON/DRUGS/19 13 4323\

Other instructions if any \

Initiated by Sign. & Date N

Checked by Packing Sign. & Date \

Verified by IPQA Sign. & Date \

22.3 TIME RECORD FOR BATCH COD[}G:

Sr ‘ X Batch Coding Checked by Verified by

: Date/Shift Batch Coding Donc By (Packing) (IPQA)
No. Sk\rtcd at Completed at Sign. & Date | Sign. & Date
)&I
- 224 CARTON OVERPRINTING SPECIMEN: \
y ; Checked by Verified by IPQA
S. No. Date Carton Specimen No. Packinz\Sign & Date) (Sign & Date)
\
\
\

Note — Attach specimen copy of over printed carton

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
A < & 5 ¥
i«g;n,j-”- -«-.-w.\,A.-.:‘—~-/-4$_A:.-_w;,...l,‘.. - ..g /W‘ /’)’V\)\[\{"\ g Q YT \ M
A } ‘,]f-‘),j TSR TS YR 4 - 3
PN SO e, T = L ENGONTROLLED CG
i) > ; s —————— v L] ) :




(""\ 720N SAIPRIMUS LIFE BIOTECH PVT LTD
il \w‘, Factory R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 18 of 29
SAl ;RIMUS Villianur Commune Puduchcn'y—605009 2 :
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch.Size: 6,00,000 Tablets
L - -~ - v— -~ X \)
Pt A LT My BPR. No.: BPR/T/134-00 Batch No.: (51 P2\ o2
Customer: Generic Health Care Pvt. Ltd.
23. LINE CLEARANCE CHECKS - SECONDARY PACKING: ,
Date/ Shift 26,5570 oo L8 e itodummanswssasmnis us
Previous Product: p@,,/Aond?_ - | Batch No.: {4 F2ic333
i I
.S ’ ' ' Observation
N:;.. ' Checks‘ | Time | |}lw . PRy
Packing [PQA | Packing IPQA
1 Check and ensure that the area is visually clean and free from previous
product. \ > L "
2 | Check and ensure that waste bin is emptied out and cleaned A s v’ e
Check the Pallets area clean and free from any leftovers of previous g
4 product /Batch. v l g
4 | Check and ensure the Correct status board is written. L o Lt e
5 Check and ensure the stereo of the previous product/batch removed and = A
cut into pieces. = 3 "
Check and ensure the Alu Alu strips, rejected Carton, Shipper and r
6 shipper label of previous product/batch are removed. i L ' =
7 | Check and ensure the cleanliness of hatch for conveyor belt. 1 i (g "
8 Check and ensure the cleanliness of conveyer belt with collateral block. () i NP2 e
9 | Check and ensure the dispensed secondary packing material. w O [\ e
10 | Check and ensure the cleanliness of documentation table. - L (P v
11 | Check and ensure the Preventive maintenance records and log book. &4 sl (e W
Note: Tick mark (V) if Complies, (X) if does not comply and (NA) if not applicable. =
Cleaning Satisfactory / Notsatisfactory# Cleaning Satisfactory” /\Not'saflsfactory#(\,i,s_Q
(Packing) Sign. /Date: ‘/K (IPQA)Slgn /Date: ez NJD\}‘&oQ’

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

Packi Weighing Weighing
Equipment C ae g Balance Shrink Sleeve Strapping Balance Area
onyeyor (Carton) (shipper)
. Secondary
ID. No.: 979/(9@59001\ )’p/ 800" Y ) 2e] pot)oz9| Packing Hall
Previous Product: PaUW) /JD ,w)‘b( Di
BatChNO.: G‘l p ?,’D%;j
Cleaned by: EWJ‘M
Checked by Packing: /b it by
Verified by IPQA: XJU Llon)s 02
e
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality éssurance

I —— LT SRR 5 A e e D ; Ae
Sig=—"] T e /PQQ SN

4

o

PPl | R ﬂ“"}\l\/\ rr 7
pad Yl J T R IT0 528 Y U 10} e \\xo\MWCh RULELL wﬂi“

it b o s i s

&y




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

Page 19 of 29

SAl PRIMUS

LIFE BIOTECH'OVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Pt T —_ BPR. No.: BPR/T/134-00 Batch No.: (5 {30\ @2\
Customer: Generic Health Care Pvt. Ltd.
23.1 ENVIRONMENTAL CONDITIONS:

