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* BATCH PACKIi {42 CORD

Product Code: GI3

Batch Size: " .%{,000 Tablets

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

Batch No.: CT] Fe2io BO?

GENERIC NAME

LABEL CLAIM

CODE NO.
DOSAGE FORM
BPR No.

REVISION No.

SUPERSEDE No

| EFFECTIVE BATCH. No. /DATE

MARKET
SHELF LIFE
BATCH SIZE
PACKING CONFIGURATION

BPR ISSUED BY/DATE (QA)

(PRODUCTION)

BPR CHECKED & RECEIVED BY/DATE

MFEG. DATE: ..uvvniini s @3)«2441/

9A

ALLOTTED BY: QA SIGN/DATE: . /\,\b ¥
QUANTITY RECEIVED FROM PRODUCTION

DATE OF COMMENCEMENT: OA?“Q’L\“’\

Each film coated tablet contains:
Cetirizine Hydrochloride BP .......... 10 mg
EXCIDIBNTS ssnnmisimtinininsiensisssving q.s.
Colour: Approved colour used

PON/DRUGS/19 13 4323

Tablet

BPR/T/195-00

00

NIL

GE21o10i l Du}m/u:#f
Export

36 Months

30,00,000 Tablets

3x10 Tablets Sales Pack (Blister Packing)

X‘l/\/\’)
j_ G+ :/Jj 2 02]
EXP. DATE: ooovevro.... OR[02y

COUNTER CHECKED BY: QA SIGN/DATE:

25 O Qi

DATE OF COMPLETION: Ufs5[2onq

%&\M

Product GENSET .
Customer: Generic Health Care Pvt. Ltd.
BATCH PACKAGING RECORD COVER SHEET
PRODUCT NAME . GENSET
Cetirizine Tablets BP 10 mg

QUANTITY Vo070 07 OUO
RELEASED QUANTITY OF PACKED TABLETS 2442 §oo
RELEASE OF BATCH BY HEAD QA N K‘f’/ \f;
bi . / N/ A+
SIGN/DATE: =<
This BPR contains 29 Pages + “%L‘ Additional Pages
e 1,5-B 02

;%;,ﬁ

Prepared by:

Checked by:

Approved By:

Dept. ! Production PIOd}L&:(IOH( \ Quality Assurance Head Quality Assurance
Sign. I L . K&\ ZC‘J\X N,XW\/W\ \V"V) } g 'UV'JV
Date i (N4 \ 0 \.\ DesD g ﬂ\\ A .__..__\___ .,\V\ "
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S SAT PRIMUS LIFE BIOTECH PVT LTD
J ~d Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 2 of 29
Villianur Commune, Puducherry-605009.
.?:/ES\E!,EERC,U\Q/»\H% BATCH PACKING RECORD P::)-Zluct Code: G13 - |:Batch Size: 30,00,000 Tablets
Product GENSET BPR. No.: BPR/T/195-00 Batch No.: fog Dt oRS
Customer: Generic Health Care Pvi. Ltd.
1. INDEX
Sr. No. | Content Page No.
Batch Packaging cover sheet 1
1 1 Index ' ' ' )
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}lction, spec;imen of printed foil, time record for packing detail, Packing In-process 10
checks for primary packing
13 Blister packing machine parameters 11
4 Challenge test for Non Filling Detection System 11
15 Machine In-Process control 12-14
16 Defoiling of Blister, Inspection of defoiled Tablets 15
17 Line Clearance for Batch Qoding, Area and ffqu'ipment (':Iearance 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 Carton Weight Limit Setting, Weight Checks On Carton, Sample Drawn Record 20
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:
Dent. Production P(rQ(lu,c’r" n O Quality Assurance Head Quality Assurance
Sigp. N ¢ N— W’/\ %Q |
_ Date | < % - oz ity ie NS\ 2o N UNL
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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

BATCH PACKING RECORD

Product Code: G§3 -

Batch Size: 30,00,000 Tablets

Product

GENSET

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

Batch No.: (5 22| 20 \

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 (Ye?/lﬁg;r;i\t/i;l*)
1. No. of pages of BPR+ Additional pages (If any) * : Y«-Q
2. Line clearance and environmental record Yio
3. Processing activity done by and checked by is signed Yot
4. Dispensing /
a) Equipment clean tag and dispensing tag attaiche_d with batch record ¥
b) Packaging material is checked ‘ )Q(:

5. . Packing
a)' Rinse water analysis report attached with BPR \K\")
b) Approved specimen of printed foil, show box and shipper label are attached Yre
c) Control / Stability / Finished product analysis samples are withdrawn Yo
d) Reconciliation of packing materials is done Yoo
e) Tablet reconciliation is done ﬁ"’%‘
In process checks parameters done at regular interval and recorded into BPR '\ﬁ(q
6. Attachment
a) Finished Goods Transfer Note Y
b) Certificate of analysis of finished product is submitted g :
c) Stereo Impression Format 56/,1-,*
7 Complete set of BPR Submitted .;;

1N
Checked By QA/Date: ;E\mm

*Viention total number of pages.

Remarks (If any)

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

Prepared by:

Checked by:

Approved By:

Dept. Production (W\odlrct\ion m Quality Assurance Head Quality Assurance
B T
Sign. EM\/\MV} \/(2/\”07/\ () \\‘\N%\ ,\'\'st
N, “ WS I I
;-»'D‘“-C i ngJZ\'W\ lﬁ.’l\ oA T 1
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7~ iy SAI PRIMUS LIFE BIOTECH PVT LTD
il Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 4 of 29
SAI PRIMUS Villianur Commune, Puducherry-605009. '
S Vil 4 BATCH PACKING RECORD Product Code: GI13 - Batch Size: 30,00,000 Tablets
N, ) - BPR. No.: BPR/T/195-00 | Batch No.: (20 | 0 30 |
Customer: Generic Health Care Pvt. Ltd.
3. PACKING MATERIAL SPECIFICATION AND INDENT:
Printed Standard o :
e % | Qty. Required
e Material ltem. Specification ! wom| Qg f({r Over| 30.0 Lac with
. No. .| material : . Batch Size
code 30.0 Lac, | ?B%| - Overages
‘ & Width — 144 + 1 mm . .
144mm Genset Q Thickness — 0.025 mm 45.000 45.900
1 double side printed ©n = | Language — French Kg (To be 2 (Tobe
foil 0.025 o Color -2 Colors established) established)
- GHPL ITEM CODE - 13/0241
, | 148mmPVCFim | & | Widh-148 mm i e 1(5T0(;oboeo 5 1(51.3(;%060
(=)
Clear (60'GSM) m & | Clear PYC saiablioied) established)
Size — 130 x 60 x 25 mm
é (Lx WxH)
351 0% Genget O Board — 300 gsm ITC Cyber XL, UV
3 | 2XVS & | vanished. No 100000 2 102000
printed carton Qa
O Colour — 3 colour
E Language — English/French

GHPL ITEM CODE — 15/0362

Size — 140 x 180 mm (L x H)
Specification — NLT 60 gsm
Maplithe Paper. No | 100000 2 102000
Colour — 2 colours

Language — French/ English
GHPL ITEM CODE — 16/0259

4 Genset Insert

PHL/SP/G00
1

[
Shrink Sleeves w3 5 :
5 (PVC) %S Plain PVC Shrink Sleeves No 5000 2 5100
[
O A 5 Ply flute vertical corrugated
SPLY T _ | inner unprinted in nature. (24 B.F.)
6 390X390X260 MM Q S Outer Size — 390 x 390 x 430 mm No 209 - 209
C/BOXES 4 (Lx W x H) .
= Bursting Strength — NLT 15.00 Kg/cm?
= Clear Transparent
. 3’ GHPL Printed » S | Length of roll — 65m No 15 : 15
Bopp Tape QR | wWidth—60 mm
- Printing — GHPL repeats in Blue
% —
8 | 3’ Plain BOPP Tape a;u é Plain BOPP Tape No. 3 : 3
) o

White or milky white colour.
Width — 12 mm Mtrs 500 - 500

Thickness — 0.6 mm

9 | Strapping role.

PPR/SP
/8001

10 | Shipper Label NA gz:wfuﬁesr?rinte Py No 209 - 209
Prepared by: LChecked by: Approved By:
Dept. \ Production (\ Production \) Quality Assurance Head Quality Assurance
. : \ . - \
Sign. ‘ 7 I ma——— u@(?\_/iy\/\/v{’\"/b’ M‘Vo*} 0 v“\'%/ e
: > ; ¢ 7 S i
_bwe | . o3(ol /aoa VAN ENES 2T 1 ymipANTDNT T TIRSAD Y
alibaildont bt UINLUNN lKUth J LU




g~ SAI PRIMUS LIFE BIOTECH PVT LTD
~ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 5'0f 29
) Villianur Commune, Puducherry-605009.
SAl PRIMUS BATCH PACKING RECORD P : i
1= BiaTECH:PVT tTDE, |- 0 2 roduct Code: G13 Batch Size: 30,00,000 Tablets

Product GENSET

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

Batch No.:

Customer:

Generic Health Care Pyt. Ltd.

4.

DISPENSING LINE CLEARANCE CHECKS

Date03los)2:21. Time.JA4 10,

Sr.
No.

CHECKS

Observation*®

Store IPQA

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.

o
\

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.

filters, electrical fixture are clean.

Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and

NN N A

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

\O oo ~N |\ W Kl

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

NN N A

o

Equipment status is updated for Cleaned and Preventive maintenance.

NEEONRE RRREK

N

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

Equipment Air Flow

Mobile Laminar

Weighing Balance

Area

D' Ng, Silta ;2/001 nNa

NB ST, /89/-/9 /i poi] S fome.

Previous Product \/o,C}AU-’ 02

B. No.

\am2le2 1

Cleaned by Sign/Date

Zl\sppen  oales|es)

Checked by Store

Sign/Date '-/CZS‘I—‘-’F‘J cales)2ey n

Verified by IPQA 6:”"
Sign/Date P
— A
ENVIRONMENTAL CONDITIONS: Date:a2/e5l22.. Time: /445~ Checked by |  Verified by
2 Observation Store IPQA

(For Reference SOP No.: QAGN/011) Sign/Date Sign/Date

Temperature (Limit: NMT 25°C) 23’ %?—;;5/2@ /@/{/ s
) OO\

APPROVAL FOR DISPENSING BY IPQA: Sign......... /Q ............ Date:.... ®(\t°'?/h'/ ..........

Dispensing start Time 1h'5° .................. End Time ...... 13129, e

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

. .)

o . § o\
sign. [l ks oA& f M B ()s W%\,/ Vit
Date S P R i TAA TR o Rl PR

LAAADTL Y PRV - e

| INCONTROLLED (oY |




i SAI PRIMUS LIFE BIOTECH PVT LTD
g B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 6 of 29
SA| ;RI/\/\US Villianur Commune, Puducherry-605009. L
LIFE BIOTECH DVT LTD BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
. No.: - B 5
Pridust GENSET BPR. No.: BPR/T/195-00 atch No
Customer: Generic Health Care Pvt. Ltd.

5. DISPENSING RECORD OF PACKING MATERIALS: Datee3)ss]22l. shiftGl...Time: 2.,

Issued and
. Req. Qty. for| Issued No. of Verified by
Material Name [tem code |UOM 30.0 Lac Qty. A.R No. Roll/Box Chtécked by IPQA
tore
144mm Genset 45.900 ) P,
double side printed | PPF/SP/GOI3 | Kg | (Tobe |52.9% Pmﬂ/oogol}t as pa= | L
foil 0.025 ' established) : QB/QS/A{;,' '\ﬂ‘xf\,m
~/21
: 153.000 |2 5
é‘;'fa;“(‘gopgghf)‘““ PBF/SPIP002 | Kg | (Tobe 15592 | prnapfocsho | o Y= | oy |
established) |gg ens asles (2o \Qew
3x10's Genset printed PN
carton PHC/SP/G001 | No 102000 ()p2ee0 pm&,/o”QG ol i el }{ ' 4
AN
‘:é)
Genset Insert PHL/SP/G00T | No 102000 |}o9ce0 Pm@)ollo?' o '}(EE%E 5\ &
03)6'2&’ q 8)
!
Shrink Sleeves ( 5 &:Few/ K A
mn | bo ;
PVE) PPS/SP/PO01 | No 5100 Clop | Prn|vol43  ©) %’D;l'»”’ w\""ﬁ’v\wg
s
5PLY _
390X390X260 MM PUS/GH/C001 | No 209 Y9 Pmm}e[oqg' 9 ¥ g
C/BOXES o3los/[2:2/ i \&/7\w4
Z 87
3" GHPL Printed
o Tapt PPB/SP/B002 | No 15 s | poar| o128 o ﬁ;ﬂ Wﬂ
_,/"".
) . a f ? [ C |
3 Plain BOPP Tape | PUB/SP/B00! | No 3 2 procy /w%j - ,
= 3] \Q
Strapping role. PPR/SP/S001 | Mtrs 500 Y G oco, & »
= S\
o)
| N
Shipper Label NA No 209 e s B e
PP —
Prepared by: Checked by: Approved By:
Dept.. Production P1 oduction Quality Assurance - Head Quality Assurance
g , W 5 X
Stga. Lo L QWV\V\W 'J\n\\‘/’ 0 \\*‘\ﬁf \y2Y
Date- 53 /vilosn ( \_a;@‘jfg\b\\ Droa) . ]
PIVIA Y B oY 1] HNE NTDALTIN FADY

ALV

NIRUL

LLEDUUL'L




SAI

LIFE BIOTECH PVT LTD

BATCTH PACKING RECORD Product Code: G13

SAI PRIMUS LIFE BIOTECH PVT LTD :
B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 7 of 29
- Villianur Commune, Puducherry-605009.
PRIMUS - :

- Batch Size: 30,00,000 Tablets

GENSET

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

Batch No.: (5} £\ 03¢\

Product

Customer: Generic Health Care Pvt. Ltd.
6. LINE CLEARANCE CHECKS:

6.1 PRIMARY PACKING: Date/ Shifl ﬂf).ui.’.ﬁoll.ﬁﬂ ............... ) A
Provious Product: _ Seaed Veoloto M 0.) [ Batch No.:\/0| 21921 obloc]909]
Sr.- _ ) Observation !
No. Checks Time | 1p. 1w .20

: : Packing | TPQA | Packing | IPQA

1. | Area status board is updated for “CLEANED” status. 2y | 7 s 2
2. | Check and ensure that the area is visually clean and free from previous product e | - AT
3. | Check and ensure the differential pressure of the area is within specified limit A A A S
4. | Check and ensure that waste bin is emptied out and cleaned P A A —
5. | Check the temperature and relative humidity of the area within specified limit o A \ P
6. | Check the tablets of the previous product/ batch removed. A I L S
7 Check the loose Blister cutting, rejected rolls, empty cores of foil of previous :

" | product /batch are removed. / — it — -l
8 Check the surroundings of the machine and free from the previous products and .

* | batch o S .

Check the foil printing stereos, Labels of previous product/batch are removed. o a2 i =

10 Check that the daily records (log book, balance, temp. & RH) are updated and e o
' | signed. o O §
1 Check and ensure the Cleanliness following change part of Blister packing ) : s
* | machine A — :

12. | Check for the absence of previous batch/ product at machine conveyor belt.
#) Check Hopper from Top, bottom of machine, below the hopper, between bottom o~ ) ‘
side of conveyor belt and collating unit. ‘/ =
b) Check for cleaning of hopper, feeding channel, vibrator plate, in feed roller and )
sweep brush. ' e o e
c) | Check tool box, thinner and ink box s

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

(T

Cleaning satisfactory/Not satisfactor
Checked by Packing (Sign. /Date):

L ox\wg [\

Cleaning satisfahc/to;y/Not-sat-isfactory< _){"),«_
Verificd by IPQA (Sign. /Date): o

Sy

#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

Previous Product: \/OU @9 N -0.0 Batch No.: \JO!1 21009
! o : Cleaning Operation and Checked by | Verified by
1\?' Eq“"’;’e“‘ Ghac e ¥ AEq'I?\i Type | cleaning as per SOP %'iean"/f)daz:y (Packing) | (IPQA)
e Al dn 0" o A/B number & Sign/Date Sign/Date
1. | Blister Packing Area SpL st 8 PDGN/006 AmAa DL — | Dndshoi
T ‘l P 2% 1
: S . PDOP/021, PDCL/021 ~
2. | Blister chkmg Machine o)Ll B PDOP/022, PDCLI022 | Ry An ,QJQO(‘OI}) \/’i%(:—ﬁ"ﬁ

6.3 ENVIRONMENTAL CONDITIONS:

(Check the environmental conditions of primary packing area at the start of process and Reco

rd in the below in table)

Date98)05|2)... Time...¥02. 95 ... Date Gk]og]n) Time:.. Q15 ..

Refer to SOP No.: Banking Verified by Packini Verified by
SOP: QAGN/011 Observation . IPQA Observation . IPQA

: Sign/Date ; Sign/Date .

, Sign/Date Sign/Date

Tomp °C Uit NMT25°C_| 997 [ DO oclil] & wiosbal] ~ IS0 | POSEIosTad Jsicalucloot
RH % Limit: NMT 60% B BNdanl " F‘«%’ES‘[‘)Q ) st {of"l( Tor cbles locw
DP Limit: NLT 10 Pascal L |o0gklodos] A2ufeston 1) S Lol | ebluchend
Primary Packing Started Date/Time:as1o82ett [SU5Completéd Date/Time: (IS0 L LI =1
APPROVAL FOR PRIMARY PACKING: IPQA Sign. /Date: .....-%. Jes1¥

Prepared by: Checked by: Approved By:
Dept. Production ‘\Prodgc(ion Quality Assurance Head Quality Assurance
\ ] et
: >\, \ \,\Z\/h o ¥
s | [l S oMl Al 0 N w
o5/ 1102\ b\ ) 202 ] AMIIASE

PR 0 12§ (N

Y Ay
Y

|

UNCONTROLLED COPY
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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 8 of 29

SAI PRIMUS

BATCi PACKING RECORD

Product Code: ' G13

Batcii Size: 30,00,000 Tablets

LIFE BIQTECH PVT LTD

Product

GENSET

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

Batch No.:(sA 2\ 620 |

Customer:

Generic Health Care Pvt. Lid.

7. VERIFICATION OF DISPENSED PACKING MATERIALS:

Date.QSJ.O.!l.@.l.Shiﬁ. ... Time: ) 010

; ; Number of | Checked by| Verified
teriza 2
Material Name Item code UuoM AR No Rolls/Packs Packing by QA
144mm Genset double side printed : | . i R~ i
bl 0,005 PPF/SP/GO13 | Kg |Pm0S )0080H 05 oclor| 28 ﬁp
148 mm PVC Film Clear (60 GSM) | PBF/SP/P002 | Kg | Pl Jooskho | 08 | B9y, B
3x10's Genset printed carton PHC/SP/G001 | No | ppn 6y | 010k o) @;m o
O. o T
Genset Insert PHL/SP/G001 No P ‘ 0 HO"‘f— 0! '90%_ hﬁhﬂ/‘ . g':/7
Shrink Sleeves (PVC) PPS/SP/P001 No I
o S Nﬁ-"i
5 PLY 390X390X260 MM A 7
PUS/GH/C001- | No
C/BOXES Py J 0)ogC 2 of log12] §
3* GHPL Printed Bopp Tape PPB/SP/B002 | No | ppn(y JDDIOH o/ o0
3" Plain BOPP Tape PUB/SP/BO01 | No | prred loogac |, By @

. ! i ; = )
Strapping role. PPR/SP/S001 | Mtrs | Dy (y !oonQD_ of 2 95 ‘f/
Shipper Label NA No N

8. STEREO ISSUANCE AND SETTING RECORD !
No. of Issued By Received By Stereos Checked By Verified By
S. No. Type of Stereos | Stercos (QA) (Packing) Setting (Packing) QA
Issued Si gn & Date Sign. & Date Done By Sign. & Date Sign. & Date
1. Stereos L4 § /\ ”_‘\75‘\ / Q aShop fegu @W&W 1&/ < S
" A5S
9. RECEIPT OF PRODUCT AND MATERIALS:  Date/Shift UFIOS L;LW—J ..Time:.|.Q }f
(Check the following before start of packing activity and record the observation.)
S. . : ; Done by Verified By
No. Check Points Observation (Packing) (IPQA)
I. | Temperature observed on display (Limit; NMT 25°C) 02°¢c M{fV)
2. | Relative Humidity observed on display (Limit: NMT 60%) B8 o @g’\/ @
Bulk product containers are of the required product/Batch number : 0
3- | and is approved by QC oS S~ X
4. | Status label of machine/ line is for same product NI ah — b
5. | Printed foil/Base rolls are of the required product. \"‘J/J : @7@/ (@
6. | All secondary packing materials are of the required product ’\I‘M Jayse s ) /@.
10. DETAIL OF THE PRODUCT AS PER BMR:
| Sr. No. Description Observations Checked By (Packing) Verified By (IPQA)
| 1. Average Weight \No.or K9 /ﬁ ix)
2 Colour of Tablet ALE P — ©
3. Quantity (Net Qty.in Kg) 248 pk & ®» -
4. Number of Containers 15 y =" 13
{ - .
<
[ Prepared by: Checl(ed by: Approved By:
Dept. Production (\{’md,u\clmn Quality Assurance Head Quality Assurance
— T
Sig 7 o
Sign. Z'Lﬁ‘-\ e ZQ,\\}’/AJ\/\B/V\Q’ %M O \,\r‘ \AF‘/\
Date S resdollzor (50 et L o) | on) ° WA
YRR =T IINCONTROLLEED CUEY
VI UL TEREYTT




Y
&~ S SAI PRIMUS LIFE BIOTECH PVT LTD
P B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 9 of 29
A ;" RIMUS Villianur Commune, Puducherry-605009.
i _:\‘_-—rH rr}/r D BATCH PACKING RECORD | Boiduct Code: G13 Batch Size: 30,090,000 Tablets
b i - BPR. No.: BPR/T/195-00 | Batch No.: (31 o\ 00
Customer: Generic Health Care Pyvt. Ltd.
11.  WEIGHT VERIFICATION RECORD OF RECEIVED SEMI-FINISHED PRODUCT:
Balance I.D. No.: /PP} ISO(/foIL,
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
table.
Product Name Batch No. Mfg. Exp. Date Qty. rec_d. Far, No. of Containers taken for packing
Date packing
54g.04 Kg | From ContainerNo._ g }
ren ut (AF2P3° ) b3l | o 21224 | Equivalent to To Container No.
2901 LeNos. | Total No. of Containers taken ¢t O
Checked by Packing (Sign. /Date): /K /,Uf,f“ﬁm/’ Verified By IPQA (Sign. /Date): %ﬁ(‘q’
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 . hro Do cpury 2} 16 L
2 24 . tio 3..»0‘\3»1\ i © 17 \
3 K. 20 Brcyuss P 18 ™
4 o - S0 PO N - ‘19
5 1 . Tvo an B 20 \
6 5 - 49% PR = % 21
7 23 - 30 Quop W 22 N
i 2 5o | Gl v 23 -
9 lya.abo S, e 24 5
0 [722.0% b, £ b 25
11 . _ 26 e
12 27 N
13 28
14 29 B
15 30 NG
/’2\.
13. CONTAINER CONSUMPTION DETAILS:
Time Container | Consumed Time Container | Consumed
S. No S. No
From To No. by From To No. by
1 \elis {fleo 6\ Ay 16 v(
2 estl)o | 141020 0\ LWy 17 N
3 alas— 18280 02 Qulaw 18 ™~
4 oslue | LR 03 S 19
5 LS ho i peo oy VW 20
6 [ \ylo> ©5~ Lo 21
7 Al Lo ok, fonv 22
8 el 9o [ 1y20 7 Revv 23
9 Wi 18202 o¢ {Leuo 24
10 s Yo Ly o9 L 25
11 VY 1&20° e 2 g 26 N
12 27
13 28
14 29 R
15 ; 30 B
Chocked By Packing (Sign. /Date): _( AAS\OSVM Verified by IPQA (Sign. /Date): sz ¥ /@
Prepared by: Checked by: N Approved By: =
Dept. Production {\Prodru\ction ( \ Quality Assurance Head Quality Assurance
) 5] 7
o | i (OGS a0 [ g\
Date : 03/01159)/ N C‘)Z\b\\flo‘?—\ A T

UNCONTROLLED COPY




"\ 9 SAI PRIMUS LIFE BIOTECH PVT LTD
. Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 10 of 29
Al ;’Pl’\/\U Villianur Commune, Puducherry-605009.
L,F;deTE{;H' VT LD BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
Product GENSTT BPR. No.: BPR/T/195-00 | Batch No.: ({30 {0 |
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 PON [@Q,;@,g | 91914223 Dk
Batch No.:_ : C4F2 10301 : 0le
Mfg. Date: 02902 Ok
Exp. Date: o} )}20,23_]; Ml
Item Code: 13/0241 - 12 [OQJ;H )
Other instructions if any N 2174
Initiated by oo nv
Checked by Packing (Sign. & Date) {Qm e B DO
Verified by IPQA (Sign. & Date) . sl D s gt
15. SPECIMEN OF PRINTED FOIL: ge kil
S. No. Date apeeimen No. sDi(;:es? Date g:celsll:fgd (g)ilgn & Date) éf;'ff«f BZtg\QA
D). neloc]an) Gi ] Spumenotloy AP AT
0. ob{oc 39l o ) Cupurarollorh! )@@’ = ™
03 0tlos [2021 04 i Sutosnn o3Il | Lo— B Kk
Ol naloc) 9en1 O ! St omn_leglned L9 < & . Ay
16. PACKING INSTRUCTIONS: “ ‘/\ o

Verify the status of dispensed primary packaging materials and transfer to the Primary Packing Area.

Issue the stereos to the concerned Technician and set as per SOP No, QAGN/030 and Record the details in respective table.