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

: Date/Time: 2 [ [65)1} tsvy [0 | Date/Time: 23 [o4; £(b\9 65D .
Shift:........ [J\ ...................... ion| Checked | Verified ion| [ Checked | Verified
: Observation| | packing | by IPQA | OPYa4OR) 4o packing | by TPQA
Refer to SOP No.: FLr?mPer;tI‘\‘/{r% °C 94 ¢ 4? /\/, t (,{%/e
imit: - a0 2% < A2
SOP: QAGN/011 o Yol 7 : X'“ = \
25°C %te‘{‘ 1 ’\my,\\l\ 1 a foq}’H (\ﬂ {owul~/
Secondary Packing Started Date/Timc:Q/Eﬂ.ﬁ?.LLf...’l??.’l..l.?:&&f; Completed Dateﬂimc:.?%}zl.?lﬁ.lﬂ*ﬂ..lﬁc

APPROVAL FOR SECONDARY PACKING:

23.2 PACKING DETAILS:

Approved by [PQA Sing/Date:ﬂ;ﬂ(‘j"? Sblnithzey.. ..

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

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

Place 10 filled carton in a Shrink Sleeve.

Place 27 Shrink sleeves in each 5 ply shipper.

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

24. OVER PRINTING DETAILS: )
Overprinting Details (Secondary & Tertiary PM)
L . " y 5 Ply Shipper Label
Overprinting Details Overprinted Text Carton (ﬁ(/ Not OK (OK/ Not oK)
Batch No.:. MEQ03 1 OW ol OV
Mfg. Date: 03 {9p0; oY ol Ol
Exp.Date: o) 9po24 DY ol Of-
Code No.: PON/DRUGS/19 13 4323 ol ow NA
Pack size: N NA 3x10’s 27x10x3x 10’
Other instructions if any 12)ooa 2 5% )ngj o, Htoa6 ,\(Q
Initiated by '
Sign. & Date N2} N\omllu Mal s
Checked by Packing
Sign. & Date — ™ j/ ,Q/
Verified by IPQA /\9:( A !
Sign. & Date ] 9 6loRt I ap@ ,/j\”fma}b(:}l\ 202 L9 1) etp) ooy
C/ 7 (/ T
24.1 Shipper Label Specimen:
S. No Date Shipper Label Specimen Checked by Verified by IPQA
T No. Packing (Sign & Date) < (Sign & Date)
! 9Ib)opl ones o]l U 21 )ov 1207
B ///
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
F 3 L0 § i PR, SN 5 (R I % ~ ~ -
et M | e o 2
g8 B fgYq TS AYY AR [~ < )
)aYé'h‘);_ Ui 8 1,);( O/D_JZ,//L" h 11)70]%7\9 — 9\ ﬂm AL T he
N ] UINVUINITIRULL
L d
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SAI PRIMUS LIFE BIOTECH PVT LTD
: Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 20 of 29
SA| P.RIN\US Villianur Commune, Puducherry-605009. o o5
LIFE BIQTECH PVT-LTO. BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: (') QQ_-\ 03\\-\
Customer: Generic Health Care Pvt. Ltd.

25. INDIVIDUAL STRIP WEIGHING LIMIT:
Weight of ten individual Empty Alu Alu strips are given below:

1. [ R 3. [ 1 5. [T 7. 7 4
2. ]-‘] 4. [- 8 6. ks 8. [« X 10 ||
Total weight of ten Empty Alu Alu strips = l J. 4
Avg. Weight of a Emp(y Alu Alu strip (A): total weight of ten Empty Alu A_lu strip/10= ( 1 #l—[
Weight of ten individual Filled Alu Alu strips are given below:
L 3-8 3. 3.8 5. 22 7. 8.1 9. G.®
2. 2.7 4. R 6 3.2 8. -~ Qv 0. 2.£

Total weight of ten Filled Alu Alustrips= 3 <

Avg. Weight of a Filled Alu Alu strip (B): total welcht of ten Filled Alu Alu strip/10= 05 S5

Limit(C)= 373 Yo 3.9

(Each missing tablet should be identified)

| Strip weighing Done By: P, rycx l Checked By: A/ |Veriﬁed By:

s B

251 CARTON WEIGHTLIMIT SETTING: Date/Shift. Ik lod) 2x2a. Times ...

Weight of ten individual empty cartons are given below:

L 8-l 5 Bl 5. 5-b 7. b 9 7
2. & 4 6’~é 6. g -7 8. g,é 10. S\Q
Total weight of ten empty cartons= L~ 2
Average weight of an empty carton (D) =Total weight of ten empty carton /10= §+53
Weight of ten individual Leaflets are given below:
I, o9 5= 3. sl 5. 9. % A 9. i/,
2. 9, — 4 . 6. 4 8. J5 0. 8.4
Total weight of ten Leaflets = J#&5
Avg. Weight of a Leaflet (E): total weight of ten Leaflets/ 10:0? 351
252 WEIGHT CHECKS ON CARTON:
Weight of ten empty Carton: BL: 2 Average weight of one empty Carton (D): & Lo
Weight of ten filled Alu Alu strip: 3‘# o Average weight of one filled Alu Alu strip (B):?\g °‘7"[
Weight of ten Leaflets: IR Average weight of one Leaflet (E): 20 v
" 5 . ’ i o e ot Limit: G=F+ 1 %= Qo . odb o
Weight of one filled Carton F = (D+3B+E) =R o)} | im0 be established) 0% +O 02
Checked by Packing/Date: X/D){ o}\s\ RIS