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

Verify the status label of overprinted packaging materials and transfer to the packing line in secondary packing hall.

Perform Leak Test as per SOP No. QAGN/045 and enter the observations in respective table.

Perform Leak Test as per Table or during change of Printed foil rolls & plain film rolls and after every start of operation or

when machine is stopped due to some break down.

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

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

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

10. Pack 10 tablets per Blister.

N

Time record for packing detail

Primary packing Secondary packing Checked by
st Mo, DateiSntt Started at Completed at Started at Completed at Si(gpnatc;:"l;ga)te
o). Jocletlom G| \b\C ‘1 18.00 i, 20 12.00° £
p2. lob Joo 9001 Gt 9.ho 19 o 9.30 18.00 L
L 02, nttfbvfﬂm@? S, Lo 12 . vo 9.86 1R.90 L0 —
nl. loafoclopaic| o no %60 o, 20 18 00 L2
ecl. [1o]oT] 96210y Q.%o 1200 9. 3o 12 10 DO~
ob. Itloc/soni 0y ™ N 9,20 25, 50) (&
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 [P\rodpc\tior( \ Quality Assurance Head Quality Assurance
L [T \NLXN | A g Wi
Datc 02 (0 ilZo2 1 0 R o) \ e o AN
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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 11 of 29

SAI PRIMUS

LIFE BIQTECH 2VT LTD

BATCH PACi<iM{; RECORD

Product Code: G13

Batch Size:

30,00,000 Tablets

Product

GENSET

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

Batch No.:(}\ oo ol

Customer: Generic Health Care Pvt. Ltd.
18. BLISTER PACKING MACHINE PARAMETERS: Date/Shiﬁ..Q.ff.)!?'}f).m’).....Time:.j.’."?“’ 2
: A
Parameters Standard and Limits Observation Checski;cli] b/yD[;ikag Chcscil;(:‘d/bg;;QA
Change Parts Details PPC o9 20]6 110 ) O\ Redosloclaml  festtracn
0, SL)‘-
Sealing Temperature (130-200°C) . gl
1 p To be established \Ro'C ,@&c]or\&oll J:«Y < o
Forming Temperature (L10-163°0) l - l.\;'j \
TINE 7 Smper To be established 1Lo'e Bllaian, Jesi e \;m}
Leak test to be performed on | Nil (No Blister should fail /"S :
Blister in leak test) VES L oot (ﬁgf%’\w %
Machine Speed To be established 20 A0 loslom) ’ :’2;;/,/ Vs
TS T
19. MACHINE IN-PROCESS CONTROL: :
Datsf St 05 Joc] 2091 arnd bla]or 909t ob |olons)
Machine Opecrator Name O}J}W‘(\aﬂ
[
\J
0 ” i al A5 O o) é S \-g o WO . Q \y é
T t 3 \ Y " YW
ime of inspection \b“6 \o 9 \1('\3' G\W c\-\‘\- \O‘“ \\M \\A\X ,)’.\r\ \%),( \3,\'\ \W\r\ \\,\_‘ﬁ .\\;MO \b"“ X
Sealing Temperature U Al NP U S SN T4 I Y T
(To be established) \&‘df \& b%-"% \,0\75 o 40 \'&03 o[ o[ eT 40”0 0¥ ®la0Y e
" Y= 1y \ Wl R\ LRl 5 A
Forming Temperature S P2 I Y SPL haingSy o RN Yy Y vy W ooy W o
(To be established) O |0 o f—\"&? Y’E\‘Db o '3r°'g KO [\ 4o ¢° Fon a0 ‘\3\"'\\ «O’\a :}0"’\ \’l\ob&
\ K\ \= \ TR LAl |
Leak test on Blister* ) i
Qy:__35 0b ) 01 1% lok| ow | [ov [or | |or|c¥ |ow ok | % | or| ok
Kuirling Sealing 01| 0% | pic | pv [OK | or | o [O% o[ 0¥ | o o1 | ©=| Ok | anr |
Pogket Bormation taw] 0% | pie | o |OF | g | olel Ok |ok |OK | orl oje| 0% | wie] gr] O
Horizontal cutting ek | 0 ol | 0l [ | pr | or |0k | o | OK | orl ol 0% | ow| o |0
Vertical cutting o 12 | o] or |OR | g1 | ok oK o |8 | pr | ote] O% e | mie Ok
Quality of Over printing ok ok | o] o [C¥| ok | ot [0 | o1 |OK | pie | ow | O] ar | or | O
Code No.: | PON/DRUGS/ ' o
: s Ok @ . e
90458 ok | “% | o b OF o | o/ [0 | are 08 | pie| o1e | O | p | age
B.No:  |GiFoio20] [or [0 | ok | ov [Ok | g | OR [OK | bk |O% | pe | o] Ok | pre | o] Ol
L Dats 02}%9) o | O | nie| ey [OK | ow | ok |OF | o [0k | pre| o] &« | or | el | ©K
Exp. Date OL)QO.‘)H ol % | oLl op | OX [ O] ok | OK | o] bk | viel a1 | & | or | ofe ok
Machine Speed ; P ; .
To be established Y] &o |20 |25 |25 |9p Jo As o Je 245 25 |28 [T |af e
Checked by (Packing) 9@& [Sla ,99/[\}# L\\{% /@’/gp/ hA ‘Q} NA £ )5@ A 7@@‘@ NA
Checked by (IPQA) - || A NATEA NA] NA | ] Do N NA| e s | NA | gl |

\2
=

ote: * 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 Produ,c\tlon Quality Assurance Head Quality Assurance
. K% . ' A
Date .. Df/’Jf />—,9,2‘/ dimi .a»,;@ 2 \\:\\D/Q'>/‘ o & \ 4\\’\\

WM R st A v b 2
AT § :

UNCONTROLLED CopY |




"’\ 3 < SAI PRIMUS LIFE BIOTECH PVT LTD
Nl Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 12 0of 29
5l Villianur Commune, Puducherry-605009. '
SAl PRIMUS e :
A et BATCH PACKING RECORD Product Code: G13 - | Batch Size: 30,00,000 Tablets
Product GENSET BPR. No.: BPR/T/195-00 Batch No.;.(7‘ fo\ 020 ( :
Customer: Generic Health Care Pvt. Ltd.

19.1 MACHINE IN-PROCESS CONTROL:

Date/ Shift 9) :”03:/[259 21 \
Machine Operator Name 0oL ﬁt\
Time of inspectio 9 : IR = Rl \
sp n a0 \0 .\0»0 WO \f};dj ‘92\{ o [0 |e° \f.oo \g \b‘OO \,3(0 &
Sealing Temperature RN R 050 B Py I A I LG I S I G
(To be established) \1}03\’1\@ 402 \ﬁ,,o‘(} e \‘;}03 \(Jro:?> e ‘1\036 \105 \\,f.\‘ \xo‘é\"'x W \\‘,\&
Forming Temperature f m.\;(c 1 T 2 I A Ny ol _0.\“5 X a\_‘\?v L C\;‘(/
(To be established) ‘:},o'“ \,\ \(.—\0'“ \'?\OM i \‘403 \49‘?’ & \‘-(iro-\:\b\f\o'“ \\J \*oo\' \40'“ \e
Leak test on Blister* ok or e \
R : ) ' . :
(Qty ob ol oL | ol ole | ok ol ol | % ok ot |t
Knurling /Sealing iz 19 lou ol | %] ole| ole] ®* [ok | ok | 9% | o | ol [ O
| Pocket Formation i |0k o o] @€ | ael ole] 0% | or jo | 68 | plt | ok | Ok \ .
‘Horizontal cutting ol |0% |or |01 O | a1 |ote | 0= | pk | ple| 0% [ ok | pre &k \
Vertical cutting ol 10| A Lol | OF | ole] gre | 9F [be [0k |CX | ol | pl| bl \
Qualityovaerprinting 3 )= O‘C O‘C— ox O[C_ Dr(’ Ok Ob O(L Ok O\t OK- O X
PON/DRUGS/ \
Code No.: " Ok Ol ok 5 :
19134323 lop ole] oK ole Lol Ole | ol |7 | ol | pie |9 £
Sho GFalo3so!l | i [0 gle| Ok [ 0% | op | g1 |9% | ole | al |0K | ot |0l |
Mfe. Date 02 , &Ogl/ ol gl oicl ot i o | nle oK O | o | v | O Nl ok
Exp.Date: | 62] 803) | e |0 | o || % o] o] ©° ok | ok Joe | ook %= ] - \
Machine Speed 2 .
To be established QL 105 |35 |9 4% 52T a8 x| 25 X A | A B
Checked by (Packing) AT O | 501 gl N CN R ma |9 B e g e
Checked by (IPQA) A [T A | WA T-ANANA [T NA | N4 T NA [NA-| Ty
s 1 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 Produgtion 0 Quality Assurance Head Quality Assurance

g y _M
sign. | LB Zo\&u»/% s AN () \I\.W A
[ ’Oj{a/ loog ) 2% I o2 s\ \oon) o -nrn nADLER. U

‘ ONTROLLED€OPY
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SAI PRIMUS LIFE BIOTECH PVT LTD

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

Page 13 of 29

" PR I \7['! " Villianur Commune, Puducherry-605009.
CiFE B[QTECH,,-,\}—, o BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
A NG BPR. No.: BPR/T/195-00 | Batch No.:(S{€o | 020 |
Customer: Generic Health Care Pvt. Ltd.
19.2 MACHINE IN-PROCESS CONTROL:
Date/ Shift ot lnclaon (4 Ml
Machine Operator Name SHLL‘I’W’M/\' \-’\é\
. . . £ =
f ~,\€ l\< o) W N ol
Time of inspection q-\\" ©° \0‘“0 \\.“ﬁ & \,),‘p( \%'\’\“,\?\é\" \“_\,\0 \g.\r\ \\_/A‘ \‘O.\;o\
Sealing Temperature $[ Aot ol & v ! {5 g ¥
(To be established) 2 Lol PP Rl i 7 o <l e
Forming Temperature qel 2 L W ‘\Q}\! do A RN . n% .
(To be established) WM\ \%ff o S U Kl N ) ] S
Leak test on Blister* oL \
Qs 06 3 ple ok | oe | % o Jor |9 | qulo | [ev
T Cap el ok | O | ol | or | 0% Jor | we [0 | o | D0« ) \
Pogket Formation o % | ol ] o | 98 o | 2 [ O | Ole| o] te | o \
Horizontal cutting ol Ok Oic loe 197 | orel e | ow | Qe ol | % | Ok \
Verticel cutting i |0 Lo | on | 2% [ og Lot | o | on] o] 0| ap| |
Quality of Over printing ole| 0% lor | o Ol o] ee | O ol o o Ot
PON/DRUGS/
Code No.: e oK ol ; \
19134323 | o1 | ¥ | e | o Dte| % |°" | onl o | ox | nk
B. No.: GFaWwso) | or [®* | op lop | P8 | ek |oe |ow | ok| o] 0w | e \ :
Mig, Date,"y 03 / 2087 | 01 | P o o |95 | ok | = | o% | ole] o] ©4| O \
Exp.Date | 02) 202k | o |2 | o | ol |6 |0k | o | 6~ |de | pie| 0% ] o 3
‘ 4
Machine Speed 4 %
To be established 29 [ 20| 20| 28 22 2 2L J9 S| a5 2.2 \
Checked by (Packing) DB | N @(\)/W MA /99/?% N& /Q/\ ?") pa B \
Checked by (IPQA) NA|TLINA | pIA T NATNA | T | NA| NA| e |LNA !

<.

o 78

¥ &C)/

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 Progduction ~ Quality Assurance Head Quality Assurance
. Y, o %
Sign. A N < ZL\&}\;W %va (Z\,\; < \‘p\,\
Date..... to3lollopy )t L bl \2en ; /2\ \ S

V

st ds

UNCONTROLLED COPY




&~ o SAI PRIMUS LIFE BIOTECH PVT LTD
Nedd B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 14 of 29
SA| ERIMUS Villianur Commune, Puducherry-605009.
SFE arotecH vt o <]+ i+ BATCH PACKING RECORD Product Code: G13::<- . | Bateh Size: 30,00,000 Tablets
et GENSET BPR. No.: BPR/T/195-00 Batch No.:G—( ~2 (0D \
Customer: Generic Health Care Pvt. Litd.

19.3 MACHINE IN-PROCESS CONTROL:

Datof Shift 10!05\:20,&1 C et i
Machine Operator Name SMPAJLYY\.&/\, \m\
3 . . g s 0 & { -
T-lme of inspection c\.‘?'DO _\b\C \0.‘60 ‘\'@ \5}‘9 \3\"‘,{ m‘,u(\\;{y (& |\g Q&(J Qe \
Sealing Temperature <, U U 4 4t N wl
(To be established) A& | o[ e fme | & isjrte |30 oo™
Forming Temperature % B I W) IR0 B S\ N -
(To be established) WA \\5&‘\ A [ Jarse G 175 s RO pbT
Leak test on Blister* oy .
Qy: ) ot | 6% | oo ol o [ [ ok || & |° .
Knurling /Sealing ol | 0¢ | vl o | 0¥ " e | o | & | e |OE v\l \
Pocket Formation ' o | 0« | nre| oe | o= | e | eR | e | ol Dr 1¢ \
Horizontal cutting o | 0% | pe| ot | v g | ok pr | d | a |OK | v \
Vertical cutting o |0 | op loe [ov |pe | & ok | 9% | a v | o \
Quality of Over printing o | 0w e || o8 | 8 |oe Cx | |a | Ok o\
.| PON/DRUGS/ )
Code No.: 19 13 4323 ore] 04 il g | 0% g | 06O | a | & | OF | dC \
B.No:  (irovp2el |ele|oc | o o0 | = | & Jow |a o | Ok |\ \
Mfg. Date @3/9_®D_' ol ow | oF | ol G | ge o | Cle o | aA Ol o\l P&
Exp.Date | 09 |90y, |op | or | on|oc|ox | oc] e foe]| e [y [oe|™ \
Machine Speed|
To be established 20|30 | o |20 | | | |G | % | Ol | ¥
Checked by (Packing) g@{/&m LE- 7| Na AR Ay SN - \
Checked by (IPQA) NA [ Fap | A | A Jop | NA [NA [T NA | 9B de | NP \

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 (Rroduction (\ Quality Assurance Head Quality Assurance
' A V
i > . ; A
Sign. [ K -CO\\(B M\A’ “/5/\;;\\# 0 - N S
Date | T 6 SleHBEL - 0n \0 20 TN I T G T




&

Bl e

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

SAl PRIMUS

LIFE BIQOTECH PVT LTD

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,006 Tabiets

Product

GENSET

' BPR. No.: BPR/T/195-00

Batch No.: (5 (R0 1 & 20

Customer:

Generic Health Care Pvt. Ltd.

19.4  MACHINE IN-PROCESS CONTROL:

Date/ Shift

Machine Operator Name

/

Time of inspection

N

Sealing Temperature
(To be established)

N

Forming Temperature
(To be established)

Leak test on Blister*

Qs B )

Knurling /Sealing

Pocket Formation

Horizontal cutting

Vertical cutting

Quality of Over printing

. PON/DRUGS/ N
CodeNo.t | 19713 4323 \
B. No.: \
Mfg. Date \\
Exp. Date \

Machine Speed
To be established

=

Checked by (Packing)

Checked by (IPQA)

N\
/3

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 las{k"z( ‘
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: C,hecked by: Approved By:
Dept. Production erdAC(IOH Quality Assurance Head Quality Assurance
Sign. L.’ K{’:- 2 \\/Q\\,\/M (‘i Q \\,\% \Jvo\/\
Date | : - sosfarkassioVl Ozl 1202 N O 1 o\
| UNCONTROLLED COPY




SAI PRIMUS LIFE BIOTECH PVT LTD

.":_‘"\ <
\‘) _ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 16 of 29
SAl ;R! US Villianur Commune, Puducherry-605009.
o p.mech\n o BATCH PACKING RECORD **-" | Product Code: G13 Batch Size: 30,00,000 Tablcts
v = w5 Q
Bradnit GENSET BPR. No.: BPR/T/195-00 Batch No.: C)? 2\ 00\
Customer: Generic Health Care Pvt. Ltd.
19.5 DEFOILING OF BLISTERS:
- soa Weight of .
De-foiling | De-foiling ¥ i Checked by/ Verified by
e started at | completed at D;Sl):tzd De fO.lImg Dang by Date (Packing) | Date (QA)
floSha| yyles [ Ut 2. b2 Kj Sd""‘n, D@"‘A) oDy Qg@]’ﬁ&‘/’b‘u }X/« ‘Xé\w
. : . >
s
Total Weight of Checked By / Date (Packing): @ Verified By / Date (IPQA):
De-foiled Tablets | 2. boo Ky tolen]nen ,/@ )
oY
19.6 INSPECTION OF DE-FOILED TABLETS:.
[nspection| [nspection | Inspection Qaaulity ul Gond DbyrofRefecta Cheeked Verified by
Date tarted at | completed at| Doneb fablsts Tablets by/Date. | p. e (QA)
Syarse P y Kgs Nos Kgs Nos (Packing). st
lolsSlen | yrox | lullo P 2.5u0l 5, e | 0obo | Se° slofied, S
\¥ & U\ N v \ — P\v
N
\
Total by, su9 |2 tifh oo bo \}cc
Total Quantity of Rejected Tablets Destroyed Checked By / Date (Packing): Verified By / Date (IPQA):
O:she . Kes..S28.... Nos. % %\
'0‘{'0@2—671 3 —‘\'_Qﬁ
Prepared by: Checked by: Approved By:
Dept. Production Rroduction () Quality Assurance Head Quality Assurance
. s : s /) '\)
Date AD‘Z 1 1 \(QFJ.Q\ a4 (l\ : L] nx wy I

lll
£

UNCO

AV UIY
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LIFE BIQTECH PVT LTD

g™~ o SAI PRIMUS LIFE BIOTECH PVT LTD
il Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 17 of 29
- Villianur Commune, Puducherry-605009.
SAl PRIMUS — : ——
ATTEH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets

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

Batch No.: (" o\ ’:)%O\

Product GENSET
Customer: Generic Health Care Pvt. Ltd.
20. LINE CLEARANCE CHECKS - BATCH CODING:
Date/ Shift . .covinss sassssnsstsmssssosimosnas e e
Previous Product: Batch No.:
, Observation
Sr. .
No Checks Time
' Packing | IPQA | Packing | IPQA
1 Check and ensure that the area is visually clean and free from previous ]
product. '
2 | Check and ensure that waste bin is emptied out and cleaned \
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. \ND
5 Check and ensure the previous batch details are deleted from the inkjet
machine.
6 Check and ensure the rejected Cartons of previous product/batch are
removed.
7 | Check and ensure the cleanliness of hatch for conveyor belt.
8 | Check and ensure the cleanliness of conveyer belt with collateral block. \
9 | Check and ensure the dispensed secondary packing material. i \
10 | Check and ensure the Preventive maintenance records and log book. \/

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#

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.

20.1AREA AND EQUIPMENT CLEARANCE FOR CODING:

1.

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

2. Transfer uncoded printed Carton to Overprinting area.
3. Set and operate Overprinting Machine.
4. Overprinting shall be in indelible ink.
5. Overprinting Details shall be checked by Packing and cross-checked by QA before starting the operation.
Equipment Inkjet Machine Conveyor Area
ID. No.: & Batch Coding

Previous Product:

Batch No.:

AA

Cleaned by:

Checked by Packing:

Verified by IPQA:

Prepared by: Checled by: Approved By:

Dept. Production (\Pro;lyction A Quality Assurance Head Quality Assurance
5! w\/\’\%\/\ /\3/ v v X
. Lo |[Bo M YTAn| ALy 0 Y\

Date 1502\ s\ 5o ) oW\ 0] A

N

UNCONTROLLED COPY




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

SAl PRIMUS

Product Code: G13

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Batch Size: 30,00,000 Tablets

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

Batch No.: (300 \O2,0)

Product GENSET
Customer: Generic Health Care Pvt. Ltd.
20.2 OVERPRINTING DETAILS:
Overprinting Details Overprinted Text Carton (OK/ Not OK)

Batch No.: (4F21030! bl
"Mfg. Date: 0.'% 12091 0l
Exp. Date: n) 2] D024 Ole
Item Code: 15/0362 ;g /021_” Ql
Code No.: PON/DRUGS/19 13 4323 Pou Ipnvemg al8Lans o
Other instructions if any NA ok
Initiated by Sign. & Date Quepmmn it
Checked by Packing Sign. & Date b@/ A —
Verified by IPQA Sign. & Date J.-J};:f o;lU 5\9'3"\ (:lu}u\‘ hs“]nfl 202

G| = ] 4

20.3 ° 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

[4 \\
& D
, Y
20.4 CARTON OVERPRINTING SPECIMEN:
g . Checked by Verified by IPQA
S. No. Date Carton Specimen No. Packing (Sign & Date) (Sign & Date)
e

[}

Note — Attach specimen copy of over printed carton

Prepared by:

Checked by:

Approved By:

Dept. Production ARroduction f) Quality Assurance Head Quality Assurance
WV
Sign. L. Z@x&w«\/\y\ﬂ/} AN \‘W
Date N WA~ A 7= B L '\\b\\ I S (K \w
j L R N(‘ﬂ TROYT FI\ CEYDV
U1 ININNULLLD VUL 1
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. SAI PRIMUS

LIFE BKITECH P\T LTD
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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 19 of 29

BATCH PACKING RECORD®

Piroduct Code: G13

Batch Size: 30,090,000 Tablets

Product GENSET

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

Batch No.: (5{ £2_{ 03C \

Customer:

Generic Health Care Pvt. Ltd.

21.

LINE CLEARANCE CHECKS - SECONDARY PACKING
Date/ Shift .. QX

Qs]&o.m, .61 oma. ok ;!..Q.E Ja0s 1..04

Previous Product: \/FQQ/@M D NLOWO | Batch No.: VP10 [IA))
S d ; Observation
r. . .
No. Chcclfs Time lor o .20 ‘
Packing IPQA Packing IPQA
I Check and ensure that the area is visually clean and free from previous ,
product. o e g -
2 Check and ensure that waste bin is emptied out and cleaned — TS : i
Check the Pallets area clean and free from any leftovers of previous
3 ~ -~
product /Batch. P %
4 Check and ensure the Correct status board is written. o — -
5 Check and ensure the stereo of the previous product/batch removed and i i
cut into pieces. (U ) o
6 Check and ensure the Blisters, rejected Carton, Shipper and shipper 43 2
label of previous product/batch are removed. ) e
7 Check and ensure the cleanliness of hatch for conveyor belt. — - 2 ~
8 | Check and ensure the cleanliness of conveyer belt with collateral block. | =5 i L
9 | Check and ensure the dispensed secondary packing material. e T e —
10 | Check and ensure the cleanliness of documentation table. e ) -~
11 | Check and ensure the Preventive maintenance records and log book. . — A Y e
Note: Tick mark (V) if Complies, (X) if does not comply and (NA) if not applicabl/e.
Cleaning Satisfactory / NoHﬂ-u&faeGefy#;@ Cleaning Satisfacfory / Not-satisfactory# -j’ )
(Packing) Sign. /Date: o;‘\o? 3-9 (IPQA)Sign. /Date: e\

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

action, re check the area / line and record.

Packi Weighing Weighing
Equipment Cac g Balance Shrink Sleeve Strapping Balance Area
onveyor (Carton) (shipper)
ID. No.: : Secondary
S PO )BL)D!GOI Polepilalc = i P /poutg 1| Packing Hall

Previous Product:

V‘BCI/P,&LO M 0.9

Batch No.:

\w#m_a VD121 D

-

/Cleaned by:

QP@SQ

Checked by Packing: [7@‘0&:’5{/‘:\;()3\

Verified by IPQA:

Jor—

“5J0S | )w/

Prepared by: Chccked by: Approved By:
Dept. Production oduc(lon Quality Assurance Head Quality Assurance
A
Sign. : \52‘/ W N
o |l | J-?M)w A Q pev_
Date | I o;?/.)// o2l il O3 v\ Lf)_,o),\ o i \A‘\"\

UNCONTROLLED COPY




SAI PRIMUS

CIFE 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 20 of 29

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product

GENSET

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

Batch No.v (5t 01 00\

Customer:

Generic Health Care Pvt. Ltd.

21.1

ENVIRONMENTAL CONDITIONS:

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

Date/Time: Uf}of,gbg\ "l Date/Time:Oi‘JJOS’]f)_@‘)_['
Sl G ' .| Checked | Verified .| Checked | Verified
Observation| /"y cking | by IPQA | OPSerYaton| b packing | by IPQA
Refer to SOP No.: | Temperature °C » " Y
SOP: QAGN/011 | Limit: NMT A3°C /© LV, 47 el b 3\‘;\ e
LS 25°C ﬁ\ /‘;‘{%’\ 0‘0\)9 //(‘f‘
4 D) i 1 N un

Secondary Packing Started Date/Time: % Completcd Date/Tlmg\

|.) N 1
=V o= =
% Approved by IPQA Sing/Date:....... -@,\f,‘\ .......

WaoAtY

APPROVAL FOR SECONDARY PACKING:

T

21.2 PACKING DETAILS:

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

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

Place 20 filled carton in a Shrink Sleeve.

Place 24 Shrink sleeves in each 5 ply shipper.

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

00;{\7? OVER PRINTING DETAILS:
5 V- Overprinting Details (Secondary & Tertiary PM)
A ; ; 5 Ply Shipper Label
Overprinting Details Overprinted Text Carton (OK/ Not OK (OKJ Not OK)
Batch No.: C)ﬁF,DJOBO\ oL Ok
Mfg. Date: 03 /Q 0l (2179 Ok
Exp. Date: 02) 2090 QK Ole
Code No.: PON/DRUGS/19 13 4323 PDN /DQOC.—LQ /!CH'%JJ")Q b o\ NA
Pack size: ‘ NA 3x10’s 24x20x3x10’s
Other instructions if any N B N A KA
Initiated by
Sign. & Date ND N & A
Checked by Packing ; )
Sign. & Date DrOvfed orlo ] L\ Qerrh| it
Verified by IPQA %
Sign. & Date e ,\ ’(ﬁ“ \” e s 2 L
/c“')k“ _/C? /057‘97
24.1 Shipper Label Specimen:
S.N Dat Shipper Label Specimen Checked by Verified by IPQA
- Y | awe No. Packing (Sign & Date) (Sign & Date)
ol . ocloc9ny) o) 2 Qo =D gu
— —n/L A
Prepared by: Checked by: Approved By:
Dept. Production ~ Production A\ Quality Assurance Head Quality Assurance
Sign. MM
~Date '&Q;J_’Z \ Q\\Z@Q/

LI

A
D~
(S




iy, SAI PRIMUS LIFE BIOTECH PVT LTD

i BATCH PACKING RECORD

&~
Rl 8 B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 21 of 29
- - Villianur Commune, Puducherry-605009.
SAI PRIMUS =

‘Product Code: G13 Batch Size: 39,00,000 Tablets

Product GENSET

BPR. No.: BPR/T/195-00 Batch No.: {51 o\ 033\

Customer: Generic Health Care Pvt. Ltd.
23. CARTON WEIGHT LIMIT SETTING: Date/Shift.’Qf./?S[l‘Qﬂ.l....Time:..l.%a:.gﬁ’.
Weight of ten individual empty cartons are given below:

- 3.9 > 3.9 > 2.9 T 3.9 % 3.8
2. 3.9 4 2. s 6. 2.9 8. 2.9 10. 3.5
Total weight of ten empty cartons = 3 TEr

Average weight of an empty carton (A) =Total weight of ten empty carton /IO— 3 T{- Q

Weight of ten individual Blister are given below:

1. 1.8 3; 9,9, 5. Q’h 7. @JH 9 27%‘
2 QL» 4 Q,L 6. A, L 8. 9\.'1‘) 10. ‘j’L{-
Total weight of ten Blister= 2 3. + ‘

Avg. Weight of a Blister (B): total weight of ten Blister /10= 2_.3F

Weight of ten individual Leaflets are given below: :

l. Vi B 3. = S. | S 7. )'“. 9. )»L}
2. ],h 4 1.5 6. IL‘\ 8. 1.8 10. Yy
Total weight of ten Leaflets = | gL

Avg. Weight of a Leaflet (C): total weight of ten Leaflets/10= | . K 6

23.1 WEIGHT CHECKS ON CARTON:
Weight of ten empty Carton: 2.9 Average weight of one empty Carton (A): o P B
Weight of ten filled Blister: o) Q " Average weight of one filled Blister (B): 9, :21
Weight of ten Leaflets: Iy . L_ Average weight of one Leaflet (C): 1 Wi
. =4

Weight of one filled Carton D = (A+3B+C) | -.%b

Limitt E=D+1 %=

(To be established) l i L ! a 4}_9

2

Checked by Packing/Date: /‘\Nc}"” 0{"\/) Verified by IPQA/Date: _/ /(v\
/ u"l
\- T\ // b“)
23.2  SAMPLE DRAWN RECORD: :
Sr. No. Stage of Sample collection Qty. of Sample Collected by (Sign. /Date)
1 Control Sample (Initial) T xp® g O(/C,;/OQD;L,
2 | Control Sample (Middle) e Tor i sl
3 Control Sample (Final) T xip ¢ :/E,,» Yme*rl)\ )
. g S
4 | Stability Sample e T\ sl
5 Other Sample N il N
. =8
6 Analytical sample 19 vipS 4[47:’?({/' s ’Ds( /&f,na)
T =7
Total Qty. o Th-e® ¢ /Tﬁ\/ o .‘T‘:YQ@\,’
Prepared by: Checkcd by: Approved By:
Production Plosl\uctlon Quality Assurance Head Quality Agsurance
. A y
Yo A
LG Zc\,\ ugu\'\/\”‘? k' PN /Q VAL
o}/odgozi-ﬁ o () AN
g y (3 4 Y.




g oy SAI PRIMUS LIFE BIOTECH PVT LTD
ot \; Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 22 of 29
- Villianur Commune, Puducherry-605009.
SAI PRIMUS i o —
LIFE BIOTECH BVT LTD TCH PACKING-RECORD Product Code: G13 Batch Size:-30,00,000 Tablets
Product GENSET BPR. No.: BPR/T/195-00 Batch No.: (1| 22 { ©20)
Customer: Generic Health Care Pvt. Ltd.
24. SECONDARY PACKING IN-PROCESS CHECKS: (Please keep + mark if found “Ok”) ,
Date/ Shift otles]20a) O omd. hloclaca &y l ’(“lt'!/mzr b 0 ’ﬁdumg
Parameters Specification mbsetyiliog ‘
‘ : Packing : IPQA :
: o) 3 wad | el
Time A7 | oo e o] e e | @ he ¥ | |
I 3 Blister with 10 |, ' :
No. of Blister in a
tabs each and one de |ep |eF o | pie
carton ‘
leaflet. [/ ok |ole! nte| o lo)e
o Legible and
Carton O nt 2 o)< | G g \
arton OVerpriting | readable oe | | low|omlor [op|op ok | 97 Jor |OF
No. of cartons in a
/ Vi 9 5
shrink sleeves 20 packed cartons - oi el ok | ok| e 0k | @K |0k | pie | O \
Shrink wrapping P i e )
temperature* 0¥ br| ok | ole| ol | ol |OK sl o | 9
No. of shrink sleeves in . \
. . 24 hl‘ k ’ /4 0l< Ck ol
a 5 ply shipper SHhIE oL or] ol ol or| ple|®¥ Ok | ow 0
Shipper strapping Proper strapping oL e ol oel arlole|ple|Pk | ok Ok |y |on : \
Label appearance and Legible and ' E
Shipper appearance readable olc ote] Ole] ol ool |0k [« | o ok | O
Sealing of the shipper o B :
with BOPP Tape tigpe ole ol | orel o | vie] ple OR |pee | 61K | OF 0,%
< r - v \ 5 J
Checked by 8- | [ oo loy 8 te0 | B0 | T | IS8 By
*Temperature to be mentioned. §
24.1 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep \ mark if found “Ok”)
i ; PANEY observation
Parameters Specification S 7 Packing R IPQA
o i o] o] |
Tune e [ jieso |Heas [ | Jany jo 49K R Rl o
; ; 3 Blister with 10
I:\Ja?“;oonf Blistecin.a tabs each and one . | or |be oK
leaflet. ole |olt] ple Ol ok | o | PX | O
b o Legible and ) i e e %
Carton Overprinting readable ol crl orlaie ol ol |05 oL |6 |G | O
No. of cartons in a
X ; s '$ i Ok
shrink sleeves 20'packad cations ol 01 ol ore- Pl | O]tk ok | 0K |ow |© W
Shrink wrapping \
= 2 - [0 | 0l
temperature* ol oe| pel o] | | el ol ox | OB |0 .
No. of shrink sleeves in . .
’ ; te 9 i
a s ply shipper P ol ot | sie o] | | oief e fo [ow | 9|08 |° \
Shipper strapping Proper strapping ol onl o lole | @ | ol oelox pic | 0| ok | Oy ¢
Label appearance and Legible and ) )
Shipper appearance readable orel orl ol o I ole | O | 0¥ ok | Ot | Die | Ol
Sealing of the shipper \ w | o | o | o \
Y . o | b | i
with BOPP Tape Hiype oy | Ol ore| Die oie | o |0 0 - k'
Ghecked by ooy B8 [l Bt T [P T | o | )
*Temperature to be mentioned.
Prepared by: Checked by: Approved By:
Dept. Production JRroduction /™ Quality Assurance Head Quality Assurance
. A
, o0 4 A
Sign. : _L)C’ - &;&w\,\,\_&l’é\/} % O e —
Date ISt " oglol|asa) 1 TINC OpY
A VI Vi L
s R




g~ iy SAI PRIMUS LIFE BIOTECH PVT LTD
sl < D Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 22 of 29
SAl ;QIMUS Villianur Commune, Puducherry-605009.
e BIGTRCH WT EID BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
Product GENSET BPR. No.: BPR/T/195-00 Batch No.: [,’-”;’,Q) ©2p) @
Customer: Generic Health Care Pvt. Ltd.
24. SECONDARY PACKING IN-PROCESS CHECKS: (Please keep + mark if found “QKk”)
Date/ Shift 02[0s 202y G 73 091::&%_0216‘ (1[psaval
. Red . observation
Parameters Specification Packing TPOA
Time Lt 16220 142} o59) 05 1 2312038 e w18 e ¢
No. of Blister in a- o B .
carton leaflet OlL OL m[l 'nL_ OL— n\L nL ol | ol pho| Dl
o s Legible and
Carton Overprinting readable O\L Oll. 'D}(L «)LL , nL OL/ o] or| on | Ok \
No. of cartons in a ’
shrink sleeves 20 packed ieons Dh Q\L DLL ,olL OIL ﬂL_ HLL Fi | ok | Ok | Ok \[\
Shrink wrapping
temperature* DL mlL OL/ n‘a o& Olv, n‘a, pi | ok | Ck |OIC :
No. of shrink sleeves in ;
a 5 ply shipper 24 shrinks ntg ol o |ob lolk| b ol | Bk | on | 7| ok \
Shipper strapping Proper strapping DL/ ()h/ fDL ML, OLL zﬁ')[i_ @L/ ok | re | ok | ol \
Label appearance and Legible and ; \
Shipper appearance readable @L @lz_ O\a nL JJ!L mL NL gk | oir| Ol Ok
Sealing of the shipper . :
with BOPP Tape H type Wb | ob al @[L m(L b Lok | 6| o |ob | ok ‘
Checked by oy \9& JA A g& GA g% ﬂ '{&'):{L fjﬂcf— ’,fw'fle

*Temperature to be mentloned

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

24.1

Date/ Shift @q 105-‘9,09_, (,)7, i) fo )OF';}QUQII!
Parameters Specification Pching ahiervation TPOA

Time ‘ : hl\_“‘l— \g‘—\\b \b'&q" ‘3‘}\\ oqﬂ-\% 0" \\‘.\\o k
No. of Blister in a ? Ehstcr with, 0

i g tabs each and one L/ L, L,
cal leaflet. ol | oL | pl| @ n‘a o lf X

ey Legible and N

Carton Overprinting readable mL (OL( OI(L DL mt/ mL t\’)[p \\
No. of cartons in a

: : [ 4.
shrink sleeves 20 packed Eartons :o!o, mL, (‘)lL mL o,ﬂ m(a/ rOlL {

Shrink wrappi

te,‘;‘,i‘e;;?&?é’f ‘"lg ol o ol | ol Lle ol [ i

No. of shrink sleeves in p

a 5 ply shipper Fhshrinks ()LL OfL rﬂ,L, @L OL, rDL 'O’L \

sippersvapoing | properstning | o) Lob ol |oh{ ob Lob ol X

Label d | Legibleand

ool ppebbganid. | Lobonnt Loyt 1 | 3 | ol Ly N
ling of the shi s

wih BOPP Tape. | H0%° ol Lok lob okl ol] ellol

Checked by \GQ \A A 747 V‘& °4 ’A

“*Temperature to be mentioned.

Prepared by:

Checked by:

Approved By:

Dept. Production P{'odu_ction N\ Quality. Assu rance Head Quality Assurance
o1, i _ o

20 M Q| AR ) N

Date SIS Q"Q \\'Q—ﬁl\ N I \0\

\

UNCONTROLLED COPY
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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 22 0f 29

SAl PRIMUS

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: G13

|-Batch Size: 30,00,000 Tablets

b e J— BPR. No.: BPR/T/195-00 | Batch No.: G1F 9163 O}
Customer: Generic Health Care Pvt. Ltd.
24. SECONDARY PACKING IN-PROCESS CHECKS: (Please keep + mark if found “Ok”)
Date/ Shift Iolp o /17 l[05] 20
4 Parameters Specn'catlon L _obseryation
Packing N IPQA
z = . R Gt B . R
Time i Tl 7 e et \
No. of Blister in a ?al?s“:ztlec;v;:g ;ge \ ¢ \
calon leaflet. oV Q\l v oL N2 v oV \
G Legible and ; " .
Carton Overprinting ceadabla oW % oV | oV 0\,/ % oV \
No. of cartons in a 0L
shrink sleeves 20 packed cartons'_ | (iy/ oy W W] v 74 \
Shrink wrapping N ,
temperature* oW I\ Ui v AV o | ok \\
No. of shrink sleeves in : \
a 5 ply shipper 24 Sirmks o | OV v ov| ov| VoL .
Shipper strapping Proper strapping o\ 0\1/ oW N v 0\[/ O '\\
Label appearance and Legible and N
Shipper appearance readable oY {)\V v oV \% ﬁ\j/ ok \
Sealing of the shipper
with BOPP Tape H.ype ov | ob | OV | v | Q| ow|og \\
Checked by : Lyl & } ()/ &4 \
*Temperature to be mentloned : >

24.1 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep \ mark if found “Ok”)
Date/ Shift t1lpklron
: = z
; . observation
Parameters Specification Packing . POA
- \G)& W 13’) R C 9| @ \ :
Time : by \10\‘06( NSIVZ | O ' \_\/\SQ S &
oo | ke
: % \ ¢ :
Gt ut leaflet. 5\1’ ‘ﬁ\" B Q\l’ Ll \
5 i Legible and
Carton Overprinting readable oV @\I/ v 0\{/ o\l/ ‘DV' ol \
No. of cartons in a i Wl eV \
shrink sleeves il i Qll/ i @V/ ov v 4 \
Shrink wrapping 0l 0%
temperature* o 0“/ OV/ oV %
No. of shrink sleeves in ke \ ; \
a 5 ply shipper 24 slisiolss Wilow |0 | oW | v | oW W4 \
Shipper strapping Proper strapping oV | o O v oW ov v
; NI
Label appearance and | Legible and o
Shipper appearance readable aV ov QW 0\!/ oV ON/ X
Sealing of the shipper _ .
with BOPP Tape H e ov | ou | 0L ) qu o ol |
Checked by ¥ld|d &l §[Y
*Temperature to be mentioned.
Prepared by: Checked by: Approved By:
Dept. ~ Production Jroduction Quality Assurance Head Quality Assurance
ign. EC/¥ . \ﬂ\\ ﬂ \Q‘
Date ; ©Q l,o \&ﬁl‘\ g\ { \0\
A o X

UNCONTROLLED COPY
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& SAI PRIMUS LIFE BIOTECH PVT LTD
J 3 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 23 of 29
SAl f.;[rUN\US Villianur Commune, Puducherry-605009.
 LIFE BIOTECH ;,vr o BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets.
Pradiet GENSET BPR. No.: BPR/T/195-00 Batch No.: (9 9102 )
Customer: Generic Health Care Pvt. Ltd.
24.2 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep  mark if found “Ok”)

Date/ Shift o/aslopn) Cf | PSS

Parameters Specification ghservation

& P Packing IPQA
T N5 [1008 |15 218 yvi8 g o8 P9 18] 929%] 19029 3 W g
|
carton leaflet. nL/ nl(/ m\l/ nlb mtp @L‘/ oL/ o | oy bt

o Legible and :
Carton Overprinting seadible 'OLL OL o\L UL @\Q A:IL nL oic | ol | B i
No. of cartons in a '
2 -
shrink sleeves 201 pecked ssirvons QL/ o[\a, Olb @L nL/ (L/ A(/ UL | pit| ok Ol \\
Shrink wrapping L7
temperature* O,.L eOL (*JI/ OLL mL/ OLL rL bl | Db | Dk | Ok *J\
No. of shrink sleeves in 2
a 5 ply shipper s OL/ O‘L ((JL 0]0/ @[u, O\L 6@/ oL | O | ol | ol
Shipper strapping Proper strapping ,{)L ﬂL O[a O\L GL O)L i | oL | pl| O] ok \
Label appearance and Legible and .
Shipper appearance readable (9,,/ Off/ @L, ot), @L QL OL pl| OL] Ok | LU
Sealing of the shipper
with BOPP Tape H type ol ob| ol |k | deloh | ole] o] o] ot ot
T T oo

Checked by 104 0|0l ORI DT f | e |fast] ]

*Temperature to be mentioned.

i

24.3 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep Y mark if found “Ok”) i
Date/ Shift 08 /o5 /9091 Oy Wlpelorst 1o)eelnno)
£ - . 06) 120 observation
Parameters Specification Paaling POA
Time : 121021 1250 3 35T B g3 0] o 05 ) 9 W
No. of Blister in a Sagsll:;z;v;:fg ége ol i) \
il o] O v o
Gerian leaflet. @L/ QL, @L 'o\t, @L o[g, ntz_ 0% 0=
o Legible and ¢ .
Carton Overprinting oo bR OL O‘; @L ﬂL ULL 0L ()LL gl | ow| OlL| o] ol \
No. of cartons in a : ; G e ; :
shrink sleeves 20 packed cartons 'Oli @L O\R @\L OL_, mL_ O[L g | ol o |tk tle \
Shrink wrapping : X < W
temperature* OL_ O\L OL, {r)h O[L th 0 L oLjew | @ I e | O i
No. of shrink sleeves in e ‘
a 5 ply shipper 24 gk o | b | ob | g [ob el | [ O] o] cijor | ok
Shipper strapping Proper strapping O\L o’)\L m\: QlL ﬂlL ®L n[z_ g | o] bk | 0k ok
Label appearance and Legible and ; _ ’
Shipper appearance readable ol | ol | de ol 9[1. @L. (JL gL ok | bl| Dly Db
Sealing of the shipper o Al s
with BOPP Tape Bl type UL 9];/ OL @L Ot" 'DL. mL LJ(T_ O D!r._r FL.. ok \
Checked by : /El@ﬁ@g -4 00 /QO j 8= _/O’KPCSQ ‘“:‘l [N‘ ‘Y-’l\ ’xi_}.(
*Temperature to be mentioned. "
3
™
Prepared by: Checked by: Approved By:
Dept. Production ) I,{g‘odl}gtlon -Quality Assurance - Head Quality Assurance
A / ) ' \
Sign. - I ] o KC\&/OM %Va \\,\% .\v"‘/
Date Tis5l T#AaNO oo o AN RRAR
2 = i IZA

% ey

UNCONTROLLED COPY




o SAI PRIMUS LIFE BIOTECH PVT LTD
= - Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 24 of 29
R sonrv Villianur Commune, Puducherry-605009. e
?ﬂ,ﬁﬂfﬁ%ﬁ BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
IR P s BPR. No.: BPR/T/195-00 | Batch No.: (M 9Lp3p |
Customer: Generic Health Care Pvt. Ltd.
25. SHIPPERS WEIGHING: Date/smftQS/OS/!lDﬂJ .. Time: }4.:.89.. Balance LD. No. ED/.BAL,/ 039
Weight of ten Shrinks: 209, ), | Average weight ofone filled Shrink (H): . oo, le
Weight of ten empty shippers: . bo I Average weightbf one empty shipper (I): O. #AD
Weight of one filled Shipper () = (4HD): ¢ o Izlg’gei;;]ilfeﬁ)‘ ' S ops 7990
Checked by Packing/Date: (v ¢) 03 12@94 l ' Verified by IPQA/Date: .~ &Lﬂ/ﬁs\b5\mﬂ’)
: d
Shipper v?ciirft Weighed | Shipper \?cri(;lst Weighed | Shipper \?el;gist Wcighed Shipper \f/;ericglst' Weighed
No. (Kg) By No. (Kg) By No. (KZ) By No. (Kg) By
T |2.210 |Poodfd 6 |#:085 leusme 1 [dooso Bren [ 166 [ 6.9e0 (B4 ey
2 |¢.305 [P Mol 57 17,080 [kafured 12 [3.48x(Meien]| 167 | 4, gol [AJ (M t
3 |2.910 [Pralllal 58 [v. 08¢ Kafdped 113 [2.088 000 ] 168 | £.9201 AN
4| 90 pabbel 9 |.o9sbeg e 14 [F1100 b 16 14,890 [N1uell
5 .995 |Pha 60 |#£.)10 H‘n\r%})ﬂ,& 115 |7 o35t oo 170 6. Ba0 | A ;\CH\
6 |2, oo |pombhd 61 [b. 9u=le S 116 |04 [Dygenl 171 15,890 [Adaadt
7 It ono lprepbe 62 |b-9oo Wauligaed 17 9. DS 172 | 4 .qod [ A Fasd
£ %. 200 |Rrabhol 3 17,090 Kopdas] 118 :,L-n':}v’)‘g-\z\lo}r 173 [4.9e0 [ABpD
9 - l|=r.910 |4 64 |7.0bs Aoy Bans] 119 |7150 w174 | b.890 Noar dtin
10 |7, 215 [prabdel 6 |2.108 Moy ivamd 120 |F.09000hanal 175 | b.900 | Ayt
4 7, 205 Ryubhol 66 b:9o0 Kuwspnag 121 |7, 00N Son 176 b 980 \\';L,u\"/\
12 |2.505 P 67 _|b. 980 vl 122 |g. nodasgen] 177 |9 o it en’T
B |20 ea 68 |b. 950 [Xadigamadl 123 | 2.180 Mewten| 178 |7 050 o\ Reath
14 ‘#.3)0 PJm/ ol 69 |d.0bo K'au&}mmsg 124440t TN AYal 179 ﬁ DJJ.L! ‘Pj[-ma Ci'\'
15 |19 .20% 'PJ)/;/ 0 [Soo  |Wetuand 125 .95 munten| 180 |7 QQS pjb( oA
6|7 som bl 71 |2.03% koudons] 126 |F.ololusen] 181 |b.qexlhipa i
17 9. 200 |abbel 2 |2.080 Wekuisin | 127 |2 .0nolpnasea 182 [b.96o | o¥aosHy
18 |7.90¢ |Pabld B | 6.998eliaz| 128 [b.qeskated 183 |6, by bl
19 |x.995 |ernbhal 74 1F.093 ugsed| 129 |b.9%0 m%; 184 |b.9gg| WM
20 |2, 9% leaallel 75 [21E8 kaulgamg 30 [b.9goltidu] 185 |b .gocTelpaa i
21 |g.200 |Prabhsl 76 |L.893 ited] 131 |7.920[ Bl 186 6. Oih4 NS N
22 I .290 P@)ﬂ w17 280 Mo 132 @;C{m Duk 187 | DILI%' t\b:,.v.‘%m
23[9 .200 P)m/ 78 b-qgmﬁ.‘&ﬁm% 133 |18 e 188 |/ 0b0 [NV oaqhi—
247900 |owibld T |2 .098bedimss] B4 17 codnudnl 189 |9 .00p [Rloudt
25 | 905 |pra 80 |t. onshoubimedl 135 [F.o0p\awasd 190 |+ .0bo NI o P
26 |%. 200 lpralhh 81 |7.000 [@ublanad, 136 [ oo |y 1 |d.089 Kﬂi-a foi| o
27 |92 lwwble] 2 |7 .002Veitpdl 137 b.9sntowed 192 |F 160 B aoadin
28 |2, 90 lowablel 83 |2.008 Costimed] 138 |9.0l0 m\@m 193 | #£.990 | A such
29 |7.305 [P 84 | Z.40 E_(’mfulj gl 139 21,00 /,cmLu‘%\ 1% 12,182 P e gih
0| Goans b aldh 8 | Z.egsiOideh 140 |L.9askubg 195 [ g0 | Alradh
31 |7 203 bl 86 |20 [dmegl 141 | o \éﬁ 19 |\g3s I”o. om| Ny
32 :2’ 305 ‘pJW’I/ﬁKn 87 -:[( ]qo ;F/m ‘ 0.10:‘.; 142 #'O#S \l:zuwji 197 L. BCJO R Av’f'\
5 14 210 [ e 8 o oskuibes] 15 [z.noKudpd 198 2, 37sRbodin
3 |z.900 lowalfel 8 9170 MMM 144 |1 opollaulo] 199 |2 2700 ALl
35 |z aoclpalld 50 [# 145 [kalipms] 145 14 ossfonig| 200 |7.965 nRo el
Prepared by: Checked by: Approved By:
Dept Production [I’Kogllction(\ Quality Assux'z;;\lce Head Quality Assurance .
sig oAby | AG” S
Date C@Q,\Q\\:bog"\ o /\ = “A\

UNCONTROLEED D COPY.




g 4 o SAI PRIMUS LIFE BIOTECH PVT LTD
3 _( ~) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 25 of 29
y Villianur Commune, Puducherry-605009.
?FAJIOE[S”‘ALL%D ' ‘BATCH PACKING RECCRD Product Code: G13 - - | Batch Size: 30,00,080 Tablets
S A BPR. No.: BPR/T/195-00 | Batch No.: (AT 2\OR <
Customer: Generic Health Care Pvt. Ltd.
36 19.900 Preabla | 91 |3 0qolAntek 140 16.Qbdvayes] 200 | 5.7RLT 1y
37 [7.295 |Pable | 92 |Z0)n Auseeld 47 Hoooo \@\Unmy 202 |y S
38 .5 40 (Pable | 9 |l QbS] Amseombl 48 b a0 Qm}tvm | 203 [
39 T.zi5 |BeatRo| %4 > G RO IAMIS T 149 - 1.0 t/ad&gtm,w 204 \
40 7220 “Hphs % _ 1hgGco Amﬁ,&;;q 150 |4.910 ch}tgam’ 205 \
41 19.390 (Peabfa| 9 (4. QY0 A‘mxrmgl 151 |4 .955 |bagged 206 \
42 1.%20 |Pratlor 97 L4 b(\ Am xg;mﬁ L 152 f.A00 /mhugm: 207 \
39200 My el 98 [FOH0 hegeolih 153 |Fn00 knlen 208 \
44 T -2848” j}y\gl‘qn 9 F.065 [A‘M\'onu{» 14 4.0 QYManmA— 209 \
45 ,&‘3 Q\QO@Q‘J B 100 ':i'. \SGS/ 0\—-.‘-.1!;.nmm 3 155 = -los 4@!1@@5 210 \
46 o 2ﬂl’“u sl 101 T}* 1< A;\numj 156 .08 Jzouﬁgn_@a 211 \
47 19090 ekl 192 17,19 Acensh 157 1% 030 leuiipm] 212 |
48 7.2%6 Mrokh 103 |2,j3¢c A'/\r\?@ﬁT' L 158 |A gac \rbuﬂsrd 213 \
49 ‘j ) l:'fj'\ U@\,;.:]—\l-s 104 7, 7 nd o 159 i Z ' (Um }(XUJUGWA«\( 214 &\
50 Toao0 | (e 105 17, \\\g//-\'ﬂ}@g& 160 L, @{}(h#\mm 215 N
51 Voong]mpenil 196 [Z 050 Ausematt 161 |} g3t kol | 216 \
52 #?Sﬁ \\jj@ , 107 EAPLY ,A‘m(l_,ﬁf.{m. 162 |f, p3L 217 : \
55 1015 o d 198 17,0\ Sinncsd 168 HE nZallawg | 218 \
51 Th.Gad o] 19 [ i ols skl 16 e gul kil 21 \
55 19 b oeekiel 10 A 190G A ol 165 ber iyl Yuu Lk, 220 ;
Total No. of De-foiled tablets | Checked by Sign / Verified by ' | Loosepack details:
shippers weighed: p?cked in Date: Sign / Date: Shipper No: ..29l...
Shipper No: 0
M /Y H\ Y Quantity...l.ﬁ..r:‘..&‘f."? xd
=l p=) A | weighe. S 724

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 LProduction [\ Quality Assurance - | Head Quality Assurance
‘) T
: ; \
sign. [ |Rp b ddvn] AG QNN o
Date ol ol)352)- | ¢ @Z\e \ A0 A C /> l “v\\')\
TN B TN 3 ) 5 X

i T S AT SN

il UNCONTROLLED COPY




€ 'd.__,:" SAI PRIMUS LIFE BIOTECH PVT LTD
Ny B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 26 of 29
- Viliianur Commune , Puducherry-605009. ; o ;
SAI PRIMUS BAT " . -
LIFE BIOTECH PVT LTD CH PACKING RECORD «: | Product Code: G13 Batch Size: 30,00,000 Tablets
o CENSET BPR. No.: BPR/T/195-00 Batch No.:@\ 2o 09\0“
Customer: Generic Health Care Pvt. Ltd.