253 SAMPLE DRAWN RECORD:

Verified by IPQA/Date: &;U( o5 oip] Do
&

Sr. No. Stage of Sample collection Qty. of Sample Collected by (Sign. /Date)
1 Control Sample (Initial) N X108 \}, SYgIn LC: oY
2 Control Sample (Middle) b " e el i), ] ope:
3 Control Sample (Final) Y g i st otlohlree
4 Stability Sample N <0
5 Other Sample alB) iy Al
6 Analytical sample 19 ¥ 1.5 <&f/lz( 6 )iy LODJI
T
Total Qty. 39 XADA £ 9w |
77
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
&)
Sign. 1} AL Vel
e Fes @Q‘ ; = ‘A\/J\(“"'\ - {MAAT EQ{\*\%/ PN 14
Dat 1’))70)’)036 /‘*p\\w\‘m >“HNL | RO A Ul'l

Ao ST CHIC 0 w5 8 . AN i S Tolh N P TR RS & =




) SAIPRIMUS LIFE BIOTECH PVT LTD
i \L’ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 21 of 29
SA| ;Rl MUS ___Villianur Commune, Puducherry-605009.
LIFE BIOTECH PVT LTD BATCH PACKINGRECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product | RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.: () 2.\ 02\
Customer: Generic Health Care Pvt. Ltd.
26. SECONDARY PACKING IN-PROCESS CHECKS: (Please keep \ mark if found “Ok”)
Date/ Shift : 'zf,['oq\n/g ¥ 6? | }’Jaluhl‘.;( 2oy [ Fi
. . observation
Parameters , Specification Packing IPOA
" Z ! 48 ~ A q R
Time . Pl @ﬁg W\g \‘a\"’4 1224 '3 1 0¢
5 3 Alu Alu strip . , B
No. of Alu Alu strip in : : /K
o finenk with 10 tabs each o 9@, QEL /< e TS
and one leaflet.
. Legible and
Carton Overprinting g ob 9@— ol \ oW o= Q- \
No. of cartons in a NAT A | A
shrink sleeves ,]’9 packed cartons | glt= Oé_: gt \\ 7| N &
Shrink wrapping ! ) .
temperature* >~ LT | (N r&’ POO-[ Q[ O
No. of shrink sleeves in .y \ \
a5 ply shipper B o | 08|05 |90 L | oot ot
L~
Shipper strapping Proper strapping @&_ O lol @@- d g~ | o | g\ \
Label appearance and Legible and "
Shipper appearance readable o |© b o) o] | o /&’
Sealing of the shipper ’ - =
with BOPP Tape H type b 9{0" o oV g ?
Checked by @ @‘. @‘ ‘i\é‘ﬂ" "/\}%}\ ' ﬁy(
*Temperature to be mentioned. 2 75“’5
26.1 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep ¥ mark if found “Ok™)
Date/ Shift Mouhy ¥ & RET bhrloool 1.2
Parameters Specificati i / ghsorvation £/
pectlication Packing IPQA
i ) Olar
T‘me Sl 9% s bloc] 9.09)9.00
No. of Alu Alu strip in 3v$iul‘(1)\1tztfstré§ch b :
acarton and one leaflet. e D\g” ¢ o | o | bk | oL ez
s Legible and -
Carton Overprinting readable ob @’b- o oe | e T ol b (b \
No. of cartons in a _ e
shrink sleeves 10 paciectd cartonis: | Py [\ M ] \ no| O |0 \
Shrink wrapping : ‘
temperature* P N neu N N o | pi | IR \
No. of shrink sleeves in . ¢
45 ply: Shloper 27 shrinks O{;_ @,(9/ Q(Q, e | o o0& |op \
Shipper strapping Proper strapping ob @19- @/l;)_ pll o \ o OlL | pie \
: \
Label appearance and Legible and [ ,
Shipper appearance readable ob1 ol 0% | ve | o o | 0% | ple \
Sealing of the shipper | . . ]
with BOPP Tape H type o 9<L 0% | ge |~ o ok | oR
A L2, | &
Checked by M‘ 4/ -i/7 ;i{‘)\_( iy
*Temperature to be mentioned. ¢«
Prepared by: Cliecked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
o f N a
Slglron-mmz..i_ ..,}\/9_....,...,-.,., . —— : Q ) ’p"\’\)\p{‘/\ \)
NI T Yooy v o ] )
padd VoIV (17130 M olinsss L Uhobes= 1 T NNKCO Tm
. BLEY 3T AT AT I N A T R W 8 3 T VIVITVVITIAN
- ——T -




; \ SAIPRIMUS LIFE BIOTECH PVT LTD
N Y \_é Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 22 of 29
<7 = S
SAl PRIMUS Villianur Commune, Puducherry-605009. _ ,
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BER: Nou: BERAUIN 0N, - | Bafsly o (CF N GIEARL
Customer: Generic Health Care Pvt. Ltd.