26. MAN POWER ALLOCATION:

Blister Checking

Arecadia ba p/puwkm NV

DATE: .0% |05/ 203) DATE0G VL. [andl
SEARTS oo, ok comee sure: L O
~ ACTIVITIES DONE BY ACTIVITIES DONE BY

Blister Checking

Printing Checking in Blister . Printing Checking in Blister &Y /DP'\MAL

5 . Mﬂ/nnrﬂw D MLM " & gt %M
Insertion of Blister and leaflet mg}m,pp\vm, U Insertion of Blister and leaflet ﬁa@iﬁ ’ M, \(,UIE/‘L@;&
into carton Am\{_:fg?k,‘&w%“-f‘& Ui into carton Kange , ombhi comally

Cartons weighing

Prall

Cartons weighing

Rnalha

[nsertion of carton into shrink
sleeve

Focges s 4Pl

Insertion of carton into shrink
sleeve

F’o‘ﬁ’y““r Pr{(wa“ ch\w{h':

Insertion of‘shrmk wrapped
carton into shipper

Avj\l’)’fwr Bwucf\_

Insertion of shrink wrapped
carton into shipper

./{‘?4 L !//Jaf:./&,

Shipper Label Pasting Nadbina Shipper Label Pasting N RS
Shipper Weighing f\)ﬁ\OUAA‘ e Shinwer Wenzhing . ,\/O@U/ql e
Shipper Strapping lﬁ“\f%c ok Shipper Strapping i )40128#(1‘%%
Shipper packed From.2)...to.\ % Shipper packed P 12 e o
Signature of Packing C’i Signature of Packing Q’:
DATE: O] DE(0] DATE: 02 G5/ 202]
SHIFT: o O covniens SHIFT: st

ACTIVITIES DONE BY ACTIVITIES DONE BY

Blistar Checking

fP\'\l t/dmn Roualhd

Blister Checking

Phathpe , Rovathe

Printing Checking in Blister

amsonako ,,&Aazna/
V(an

Printing Checking in Blister

FLwaJloha, Dh.vu\m/[ﬂ‘jlﬂu

Insertion of Blister and leaflet

Ronkedl,

s

'PU’Y{@-AA' vitesq, Mot

y Insertion of Blister into carton )
intocarton Iln/n;:u\ /Q/l\ crnJhs :K,t-‘)wﬂ b‘”‘ﬂ K M’/ Gowa)
Cartons weighing RNJZI UC\ Cartons weighing Pﬁl (IM(\ ,
Insertion of carton into shrink Insertion of carton into shrink iy o
sleeve Phnl}')}\a_ " sleeve M A ndte
Insertion of shrink wrapped 0 Insertion of shrink wrapped - .
carfon into shipper Qg“j M, B"\f‘“‘j ‘@ carton into shipper Za Jx Y X‘j/ﬁ‘l“
Shipper Label Pasting Neallbvng. Shipper Label Pasting Na Al
Shipper Weighing Nowlbiva_ Shipper Weighing /L/["lﬂ//v\"m/u
Shipper Strapping l&mﬁwwqu Shipper Strapping M"V‘/‘%’Z‘/%
Shipper packed From 2. to.. &% Shipper packed From!Al. .to.. Lk
Egnature of Packing cZ Signature of Packing =

Prepared by: Checked by: Approved By:
Dept. Production Production ~ Quality Assurance Head Quality Assurance
A
b N[ AGy N
Date ~@z\b\ \2o2 o o —r. v
b IINCONTROTL TN OPY
UNNCUNTRULLLOD VUL 1
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ity SAI PRIMUS LIFE BIOTECH PVT LTD
Nadd B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,
Villianur Commune, Puducherry-605009.

Page 26 of 29

SAI PRIMUS

LIFE BIOTECH PYT.CTD

BATCH PACKING RECORD

Product. Code GI13

Batch Size: 30,00,000 Tablets

Product

GENSET

BPR. No BPR/T/195-00

Batch No.: (-,—, F";‘) I 630

Customer:

Generic Health Care Pvt. Ltd.

26.

MAN POWER ALLOCATION:

DATEDY] oS, [292].. DATE: Jojot] 200
SRS o S i SHIFT: ...y ...

ACTIVITIES DONE BY ACTIVITIES . DONE BY
Blister Checking Pllx_&zlﬁm M) /¢ Blister Checking P,Mm A\ : g "

Printing Checking in Blister

d\mn[aﬁdxm vI‘cnmru]

Printing Checking in BlisterA

Insertion of Blister and leaflet
into carton

f-u

Bfﬁ% w/

Insertion of Blister and leaflet
into caiton

WQ up JAnb,

N DU

Cartons weighing M_gwl/o‘ L Cartons weighing Wamhf
Insertion of carton into shrink d Insertion of carton into shrink Y
sleeve \ooma , YiaAThiu sleeve Yoormo s Xag bt

Insertion of shrink wrapped
carton into shipper

Amin

Insertion of shrink wrapped
carton into shipper

Amin

Shipper Label Pasting

R bhe

Shipper Label Pasting

D);A/Ma

Shipper Weighing

Probho

Shivper Wenshing

Shipper Strapping

Prabbs

Shipper Strapping

PJmMn

Shipper packed

From.J4l..to....e

Shipper packed

From.F.Tl\..to..lﬁ..O

Signature of Packing

&

Signature of Packing =
DATE: ]J]oS]202). DATE: cooveeeeieinnnne
SHIFT: .80 31 R T
ACTIVITIES DONE BY A?S;FIVITIES DONE BY
li hecki & i 3
Blister Checking ?JMPA .W .Blister Checkin
Printing Checking in Blister Printing Checking i;k%er
. : g3 anabﬁ: = : '
!nsemon it Ellgiev e Tenflet w" &Mﬂm ¢ | Insertion of Blister into carto
into carton M .

Cartons weighing

Cartons weighing

Insertion of carton into shrink
sleeve

PM’/\a.

Insertion of carton into shrink
sleeve

Insertion of shrink wrapped
carton into shipper

Ryrdho

Insertion of shrink wrapped
carton into shipper

Shipper Label Pasting

pradh

Shipper Label Pasting

Shipper Weighing

P 1 r/m

Shipper Weighing

Shipper Strapping

prabbs.

Shipper Strapping

Shipper packed

From. Lt“ 10..29|

Shipper packed

Signature of Packing

(o

Signature of Packing

Prepared by:

Checked by:

Approved By:

Dept. Production Py oduction ~ Quality Assurance Head Quality Assurance
Sign. - ZM\/\AA\/\ (‘Z/\v” . Q N A
AN V4
Date ) @Z\h\\fzﬁl\ N [\ Bk N
ez S N

UNCONTROLLED COPY




.
s
i
b B ey R SR e <28 i i n e BB o - o e spee n e to R e e 1 ey e mm - e
i
B ;. v
. b 0F o v i
% F ¢ !

y= S - .
Pure sl s
e

MBS R

YT POV

Trsenpvnsemr monss s st AV - R ]




g i SAI PRIMUS LIFE BIOTECH PVT LTD
Sl 3 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 27 of 29 -
- Villianur Commune, Puducherry-605009.
- SAl PRIMUS e e : .
LIFE BIOTECH OVT 1D BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
it A BPR. No.: BPR/T/195-00 Batch No.: G{F2\020 |
Customer: Generic Health Care Pvt. Ltd.
27. PACKING MATERIAL RECONCILIATION:
; Clear Shrink| 5Ply |Strappingl BOPP Tape
S: Material Pl;g:leéj]:[)u' PVC C(al\;:)(;;ls L(e;}i]se)ts Sleeves| Shipper Role [(GHPL Printed)
: 1 (Kg (Nos) | (Nos) | (Mtrs.) (Nos)
Quantity received for the
B batch )2 5\ 3,{'(9‘[9,@ v 2o00 [ bloses Sleo Qo= Soo |
B Additional material received ’ ; - ’
for the batch hre Y ek n& - N4 - A%
C Total material received . .
(A+B) W S\e 28622 | |o2p e 10 20 | S10| QoS SO0 5~
D | Quantity packed gA- 260 | Yber 190y b ibe [Ab3 |4HE | 2°) Loo LS
E Quantity rejected (Online) ) 8
& Destroyed [<21€ | £.61q 558 589€ |9 | © ~ND ND
F | Quantity Returned A2 ew | oy, afv| - |2 N ~NQ ~NO ND
G | Sample affixed on BPR o506 | o o] o | Ay ) O [N
~ H | QC samples n.olo |pouwe | " | Ph ~ND NG M nND
I | Other samples (If any) 097 bwodb | L1 21\ N as) NP
J Total accountable Quantity .
(D+ E+F+G+H+I) (L B)s R3] [o1o®® [\l &I | 945 oo Is
K | Variation (C—1J) N A N P ~ ~ P np
L | %Variation (K x 100)/C N EYVEETEE: ~ ~y 34 "
M | Acceptable limit +2% +2% | +2% | +2% | +2%

1f'% Variation.is out of the acceptable limit, investigate & specify the reason:

28. EXCESS PACKING MATERIAL RETURN TO STORE: MRN NO. fm
g Clear Shrink 5Ply |- Strapping BOPP Tape
Material P';gitfg {A‘)“‘ PVC C("I\;;‘;;‘S Lf;g;‘s Sleeves | Shipper |  Role  |(GHPL Printed)
, &1 (kg (Nos) | (Nos) (Mtrs.) (Nos)

Quantity Returned 2). 3840 91.940 T
Material returned by packing @ P .4 %\’}»A '
Sign./Date 2ileci?® Dleslesl] et
Verified By IPQA Sign./Date :ﬂ,/\q,;, of ’fu j%ﬁ’;;\r;c‘.\‘
Material received by Store .
Sign./Date IS o'

=y aul

¥

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

. Shrink 5 Ply Strapping | BOPP Tapc
" Date Stereos P;::IC?KAI)U' CleaE:;VC Cg\?g;;l s L(e;(l)'lse)ts Sleeves | Shipper Role (GHPL Printed
& ® (Nos) (Nos) (Mtrs.) (Nos)
mlocee | 4 | LM | Lebly | S59€ |eyq€ | o | @ ~ ~5
Total Qty. T &
Destroyed P! -n¥ il SS9P 518 28+ of M- A
Destroyed by ’
(Packing) /\ﬁl\kﬂﬂw )
Verified by il W < \»\
(IPQA) =
Prepared by: - Checked by: Approved By:
Dept. Production (’roductloxﬂ Quality Assurance Head Quality Assurance
, X
sen | _J. Zc&dm%«v AL o Y W
Date %‘/o//zn 2710 é 51 ) 20N o N1 LARQES
i’yﬂ‘ﬁd"("ﬂwv.m . » R—— <

UNCONTROLLED COPY
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€ -, SAI PRIMUS LIFE BIOTECH PVT LTD
g ~ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 28 of 29
SAl PRIMUS Villianur Commune, Puducherry-605009. ' O
LIFE BIQTECH PVT LTD BATCH PACKING RECORD Product Code: G13 ‘Batch Size: 30,00,000 Tablets
Bading CHNSET BPR. No.: BPR/T/195-00 | Batch No.: (5 =2\ 020
Customer: Generic Health Care Pvt. Ltd.
30. BATCH RECONCILATION:
A Batch Size 30,00,000 Nos.
B Quantity received for packing 20 S hs
C Total quantity packed 9 90360
D Control samples Do
E Analytical Samples { %o
F In process samples S 200
G Others samples if any (Stability, Regulatory Samples, etc.) Y556
H Packing Loss = B —(C + D + E + F+G) | co3 v
1 Total Loss=A —(C+ D +E + F+G) ] 62<g0
J Packing yield % (C + D + E + F+G) / B X 100 (Yield Limit %............... )* Aqa.bx
K Batch Yield % (C+D+E+F +G)/ A X 100 (Yield Limit %o.............c.... )* o b cp

*To be established
Checked by Packing /Date

u

SweA

Reviewed by

31. TRANSFER OF FINISHED GOODS:
No. of FGTN FGTN FGTN
Date FSIZN Sales Pack Size | Unitsina ST:io, (e):fs Tga:;rf;et:;'tred Raised by | Checked | Received by
: shipper pp Y Packing | by [PQA Stores
nehea| o1 | Culex Yrie  |[2ufr3A8 290 | ) 88 ooo % . @/}
(Eh22 28D sy Lv 80 | C =P R
Total Qty. Transferred | 5 $q © co @ P @/
& 7
32. DEVIATION/EXCEPTION DETAILS:
During process if there is any Deviation / Exception are observed then record in below table
Deviation / Exception details
Si. No. Stage - . Deviation / Exception details Action taken Observed By
A
Checked by Verified by Approved by
Packing: Packing manager: Head QA:
33. BPR REVIEW DETAILS: ‘
Name Sign. /Date

Packing Execufive

T o

@);}QQ%M

QA Executive

‘—j:&’% 1 ﬂ)‘\

™~
.t

Production Assistant Manager/ HOD S e K\/’Y\H‘/
. )
i B o ) 2
QA Manager/ HOD {%@v\"\ }6\; Va'ata iV & st ) " 6«“’/
— vl
Prepared by: Checked by: Approved By:
Dept. Production /Erodgctlon Quality Assurance Head Quality Assurance
; K D
L & ZUQ?M% A QN
“Date- [ o3 /o leonit | 82\01\ 20 2 o A
. T O TNEHPY
V1 \VAUIviviv g vivy !
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SAI PRIMUS LIFE BIOTECH PVT LTD

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

Villianur Commune, Puducherry-605009.

Page 29 of 29

- SAL PRIMUS

LIFE SIOTECH OVT LT BATCH PACKING RECORD "Product Code: G13 Batch Size: 30,00,000 Tablets {|-—- -
L RS BPR. No.: BPR/T/195-00 Batch No.: (GAT2 \ 03T
Customer: Generic Health Care Pvt. Ltd.
34. BATCH RELEASED FOR DESPATCH:
Total quantity released: X610 §¥®  No's
- Head QA smn/ Date: J? /@ﬁ
N\ Vv
35. REVISION HISTORY:
S. No. Document No. ‘Reason for Changes Supersedes Doc. No.
1 BPR/T/195-00 New Document Nil
Prepared by: Checked by: Approved By:
Dept. Production ~Lrod yq‘tlon Quality Assurance Head Quality Assurance
T <
: e, A q
R X ALy 0 N\
Date 50 "9 \st) 2m &\ Y N1 e
3 (¥

UNCONTROLLED COPY
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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

L{FE B{OTECH PVT LTD

BATCH PACKING RECORD

Product Code: G13

/| Batch Size: 30,00,000 Tablets

'BPR. No.: BPR/T/195-00 "~

Batch No: Gy F2 1®© /O

Product GENSET
Customer: Generic Health Care Pvt, Ltd.
BATCH PACKAGING RECORD COVER SHEET
PRODUCT NAME GENSET
GENERIC NAME Cetirizine Tablets BP 10 mg

LABEL CLAIM

CODE NO.

DOSAGE FORM

BPR No.

REV.ISION No.

._,SUPERSEDVE No

EFFECTIVE BATCH. No. /DATE
MARKET ’

SHELF LIFE

BATCH SIZE

PACklNG CONFIGURATION

BPR ISSUED BY/DATE (QA)

BPR CHECKED & RECEIVED BY/DATE

(PRODUCTION) .
MFG. DATE: ........... olded 4
A4 P
ALLOTTED BY: QA SIGN/DATE: ... 7. 3“ &\\ .......
0

QUANTITY RECEIVED FROM PRODUCTION
DATE OF COMMENCEMENT: ([ J0 1[be ¢
QUANTITY

RELEASED QUANTITY OF PACKED TABLETS

RELEASE OF BATCH BY HEAD QA

Each film coated tablet contains:
Cetirizine Hydrochloride BP
EXCIPIENtS vooioscosesscrssssnsnsdasanonstiinsions g-s.

Colour: Approved colour uscd

PON/DRUGS/19 13 4323

Tablet
BPR/T/195-00
00

NIL

GP2'OIUil(Ju)0|/wu

Export

36 Months

30,00,000 Tablets

3 x 10 Tablets Sales Pack (Blister Packing)

T L9\
/&G \\5/"
C)\l

}? C@ ou\o‘\w@

EXP. DATE:

COUNTER CHECKED BY: QA SIGN/DATE:

L 2q13218

'DATE OF COMPLETION: _24ls 12 o=,

i

e )] I, 0%0 g
= <

28824

-~

/j@\oﬁﬂ

’71!“"/7«”1

SIGN/DATE:
i (),l. 1
This BPR contains 29 Pages +. {7.. Additional Pages
) Prepared by: Checked by: Approved By:
Dcp(. Production Pxod&:txou( \ Quality Assurance Head Quality Assurance
/ £Y
Si / \_;X \1\_/ P ’ W sV
(e | L [ il LA o™
Date 3 03/01{20«2, 07\ o \\ By o\ '\ ) \)\'\\ B

INCONTROLLED Gopy |
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SAI'PRIMUS

SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 2 of 29
Villianur Commune, Puducherry-605009.

ARSI TR

CIFE GIOTECH OVT LTD BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
s odinct NS BPR. No.: BPR/T/195-00 | Batch No.: (51 FF 52 [0 | 0]
Customer: Generic Health Care Pvt. Ltd.
1. INDEX
Sr. No. ] Content Page No.
Batch Packaging cover sheet 1
! Index 2
2 Check list for batch packing record review 3
3 Packing Material Specification and Indent 4
4 Dispensing line clearance 5
5 Dispensing record of packing materials 6
6 Line clearance for primary packing 7
7 Verification of dispensed packing material 8
8 Stereo Issuance and setting Record, Receipt of product and materials, Detail of the product as per 3
BMR :
9 Weight verification record of received semi-finished product.
10 Container weight details, Container consumption details
11 Over printing of primary packing, Specimen of printed foil 10
12 Packing instr.uction, spegimen of printed foil, time record for packing detail, Packing In-process 10
checks for primary packing
13 Blister packing machine parameters 11
14 Challenge test for Non Filling Detection System 11
15 Machine In-Process control 12-14
16 Defoiling of Blister, Inspection of defoiled Tablets 15
17 Line Clearance for Batch Qoding, Area and chu‘ipmcnt f;lcarancc for coding, Overprinting Detajls, 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 Carton Weight Limit Setting, Weight Checks On Carton, Sample Drawn Record 20
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: Ch(,cked by: Approved By:
Dept. Production P(:Qdurcﬁ{)n Quality Assurance Head Quality Assurance
Sign. Lo Lo M\/\X"“ MQ) ) \\\‘\‘% 0
Date ‘ 03]l /29‘334‘-«**“-': C)‘E\Q\\ e DA ‘*\" _ A7 ! \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 3 of 29

LIFE SIOTECH BVT LTD BATCH PACKING RECORD Product Code: GI3 Batch Size: 30,00,000 Tablets
. No.: - HE Q1O [o]
o oduet — BPR. No.: BPR/T/195-00 | Batch No.: (G F 1 1¢ (&)
Customer: Generic Health Care Pvt. Ltd.

2. CHECKLIST FOR BATCH PACKING RECORD REVIEW:

[nstruction: ‘
Check the following points before submitting the documents for final Review

Sr. No. Checklist (Yeos/bl\ig;.ltl'::/i;[;,*)
l. No. of pages of BPR+ Additional pages (Ifany) * 15
2. Line clearance and environmental record ;f-qu
3. Processing activity done by and checked by is signed Ny
4. Dispensing . 7
a) Equipment clean tag and dispensing tag attached with batch record x5
b) Packaging material is checked L_,‘M
5. Packing '

a) Rinse water analysis report attached with BPR -
b) Approved specimen of printed foil, show box and shipper label are attached Yo
c) Control / Stability / Finished product analysis samples are withdrawn t’/.»
d) Reconciliation of packing materials is done ;l/w
€) Tablet reconciliation is done .L; o
f) In process checks parameters done at regular interval and recorded into BPR CJ B
6. Attachment ’
a) Finished Goods Transfer Note %)
b) Certificate of analysis of finished product is submitted f'j_,w
c) Stereo Irhpression Format %w
7. Complete set of BPR Submitted t./.-’w )
Checked By QA/Date: __‘(\‘(_}_’%/ A\ AA

gy S S

0%

*Mention total number of pages.

—
Remarks (If_a'ny) .................................................................................................
Prepared by: Checked by: Approved By:
Dept. Production (Pq)dqcf\ion [\ Quality Assurance Head Quality Assurance
7 J

. K P . S
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g~ - SAI PRIMUS LIFE BIOTECH PVT LTD
B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 4 of 29
1 e f;"l/\/\U Villianur Commune, Puducherry-605009.
,_}FE\,;,OTEFEH 2T LD BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
o raduct GENEET BPR. No.: BPR/T/195-00 | Batch No.: G [~ & | € {0
Customer: Generic Health Care Pvt. Ltd.
3. PACKING MATERIAL SPECIFICATION AND INDENT:
Printed Standard e ;
s % | Qty. Required
Sr. ; item . . UoOM Qty. for "
No. Material W s W Specification Bateh Size Over| 30.0 Lac with
code 30.0 Lac. ages ovErage
o Width — 144 + | mm
144mm Genset g Thickness — 0.025 mm 45.000 45.900
1 double side printed w = | Language — French Kg (To be 2 (Tobe
foil 0.025 = Color —2 Colors established) established)”
s GHPL ITEM CODE - 13/0241
148 mmPVCFilm | &8 | Width—148 mm Yaon. 1.22.000
2 | Clear (60 GSM) 2 S | ClearPVC Kg | = (Tobe | 2 iToks
e established) established)
Size — 130 x 60 x 25 mm
(Lx WxH)
3x10's Genset Board — 300 gsm ITC Cyber XL, UV
2 varnished. No 100000 2 102000

inted cart
printed carton Colour — 3 colour

| Language — English/French «
loz2t GHPL ITEM CODE — 454362 151034

(9
PHC/SP/G001

Size — 140 x 180 mm (L x H)

% Specification — NLT 60 gsm
4 | Genset Insert = . | Maplitlio Paper. No | 100000 2 102000
S Colour -2 colours :
E Language — French/ English
GHPL ITEM CODE — 16/0259
=
Shrink Sleeves 2= . S '
5 (PVC) %S Plain PVC Shrink Sleeves No 5000 2 5109
(=9
3 A 5 Ply flute vertical corrugated )
5PLY = | inner unprinted in nature. (24 B.F.) '
6 | 390X390X260 MM & g | Outer Size ~390 x 390 x 430 mm No 209 - 209
C/BOXES 4 (L x W x H)
- Bursting Strength — NLT 15.00 Kg/cm?
= Clear Transparent
. 3" GHPL Printed © 8§ | Length of roll - 65m No s i s
Bopp Tape i @ | Width—60 mm
(a9

Printing — GHPL repeats in Blue

8 | 3’ Plain BOPP Tape Plain BOPP Tape No. 3 - 3

PUB/SP
/B001

White or milky white colour.
Width — 12 mm Mtrs 500 - 500

Thickness — 0.6 mm

PPR/SP
/S001

9 | Strapping role.