26.2 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep \ mark if found “Ok”)

Date/ Shift
: ; observation
Parameters Specification - Packing IPOA
- N \ C
Time e U
v 3 Alu Alu strip .
Sgéggflu Al shdp with 10 tabs each \
and one leaflet. \
N Legible and N
Carton Overprinting casidalile \
No. of cartons in a N
dhrink sleaves 10 packed cartons \
Shrink wrapping [ @\
temperature* NG
No. of shrink sleeves in ; N
a5 ply shipper 27 shrinks \
Shipper strapping Proper strapping \
Label appearance and Legible and N
Shipper appearance readable \I\
Sealing of the shipper
with BOPP Tape H type N
Checked by

*Temperature to be mentioned.

26.3 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep  mark if found “Ok™)

Date/ Shift
. . observation
Parameters Specification Padking POA
Time ™N
. 3 Alu Alu strip N
I:;:cf):lu Alwsep with 10 tabs each \
and one leaflet.
i Legible and N
Carton Overprinting readable \
No. of cartons in a N
shrink sleeves H0 pasksd saroils \
Shrink wrapping Moo
temperature*® ™~ ;
No. of shrink sleeves in : “"\
a 5 ply shipper 27 shrinks N
Shipper strapping Proper strapping N
pp P p N
Label appearance and Legible and \
Shipper appearance readable N\
Sealing of the shipper
with BOPP Tape H orpe
Checked by S s

*Temperature to be mentioned.

Prepared by:

Checked by:

Approved By:

Dept. Production

Production

Quality Assurance

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

Page 23 of 29

SAl PRIMUS

e HIOTECE T B BATCH PACKING RECORD Product Code: R09 |, | Batch Size: 6,00,000 Tablets
R R BPR. No.: BPR/T/134-00 | Bateh No.: (r{ 2Dy 02N
Customer: Generic Health Care Pvt. Ltd.
27. SHIPPERS WEIGHING: Date/Shift. Z.6( 94 /2. .. Time:..03:[.... Balance LD. No.:}2/89¢/0g,
Weight of ten Shrinks: Average weight of one ﬁlled 1 Shrink (H) 9.
Weight of ten empty shippers: Average weight of one empty slupper O: ) 2xo
Weight of one filled shipper (1) = @?3’?#'1)'?1 3. loy ’E:?l‘)‘éljsta;“*—;g;ﬁ’)‘ @02 — L (G
Checked by Packing/Date: ¢ [ [oet\ Verified by IPQA/Date: s\M b 17
M g
Shipper \f';el;(c’rft Weighed |- Shipper v?eri?jlst Weighed | Shipper \?c?;hst Weighced Sl,uppcr \f';eri(;ft Weighed
No. ( (té ) By No. (KZ) By No. (Kg) By No. (Ke) By
L &[0 [ Raddal 20 18145 | friga | 39 |2 JhoPae] 58 I@ 1y ] Pruda
2 \K-lbclpMadb] 2! |2 465 [Puga | 40 |z 50PaMa] 59 |90 Mo Paude
3 18 yeolRbecllel 22 g, 4o|Puya | 4 g 38P0e | 60 @, \Fio| Puges
4 12075 el 2 1% (55| Puda | 2 [Z-(5d Bigel 61 |Zads | Pala
5 |R08pMadi] 24 13150 Pﬂﬁa B |F Jgolpave| 2 e, oy | Pl
6 X 075¥padby] 25 |R. (Lo nga 44 |9 14dPelial 63 |g. ey | Pele,
7 &- |1 Mol 26 |R. (S0 Pﬂ\QO\ 45 g. |80 Fﬂl%a 64 S<e10| P
8 |®-19nlltedll 21 AR jo5 Pﬂw 46 |R _139Puge| 65 | '
9 81z pMadl] 28 | 150 Pode | 47 |3-159 | Pl 66 \
10 |9 e 2mtedt] 29 (8. 1s| B | 48 [ g0l | 67 | \
U o agplprafl] 30 [8.55] Pl 9 |2 |40 Pute| 68 \
2 |20l pradll 31 |2, (79| Pusia| 0 2. 15 Pefys] 69 \
1319180 lpriodi] 32 [£.185] Prda] 5t [€ -Fo|Poige] 70 N\
14 | /6K piadh] 33 G0l Page | 2 [2,1b¢Pudal 71 i
15 080 |pueclh] 34 |8 5o lpawie | B g, 19p Tle| 72 W
16 d )b |ptadbe| 35 - |ho v\\\b\-)a-, 54 ’*Z.’)q\,n Pm\la, 73 \
17 18NS [Rmedhe | 36 |B-po| Pade| 55 [©.yist mea 74 \
18 19060 Ppavedhe| 37 18- (LS| Pade| 56 | g quq 15 N\
19 [9.070 femad | 38 [2- 14| Paga] 57 [@ et Rige| 76 X
Total No. of De-foiled tablets | Checked by Sighl / Verified by | LooSe pack details: h
shippers weighed: sﬁ?g;:g;;no;‘ Date: {fn / Date: Shipper No: . b L‘,‘
(,7\1 Y 7& A {S\l (N\(,"\\\.ZDM Quantlty.L.(?f?.f/.,E?f.ET'/\
Y -’)E@“*\M CAS Weight. .26