. ) Half A4 size ) 5
10 | Shipper Label NA Computer printed label No 209 209
Prepared by: LChecked by: Approved By:
Dept. Production (\ Production \) Quality Assurance Head Quality Assurance
\ ¥ 2 ; \
| Sign. L . Zé - zo\i\()\/y\/‘/vw -(‘i//\uo ! g} \\)\NIA/ Pt
i A - > _ : ,l (Y A - . 2 — ,/ 11 — \,
Date... L oR olilEn s e \D\\ 2 ah Al DEERTaTas \ii NNAT T .1\ f‘l“B\f
[ Gy | UNCONITRULGEDCUL
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IFE BIQTECH BVT 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 of 29

~ BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product

GENSET

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

BatchNo.: i F &0 jol

Customer:

Generic Health Care Pvt. Ltd.

4, DISPENSING LINE CLF;ARANCE CHECKS

Date .‘?.‘?f.\. f’.‘.\%ime.‘. r} e

Sr. Observation*®
No. ChBCTHS Store IPQA
1 Check and ensure that empty SS containers, polythene bags, Tags, documents and scrap from o
waste bin of previous batch/product are removed from the area. ~
2 | Check and ensure that display stand and weighing balance are clean. -~ v
3 Check and ensure that SS trolley are clean. P v
4 Check and ensure that area (floor, walls, ceiling, doors and windows) are clean. v
5 Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and
filters, electrical fixture are clean. 7z v
6 | Check and ensure that all the sides of Mobile Laminar Air Flow is clean ~ v
7 | Check all the gauges of Mobile Laminar Air flow before switching ON. _ A
Check and ensure that weighing balances and pressure gauges to be used are within calibration
8 . v
due date. . _l
9 | Check that the daily records (Balance Logbook, RH & Temp. record) are updated and signed. - v
10 | Equipment status is updated for Cleaned and Preventive maintenance. P v
Note: *Tick mark (¥) if Complies, (X) if does not comply and (NA) if not applicable.
Equipment Moillii ;?or:l:nar Weighing Balance Area
ID No. ST\aFlso STiee U\ en ~ @ e Fe L fhere
Previous Product \7 o - BT
B. No. Po\-')__\,,\ 0

Cleaned by Sign/Date

IWeaem [0\ ey

Checked by Storc
Sign/Date

0y [ el

Verified by IPQA
Sign/Date

)

/

;t{“‘ -
S\

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

ENVIRONMENTAL CONDITIONS: Date: 2 2\ Fime; 1.1 ¥4 Checked by | Verified by
Observation Store IPQA
(For Reference SOP No.: QAGN/011) Sign/Date Sign/Date
Temperature (Limit: NMT 25°C) a2 U:lﬁ a\ne ‘“@H lo \w24.
o e ~
APPROVAL FOR DISPENSING BY IPQA: Sign...... = o Date:....... T;‘-ﬁ\\")"’9’| ........
\&L vt 8. ‘ . \F o

[ Prepared by: Checked by: Approved By:
Dept. Production Pyoduyetion / ) Quality Assurance Head Quality Assurance
1
Sign. ! \g \1,/\/\/ v o o\
- L Ko ZO/&/ = \’Jﬂ -’i \\:'\\VJ Al wY
[ 1\ S
Date 0% \eh\ a2l et \5 BT

—ozloy

252 ("
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P SAI PRIMUS LIFE BIOTECH PVT LTD
/2 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 6 of 29
Sl E;RIN\US __Villianyr Commune, Puducherry-605009.
Cirt RiTECI BVT LTD BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
PR. No.: BPR/T/195- Batch No.: Gi F |0 0]
— CENSET BFR. No.: BPR/T/195-00 ateh No.: GjF |0 | 0]
Customer: . Generlc Health Care Pvt. Ltd.
5. DISPENSING RECORD OF PACKING MATERIALS: Date.c.).\.f.\f.\. ..... ShlftM ...........
Issued and
. Req. Qty. for| Issued No. of Verified by
Material Name Item code |UOM 30.0 Lac Qty. A.R No Roll/Box Chesctl;i: by IPQA
144mm Genset 45.900 \J‘T '
double side printed PPF/SP/GO13 | Kg (Tobe |So-§oal PYCI )00 goh| =¥ \ W o- Q oM
foil 0.025 established) oV G\
. 153.000 F WYl e
148 mm PVCFilm | ppr/sp/poo2 | Kg | (Tobe N\S3:-4o|pmor ’007’ 4 ey | s
Clear (60 GSM) , o\ 2\ W
established) X <Y Y
3x10's Genset printed | pyc/gpiGoor | No | 102000  [\92°°|pmay )oo6a% PES v
carton ol 2 (NS
) | q/%\\w
s}
' "y
Genset Insert PHL/SP/G001 No 102000 [\olcee PN)O*I)OQ&)‘ ©& 74
PRl i e
,/L‘\o'\\
E)
Shrink Sleeves >
PPS/SP/P001 No 5100
PVC S YRR S 5
( ) —o‘ag\
5PLY S
390X390X260 MM | PUS/GH/C001 | No 209 299 pcy )oo‘?g6 2 \ \\(VM ?3
/ NPT o\ 2 ; .
C/BOXES % _w‘f\gm\w«
Gl P d X" b
3’ GHPL Printe 0
PPB/SP/B002 | No 15 W pmQloseskol O W >
Bopp Tape oL(f\ o\\ ,‘__/g,\ e
A\
3 Plain BOPP Tape | PUB/SP/B00I | No 3 on [frulyelq)el o\ o
I=) U
L _/.\jf\o'\\“’d\
YSr/sr/sey Q) 2o Lag .~
Strapping role. RRRISP/SEO1 | Mtrs 500 oo [fm || ©2°37 9 o\ 0%
ol 2\ IR ot
"o"’f\o
Shipper Label NA No 209 1| Y 1
;R;/.\\‘r
[t ~
Prepared by: Checkcd by: Approved By:
Dept. Production P| oduction Qualily Assurance Head Quality Assurance
- . )
w | fp 2o b i A i A
[)_a[&‘z.. 70 b_a) , Qh \D\\ ICER UWRQ EN —J

3

[
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g A’ e, 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.

BATCH PACKING RECORD | Product Code: G13 . .. .| Batch Size: 30,00,000 Tablets
BPR. No.: BPR/T/195-00 Batch No.: C:) )/é‘) \O O]

!

SAl PRIMUS

“LIFE BIOTECH PVT LTD

Product GENSET

Customer: Generic Health Care Pvt. Ltd.

6. LINE CLEARANCE CHECKS:
6.1 PRIMARY PACKING: Date/ Shift ..04lo.112.02).....(3...... /. a5lolaoa e ..

Previous Product: Q*rno\(’-o‘ | M ] Batch No.: P o pooSL

Observation

St Checks , Time | LMoo (02

No.
° Packing | IPQA | Packing

Area status board is updated for “CLEANED” status.
Check and ensure that the area is visually clean and free from previous product
Check and ensure the differential pressure of the area is within specified limit
Check and ensure that waste bin is emptied out and cleaned
Check the temperature and relative humidity of the area within specified limit
Check the tablets of the previous product/ batch removed.
Check the loose Blister cutting, rejected rolls, empty cores of foil of previous
product /batch are removed.
Check the surroundings of the machine and free ﬁ'om the previous products and
batch
9. | Check the foil printing stereos, Labels of previous product/batch are removed.
Check that the daily records (loo book, balance, temp. & RH) are updated and
signed.
Check and ensure the Cleanliness following change part of Blister packing
machine
Check for the absence of previous batch/ product at machine conveyor belt.
Check Hopper from Top, bottom of machine, below the hopper, between bottom
side of conveyor belt and collating unit.
Check for cleaning of hopper, feeding channel, vibrator plate, in feed roller and
sweep brush. —
¢) | Check tool box, thinner and ink box ik -
Note: Tick mark (Y) _if Complies and (X) if does not comply L —
Cleaning satisfacfory/Notsatisfactory— ]_ Cleaning satisfaCtory/Nat satisfactory //\(Eﬁ -
Checked by Packing (Sign. /Date): ol [o)]292 Verified by IPQA (Sign. /Date): -Gl

#ln 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

I N N IS NI P

&

NI ARARAHTNE

O] SR QS
NIV N AVNYAE

(

\
S
(

\

[

LS

Previous Product: (~2wgoal tit Batch No.: FFo20r05]
S. Baipments Aves Eq.ID. Cleaning Operatlon and Cicaned by Checkt?d by . Verified by
N N thgen, N Type cleaning as per SOP Sion/Date (Packing) (IPQA)
0 name IR A/B number & Sign/Date Sign/Date
I. | Blister Packing Arca BLDINFF 20 R, PDGN/006 CoqPgq ol L Yoaunloar fﬁ%.;‘mi—mﬂ
; s e oo PDOP/021, PDCL/021 | fa96in LA E
2. | Blister Packing Machine || BLfo k. PDOP/022, PDCL/022 ?o({[m"z_pll o4 latl2ey ﬁéﬂ‘_@tc@“’f

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 24 [0].2e \Time.. 11125 .. .. Date.dSsillen Time:. ASE2. ...
Refer to SOP No.: Packing Verified by Packing Verified by
SOP: QAGN/011 Observation Sign/Date IPQA Observation Sign/Date IPQA
Slgn/Date Sign/Date
Temp °C Limit: NMT 25°C 2401 7€ /- Ee— > 5 o0t | 09 e UFoglot loson ‘;‘ Aeilyon
RH % Limit: NMT 60% ShobC| [ ) D W\ i T Foglollaost]  Pocly b,
DP Limit: NLT 10 Pascal (o pl.| LK AoV | (g %oq]m 1905, /ﬁ','_‘,n,\mﬂ, |
Primary Packing Started Date/Time: \WMRG2[50:°Com pleted Date/Timed £ 112204 (TR i <t
APPROVAL FOR PRIMARY PACKING: IPQA Sign. /Date: .....Aalolr?
Prepared by: Chécked by: Approved By:

Dept. Production p Production f\ Quality Assurance Head Quality Assurance

Sign. 7% - Z \\0\/\,/\,\:\“\ M‘/ 0O \\,w/\& \y""\

Date - - l Of‘/O( /;_0.2./ % }r:" ‘® Tg\b\ \ Q.@u.f ks A.‘ \ o W\

T IMNAT T TN f‘lj;
UNCONTROEEED-COPY




§ SAI PRIMUS LIFE BIOTECH PVT LTD
/. Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 8 of 29
) - . Villianur Commune, Puducherry-605009.
SAI PRIMUS

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product

GENSET

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

Batch No.: (] - o] | € O]

Customer:

Generic Health Care Pvt. Ltd.

7. VERIFICATION OF DISPENSED PACKING MATERIALS:

Date*Nwloa,_Shift... U\ . Time: b,

. Number of | Checlked by | Verified
Material Name [tem code UOM AR No. Rolls/Packs Packing by QA
144mm Genset double side printed 5
il B 055 PPF/SP/GOI3 | Kg [Pmae l 00 Lo4 o5 o | B
148 mm PVC Film Clear (60 GSM) | PBF/SP/P002 | Kg PMG,] 00 |l oq oo "P@
3x10's Genset printed carton PHC/SP/GO01 | No  |Pméy | @0 bo3 20 %/ T
Genset Insert PHL/SP/GO01 | No |Pm ¢y Jeok ok 09 o [ B
Shrink Sleeves (PVC) PPS/SP/PO0I | No | ———NA _
5 PLY 390X390X260 MM . =
solni ot PUS/GHICO01 | No  |PpmGy [@o 156 3 %b N
3" GHPL Printed Bopp Tape PPB/SP/BO02 | No |pwGy| 0063k | alt an | B
3* Plain BOPP Tape 39-‘3/:555‘1002, No |Pmg{apolqjoz| o o iz
Strapping role. ‘?‘P&‘SP%S@H Mtrs [P Gy | 000332 e\ @i’ﬁ*’ B
Shipper Label NA No |
8. STEREO ISSUANCE AND SETTING RECORD _
No. of Issued By Received By Stereos Checked By Verified By
S.No. | Type of Stercos | Stercos (QA) (Packing) Setting (Packing) QA
[ssued Sign. & Date Sign. & Date | ~Done By Sign. & Date Sign. & Date
1. Stereos ' N 7 - )
~ /‘tm\ AT
P 1 i =TT
9.  RECEIPT OF PRODUCT AND MATERIALS: Date/Shiﬁ..(?.\.‘.\'.\.\‘e\.\?f#?:l.[.‘:'\‘....Time..l.flr.p.?:
(Check the following before start of packing activity and record the obscrvation.)
S. Check Point Ob ti Done by Verified By
No. heck Points servation (Packing) (IPQA)
I. | Temperature observed on display (Limit: NMT 25°C) 24..] ¢ B P
2. | Relative Humidity observed on display (Limit: NMT 60%) S4--47, @QA ik (‘\L
5 Bulk product containers are of the required product/Batch number ) ; “;:
”* | and is approved by QC sex @Aﬂ - &
s
4. | Status label of machine/ line is for same product Yo q). ©
Printed foil/Base rolls are of the required product. Yeg &, >
All secondary packing materials are of the required product eg @\L & T
7 —

10. DETAIL OF THE PRODUCT AS PER BMR:
Sr. No. Description Observations Checked By (Packing) Verified By (IPQA)
1. Average Weight e 28 =g @ jb
2. | Colour of Tablet whide (r )
3. Quantity (Net Qty.in Kg) T T- IRO 3 E:
4. Number of Containers 2 & //Qﬂ}\)/
Prepared by: Checked by: Approved By:
Dept Production (\Prod}x\ctnon ’ Quality Assurance Head Quality Assurance
7 T
s [ 2 N M| A o
Date Tealolles R ) ) o) o N‘W E Ehﬂﬁ&ﬁ’
A T8 IR UINUUN TRV |




L

~?

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

Page 9 of 29

S PRIN\US

LIFE BIOTECH VT LTD

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product

GENSET

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

Batch No.: G Fo) | © [C]

Customer:

Generic Health Care Pvt. Ltd.

1.

R0l Rexd)nlny

|. 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:
Balance I.D. No.:

table.
Product Name Batch No. BAIE. Exp. Date Qty. rec-d. Fo No. of Containers taken for packing
Date packing
359 1€s Kg | From ContainerNo.__ O}
’ Equivalent to To Container No.__ \?
hen yet -2 Jo ot ofloent a2 7 qg 1 3278 Nos. | Total No. of Containers taken {3
Checked- by Packing (Sign. /Date): @'ﬂﬂ\\"‘\%u Verified By IPQA (Sign. /Date): /&%«@A\ﬁ"\’;
12. CONTAINER WEIGHT DETAILS:
Container | Gross Weight | Weighed By Checked Countainer | Gross Weight in Weighed By Checked
No. in Kg Packing By IPQA No. Kg Packing By IPQA
l 24 -4 sy o 16 r
2 Vg -2 ol | © 7 [N
3 oy . 832 (he¥d p- 18 \
4 DA~ TS nepl 1T ® 19 [~ N\
5 n&<2)S nool & 20 N
6 951890 ! [T ® 21 N\
7 21:2.00 oyl | £ 22 X
8 20303 __poyl © 23 \
9 3 1:2° el | B 24 2\
10 0 fhsdno ueel £ 25 N\
1 9o oy | ® 26 N\,
12 26§10 ot = F 27 X
E QYo Yt B 28 X
14 = 29 N\
15 30 \
13. CONTAINER CONSUMPTION DETAILS:
Time Container | Consumed Time Container | Consumed
S. No S. No
From To No. by Jfom To No. by
l W ||t \ ubvou 16 AN
2 T [luye| 2 Qo 17 N\
3 ORI w5~ 3 Povv 18
4 alNe | 0G3%] N 1Ny 19
5 W23 oo . Qo 20 ~N
6 Wil | Wox b Qo 21 AN
7 TSI (X 22 N
8 [sho [1&co g Jobws 23 Y
9 paiys |lodw | g Yobw 24 N
10 ies [ ZRVY | (g B O/ 25 N\
Il ool s 1o N 26 N\
12 whle | wbiuse| |y Galw 27 N\
13 toles | (1Ae '3 7Y% 28 N
14 R T - Gabw 29
15 (OLe® el 1y P 30 -
Checked By Packing (Sign. /Date):  ((Roao\\3&A  Verified by IPQA (Sign. /Date): @/ 2 b oy

Prepared by: (}}\lcckcd by: Approvcd Bh
Dept Production f’roduction Quality Assurance Head Quality Assurance
i ) 2 \
e .Eb\lt\xuv\\_‘%’% a2\l 0 j\'% aw’
Date T o\ 2o\ A &\ NS

o~

UNCONTROLLED COPY
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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 10 of 29

" SAl PRIMUS

LIFE BIQTECH PVT LTD

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product GENSET BPR. No.: BPR/T/195-00 Batch No.: G{ F«Q | @ }C))
Customer: Generic Health Care Pvt. Ltd.
14. OVERPRINTING OF PRIMARY PACKAGING MATERIALS:
Initial checks of Overprinting Details
i Overprinting Details Overprinted Text Printed AL. Foil (OK/ not OK)
Code No.: PON/DRUGS/19 13 4323 Puv [DRVGS ) (R 17 4327 o\c
Batch No.: (nF2lolo]| OF
Mfg. Date: o(l202) ok
Exp. Date: 12 12057 Ofc
[tem Code: 13/0241 (2 }AQLL! g Olc
Other instructions if any NG - A0
Initiated by Do lbws Yo
Checked by Packing (Sign. & Date) 47 o Cls\lray o G;’aSth)_cm
Verified by IPQA (Sign. & Date) I ' Y
15. _SPECIMEN OF PRINTED FOIL: il o il
. Done By Checked by Verified by IPQA
S NG: e Speeimen o Sign & Date Packing (Sign & Date) | (Sign & Date)
il "'}qt“\ LNA 0\ 472258 @ © 5(0”’)_41,_{ 'M O \0 \\\D.O 2
g} el bensy N Vo G o lglnand
bl 12\w) 101 | flo~ (ebolyLsy 0o lonnond
o \h Nt | oA DRV T DN R et ' S 5
16. PACKING INSTRUCTIONS: ' i’
1. Verify the status of dispensed primary packaging materials and transfer to the Primary Packing Area. ‘
2. Issue the stereos to the concerned Technician and set as per SOP No. QAGN/030 and Record the details in respective table.
3. Setand operate Blister Packing Machine as per SOP No. PDOP/021& PDOP/022.
4. Verify the status label of overprinted packaging materials and transfer to the packing line in secondary packing hall.
5. Perform Leak Test as per SOP No. QAGN/045 and enter the observations in respective table.
6. Perform Leak Test as per Table or during change of Printed foil rolls & plain film rolls and after every start of operation or

when machine is stopped due to some break down.

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

as per given in the respective Table

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

10. Pack 10 tablets per Blister.

Time record for packing detail

Primary packing Secondary packing Checked by
Sr. No. Date/Shift (Packing)
Started at Completed at Started at Completed at Sign. & Date
B' wiol 2024 3 D (qle2 p% 10 &> (2 wisaey
P 12- 1o\ [0 vy 802¢2 o\teY 8o o)\ 192w € pilaizas
9 (WINPT SLWALEY |9 oG Y 4o @ 12102
oy | (&, Yo 1£200 32 3o LY (B vetoiliey
ST |qleiliem lorox” 118210 oglbo gL S 1oy
(AN yatey| 24 teled L.SYex 10130 LELed S nololl
1% PACKING/IPQA IN-PROCESS CHECKS FOR PRIMARY PACKING:

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

Stage

Packing

TPQA

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:

Hept Produstion fp\rodmﬁm( \ Quality Assurance Head Quality Assurance
- i A
re [\ | A QN
Date . 0—2{0 H2o2: 40t O 2\ 6\ \D—e’)ﬁ-/\ o ‘ééu“‘\c,\
FHRE A AR ) TIAINNATTINANAT Y TN NANANLT
UNCUNIRULLED CUFY




i RN SAI PRIMUS LIFE BIOTECH PVT LTD
7 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: G13 - | Batch-Size: 30,00,000 Tablets
c T,
e —— BPR. No.: BPR/T/195-00 | Batch No.: (i 2] o)o (@

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 Pord [Pe e ) 1§ 1n G0 ol
Batch No.: QA2 vioj L] (%
Mfg. Date: o sy olc
Exp. Date: (Liron Qlc
Item Code: 13/0241 AN Qlc
Other instructions if any f\\pg A‘)D
Initiated by Lo - fow
Checked by Packing (Sign. & Datc) [GRING R (R yetatl 0y
Verified by [PQA (Sign. & Date) kT ) 0 1
15. _SPECIMEN OF PRINTED FOIL: ~REW i
; Done By Checked by Verified by IPQA
5. Mo, Daike Specimen No Sign & Date Packing (Sign & Date) | (Sign & Date)
ol AN 6F - o aabu] C& jedstisyy | 20 vlollomy
LAl L Q] ihom -] Vol ghoiliy| (& Ig follien D._.erfc-ﬂ,«,w
ef 26| sh\) ey i, oS foveidim | & gepotiioy | doin
— WA : {
16. PACKING INSTRUCTIONS: J
I. Verify the status of dispensed primary packaging materials and transfer to the Primary Packing Area. .
5. 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 Blister Packing Machine as per SOP No. PDOP/021& PDOP/022. :
4. Verify the status label of overprinted packaging materials and transfer to the packing line in secondary packing hall.
5. Perform Leak Test as per SOP No. QAGN/045 and enter the observations in respective table.
6. Perform Leak Test as per Table or during change of Printed foil rolls & plain film rolls and after every start of operation or
when machine is stopped due to some break down.
7. Attach proof of printed foil from each roll dispensed as and when used on machine.
8. Overprinting Details on printed foil shall be checked by Packing and cross-checked by IPQA before starting the operation
as per given in the respective Table.
9. Affix first overprinted Al. foil, Carton, Shipper and shipper label duly checked by Packing and verified by [PQA.
10. Pack 10 tablets per Blister.
Time record for packing detail
Primary packing Secondary packing Checlced by
Sr. No. Date/Shift (Packing)
Started at Completed at Started at Completed at Sign. & Date
ot [gelshoulty | 0F&e [4. 33 {odex— |82 90 (FPopldvif20d
2 |ozidhaaln — ik — ~—alt 04 25 122 2o Tz o /oMo,
!
—
,V/‘
P n.
("li
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

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 [R{'od‘ugtior( \ Quality Assurance Head Quality Assurance

TN RN A T S BT W

Date 02 (20|

OZ\D\\D/@C)/\ ‘G*'l\ (\\ { u\A =







T,

-t

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

Villianur Commune, Puducherry-605009.

Page 11 of 29

SAI PRIMUS

LIFE BIQTECH VT LTD

BATCH PACKING RECORD

Product Code:

G13

Batch Size: 30,00,000 Tablets

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

Batch No: ({ F 2 (O }0)

Product GENSET
Customer: Generic Health Care Pvt. Ltd.
18. BLISTER PACKING MACHINE PARAMETERS: Date/Shift. 08 iz [2eaa ... Time: 1oy .
Parameters Standard and Limits Obscrvation Checl('ed by Packing Chcc'ked by IEQA
Sign. / Date __ Sign. / Date
Change Parts Details Ihc o ol by PRC ™ 20 hliny [ Loy | AD edafey
o (150-200°C) L
Sealing Temperature To be established 1Q\u-¢ @ o5]=l L%‘vl 'i\f)a\d’m\*w“
. (110-160°C) , (1_‘ )
Forming fiemperatine To be established oot (ﬁ oSlo sy | 1O dele
Leak test to be performed on | Nil (No Blister should fail 1 y
{  Blister in leak test) M @%\iﬂu\,{ (%Dr‘fg.‘\wﬂ
Machine Speed To be established &o @ o 5lotlnay j?nd‘m\w""
19. MACHINE IN-PROCESS CONTROL:
Date/ Shift ploth)s 2+
Machinc Operator Name URV“/\
f/
. o : | i 7 - 1
B le=peciion b0 107 i [y oo ft | st P e 18 | eI o516 v (V) £ | 0.0
Sealing Temperature . . : X
(To be established) ot ’\q‘;c\c‘o&t Qe \‘\0" lCivL \e‘o& \eto L c(\-,“— L‘(l'c I@G}L (29 et | 208 ¢ | )g47C
Forming Temperature . . ) i
(To be established) \()\\"L WP G5 e \"d (@\f:l&}* \cbe fou Y 1L (4 (L5t (&5 e tH b}
Leak test on Blister*
Qy:_oe ) o\e| ol o | O B o OF de N N ol | wic ol | ok
Knurling /Sealing o |55 [ loe | o ole o | e [OF [ole [ow [OlC [¥C | o |ok
Pocket Formation ac | u\@- oL | ok S0 | e [\ [ vle] ow I |l | ot o
Horizontal cutting o | ok ol e o e (00 | e P A | pe |BT | a | O\
Vertical cutting Sk of |o1C | 0% [of [OIC | ot e o | as ok v o | S\ |
Quality of Over printing S ok |9 |o\c | o% Ol ML | e Dl € |ow | desle | cic Ol >
Code No.: PON/DRUGS/ S\
< | 19 134323 O ot [OC glc | gk Ol 10 |0E | v | 2\C o oir
B. No.: A\,‘U)M\“ Joyy | O |o\c | L Mo [ O | el ol |GC o | &C < 0% | o
Mfg. Date 0\()/514 sl cle |[\C o | o |d% Ot | ot AL o | o | ac|oe | O% oF.
Exp. Date \L])/b'-)/; e | et [Pl ac | ov | o A o o [ | o |s[e]| & CH | op
Machine Speed '
To be established 5|95 )o is |35 | P o 125 | 1S 20 y)/ 2= U L;\:,ﬁ Y
Checked by (Packing) G | |e|e v |e| e |ne €| |e|'|ee (2]
Checked by (IPQA) A I A s R s A M LM
7 Z ® 7 P L

; 7 :
Note: * If leak test fails perform every 15 minutes for next one hour and all the shippers to be checked for leak test from the last

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

{

Prepared by: . Checked by: Approved By:
Dept. Production Lrodugtion / ) Quality Assurance Head Quality Assurance
. % - \
= v
I VY SN s o QN
Date ot I\ \ n“\a

v 4] /DZ/ (.