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

Prepared by:

Checked by:

Approved By:

Dept. Production Production Quality Assurance Head Quality Assurance
N
Si » A d A
lgn..h--mmwl Lﬂ—nv - ,__._,,2 | R : 3 \\\ﬂ(}bje‘/ - o>
Dafe YT (17 B !/wlw)ﬁ:;"é T A P I €5\ AT TROLLED 662
ll!luinxm /Y IV IR I Ul ' [T AVIY )W |




(?\ ".« SAI PRIMUS LIFE BIOTECH PVT LTD
Nt \é* Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 24 0f 29
SA| ;Rl MUS . Villianur Commune, Puducherry-605009. A .
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 ..-..... | Batch Size: 6,00,000 Tablets
BPR. No.: B 34- S (R R A
Product RAMITHIAZIDE 5/12.5 RN BERADSR - | Tatoh Roai s nitSiahvd
Customer: Generic Health Care Pvt. Ltd.
28.. MAN POWER ALLOCATION: '
DATE: 2b.[®h123v : DATES iovssns penions
SHIFT: ..... C/\ ....... SHIFT: .iuieiiiaeainnnnne
ACTIVITIES DONE BY ACTIVITIES : DONE BY
Alu Alu strip Checking g’ Al SPR’ Qo bl Alu Alu strip Checking \
Printing Checking in Alu Alu Printing Checking in Alu Alu
strip MLV (Y §>\’\01 B'pa\ strip '
T
Alu Alu strip weighing TY\créQ i Alu Alu strip weighing \
Insertion of Alu Alu striprand R Insertion of Alu Alu strip into
leaflet into carton Qebn . Arofion carton
Cartons weighing gjm Vb»lW}é\ Cartons weighing \
Insertion of carton into shrink ! Insertion of carton into shrink \
sleeve J ) sleeve M
Insertion of shrink wrapped : Insertion of shrink wrapped C
carton into shipper D carton into shipper \
Shipper Label Pasting [ eprhe Shipper Label Pasting \
Shipper Weighing mﬂ\a\' Shipper Weighing , \
Shipper Strapping (1, 07»56\ 5 Shipper Strapping \
Shipper packed From..t)..to..26.. Shipper packed From.......to........ \/7
Signature of Packing Signature of Packing 4 /
. I - :
DATE: SF(2 Al =Y : DATE: it dowsusiasmnsns
SHIFT: ... W] ‘ SHIFT: ..ovooe.... :
ACTIVITIES DONE BY ACTIVITIES DONE BY
Alu Alu strip Checking Tancld,, Qi Suntn Alu Alu strip Checking \
Printing Checking in Alu Alu Printing Checking in Alu Alu \
Tt U | 8
Insertion of Alu Alu strip and N Insertion of Alu Alu strip into
leaflet into carton : M;JM carton
Alu Alu strip weighing QPM kabl)\/’fm Alu Alu strip weighing \
Cartons weighing V,D L oA Cartons weighing \
Insertion of carton into shrink - Insertion of carton into shrink \
sleeve W sleeve ry
Insertion of shrink wrapped T Insertion of shrink wrapped 3
carton into shipper . Ny carton into shipper \
Shipper Label Pasting Mo Shipper Label Pasting \
Shipper Weighing M"f}\‘ Shipper Weighing \
Shipper Strapping Lisgrlee, Shipper Strapping \
Shipper packed From. .3l ..to..)f‘,’j,[’ Shipper packed From.......to........ \ /
\/.
o 7 : e
Signature of Packing \;@7 _ Signature of Packing /
#
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
. . ~ - D N /
Sl{?"‘:w’"'“‘“é‘ KQ_._...,., remtemne: \......’.‘..,.- /P@ . o \ I N‘l X
DAY Y (15 % 1hiolansy ]} 2)10] 2090 Pat\\A; Y
L3 VAV ZY W 2 S Sy TR S T 0 N W \"Z2AAZ2E.T. )5 NG TE X




SA| PRIMUS

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

Page 25 of 29

e BT T T BATCH PACKING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
it RAMITHIAZIDE 5/12.5 BPR. No.: BPR/T/134-00 Batch No.:("5§ =7y >R S Y
Customer: Generic Health Care Pvt. Ltd.

29. PRODUCT COUNTER CHECK LINE CLEARANCE: a3
_ Date/Shift........ Y mlﬂfx ..... Oreorcdern ), e s
Previous Product: Qam@q_oﬁnl__; ,mw\,[ﬂ'[,mﬂJ Batch No.: Cf\/F 34[03 2,2
5 v - Observation
N:) Checks Time { D2 A
Packing IPQA [\acking IPQA
Check and ensure that the arca is visually clean and free from previous
: product. - L \
2 Check and ensure that waste bin is emptied out and cleaned — v \
Check the Pallets area clean and free from any leftovers of previous .
¢ product /Batch. v
4 | Check and ensure the Correct status board is written. c— o \
Check and ensure the stereo of the previous product/batch removed and
3 cut into pieces. — i \
Check and ensure the Alu Alu strips, rejected Carton, Shipper and &
4 shipper label of previous product/batch are removed. —
7 | Check and ensure the cleanliness of hatch for conveyor belt. [ T ;‘(
8 | Check and ensure the cleanliness of conveyer belt with collateral block. [ -l \
9 | Check and ensure the dispensed secondary packing material. (- > < \
10 | Check and ensure the cleanliness of documentation table. -~ / \
11 | Check and ensure the Preventive maintenance records and log book. e - \

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

(&)

Cleaning Satisfactory / ary#
(Packing) Sign. /Date: N o415 by

Cleaning Satisfacfory / Not-satisfactory#<g
(IPQA)Sign. /Date:

ﬁcg b1 ok ) 2o

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

action, re check the area / line and record.

Packi Weighing Weighing
o
Equipment c aclang Balance Shrink Sleeve Strapping Balance Area
onveyor (Carton) (shipper)
ID. No.: ﬂ&l//)f"! R \Ya) ‘PD]QO’\D‘JL

Previous Product:

/P‘w»k {vraQ ,D

Batch No.: Cf\P')! % 833

Cleaned by: V?ﬂl\\}%

Checked by Packing: A_“./\\

Verified by IPQA: /\;M A4 hu)\ Y spe

Rechecking Started ‘Datc/Tlme le.ﬁkt“ﬂ*l...}.§r.§§§;.‘... Completed Date/Time:..

1...l98%0

APPROVAL FOR COUNTER CHECK:

Approved by IPQA Sing/Date:/f.{‘.{f,.\A;{. SN R
&

=

Prepared by: Checled by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
. So— = ~ )
Sign. ‘,,.,,“Z o /“PQ( ) 1) %M
Date rl\f\é‘dﬁ/fjd/)‘gga-; Al X '1’7 f] i ]')\ﬂo i /E},\\\\R\‘qg \/" q‘C N iKU )

RS ASRR R G e

s

Aotleq




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

Page 26 of 29

SAI PRIMUS

' LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets .~
BPR. No.: - 530, % - e
Product RAMITHIAZIDE 5/12.5 RR. N/ BERITHEA0 - | Bate Nox(rl 658 3 (4
Customer: Generic Health Care Pvt. Litd.
27.1 COUNTER CHECK OF PACKED SHIPPERS : N
DATE: . 2 o] ©}3/20 &) DATE: ¥ (1251727
SHIFT: ... 5. SHIFT: ... \0)......
ACTIVITIES DONE BY ACTIVITIES - DONE BY
Alu Alu strip Checking Trddvono ) PM@}Q\MB Alu Alu strip Checking /ql ‘ : ol
Printing Checking in Alu Alu ‘ Printing Checking in Alu Alu | " 9
strip Penames hwowy | strip karmale [Jpyomdh
Alu Alu strip weighing M mM)\ Alu Alu strip weighing JY\?&’!
Checking of Alu Alu strip and Checking of Alu Alu strip and
leaflet in carton Madon leaflet in carton M v~
Cartons weighing A low Cartons weighing \/ltla‘l .
Printing Checking in Shipper ' M Printing Checking in Shipper t
Label AL Label i o N
Shipper Weighing i h Shipper Weighing - \/IL”‘}I’/’
Shipper Strapping -WTQ&,V\ Shipper Strapping W lﬂ;/
Shipper Checked From..2)..to..32.. Shipper Checked From.3.L. .to....ﬁ.‘.]
Checked By Packing ' Checled By Packing Gp)
Verified By IPQA " Verified By [PQA =
DATE: .c.cciviiinnen DATE: .....c.ccoeen.
SHIET s visiovs g sommns 2] o 0 O S ——————
ACTIVITIES DONE BY ACTIVITIES DONE BY