é2 \M\DO»\
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LLED COPY
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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

SAl PRIMU

LIFE BIOTECH BVT LTD

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

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

Batch No.: C’l F O‘)/o 16)

“Product GENSET
Customer: Generic Health Care Pvt. Ltd.
19.1 MACHINE IN-PROCESS CONTROL:
Date/ Shift [2[o1|202
Machine Operator Name T\
4 £ 4 £
. - ; O s o 9 A% < | 0 0 © Q A\ W
Time of inspection A g D@,')« o lor?? e \‘\,_\ woo v &° i \W\ \é‘\ (66T N \,\.\:
Sealing Temperature A \ ¢ ol Y . ! > ' o
(To be established) «),69 e \C\ﬂb 00 (35 |\ o Qeve \“bt Vo st \A0 T\ Bac \e@ 0>
Forming Temperature _\‘: . RV R I B R \ t O (]
(To be established) \\66 6 \o° A \o¥ & ke \bh \b? |5 Vo [yle0 ¢ 19 T\ ]\
Leak test on Blister* .
Qty: __©b ) oW | < |0k | o] O | @l o | O gy ol | o | M ok| oy | ok |0t
Knurling /Sealing o\ | pb-| 01| ok | ot |0k |ov |t | 8K | ol e | Ok |O le. G | @l el
Pocket Formation o | pv | ok |0k | oo\ | ok | g | Bl [ok | ci |okk | O ] ot | @ )| ole
Horizontal cutting p| e ok | ok | O ok] 0 ol o\l ok | ¢ |ok {ok cbe | ok ok
Vertical cutting o] B | oK o | es | o] o | b | gk | oK | ot |ale | Ol ok | ek | oK.
Quality of Over printing OL| pr | ok | ok | ok | 8| o | di | ok | ol | pik ol | ol | glu @ (ol
Code No.: PON/DRUGS/ ‘ '
odeNo.i | 10734393 | oK | o [ofc| Ok | b | OR O okt | 0¥ ol | g 0K |ak| U0 L] ok
B. No.: GiEQ1e101 | ok | su | o\ ok | ¢u |Gk |Ok | ci | 0 ok | e |gk |ok |l | @K | oK
Mfg. Date | @| [9-0‘9_.) OV | ot | olk|ow | g | 08| o\ | OR[OK | ok ol ok | ch [0k |ak
Exp. Date |12 /&0&3 o | ot-jok| ok | a | olok | ob | ok| op| U |ols|ele| Cljo Kok
Machine Speed " .
To be established 35 ¥ | 20|20 |w | 35| 20 B 35 |30 |35 | 35|35 £5 | a5 |3
Checked by (Packing) &]ﬂ Nj'ﬁ %, gg__m\ QJD*’SJD«,Q'»’\ 3%} %"1\‘;\’3 3_-}9_5}9,'@&\ SZ}G— 3}9.
Checked by (IPQA) 3 ,>Li’l %\ : 49/\ ) JZ’\ ] /\I\
= I 4 T z \

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 ) Produ(c\tion m Quality Assurance Head Quality Assurance
. , : / 7
Date [ 111 08losleery 1 OZ\\ N2\ M e T AT AN APV
[ ) ad UNCONTROLLED COPY




g e SAL PRIMUS LIFE BIOTECH PVT LTD
o Factory: R.S. No. 4/3, Plot No.33, Kurumbapet [ndustrial Estate, Page 13 of 29
- - Villianur Commune, Puducherry-605009.
SAI PRIMUS . -
e srarecH per o - |- - --BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
T ' BPR. No.: BPR/T/195-00 | Bateh No.: C1 F2(¢ /©)
Erotirst b Customer: Generic Health Care Pvt. Ltd.
19.2 MACHINE IN-PROCESS CONTROL: s
Date/ Shift t;zf‘Lm fonet  Blubant EANIESE
Machine Operator Name S WG U
. ; . T . - . \ u N 29
| Time of inspection }T‘f'fﬁ- S5] AV S w- T RS | A2 P oo \5.—)? - lB'l 1914 2 [:f%
Sealing Temperature i SO N I I o IR I B | 22 PN I I
(To be established) el | faee” [pesc 08 7|\ | a0 TNASNIR TR0 @ A5 ] pace
Forming Temperature y < e - N I Wl oMo . :
(To be gstablished) | T \ \6'\6 (Gt \@L‘ \,55 oLe \‘6‘\ (VAN Gl \5% W | W 158 151\C'\‘57L
Leak test on Blister* :
Qy:____0ob ) ob- ol | o | @l | ole| & | gk | O] O-|elz| ok | O | ool | ot
Knurling /Sealing ol \ ol |ow |0k | ok| v&|ok |8 |ok lop |al | ok | OK ol | e
Pocket Formation s \ ok |ow |ek |er | o |ok |ok |o% o |ek | ol ok | ot
Horizontal cutting ok \ 0% | ol ok |0l | e | oW |or |k |0k |6k | ok ole. ov | o
Vertical cutting on \ ok | o |0k 0K ot oK ol | e | O ol | o ok |ok | o
Quality of Over printing ol F ok | i |OK | ok | ar |0k | Ok | ok OK |0l | o | ok |6k | ou
| PON/DRUGS/
CodeNoy .| 19 134303 | R ok |ew | 0K | ok| o | OK| Ok | ot ok | ol | v |0k | 6l | ok
i Hdraioloy | O ol | g | @Kok | |0l ok |ar [O | OK |t |ok |k | v
i O\[OQD;)\ olr ol | o || oK | | oLk |OF | ou [OK|OK | ok |0k |0k | ok
Exp. Date | 4o pn}‘zg ot ok | gy |0k |ol| o] ok op | or ok | OK| o |9 |6k | ck
Machine Speed o . b
To be established % A5 97 | 35| 3o 49 | 8 35| 26 35 20 | 95 | 35|
Checked by (Packing) ND gg,!\d(.\ gb__g{g. wh g? %/,m g:g_% i\ _@Lg__ r\“
Checked by (IPQA) wAlal s 5 -4,\ [\ 7
- WYJ // / 7

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

s

Prepared by: Checked by: Approved By:
Dept. Production Progluction ~ Quality Assurance Head Quality Assurance
. T/ ‘ D %
sign. A Zcb\é\ﬁw %va Q \N e
Date o 3/9((2011 L iﬁf)l\m\i}o&\ ° \"\

UNCONTR()LLED COPY




#

e S

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

Page 14 of 29

SAI PRIMUS

LiFE BIOTECH PVT 7D

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product GENSET

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

Batch No.: 61 F ) 1O ,C]

Customer:

Generic Health Care Pvt. Ltd.

19.3 MACHINE IN-PROCESS CONTROL:
Date/ Shift £ sl sy 1 &fotlss iy alolliany
Machine Operator Name Boonn QO\(/\U Qoo
. , o oy 1 L I &
e ks 18 [otosfo? jyde |dre H—\c‘) (NS (52 1ol3 5 A6 em |12 Lsiel S i S o =10
Sealing Temperature ¢ %
(To be established) VAR Q| 16 Yot | Fot S [y et \g- \QuE | ot 190 1oy Clav't
Forming Temperature vl ‘ . o
(To be established) \b oo JipC [t6i ¢ 1o g 1B T ke tsGY 17" fggt| [hoia7C fo-thwic
Leak test on Blister*®
(Qu:__0 ok | loele o | ste| e fo | eby foic | et | ] ¢ | o
\

Knurling /Sealing 6l A ov ok | Qe ] ¢ o | ok | MO | aic] O* o | e
Pocket Formation ol ob | O o | 9| c&|ofc |V \C th [ Ok | plc | o ov | et
Horizontal cutting ok oL | oo |9\ Q€| ok O |0k | o |0 |oC| ot e |t
Vertical cutting ok L e | o {o\c [te eb- o\t ol o |\ [ SIE | b of | o
Quality of Over printing ol i Ve | wi | OlC S\C.ct,_ 0\(, o | ok [ o o | e 2 Ol | ple
Code No.: PON/DRUGS/ &

" o119134323 |6k oL |de |olC Y| ol ot | b ok | v | o O | -
B. No.: GIEQ ) ol6) [y, 4 N e oL e |9l | ¢ o | o | g O | e
Mfg. Date 0![20;‘?) ok oL low o |oe | ™ oe | O] eb o ol“| ot | el
Exp. Date | {9 ,‘QO;Q} oL OC | o ek mC o ol || b |UC e | ot Ve | ot
Machine Speed
To be established 35" Lo |/ LO| 35 ot 357 By ;7 357 2 oc}j( L %6
Checked by (Packing) obl | Q& |» G| 2| @r_@ N G [ |
Checled by (IPQA) AP o 1 | | mofbt | an[ae PR e [ ot | 2 e A

T 4 P

Y e 7
Note: * If leak test fails perform every 15 minutes for next one hour and all the shippers to be checked for leak test from the last
successful leak test. All the shippers packed from the time of last successful leak test shall be segregated and random checked

by IPQA and to be released after approval from QA.

Prepared by: Checked by: Approved By:
Dept. Production /‘l?roduction (\ Quality Assurance Head Quality Assurance
; A
i [k e I | AL o N
[ Date o leilEl o \9 ) e 2 = DEEIVRY )
(YRR INCONTROLLED COPY
LV AVAVIR S ANV v} vi vl L VAV) B
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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

SAl PRIMUS

~LIFE SIQTECH PVT LTD

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

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

Batch No.: (5 )"&)] o] o)

Product GENSET
Customer: Generic Health Care Pvt. Ltd.

19.4 MACHINE IN-PROCESS CONTROL:

Date/ Shift 15 loy1?4 e lof f‘hﬂ—(]b\
Machine Operator Name 208 Redww

Time of i ti \ RO ST YI ety . A

o Lo os] prest 25Tl 120 o213 5] < 152es i s N5 ) 621G H12 o i1 2o rus 6C KT 6035 | 104
Sealing Temperature - . . .
(To be established) G o q oy e STRTAINS & g2 ot et ig2c \GuT 19ue] 108G (5727 IS
Forming Temperature | »

(To be established) 168 ¢ [ \bud Wit e it L& 1ee ] (3] Lhy lsac|{be L v |leot ||SET lese | Goe
Leak test on Blister*

@tgs.. ) olc | Bl |de | sk | et | geloe |o [P ] oo efe |of | Tt
Knurling /Sealing ok | ¢ [ | e o[c [ |pk [ % Yole | oie | ole | B[O vl ok
Pocket Formation ple | ok [S¢ [OF |°% o\t oo | Sie | oty o | 0 sle \C oj] elc
Horizontal cutting e | 9% | ¢ | bl o [ R | o | B\ O\ o] sle | ot | ol [P\ o | v
Vertical cutting St W | QR o ol | o€ of-| o« A | ok | sk 0% ojc o\ olc [ojL
Quality of Qver printing NC | O% | e | 9| o | ¥ | oic| D | S o | o) L |V | ple slc |ve
Code No.. | PON/DRUGS/ ‘ .
odeNo-: 1197134323 | op | o | 0% [ O |og |90 o | of |oe | @t qe| I g oy | O8] S
B. No.: (Rallot |eC |0 |gie | or|aAc [N Joie |or [ NIC] ol ofc | B | @] S\ of | Okt
Mfg. Date | {100 olC| ofc| oy | o] alc| S\ ok | SU | Plt|ple [ |OE | gl oy [l ot
Exp.Date | \y Jpppy | 90| 9 [ ok | ofe [0 fofc | olg O joe | o9 [ot¢ [ [OK | ok
Machine Speed . ] A i
To be established N~ ']‘1 ¥ 9% |3< ZC{ 2 | 2¢ 3¢ | 28 2129 | 29 b= |38 B
Checked by (Packing) dg elmwmle|le |'\12r@ @ | @ || e e |2
Checked by (IPQA) ro | s ,‘,7 por| A \,32;3 o | ap @’_,5/ rr | e | ,\,b,;év. ~ | A

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 [ﬂro%etion ) Quality Assurance Head Quality A/s]surancc
A L
. \
\ s
HEAY E GEERTA. @¥
Date sV Ozln 2021 ot O 1 W

UNCONTROLLED COTY




:;;}”\ = SAI PRIMUS LIFE BIOTECH PVT LTD
Sl B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 16 of 29
N . Villianur Commune, Puducherry-605009. - -
SAl PRIMUS .
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
. No.: - X ~ 0
- BENGIE BPR. No.: BPR/T/195-00 | Batch No.: 4= 210 0]
Customer: Generic Health Care Pvt. Ltd.
19.5 DEFOILING OF BLISTERS:
i e Weight of ;
De-foiling | De-foiling . - Checked by/ Verified by
Diite started at | completed at th-;?elzd De-foiting Dune-by Date (Packing) Date (QA)
polabzal e | joixo 9 . es S (o L A CZ vl | Ansn
L2 B - “_ AN
\
\
Total Weight of . Checked By / Date (Packing): Verified By / Date (IPQA):
. Q- Z:J\J
De-foiled Tablets @ ZO]Q;[.’)AQ,(
19.6 INSPECTION OF DE-FOILED TABLETS:
Inspection lnspcctidn Inspection Dpantity of Gaod Qty: of Refeicted Chiesked Verified by
Date tarted at leted at| D b tablets Tablets by/ Date Date (QA)
started at | completed a one by Kes Nos Kgs Nos (Packing). 53
v)vla(’%ﬂ/{ 11850 W 2s predura -\ | jfobs n: o 1082 @240”}3( 4@{\&\“\
s WA
a
7
= e
7
Total la o |y80b3 | a2l | (&P2
Total Quantity of Rejected Tablets Destroyed Checked By / Date (Packing): Verified By / Date (IPQA):
Lt Kgs Y et AL & TEY
| oo fsil B R\
Prepared by: Checkcd by: Approved By:
Dept. Production r\rOdAlCthn Quality Assurance Head Quality Assurance
; )
Sign. - S Gl Ko\ydm /ﬁ\/\\"’g Q) \N\“M VA
g = i ' ] O \ \1\\' A ‘ ( W’
Date . L 3/0/ aoz / Z\M A2\ . e ——— o




s SAI PRIMUS LIFE BIOTECH PVT LTD
. — Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 15 of 29
. Villianur Commune, Puducherry-605009.
SAI PRIMUS S = . A
LIFE RIQTECH FYT LTO BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
. o - ~ & .z;‘
E N BPR. No.: BPR/T/195-00 | Batch No.: GiF & 10/ O/@/
Customer: Generic Health Care Pvt. Ltd.

19.4 MACHINE IN-PROCESS CONTROL:

Date/ Shift 20\ Ly

Machine Operator Name ‘

Time of inspection itz Wihd 13020 1207z 'l

Sealing Tcmperature _ \

(To be established) A qegeeflatt SIS

Forming Temperature

(To be established) e e fed 15T NS \

Leak test on Blister*

(Qty.: J ) o e [O% e | \

Knurling /Sealing et 0\‘(/ NSNS )

Pocket Formation e |qc [o& | et |SC \

Horizontal cutting ol ‘;\L o | gt Q\L \

Vertical cutting X | | on ofc ke

Quality of Over printing ot AN o8 N \
codeNo: |19 1amzs | ot | g || v |oc

B.No.: Geals)ed ot ot | =] ©* |aw , \
Mfg. Date Q\.\\.)/‘ 1 o | | S o e \
Exp. Date 1\ L2 | ab | o | S| o | oL

Machine Speed

To be established 2 24 W | HA Lo \
Checked by (Packing) N0 | & < - | & 7
Checked by (IPQA) /}/;/\ Ve | o ?3/;]\ M

7 A~ .
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 [‘I{rodfu\ction ( ) Quality Assurance Head Quality Assurance
; = 4 \
Date - oslobssin{l Ozlw 12021 o H 1 e\

B e PR PP L
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No0.33, Kurumbapet Industrial Estate,
Villianur Commune, Puducherry-605009.

Page 17 of 29

SAl PRIMUS

LIFE BIOTECH 2VT LTD

- .BATCH PACKING RECORD

Product Code: G13_. Batch Size: 30,00,000 Tablets

BPR. No.: BPR/T/195-00 | BatchNo:(7{ F 9 )0 O]

Product GENSET
Customer: Generic Health Care Pvt. Ltd.
20. LINE CLEARANCE CHECKS — BATCH CODING:
[DEIAN 111 AR S SRR
Previous Product: ‘ Batch No.:
Observation
Checks Time

No.

- /\

Packing IPQA | Packing IPQA

product.

Check and ensyre that the area is visually clean and free from previous

AN

[{S]

Check and ensure twaste bin is emptied out and cleaned

w

previous product /Batch.

Check the Pallets and crates area clean and free from any leftovers of

\\

4 Check and ensure the Correct s}sz board is written.

machine.

Check and ensure the previous bat

c]}\itails are deleted from the inkjet

removed.

Check and ensure the rejected Cartons o

fbe\vious product/batch are

7 | Check and ensure the cleanliness of hatch for cNeyor belt.

8 | Check and ensure the cleanliness of conveyer belt V\\NQ collateral block.

9 | Check and ensure the dispensed secondary packing maé&@l.

10 | Check and ensure the Preventive maintenance records and |

book.

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

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

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

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

action, re check the area / line and record.

20.1AREA AND EQUIPMENT CLEARANCE FOR CODING:
1. Check and ensure that the over printing area and machine is cleared from pre

jous products.

2. Transfer uncoded printed Carton to Overprinting area.

3. Set and operate Overprinting Machine.

4, Overprinting shall be in indelible ink.

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

Equipment Inkjet Machine Conveyor \ Arca
ID. No.: Bat}QCodmg
Previous Product: \
Batch No.: \
Cleaned by: \7_

7
Checked by Packing: @
Verified by [PQA: a\-\lell%ll
Prepared by: Checked by: Approved By:

Dept. Production p\Production /\ Quality Assurance Head Quality Assurance
Sig wJ\/\MM /é/ VOM ]
B L. K Lo & il 8. Q 7
Date o\ N T /TS

/ T

02toll2n3 1.

) L\p\] 50

UNCONTROLLED COPY
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LIFE RIOTECH VT LTI}

SAI PRIMUS LIFE BIOTECH PVT LTD
Factory R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,
Villianur Commune Puducherry-605009. . ... ... .
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Product Code: G13

Batch Size: 30,00,000 Tablets

Product

GENSET

BATCH PACKING RECORD

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

Batch No.: Gl )" A0 [ C‘)

Customer:

Generic Health Care Pvt. Ltd.

20.2

OVERPRINTING DETAILS:

Overprinting Details Overprinted Text Carton (OK/ Not OK)
Batch No.: 0N EF 20l 0] Ol
Mfg. Date: E)“LS')/I 9\
Garp. Doate: ~ bLbhey O\c
Item Code: 15/0362 lorba o\
Code No.: PON/DRUGS/19 13 4323 P VRO ’1‘? 13 )¢ 10 o
Other instructions if any D AD
Initiated by Sign. & Date NS o\
Checked by Packing Sign. & Date @ oadot | Lo &7 onls {2024
Verified by IPQA Sign. & Date B v B2

AR T A
20.3 TIME RECORD FOR BATCH CODING:
Sr. Date/Shift Batch Coding Done By e C(lll’zccl;(?:gt;y V?H’ﬁé/d\)by
No. ’ ¢ Started at Completed at Sign. & Date | Sign. & Date
=
JA4A)
20.4 CARTON OVERPRINTING SPECIMEN:
S. No. Date Carton Specimen No. Clrecke Yestlisdhy IEQ4

Packing (Sign & Date)~|

(Sign & Date)

)
77

Note — Attach specimen copy of over printed carton

Ml ) 2

Prepared by: Checked by: Approved By:
Dept. Production Rroduction /) Quality Assurance Head Quality Assurance
Sign. 1. B T M NA~ Iy Y «\\”0 0 W
Date N A A - B ML \b\\ 203 o0t \ S
T aSiremiiy] rmK LI
ONTROL EfCOP
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SAI RIMUc

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 19 of 29

BATCH PACKING RECORD | Product Code: G13

Batch Size: 30,00,000 Tablets

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

Batch No.: G F 9 |© jo|

Product GENSET
Customer: Generic Health Care Pvt. Ltd.
21. LINE CLEARANCE CHECKS - SECONDARY PACKIN(?
Date/ Shift otfina la. hm?a—/ ag\lea
Previous Product: fPELQu\X\F,ﬁL MY | Batch No.: £ f/ 8 vaes L
S Observation
r. i
vy Checks Time | o205 bql e
Packing IPOQA Packing IPQA
1 Check and ensure that the area is visually clean and free from previous \/
product. (S 7 (-~
5 o - ’
2 | Check and ensure that waste bin is emptied out and cleaned v 7 s .
Check the Pallets area clean and free from any leftovers of previous
‘ product /Batch. el & L e
4 Check and ensure the Correct status board is written. L P .
Check and ensure the stereo of the previous product/batch removed and L
| cutinto pieces. 7 il il
6 Check and ensure the Blisters, rejected Carton, Shipper and shipper L— -~
label of previous product/batch are removed. | #
7 | Check and ensure the cleanliness of hatch for conveyor belt. - L L . 5
8 | Check and ensure the cleanliness of conveyer belt with collateral block. P ~ | 7
9 | Check and ensure the dispensed secondary packing material. e v _ 154
10 | Check and ensure the cleanliness of documentation table. — ya ™ A
11 | Check and ensure the Preventive maintenance records and log book. N / - Wi

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

Cleaning Satisfactory / Net—s&ﬁs&qcmqaﬂ_‘gﬁp
(Packing) Sign. /Date:

o AL | (IPQA)Sign. /Date:

Cleaning Satisfactory / Notsatisfactory# _—;

jé\x 5\'01‘@/(

Remarks: # [n 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 acking Balance Shrink Sleeve Strapping Balance Areca
L (Carton) (shipper)
Secondary
ID. No.: ; — N | e .
° p{)]@\g )Q., L | 'O }]}9\{[0("( == (DD} Bk 3¥ | Packing Hall

Previous Product:

Flo~cdL My

Batch No.:

P Yol onasl

Cleancd by:

Lo Yo

Checked by Packing: Dﬂ_\&l]’)/c‘\/l

Verified by [PQA:

_ % o5l loonl
//, ' )

Prepared by: Checked by: Approved By:
Dept Production &odu&tion /) Quality Assurance Head Quality Assurance
. : )
Sign Lt Co M on I Ay 0 xod”
Date | 15 ovlotlopat .| O%|o\|2e0) o~ Dy
- Eoml A AL IN R, IINAANTDAT T TN ADY
NCONTROTLED-CorY

e
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LIFE BIOTECH VT LTD

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

Product Code: G13

Batch Slze 30 00, 000 Tahlets

Product

GENSET

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

Batch No.: & F 2 [C 0]

Customer:

Generic Health Care Pvt. Ltd.

21.1

ENVIRONMENTAL CONDITIONS:

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

Date/Time: egisil>en | &y Date/Time: ¢y lsllle,
Shift;....coon N ervocesonpssianannrsens ' : Checlked Verified : Checked Verified
A Observation| | "p. ting | by IPQA | OPSeTV3tO0 1y packing | by IPQA
Refer to SOP No.: Temperature °C ' /[‘/? ,\\/_f_f
- n et ‘ A - N
SOP: QAGN/01 | L. ]NMT L @ | \ PRI G 1
25°C ./ !
Secondary Packing Started Date/Time: [;1,[»1’)/@4,0'-‘1_\\( Completed Date/Time:.?y.Q.l'P.‘./'}.??.’.’..j.ll.:.?:“..

APPROVAL FOR SECONDARY PACKING:

'Approved by IPQA Sing/Date:

21.2 PACKING DETAILS:

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

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

Place 20 filled carton in a Shrink Sleeve.

Place 24 Shrink sleeves in each 5 ply shipper.

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

22. OVER PRINTING DETAILS:
) Overprinting Details (Secondary & Tertiary PM)
- . ; : 5 Ply Shipper Label
Overprinting Details Overprinted Text Carton (OK/ Not OK (OK/ Not OK)
Batch No.: C\PZ‘QI‘ 01 o) t( eh
Exp. Date: Lty #12 (o Olc
Code No.: PON/DRUGS/19 13 4323 pmN\DUYLt\Kl N v He NA
Pack size: NA 3x10’s 24263 x10s Gy
Other instructions if any ~O . AN
Initiated by T '
Sign. & Date ~p AD ; 4D
Checked by Packing :
Sign. & Date @ agl stl2ey @ sbqﬁlh’ﬂ/{ (&)L pitel (Q’db/
Verified by IPQA /§> B o
Sign. & Date é?/wy //‘\fb,%m
. =5 S —
24.1 Shipper Label Specimen:
S.N Dat Shipper Label Specimen Checked by Verified by IPQA
v D - No. Packing (Sign & Date) (Sign & Date)
] 2 TESIE S Q7 stz ‘Q'G\/\\‘\\‘\\/
NA) 75
Prepared by: Checked by: Approved By:
Dept Production A Production Quality Assurance Head Quality Assurance
J
o N zww A AN
: T ok T ok Y \N
Date RRC T oA 2 B b\\Q&D/\ ot AN \ﬂ\

IR

TROLLED COPY |




BATCH PACKING RECORD

LIFE BIOTECH 2VT LTD

g SAI PRIMUS LIFE BIOTECH PVT LTD
st B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 21 of 29
- Villianur Commune, Puducherry-605009.
SAI PRIMUS Product Code: G13 Batch Size: 30,00,000 Tablets

BPR. No.: BPR/T/195-00 | Batch No.: Gi ' 2 | & | O]

Product GENSET
Customer: Generic Health Care Pvt. Ltd.
23. CARTON WEIGHT LIMIT SETTING: Date/Shift. \l\m\?ﬂ”\ f"\ Tlmc....‘s.ﬁ‘.?..
Weight of ten individual empty cartons are given below:
I 3.q1 3. 3~Cf11 5. 2.9 q 7. 3‘q1, 9. 2.9 3
295 | 3.9 | 229 |*® 2 12 3.95
Total weight of ten empty cartons = 2@\« Iy
Average weight of an empty carton (A) =Total weight of ten empty carton /10= % C{ '-1
Weight of ten individual Blister are given below:
1. Q.0 3. o?‘Ob_ 5. (90-1_ 7. Q']i—» 9. D’\)lg
2. Q.00 4 gp OS" 6. 9.907 8. NEY 0. Q.05
Total weight of ten Blister = 6)0
Avg. Weight of a Blister (B): total welohtoften Blister /10= Q_ th’t
Weight of ten individual Leaflets are given below:
L1tk 3. 1.5] 5. le59_ 7. [.5% 9. i-59
2. \-g4 g [-52 |6 l-5» (& 1519 . 154
Total weight of ten Leaflets = |5 .~ a%
Avg. Weight of a Leaflet (C): total weight of ten Leaflets/10= [ X L-§

23.1 WEIGHT CHECKS ON CARTON:
Weight of ten empty Carton: 9 Q. Yo Average weight of one empty Carton (A):Q .\, o
Weight of ten filled Blister: g\ Average weight of one filled Blister (B): o o 4 2 .0l
t T
Weight of ten Leaflets: |5 <2>€ Average weight of one Leaflet (C): |-526

Limit: E=D+1%=

(To be established) N { oy 4w 11l

Weight of one filled Carton D = (A+3B+C) Q,T-%H
U-%kh
@ (\\M\)@/\

Checked by Packing/Date:

Verified by IPQA/Date: (7 2-\
e /%\\’}0

1ol

23.2 SAMPLE DRAWN RECORD:
Sr. No. Stage of Sample collection Qty. of Sample Collected by (Sign. /Date)
1 Control Sample (Initial) X b & F» A.d.dko; Jvou A
2 Control Sample (Middle) Lox 104 /"ll "( f,C/o ooy
3 Control Sample (Final) o s ;3/ | 2% ,ml*n)/
4 Stability Sample 2ax10A \ ")-(\IM by
5 Other Sample Ly —
6 Analytical sample |&x ot ,‘L,,i ﬁh[ \mu
Total Qty.
otal Qty. fjo?\/l,r)’ A
Prepared by: Checked by: Approved By:
Dept. Production Plo;Qlcuon Quality Assurance Head Quality A/gsuranw
] j v
[l ';QA JT&N\M Ay M{( N
Date_ HRCTATSIESY o2\

co-2lot{porlos,

UNCONTROLLED COPY




LIFE BIQTECH 8VT LT

& ty SAI PRIMUS LIFE BIOTECH PVT LTD
LN Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 22 of 29
Sl ;;QIMU , Villianur Commune, Puducherry-605009. |
- BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets

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

Batch No.: Gﬂ:&jo [G)

Product GENSET
Customer: Generic Health Care Pvt. Ltd.
24. SECONDARY PACKING IN-PROCESS CHECKS: (Please keep Y mark if found “Ok”)
Date/ Shift whotlzag [ty | oo | ¥
Parameter Specificatio ‘ observation _ JJ
> pegeation “Packing IPQA
Time : MOAS Jodvs Wy | a2y 0S| s AW | etie [1RE [ 190 0 15 90 <f-we s
No. of Blister ina S Sk
o tabs each and one ) | e
R leaflet. & | ov| oV o s v vl g | e fo e | e
. o Legible and - N
Carton Overprinting rea?jable ov |ov | o~ o9\ [ bEpt O | guf ot & | o \
No. of cartons in a
2 Gl IEVE | B
shrink sleeves JOpackedcartons |y | wa | o wn|np | [ M | gw | PV ) 070
Shrink wrapping N B | o
temperature*ag el P = il et IRl Ml ol A A K e W
No. of shrinlesleeves in ;
a 5 ply shipper . X bE castows. o O~ | o~ |ow [OC |k |O% | pb oV-| ob-| ok | o \
o TP . g
Shipper strapping Proper strapping ov | o | o~ o I\ o e | e v, - i~ pl | ot
Label appearance and Legible and ol y . . \
Shipper appearance readable o[ on | k| 05 | OV [OC [0 | DV | 9| O ol
Sealing of the shipper = G e \
with BOPP Tape Htype o~ lan | On | oy (oL [ (e |0 as| o] o |o i
i 5 \,> by j 4 9z 4
Checked by Glald & @ le e SR [ 1
. *Temperature to be mentioned. sl = Za R ¢
24.1 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep \ mark if found “Ok”)
Date/ Shift u\'blizeu' [L[o(b& ! l \j\,\'nllﬁ/@\ \ ;Cf
p g Specificati observation )
arameters _ pecification Racking PQA
Time e o B o lot g \\313“?\}3 127 Lo sftsie [ (2l (3-)’:‘) I, > o| | 75 [
No. of Blister in a i&%ﬂﬁ:ﬁ (ir?e '
carton leaflet. x| vk o~ | 0% ol | olc ok PR [pW |t | 0% | DL | pi
i Legible and o .
Carton Overprinting raadable b | sic o\&- ~ ool | ok oW | o | b | o | ol | ok \
No. of cartons in a NE | NN . )
shrink sleeves 20 prcked cantins ap | A |V |NA k- -k | R o | 0 | e [RD M | e
Shrink wrapping . .
temperature®* ) ~ |na |Nx | VA NA | NA | WA n | @f JAA RS PN C I Py )
No. of sheitiSHecves in : _
a 5 ply shipper s |9 | o |oe| o jokelok]ok gr |o% | @] objet |eu | .,
- - . ﬂ
Shipper strapping Proper strapping e |ole ok-|ok | ok | o) oy | the|eh Al o |oe ol
Label appearance and Legible and - .
Shipper appearance readable | we ok ok |op |ok| o | ch|ge [EF | Ok g |t
Sealing of the shipper o .
with BOPP Tape H ype o | "¢ | OK o |o |0k |OK| d| b | @™ | el | o
3 [ i1 Ny N N Lty LA ol
Checked by & |\& o] oot solsho] ehiv PN [ [W] [ 19| K

*Temperature to be mentioned.

-

Prepared by: Checked by: Approved By:
Dept Production }’\roduction N Quality Assurauce Head Quality Assurance
Y
Sign _ ,L\(lc)%» N ZCKMW\M\Q %W 0 W M
Date Solo el oglollasal ~ N A
- N Y0P
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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

LIFE BIQTECH VT LTD

BATCH PACKING REC

ORD"

| Product Code: G13

Batch Size: 30,00,000 Tablets

Product CENSET BPR. No.: BPR/T/195-00 Batch No.: (" 2 | | @/@)7
Customer: Generic Health Care Pvt. Ltd.
24.2 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep v mark if found “Ok”) ,

Date/ Shift 18l o [0y [ 1 &lou] s001 / 4.

Parameters Specification obscrvation

Packing IPQA
Tions ' . 16720 |0 ©5 (12260 | LD | (WIeS] [SAY (G|l 1% ik F WP | e
No. of Blister in a 3 Blister with 10
@ tabs each and one )

s leaflet. e | ok o\ [ofe [ Se | oy s oot | dx] o
Carton Overprintin Legible and

n OVerprinting | readable O | O\ | Bl o | Ao Ol gl [ | gl | el \
No. of cartons in a , e
shrink sleeves ' 20 packed cartons | \y@ | | NP NS | Y P NO| O | | g8 \ )
Shrink wrapping ‘ 2 j NG
temperature® pap-, 4 * NS g [ | e [ S N&- N | AR R \\
No. of shrirlesteeves in . -
a 5 ply shipper Btk (;\[_)whno.\K oy | O¢ | A& O\ | O[O | g | & | 9% |ob~ \
Shipper strapping Proper strapping o\C o A | O | O[O | obx e | ple | ob-
Label appearance and Legible and > P
Shipper appearance readable S\Cloe ple | ARE | o olc [ Ot | g | ol ob| o
Sealing of the shipper & O\ . - \
with BOPP Tape FLIpS k| o OF o | o | O | K| g | x| o] o 1

- b b, [ ) N

Checked by %71 &4 gﬁ & 5)' Sﬁr 5:{/?7\ ;b\ B —}}137

*Temperature to be mentioned.

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

24.3
Date/ Shift Lseihay [ el 19 Jon | o021
: % observation
Parameters Specification Packing PQA
imme [N SN LN i 5 Ly . X 5 4 JIRES
Fims 2 BT 3 200 1 28 12 o g 1060y MR 6 57\ X
No. of Blister in a 3 Blister with 10
£ tabs each and one
carton leaflet. e P[5k | o e (o P | @] 9 | g | ot fon
Carton Overprintin Legible:and
printing readable Ol O joe B | oIt |yje | o] o | OF | e | o
No. of cartons in a
e ;
shrink sleeves .)20 packed cartons AN | aegie D (A | A | aD | s | ¥ A EH NS
Shrink wrapping i
temperature* g > IS A S R A e A R A | en |
No. of shrirksteeves in ;
a 5 ply shipper Reshrindes (’)\bw}"g&k o] Ble Me | o R |ore | s B [0 o o
Shipper strapping Proper strapping AT ol | DIC (Ol |D | Ol AL | o | o [ o | 4 .
Label appearance and Legible and
Shipper appearance readable ol A\ NENERS AU | oo | | o ow | g
Sealing of the shipper
% e Q| g
with BOPP Tape H type oL o [zl | B¢ SIS AN oY b o lew | et
Checked by elele lelelzle [WHE R
*Temperature to be mentioned. 7
Prepared by: Checked by: Approved By:
Dept. Production Rody\mon Quality Assurance Head Quality Assurance
; A ' \
Ro\bdndo | Ay 9 WA o
Date 3\ O N\ 2aa) Y i /\ ; :{1 o\

UNCONTRO!

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

LIFE RIOTECH BVT LTD

BATCH PACKING RECORD

Product Code: GI13

Batch Size: 30,00,000 Tablets

. iy G
radiet CENGET BPR. No.: BPR/T/195-00 BatchNo.:C1F ) o | O
Customer: Generic Health Care Pvt. Ltd.
24.2 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep v marlk if found “Ok”)
Date/ Shift 2¢] o) [50
seel i !ﬁh\\u_x)/gfb\ Ja\oW /iy observation
Paramecters Specification Packing TPOA
: ~ [ o I

415 : : 10t SN (1638 (8 ey [0 130l N (s U B
No. of Blister in & 3 Blister with 10
- tabs each and one i o\ .

leaflet. o | D\¢ | W ok =¥ ol i | ot | ol | b

e Legible and ‘
Carton Overprinting . vl Sh{s\¢ vl QK R |2 | ot fow | s Jor | o] ot
No. of cartons in a 0 nacked cartons ,
shrink sleeves (\% P N S I e s s I N R RS
Shrink wrapping
temperature* ,, ¢ ¥ N | NS | A AT MDD
No. of shrimk-steeves in Sdshrinks [ 1
a S ply shipper 6“?”, S| o\ | O | Otk | oF on | o | o [gs | BF
Shipper strapping Proper strapping s | O% Q¢ | O O% O | O [ | e | B[ | O
Label appearance and Legible and ' .
Shipper appearance readable O [Ofc | V| ®IC |0k | ol | O | oo | ot | €6 | O | O
Sealing of the shipper " ]
with BOPP Tape A type ol o1 OF| ¥t | 9O |Ok | gu [on | B &~
Y / ) J

Checked by B |R|® = |8 R[Sk W PR

*Temperature to be mentioned.

7~

7 7/ N

24.3 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep ¥ mark if found “Ok”)
Date/ Shift o | Sllgr) 2004 [ 4
s o 2o |01y observation ' " JJ
Parameters Specification Packing POA
UL r— Lol 2h w520 el ] o] oY
No. of Blister in a 3 Blister vt 14
. tabs each and one ’
leaflet. ok |\ |D | ¢ Ok (S ol | e
i Legible and :
Carton Overprinting readable ot loe (R ore P ot \ el vy
No. of cartons in a il vl e :
shrink sleeves 2P Q| NS | AP AR [N [ D PO | e
Shrink wrapping Z |
temperature® o ¥ A0 [N fop [N | pg (e | B NO | rer
No. of shrink-sleeves in . ,
a 5 ply shipper Yshrinks ¢\ o ol¢ | ol [O\ [\ |ok O \ o\ | g
Shipper strapping Proper strapping v [O\C [olc Oﬁ O\« pPic \ ol o
Label appearance and Legible and \
Shipper appearance readable of¢C [OF [ole | o |k |o\¢ L
Sealing of the shipper ) . ™
with BOPP Tape Htype k| oL ol ¢ |[Pe | O \ o | oo \,
Y
Checked by RleRle|le|le|—p (
*Temperature to be mentioned. ’
Prepared by: Checked by: Approved By:
Dept. Production ;,1]\'0(1!}\(‘,“011 n Quality Assurance Head Quality A;ssurance
. \ ) WA ' A
i poh e e O\uw (ﬁ\/\\vv ) \“% ot
Date Le3lo3p8) VO 200 ] o O 17\

UNCONTROLLED COPY
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e, SAI PRIMUS LIFE BIOTECH PVT LTD
7 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 23 of 29
_— Villianur Commune, Puducherry-605009.
- SALPRIMUS BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
LIFS BIQTECH AVT LTD . E = . . VY, L
. No.: BPR/T/195-00 Batch No.: G F- ©] O

Product GENSET BPR. No.: B ateh No.: & Fo2 | ©) 0/
Customer: Generic Health Care Pvt. Ltd.

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

Date/ Shift oo (n
: ; ) observation
Paranreters Specification Packing - POA
Time el sntle X
Z : 3 Blister with 10
N(; St Hligtearm 4 tabs each and one ' !
carton leaflet. UiC D e\
- Legible and
'—_‘ Carton Overprinting readible ol lore o \
No. of cartons in a
. 2 k
shrink sleeves Y 0 packed cartons |y | 89 | popy \
Shrink wrapping
temperature* tiabes, ¥ ] i R T 31;
No. of shrimiesleewves in ] :
24-shrimks ©
a 5 ply shipper s 016 e CIC |01 |o)c \
Shipper strapping Proper strapping Oc| ¢ |oe \
Label appearance and | Legible and \
Shipper appearance readable oL | QL (o
Sealing of the shipper <
with BOPP Tape H type AT [ O o
Checked by < | ® @ .

. *Temperature to be mentioned.

24.3 SECONDARY PACKING IN-PROCESS CHECKS: (Please keeg\/ mark if found “Ok”)
l

Date/ Shift
Parameters Specification - Bhsengation
R Packing IPQA
Time
No. of Blister in a 2 Hhserwit 10
carton tabs each and one
leaflet.
Carton Overprinting k;g;l?:nd \
No. of cartons ina | ~N
shrink sleeves e \
Shrink wrapping Yy
temperature*
No. of shrink sleeves in . 3
a 5 ply shipper 24 shrinks : \
Shipper strapping Proper strapping
Label appearance and Legible and
Shipper appearance readable \
Sealing of the shipper
with BOPP Tape M type N,
Checked by
*Temperature to be mentioned. i
Prepared by: Chccked by: Approved By:
Dept. Production l}rodl}gtxon Quality Assurance Head Quality Assurance
. WA
Sign. - (g K )\/\/\/\’\ﬁ (mvg Q N3 \v‘j‘/\
Date TS ATl ErTE o AV AT
T o/
. T \ ¥4




ponrae sy

oy




i~ & = SAI PRIMUS LIFE BIOTECH PVT LTD
77 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 23 of 29
SAl ;.RIMUS Villianur Commune, Puducherry-605009.
,_‘{;r:\g,grgm PVT LTD BATCH PACKING RECORD Product Code: GI13 .| Batch Size: 30,00,000 Tablets
. : .2 ED0
o b | GensET BPR. No.: BPR/T/195-00 Batch No.: C—) =316 8]
Customer: Generic Health Care Pvt. Litd.
242~ SECONDARY PACKING IN-PROCESS CHECKS: (Please keep \ mark if found “Ok”)
Date/ Shift [l oy l [ 3isihpery | 13 lo1)2021
Parameters Specification e L
: Packing IPQA
. ; 0 280 LAY O Lo
e 121820 [ [ 20 | e8]t gl 10 JeaC | W w2 4t 3y
; : 3 Blister with 10 :
No. of Blister in a P el
caron leaflet. Ok | ol 0K Ok ook oL oe-| gu | ow ol | yu
Carton Overprinting Legibleand | ol ok |a)
° readable olujell ol | Ok (0K (gL |0k | oe oW | pu | ni | ~u

No. of cartons in a

shrink slceves %0 EGREE: Gariond

3

~Ne | e | e e Eal K B R R RN

Shrink wrapping 4
temperature* W Jrve | e M | et | AR | rt ) g | e ] e |

No. of shemiceleeves in

a 5 ply shipper sl Q\\%W 6l ok OK eI |0l of | OK Ol | ol | @u| ot | bl
Shipper strapping Proper strapping oldjol | ok | ol |ok @-k o3 el e | we | v ] B
Label appearance and Legible and )

Shipper appearance readable ol{{ ok D/L oK_|ek. K |0l | o | ou ow | e | o
Sealing of the shipper

with BOPP Tape Hiype ol ol | ok 0 ok OZ‘ gk | o w| oul| o] oo—

Checked by sdoleb NS gb'ﬁé’%?ﬁ et ?Ow

: o7 s z
*Temperature to be mentioned. c

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

Date/ Shift 1301 ] 202
Parameters Specification Packing gbservation POA
Time 100l e 1O NS el L Yo 1o [ 18424 /\
= 3 Blister with 10 \
No. of Blister in a v sadh i ok
carton leaflet ! ok| ol| © k| o ok {ej_| o)
48 = Legible and \
Carton Overprinting readable or | o)y ol ol lok ole. ol
No. of cartons in a
shrink sleeves EZO packed cartons |y | o [ A |00 |y | 00 M \ N
Shrink wrapping - ‘\
temperatuge® ) _, ¥ FIVo SR A =T I S e P PN
No. of shrimicsteeves in ; N
. 24-shrinks—
a 5 ply shipper e onndons |04 |0k |OF |ok 0K | Ok |0k N
Shipper strapping Proper strapping ok | oy 0}( dl |0k ok |ok_ \
Label appearance and Legible and » X \
Shipper appearance readable oy | ¥ ol |ok ok |olk_| oK
Sealing of the shipper ) '
with BOPP Tape Hitype ol | ok |0k | ok |ak |ok | ek \
Checked by shleh et el | | ot ahl rd

*Temperature to be mentioned.

? «
13..-5'2-{;

Prepared by: Checked by: Approved By:
Dept. Production Rrodyction f) Quality Assurance Head Quality Assurance
. _M 0
g | | N o
i IREAY, k q AV = “ o
i i \ 9, \;&L‘ G /\ A N
L ! —O%

K UNCONTROLLED COPY




'\ gy, SAI PRIMUS LIFE BIOTECH PVT LTD
L Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 24 of 29
e ] Villianur Commune, Puducherry -605009. e
5@!,5&'{%‘;{% BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
P NS BPR. No.: BPR/T/195-00 | Batch No.: G- & |0 | ©)
Customer: Generic Health Care Pvt. Ltd.
25. SHIPPERS WEIGHING: Date/Shift.ul.w.l:wy..C;......Time:.l.l..lz.a.. Balance LD. No.:.RPD .}.Bh¢ | ol <
Weight of ten Shrinks: 11C:92p Average weight of one filled Shrink (H): ||, 532,
Weight of ten empty shippers: Loy 250 Average weight of one empty shipper (I): 1,93 &
Weight of one filled shipper (J) = (24H+1): & g_,_ugg 33) I&;nll)te r:st:aljlij;l:;g): # 8—8;&;—‘; — AL
Checked by Packing/Date: &‘ o\ 1009y Verified by IPQA/Date: &g./dn\\g_o‘li
Shipper v?eri?jlst Weighed | Shipper \Scriglst Weighed | Shipper ‘?;Z;St Weighed| Shipper \?eriglst Weighed
No. (KZ,’) By No. (Kg) By No. (Kg) By No. (Kg) By
U 2 zuallokshel 56 [309g jued| 111 8210 hakehot| 166 (7
2|2 s lewhuil 57 |9.ocpiakdut | 112 82605 R0 167
3 |gezso Dowdhwi 58 [B 285 lakehet| 13 [BIHT lajedf| 168
4 2 360 Nowshay| 39 18298 |1 gleshaal 114 % 283 takgdaa| 169
5 3. Aho loseshon] 60 |8 A Daleshws | 115 [B-286llakeafod| 170
6 |2 3aec om0 12259 |pedegl?l 116 19.DRC liakgfudl 171
7 2. 900 lowalert 62 1€.3t9 |1aegh? 1n7_|g 7-‘75 tolegf ) 172 \
8 lg. 2selakdnd 0 |3074 [akd2] 118 8280l gdol 173 [ |
9 |2 2eqollnmhel 64 |8-294 a1ghod| 119 lo. oa6hakebsl 174 | |
10 R~29n La_lufmm 65 2. 338 ladeabom 120 [|¥.95) Lndo%ﬁw 175 \
0 boosollewdas 66 (82990 akesfS] 121 |3 855|afedlnd] 176 \
12 |5 aq906 [lauhe] 67 |9.06 halesburl 122 1@ 0gc hakghu| 177 \
4 . Beolagsha| 69 18- 22fiajeslui] 124 [g.og2llakgh? 179 \
15 15 obn|jousod] 70 8202 llajeaBsdl 125 |8 04 [lakgh.0] 180 \
16 B ) cellayshy 7! B-330 Lo deshon 126 |@.9090 lolkehs 181 \
17 19, 200 lawthmil 72 18326 [Jadegh’| 127 |2 032 akyd.d| 182 |
18 9 0seleuthu) B 12949 lalests| 128 p oy [akebun| 183 |
19 2. 060 laudey] 7 (3067 ladedlai] 129 lg.0¢g |baksfud] 184 |
20 k.2ec |Japhel 5 |5-Zs4 labaghol 130 9.0y nfeghed 185 - \
21 9. 200 Nobsku| 76 B+ 365 Lo lld(fm, 131 |@.o€xm Lcdcsl)mJ 186 : \
22 |2 oo Jaushol 77 18.238 ladesdo| 132 §.24) Rta| 187 \
23 2. ape | leudhw] 78 |Z o 7efialodet| 133 (2 2 llakalll] 188 \
24 oo 270 lleishny 79 |g-r2co|laleadh ] 134 @ 99n a‘)(g/?‘.,f 189 Aﬁ/
25 |9.32cllamshal 30 [Zozzalabsfl] 1S 3 ogn llaleghu 190 A
26 | .wzolbudibrg 81 |%-350lakgbr | 136 18 oot lakgldl 191
27 (3. 210 [awelod] 82 [8:321 Jakalo2] 137 [9:060 akgha] 192) \
2% o 2am llatahu] 5 |8 067 taletba’| 138 |3 020 latesd] 193 \
29 19.3%0 [dakelos| 84 18.923 lakeal ] 139 19 o)5 latesB] 194 \
30 |Q-2900akelon| 85 [ 928 hakalud] 140 18 04y laksgfal 195 1
31 8.2 40laleslor | 86 8268 [lgpgfn2l 141 R0 0lakylu| 196 \
32 9. 050 [lakshus] 87 (8265 Dol 2| 142 |R 953 obi]| 197 \
35 |g.ogallaxeha] 88 (3250 lalechn ] 143 18 090 japta’] 198 \
34 |5 200|axs il 89 | 2g90laled| 144 1820 klukflral 199 \
518 .00 kel % 18279 hateshut| 145 [@-2helioietu [ 200 J
Prepared by: Checked by: Approved By:
Dept. Production /Pyoduction (\ Quality Assurance Head Quality Assurance
P fﬂ/\
S I C Y L Se° N I % S IR )
.Date, . At 0_?/0/ Jag ?_{i‘i" 7 ma \0\ )22 M /\.‘ l‘ - :,}\"'
_— e TINAANTDAT TN ﬂhnv
YLCUNTRULLEDCUL T

Yo €



& SAI PRIMUS LIFE BIOTECH PVT LTD
sl B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 25 of 29
- Villianur Commune, Puducherry-605009.
SAI PRIMUS ) -
LIFE BISTECH 84T LTD - BATCH PACKING RECORD | Product Code: G13 Batch Size: 30,00,000 Tablets
Product GENSET BPR. No.: BPR/T/195-00 Batch No.: Gl FQ10 0]
Customer: Generic Health Care Pvt, Ltd.
2 ey ] S| p— »
% |2 sodlaha] O |8 25ollaefe] 46 (€28 [1odni| 200 |
37 13- 2sollakchm 92 (3. fz_\r.bc)izt)cﬁmho 147 g gpbtstan | 202 [
38 |9 g5 [lakehmt| 9 B Seclakihd] 148 [€ooo o] 203 [
3919 -230 llakehns| 9% |8 —20ctaksbu? 149 €260 lodoa| 204 | |
40 3. 2q0 lakda] 95 [ secllalghual 150 |eoqq [lodm'] 205 \
418,296 liakehns 9 |- poallalethd] 151 Kerer, hothwi| 206 \
2 |5 26p gkt 97 |3 Deetlale®es| 152 [ero1y [todhr | 207 \
43 |5 -2qpllolghed] 98 [B- ch, paleshua] 153 |8t leodhn) | 208 \
44 |9 250 laksdwd] 99 2 2 13lia 154 2290 |jofhw | 209 \
4519880 [|akealus] 190 |9 2 ltaleedhd] 155 [@zbe |jothni| 210 |
46 8330 Ml&km 101 | -‘7,‘10 aliﬁ'aw 156 €214 |(afwm| 211 \
4718855 skt | 12 5 pzaliaksfud 157 K 202 \
3518970 Nothod | 10 [ 2 [romebll 158 [N\ 213 \
49 g - 23 iakdm| 104 le. 5 u—lin wi 159 \ 214 T
50 |9. 390 halkehwi| 195 (@ 271} leghud] 160 N 215 \
S (8803 | akslud 106 [R2 41 [Jakshua] 161 N 216 \
52 18.210 laksbe | 107 [2.213 )0 162 \ 217 \
53 8259 Lakﬂ/gwi 108 Z")'s,g Jnylck/gmﬁ 163 . 'JA 218 \
54 8. 2515 [pakbei| 109 [§. 8Bhjolegoo| 164 N\ | 219 \,
55 | & 055 aladel 110|268 [|alagbd| 165 Y[ 220 e
Total No. of De-foiled tablets | Checked by Sign / Verified by Loose pack details:
shippers weighed: packed in Date: Sign / Date: ; V-
Shipper No: Shipper No: M .......
t'j‘q ‘Q @ _’@ Quantity................
(S 9-7‘0'1”9" e 1| Weight......” .
Note — [f any shlpper weight found out of limit, the same shall be checked physxcal]y by opening the shipper.
Prepared by: Checked by: Approved By:
Dept. Production Prog\uctlon Quality Assurance Head Quality Assurance
Sign /& o bS] A A
* (= - VN il \)\\}1\\ O_\ y i o
Date T B AT\ ECRY) 0 G 1. 35

g i
H

UNCONTROLLED COPY
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: SAI PRIMUS LIFE BIOTECH PVT LTD
4 Factory: R.S. No. 4/3, Plot No0.33, Kurumbapet Industrial Estate,
Villianur Commune, Puducherry-605009. .. . .