Alu Alu strip Checking \ Alu Alu strip Checking / \

Printing Checking in Alu Alu
strip

Printing Checking in Alu Alu
strip

Alu Alu strip weighing

Alu Alu strip weighing

Checking of Alu Alu strip and
leaflet in carton

Checking of Alu Alu strip and
leaflet in carton

5 3.8 o \
Cartons weighing \(\‘, " Cartons weighing "
Printing Checking in Shipper Printing Checking in Shipper
Label \ Label \
Shipper Weighing \ Shipper Weighing \
Shipper Strapping K Shipper Strapping \
Shipper Checked From....... 0. \ Shipper Checked From....... to........ \/
Checked By Packing \ ) Checked By Packing 7
Verified By [IPQA N/ Verified By IPQA
No. of Defects Identified:
1. Minor: N4
2. Major: Nk
3. Critical: ~4- \\l
j\7>/
Batch Allowed for Despatch: Checlced By: k&a—,‘g{eq\“’f Verified By/)j‘»@q\m]
Prepared by: Checked by: ) Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Si R M - _ e S ¢
l%"" \\f)" L- /Czs— ___ M} : e crar ANARTIIN AT T \\\ﬁ\/}
RAVALINRED IS Y : 19 ')17)')01, S M‘@ KULL t\\(’
é i 7 ¥ \




T SAI PRIMUS LIFE BIOTECH PVT LTD
W < Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 27 of 29
L 2 sip e
SAI PRIMUS Villianur Commune, Puducherry-605009.
1o BIATER I OVT (5 'BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
: g SGA\ENORNT
— AT AE S BPR. No.: BPR/T/134-00 | Batch No.:(5\ ©2\O AN\
; Customer: Generic Health Care Pvt. Ltd.
30. PACKING MATERIAL RECONCILIATION:
s ; Shrink| 5Ply. |Strappingl BOPP Tape
Iil(.)‘ Material P;n.tledKA;u. Bas;é F)‘Oll Cal\?t(;;]s L(elsglse)ts Sleeves| Shipper Role |(GHPL Printed)
' oil (Kg) | (Kg) | (No (Nos) | (Nos) | (Mtrs.) (Nos)
; Quantity received for the : : ‘

A | bateh 51940 | t12-hbo 3000 onoo | ND |~y 300 ‘Lo
B Additional material received : ¢

for the batch NS Ny ™ My M NA NA- N
C Total material received

(A+B) Bl e (\-kbogojwe |pawed | N | A 2u0 Q
D | Quantity packed 93-33¢ | 87590 bamyh| ) okl bl 390 [o

Quantity rejected (Online)
Elg Destroyed 505480 |3y | QK e M| b Ny N
F | Quantity Returned 229 [T1\se°l pN | 9gq | MA 5 Ny N
G | Sample affixed on BPR ©-0p3 MY ( { N N na- Ny
H | QC samples 55 Gl B-ooos|  nd A Ny " ™M N
I | Other samples (If any) t-ole | posio| ~{ W N - M
¥ Total accountable Quantity ] :

(D+ E+F+G+H+D) T2 |52 kle [ 200 | 9otiee | MY 15 foo 1©
K | Variation (C —1J) N N oA na- N N M v\
L | %Variation (K x 100)/C o Iy M N N .M ™ N
M | Acceptable limit +2% +2% +2% | +2% | +2% M- M na

If % Variation is out of the acceptable limit, investigate & specify the reason:

31. EXCESS PACKING MATERIAL RETURN TO STORE: MRN NO. (N3
. o Shrink 5Ply Strapping BOPP Tape
Material [’rFl‘n.tlchAl)u. Bas}z Foil Ca[\;to;s Lasg:)ts Sleeves | Shipper Role (GHPL Printed)
oil (Kg) | (Kg) | (Nos (Nos) | (Nos) | (Mitrs) (Nos)
Quantity Returned 22200 Sl vw| N&# N An n id
Material returned by packing 5&@ @ N P 2
Sign./Date Ao | AC ,\\a“\w z o *}5‘—% \ M
Verified By IPQA Sign/Date | oalyutoidsiztons] N0 Pt ,q\qeh e
Material received by Store (¢ ‘ ¢ e
Sign./Date g}g\é\‘“" %‘i\g/ i S
32. DESTRUCTION OF REJECTED/UNUSED PRINTED PACKING MATERIALS AND STEREOS:
4 . Shrink 5 Ply Strapping | BOPP Tape
Date Stereos Pr[;:ltle dKAlu. Bas;é Wit C(al\;tcsr;l s L(e;;lse)ts Sleeves | Shipper Role  [(GHPL Printed)
(Ke) Kg) o (Nos) | (Nos) | (Mtrs) (Nos)
9410 112" 4 S-sal | 1% -buy| gu® N | - | b - M,
e : & |
Total Qty. E’ S
Destroyed L] Reaud | ayy =
Destroyed by S
(Packing) (7\3<§ \“"‘\ A
Verified by
(PQA) N\r Wl
C Plcparcd by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Si%umw»\ 2, /.\’..* /}}jy\ 7 ~ - Q \ \/U
DAy 17 K //O/Qﬂzp P 2/10]902 — o\
CRvJ 'litiu AT U ;

B T




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

Page 28 of 29

SAl PRIMUS

LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BER Nos BERACASEI0. | Bafeb Nosy 0 1 6501
Customer: Generic Health Care Pvt. Ltd.
33. BATCH RECONCILATION:
A Batch Size 6,00,000 Nos.
B Quantity received for packing £3920 o
C Total quantity packed £9%%9c
D Control samples - Qco
E Analytical Samples 120
F In process samples Sl o
G Others samples if any (Stability, Regulatory Samples, etc.) NA
H Packing Loss =B —(C+ D + E + F+G) Sloe
I Total Loss=A —(C+ D + E + F+G) [ C&cO
J Packing yield % (C + D + E + F+G) / B X 100 (Yield Limit %............... y* Ay 1R
K Batch Yield % (C+D +E+F +G)/ A X 100 (Yield Limit %.................. )* 9.2 L

*To be established

Checked by Packing /Date Verified by [PQA/Date: /\ﬁ.

:J@,h [Mv[

&
P o 20
34. TRANSFER OF FINISHED GOODS:
No. of ; ) FGTN FGTN FGTN
Date FSIIN Sales Pack Size | Unitsina SIJ;)' Zfs Tg:;ﬁ? e Raised by | Checked | Received by
i shipper PP v Packing | by IPQA Stores
bt | ©OLN | solt | gend | 2eb U3 b2 | 5o gy E T .
136 aed] | TR I A s | RV
Total Qty. Transferred | 59 a5 5 fH— ” %{ %\, 98\‘"”(\""“"
35. DEVIATION/ EXCEPTION DETAILS:
.. During process if there is any Deviation / Exception are observed then record in below table
>\\ Deviation / Exception details
Sr;_Nb.\' i Stage .~ Deviation / Exception details : Action taken Observed By .
N
N - /7
Checked b>\ Verified by Approved by
Packing: Packing manager: Head QA:
36. BPRREVIEW DETAILS:
Reviewed by ‘Name Sign. /Date . . by
Packing Executive R
& (3 Qv v irpeat ,/4»{\‘ nx)nqhm
A Executive > PN .
Q ‘Qc?vv’\ ‘“pu AL (}3/> ,q/\} &y ; 2
. —/ '
Production Assistant Manager/ HOD __.4//
b G B @pmrondotl | T [l fdul i
T L A\
QA Manager/ HOD L&—
P Ol /égﬁw \o e
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. M Y\
lbn FL-_ 'u/@- T e B R I/T’\l_)\(v‘(\ . =
Dad yelvyaaznlioloins Uliohaoe [ TS\
L8 UV AL VAR VIVES U : . Y AL
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SAl PRIMUS

LIFE BIOTECH PVT LTD

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

Page 29 of 29

"Product Code: R09

Ratch Size: 6,00,000 Tablets

Product

BATCH PACKING RECORD

RAMITHIAZIDE 5/12.5

BPR. No.: BPR/T/134-00

Batch No.: (57 F‘l\O%\'\

Customer:

Generic Health Care Pvt. Ltd.

37.

Total quantity released:

Head QA sign/ Date:

38.

REVISION HISTORY:

BATCH RELEASED FOR DESPATCH:

& 81310

Vgt
7N

No’s

S:NoJi

Document No.

Reason for Changes

Supersedes Doc. No. -

[

BPR/T/134-00

New Document

Nil

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Qualitx Assurance
. \ - \
Sign. Z_ e m L~ N\ = NT%} W:
Date kY4 /_10/2920 1\\m\’l,<no I /‘(M\\\T‘\\'THNC( ' \

—

e ————