Page 26 of 29

SAl PRIMUS

BATCH PACKING RECORD

Batch Size: 30,00,000 Tablets

LIFE BIOTECH PVT LTD Product Code: G13
Pt GENSET BPR. No.: BPR/T/195-00 Batch No.: G\ F b4} | & [O )
Customer: Generic Health Care Pvt. Ltd.
26. MAN POWER ALLOCATION: #2738 ,
DATE: ..Jl[o1.[ 202 ' DATE: 12]ol}202)
SHIFT: .Gl .. SHIFT: ... 0N........
ACTIVITIES DONE BY ACTIVITIES DONE BY
Blister Checking P (.m U Blister Checking ° RGA/LQ ) l -
3 4 3 d D(,u) L d}wr\@\ v T8 Lo .
Printing Checking in Blister P Na Printing Checking in Blister
Z:LQLA\{‘ An_r'Lm QQ,JOL\J
[nsertion of Blister and leaflet  |RORuwrund, Wmay s, o Insertion of Blister and leaflet St 'FD"&QS(AOM@&\
into carton Asdwiing.y Wighnu Paugl, P into carton Sile
Cartons weighing WQW,P@MW Cartons weighing el n - Pani,maﬁo‘

Insertion of carton into shrink
sleeve

Lakghmi

Insertion of carton into shrink
sleeve

l?n LU po.

Insertion of shrink wrapped
carton into shipper

fakghums

Insertion of shrink wrapped
carton into shipper

PanCmQ,Qo\

Shipper Label Pasting

Lak g humni,

Shipper Label-Pasting

Pazy hoaQQ

Shipper Weighing

}akshmi

Shipper Weighing

chu,r*ha ,ch

Shipper Strapping

Shipper Strapping

PCUI»rm Qm

Shipper packed From.6\...to...02- Shipper packed From.t):- .to..83
Signature of Packing CFA"\U\\QD‘)’\ Signature of Packing ﬁ)a\‘O“WM
DATE: 12.Jo) |202) DATE: | 3101202 )
SHIFT:.‘.......Q._.\‘ ..... SHIFT: ... \........

ACTIVITIES DONE BY ACTIVITIES DONE BY !
Blister Checking Pibhpo, Wael bty ne Blister Checking pushp, vadhSna

Printing Checking in Blister

Pushpoc :N&a«l'\/:‘)'\é\

Printing Checking in Blister

prushpa, Nabsro_

Insertion of Blister and leaflet  [V/% “};*M"a ) . T Ragofiuwsro,

rt
st sarton nps:}mvw,? \ Insertion of Blister into carton émﬁ-bh:'ﬁq%ww
Cartons weighing Prakasath Cartons weighing Praypouafr
Insertion of carton into shrink > Insertion of carton into shrink -
sleeve ol sleeve Lakehimi
Insertion of shrink wrapped . Insertion of shrink wrapped .
carton into shipper Jaleghvr carton into shipper LQKSJ'LWW
Shipper Label Pasting W Shipper Label Pasting lafshimi
Shipper Weighing /vqjq/ffv"\/ Shipper Weighing W
Shipper Strapping AW}@W Shipper Strapping ,LMM
Shipper packed From.3.\...to.. 4.2~ Shipper packed From.43..to.=.\
Signature of Packing @\_Q_\O\\QDM Signature of Packing @)310! \Q‘UM

Prepared by:

Checked by:

Approved By:

Dept. Production Ploductlon N Quality Assurance Head Quality Assurance
; A N
Sign. Z Jo . \ZD\,)XQ \/\Sv\/\ Mv” Q \\‘% \u’J
Date SRS AT PIST o Ot
: ' ' IMOANTDAL L FRNTNADY
’ NCUNIRULLEDU CUT'L




i 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

into carton

jo

Lt Passidhera

into carton

<
o é\glfiyl’i‘%so BATCH PAEKING RECORD - - | -Product Code: G13 Batch Size: 30,00,000.Tablets || .
. — | BPR. No.: BPR/T/195-00 | Batch No.: (1 = 2 | 0 [O)(3)
] Customer: Generic Health Care Pvt. Ltd.
26. MAN POWER ALLOCATION:
DATE: )&[ol.Panq, DATE: .21y
| SHIFT: ... 0 ... SHIFT: ... civuie
ACTIVITIES DONE BY ACTIVITIES DONE BY .

Blister Checking u;r\“L\E’ mg\ Blister Checking ﬁwl Fakghwm

Printing Checking in Blister )\ka PL‘S’,"PO\ Printing Checking in Blister VCMM"“'\Q" Jshartinds

Insertion of Blister and leaflet o KUJT““' u_rrnat&( Insertion of Blister and leaflet | Sanabwtha, PeNIghra

Ry urras ', Uimago Q

Cartons weighing

\,\T%umrpvt\oul

Cartons weighing

Pyabeadhasishiaupy Tém\
T v T

Insertion of carton into shrink
sleeve

Lo kadm i

Insertion of carton into shrink
sleeve

Vishiupgteon
[4 d

Insertion of shrink wrapped

Insertion of shrink wrapped

carton into shipper Lo_,kg,)—\),—y\L carton into shipper VIS/I’W‘-PCD:QA o

. . - . ‘ =4
Shipper Label Pasting LQ k ML“ Shipper Label Pasting NWNI}}Q
Shipper Weighing Lovkdany, | | Shivper e, hng Vishii poga
Shipper Strapping Lakalumni Shipper Strapping \;\c)umu))*n\ﬁ e
Shipper packed From. '{ﬁ Qo0 Shipper packed From'ﬂ_ ¥0to. [3%

Signature of Packing

@5}9\0\\9—09’\

Signature of Packing

<7

DATE: .\R\\% ]} |28+

DATE: .. 201\ Jren

SHIFT: ... Cigernnnnnns SHIFT: ..... ...
ACTIVITIES DONE BY ACTIVITIES DONE BY
Blister Checking S Blister Checking Fakghms, pusdira
Nadv)/u na, Pushm T
Printing Checking in Blister Printing Checking in Blister M-
Insertion of Blister and leaflet RHGMWI‘N . o Powt ALY <N
ik cartan ,qD ”gQ ASHATTR, % rrciel Insertion of Blister into carton RCLJO-KW”ULL [W%fxp“:,
Cartons weighing P—Juﬂmvad%& 2 ’-Q,Lg!/\m Cartons weighing D }-;;;alr)[ﬂA 4
Insertion of carton into shrink me&sjp\;) Lg_[@[m: Insertion of carton into shrink | '
sleeve ! sleeve _ Wehnuoriy o
A . . " s T f
Insertion of shrink wrapped ; Insertion of shrink wrapped o
carton into shipper LakS’erm carton into shipper V\SI/L(’MA Dalara
Shipper Label Pasting }_Q_Lg,)xw Shipper Label Pasting wishnug :DJT;Q

Shipper Weighing

Fakshimi

Shipper Weighing

‘\MS‘J«AMM:;@

Shipper Strapping

Lajkohi

Shipper Strapping

VIQLAMDU&/J\

Shipper packed

From2..t0.8%

Shipper packed

From. {$}-to. 155

Signature of Packing

@\c‘q\o\\m‘%\

Signature of Packing

e

DAy

Prepared by:

Checked by:

Approved By:

Dept. Production _Production ~ Quality Assurance Head Quality Assurance
A R
Sign. ' | M\/\/\&’A\A 1(3/ : 2
Date O3lotless @z\n\ \ Qs P NV TN
T e =N
e b biins v

UNCONTROLLED COPY
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g SAI PRIMUS LIFE BIOTECH PVT LTD
" \___r"; Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 27 of 29
- Villianur Commune, Puducherry-605009.
SAI PRIMUS T -
LIFE BIOTECH T LTD BATCH PACKING RECORD Product Code: G13 . Batch Size: 30,00,000 Tablets
- = (= 7 i
Bt — BPR. No.: BPR/T/195-00 | Batch No- GF21C jo]
Customer: Generic Health Care Pvt. Ltd.
27. PACKING MATERIAL RECONCILIATION:
. Clear Shrink| 5Ply |Strappingl BOPP Tape
S; Material er'gltl“?l él)“' PVC C(“l\;f)‘;;‘s L(elf}g:)‘s Sleeves| Shipper | Role |(GHPL Printed)
) & (Kg) (Nos) (Nos) (Mtrs.) (Nos)
& Quantity received for the _
batch QSeC 153 |\© e 02200 M | 209 o= (5~
B Additional material recelved
for the batch R SR P rer | wWo - NG o
Total material received
c (A+B) 26‘5";0 ?]K- Y e L0 | (G500 AN 9/0C/ {°o | s—
D: | Quantity packe) 12002 1] 35elarhouk [Alegal na | LSTS [ SO0 b5
Quantity rejected (Online) G-Ge2 - _
E & Destroyed oo P-\';’ skl S M- I AD i
F | Quantity Returned Y AR AR S0 - o ~O AT
G | Sample affixed on BPR O~ 00 (,{ oo™ 0L 02> A NS ~ND N
H | QCsamples 9 9208 |n.ot3 i i M- | o NG D
I Other samples (If any) 0.013 |orosi— (7 (7 > A PN N
; | Total accountable Quantity o~ '
(D+ E+F+G+H+) Qo0 |FIEMS | 1o 100402000 A 209 S¥e |y
K | Variation (C—1J) N D Vs e N> A A s
L | %Variation (K x 100)/C A ND N N Ny - . Laal
M | Acceptable limit +2% +2% | +2% | +2% | +2% - | N
If % Variation is out of the acceptable limit, mvestngate};&. specify the reason:
..................................... e e i e s S RS e T B 08 e e AT S ORISR R
28. EXCESS PACKIN‘G MATERIAL RETURN TO STORE: MRN NO.
< Clear ' Shrink 5 Ply Strapping BOPP Tape
>
Material l I;nit]e?KAl)u. PVC C(a[\;:;l;s Lf;g:)ts Sleeves | Shipper Role (GHPL Printed)
onBe) | (Kg) (Nos) | (Nos) (Mtrs.) (Nos)
Quantity Returned LRACS N o Kgso ey e ~- 0
Material returned by packing J';*
Sign./Date @dw\\)ﬂ"" M R i S S N L @o\]
Verified By IPQA Sign./Date é\/\ b aa | Mk AL A Ay
Material received by Store o =0
Sign./Date @o\b\w o aw Y Lo %l 2|
29. DESTRUCTION OF REJECTED/UNUSED PRINTED PACK[NG MATERIALS AND STEREOS:
5 Shrink 5 Ply Strapping | BOPP Tape
Date Stereos PES:IC?KA;U' CIQ?ILE;VC C(al\x;:)c;;ls L(el:(f)l:)ts Sleeves | Shipper Role (GHPL Printed
& s (Nos) | (Nos) (Mtrs.) (Nos)
ylohilaen i el | L | S| o 3 2 A
Total Qty. O o
Destroyed 24 2 w0 Lan | 3 ey 3 A 3 i
Destroyed by
(Packing) @\
Verified by \
(IPQA) @/
Prepared by: Checked by: Approved By:
Dept. Production A’roductnorﬂ Quality Assurance Head Quality Assurance
len N < S o oI zii/\v\\*’g 9 \@% \\J’/\
Date :':.0-3]0'//20'2‘/, 0 g\b)\D,oi\ @ A U

FUNCON TROLLED COPY




™ o SAI PRIMUS LIFE BIOTECH PVT LTD
7 B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 28 of 29
i ... _ _Villianur Commune Puducherry-605009.
SAl PRIMUS '
LIFE BIOTECH PVT LTD BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
P - SENSET BPR. No.: BPR/T/195-00 | Bateh No.: (5 [F ol | O)O ]
Customer: Generic Health Care Pvt. Ltd.
30. BATCH RECONCILATION:
A Batch Size 30,00,000 Nos.
B Quantity received for packing )373218
C Total quantity packed 1 eC2 880
D Control samples 200
E Analytical Samples o
F In process samples oo
G Others samples if any (Stability, Regulatory Samples, etc.) 2o
H | Packing Loss =B - (C + D + E + F+G) oy &y
I | Total Loss=A —(C + D +E + F+G) [l Hoo
J Packing yield % (C + D + E + F+G) / B X 100 (Yield Limit %............... )* G- lY A
K Batch Yield % (C+ D+ E+F +G)/ A X 100 (Yield Limit %.........ccc...... »* ~4 baaed,
*To be established &%) u A
Checked by Packing /Date: @ Verified by [PQA/Date: K/\O ;/\7'L
SeM Jes
31. TRANSFER OF FINISHED GOODS:
No. of FGTN FGTN FGTN
Date FTC\;IIN Sales Pack Size | Unitsina ST;Iio. Zl;s ngzﬁ;—red Raised by | Checked Received by
' shipper PP B Packing by IPQA Stores
ool | (lea | foder 13078 bivr 2w | (b 288,288 | a7 __?7.%'/ (*”Lﬁz -
!
Total Qty. Transferred - e
@) 3 A&
32. DEVIATION/ EXCEPTION DETAILS:

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

Sr. No. Stage Deviation / Exception details Action taken Observed By
— M
Checked by Verified by Approved by
Packing: Packing manager: Head QA:
33. BPR REVIEW DETAILS:
Reviewed by Name Sign. /Date
Packing Executive \T— "Q).\)\\ A @ oﬁea&eM

QA Executive

Q@mLLmr(Yr"\ )

_/C

“Rg]wrlnay

Production Assistant Manager/ HOD

R e Ly8Rpmen on R

?./_ /-\_OWQM«,Q}, C{(_’fc.o,\”lfomll

[ UNCONTT

QA Manager/ HOD (?Zb}\,uw Y N
/ = e
Prepared by: Checked by: Approved By:
Dept. Production [QrodlActlon Quality Assurance Head Quality Assurance
Sign. L K‘? - Z(/\/J\, /\‘VO 0 \h%/ %\)"J\
“Date [o3 Lailzoal 1o 87\0)\ 20 21 ; C apv 1
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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 29 of 29

BATCH PACKING RECORD -

| Product Code: G13

Batch Size: 30,00,000. Tablets

Product

GENSET

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

Batch No.: (5 F 2 | @ (O]

Customer:

Generic Health Care Pvt. Ltd.

34. BATCH RELEASED FOR DESPATCH:

Total quantity released: 9 QE2-€¥9 No’s

Head QA sign/ Date: X&
w

35. REVISION HISTORY:

S. No. Document No. Reason for Changes Supersedes Doc. No.
| BPR/T/195-00 New Document Nil
Prepared by: Chccked by: Approved By:
Dept Production r\grodyc\tlon Quality Assurance Head Quality Assurance
. - A —
Sign oLl ie,\&)c\X/v\M’L /é/\\\v? 0 \v"%“/ Y%
Date 103/011’1/;.} O‘;\b\\&{) 2\ “\\ A ) .\’\\d J

UNCONTROLLED COPY'
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SAT PRIMUS LIFE BIOTECH PVT LT

Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Indusirial Estate, Page 1 of 29

i

SAl PRIMUS

Villianur Commune, Puducherry-605009.

LIFCRIOTECH BVT TR

BATCH PACKING RECORD

Product Code: G13 Batch Size: 30,00,000 Tablets

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

Product GENSET Bateh No: ) =Jj O Q) | 6
w“ Customer: Generic Health Care Pvt. Ltd.
BATCH PACKAGING RECORD COVER SHEET
PRODUCT NAME GENSET
GENERIC NAME Cetirizine Tablets BP 10 mg
Each film coated tablet contains: .
LABEL CLAIM Ceti'riz'tine Hydrochloride BP ..........10 mg
EXCIpIBNES .ouvvivninrivvinmesernismonsssssninssse q.s.
Colour: Approved colour used
CODE NO. PON/DRUGS/19 13 4323
DOSAGE FORM Tablet
BPR No. * BPR/T/195-00
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 . <% M\«p‘\
(PRODUCTION) * S
MFG.DATE: ..oeon.... Q22021 EXP. DATE: ............. il 22y
. A
ALLOTTED BY QA SIGN/DATE: . 2{6,1, * COUNTER CHECKED BY: QA SIGN/DATE:
J ) 24 26 R
T e Stus e ) e e Sare

QUANTITY RECEIVED FROM PRODUCTION
DATEOF COMMENCEMENT: _S\We (2 -
QUANTITY

RELEASED QUANTITY OF PACKED TABLETS

RELEASE OF BATCH BY HEAD QA
SIGN/DATE:

DS IR aes

1 30, 0% ocd nac

. A9l Loo Nes

B

G F2ioloi / Ou}ol,f 24524
Export

36 Months

30,00,000 Tablets

3x10 Tablets Saleé Pack (Blister Packing)

Azmx

of.}

5% \9’\

DATE OF COMPLETION: o%(b a1 /ot

This BPR contains 29 Pages + ..Lk.. Additional Pages

Prepared by: _Checked by: Approved By:
Dept Production {\Prodflqstion( \ Quality Assurance Head Quality Assurance
Sign. . e L/;.\\ S \ \,\/\M’VA— . M‘VO’)) \) \\}\,%
<2 P TR el I . X u
e | o3/01lapm @2\ 0V ey o Ce

UNCONTROLLED COPY-
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g~ SAI PRIMUS LIFE BIOTECH PVT LTD
ol B Factory: R,S.'N_o. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 2 of 29
,?;?}LEEELMHTSD ; VBATCH P/:/(l?lllgrll\;(r;(ljf;c'm(::((; Puc}uc}]li:ﬁfftsgz?l-c?cﬁ“ T Batch Size: 30,00000 Tablcts
LIFE BIQTECH oV ! : - : 30,00,
Pl SHNEET BPR. No.: BPR/T/195-00 | Batch No.: ('« 9\ 6216
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 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
2 Packing instr'uction, specfimen of printed foil, time record for packing detail, Packing In-process 10
checks for primary packing
13 Blister packing machine parameters 11
14 Challenge test for Non Filling Detection System 11
15 Machine In-Process control 12-14
16 Defoiling of Blister, Inspection of defoiled Tablets 15
17 Line Clearance for Batch Qoding, Area and c?qu.ipment glearance 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
B 20 Carton Weight Limit Setting, Weight Checks On Carton, Sample Drawn Record 20
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 Pacicing 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 relcased for Despatch 29
33 Revision History 29
Prepared by: Checked by: Approved By:
Dept. Production P{zx)dqcﬁ{)u m Quality Assurance Head Quality Assurance
RN S AR Y T 2
DAt ozlorlesst | e )8\ 200 oW g o B BT VAN

o = AN
UNCONTROLLED COPY
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SAl PRIMUS

LIFE BIOTECH OVT LTD

SA]I 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

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product

GENSET

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

Batch No.: G{ F IO (Q \(7

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. Cheelist (Ygll;\jg;g‘:/‘;‘;‘*)
1. No. of pages of BPR+ Additional pages (If any) * Ma
2, Line clearance and environmental record Yos
3 Processing activity done by and checked by is signed I Peox
4. Dispensing \/»:v,L
a) Equipment clean tag and dispensing tag attached with batch record [U‘,:,(
b) Packaging material is checked (/‘_M
5. Packing IVL‘b
a) Rinse water analysis report attached with BPR J\bé
b) Approved specimen of printed foil, show box and shipper label are attached Vs
c) Control / Stability / Finished product analysis samples are withdrawn New
d) Reconciliation of packing materials is done \;u
e) Tablet reconciliation is done el
£ In process checks parameters done at regular interval and recorded into BPR oA
6. Attachment TR
a) Finished Goods Transfer Note 4
b) Certificate of analysis of finished product is submitted IN"
c) Stereo Impression Format ~ 23
7. Complete set of BPR Submitted A

Checked By QA/Date: gk b%fni \32 ~

*Mention total number of pages.

Remarks (Ifany) cooeceiieineriniininiiaaniiniine, NI . oo iiisinmssiimmiss dmnon ravsaisgoeaesrsasmsm s

Prepared by: Checked by:

Approved By:

Dept. Production (IN'\()dlytt\ion f\ Quality Assurance Head Quality Assurance
I
i K L / b = . % \.../\
San Z /\/_;_ BM\/} \X&/w\q}ﬂ/ Sz X;J\‘ “ \3\\,\/1
Date 3o 202 ..:emz\m\b.ﬁl\ A / —
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SAI PRIMUS LIFE BIOTECH PVT LTD
8 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,
Villianur Commune, Puducherry-605009.

Page 4 of 29

SAI PRIMUS

LIFE BIQTECH PVT LTD

BATCH PACKING'RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product GENSET

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

Batch No.: G\ Fa\109\6

Customer: Generic Health Care Pvt. Ltd.
3. PACKING MATERIAL SPECIFICATION AND INDENT:
Printed Standard o
%o | Qty. Required
Sr. - item : : UoM Qty. for .
N, Material shaterial .Spemﬁcatlon Batch Size (zvcsr 30.0 Lac with
code 30.0 Lac, | %B%S|  overages
: o Width - 144 + | mm , )
144mm Genset g Thickness — 0.025 mm 45.000 45.900
1 double side printed ©» = | Language — French Kg (Tobe 2 (To be
foil 0.025 & Color -2 Colors established) established)
& GHPL ITEM CODE - 13/0241
, | 148 mm PVC Film % o | Width-148 mm ke '(5T°o'°b°e° , ‘(5T3(;°b°c°
. TS
Clear (60 GSM) B e Tu8 established) established)
Size — 130 x 60 x 25 mm
é (Lx WxH)
3x10's Genset @ Board — 300 gsm ITC Cyber XL, UV
i S G ¢ & | varnished. No 100000 2 102000
printed carton &l .
O Colour — 3 colour
E Language — English/French
GHPL ITEM CODE - 15/0362
o Size — 140 x 180 mm (L x H)
o Specifxcation —NLT 60 gsm
4 | Genset Insert 2 . | Maplitho Paper. No | 100000 2 102000
3 Colour — 2 colours
T Language — French/ English
GHPL ITEM CODE — 16/0259
5 | Shrink Seovos 2 5 | plain PVC Shrink Sleoves No 5000 2 5100
(PVC) g
al
) A 5 Ply flute vertical corrugated
SPLY = _. | inner unprinted in nature. (24 B.F.)
6 | 390X390X260 MM Q S | Outer Size —390 x 390 x 430 mm No 209 - 209
C/BOXES g (Lx W x H)
= Bursting Strength — NLT 15.00 Kg/cm?
: = Clear Transparent
. 3" GH PL Printed ©1 8 | Length of roll — 65m No s ) 5
Bopp Tape @& | Width—60 mm
= Printing — GHPL repeats in Blue
-9
25 ;
8 | 3’ PlainBOPP Tape M © | Plain BOPP Tape No. 3 - 3
24
& — | White or milky white colour.
9 | Strapping role. 2 § Width— 12 mm ~ Mtrs 500 - 500
& = | Thickness —0.6 mm
; Half A4 size
10 | Shipp erlabel NA Computer printed label No 209 - 209
Prepared by: Lhecked by: Approved By:
Dept Production (\ Production \) Quality Assurance Head Quality Assurance
b i -
so | L e et g N, G
S > _ 3 . Qi
et | 1, o3lol (1 9% \0'\\ axal il "\*TmmmX" j
3 7 S PR \ U i
P4 ; e TNCONTROLLEDCOPY
3 \VER A VAV SR T g
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- SAI PRIMUS

LIFE BIOTECH PVT LTD

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

Page 5 of 29

BATCH PACKING RECORD.

Product Code: G13

Batch Size: 30,00,000 Tablets

Product

GENSET

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

Batch No.: 51 F 2103 16

Customer:

Generic Health Care Pvt. Ltd.

4. DISPENSING LINE CLEARANCE CHECKS

Sr. Observation*
No. CHECKS Store IPQA
1 Check and ensure that empty SS containers, polythene bags, Tags, documents and scrap from o
waste bin of previous batch/product are removed from the area. -
2 | Check and ensure that display stand and weighing balance are clean. v’
3 Check and ensure that SS trolley are clean. N
4 Check and ensure that area (floor, walls, ceiling, doors and windows) are clean, o
5 Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and ’
| filters, electrical fixture are clean. ’ pd v
6 | Check and ensure that all the sides of Mobile Laminar Air Flow is clean o’
7 | Check all the gauges of Mobile Laminar Air flow before switching ON. ' e
8 Check and ensure that weighing balances and pressure gauges to be used are within calibration d
due date. v
9 | Check that the daily records (Balance Logbook, RH & Temp. record) are updated and signed. / A
10 | Equipment status is updated for Cleaned and Preventive maintenance. %
Note: *Tick mark () if Complies, (X) if does not complv and (NA) if not applicable.
Equipment MOZ:I:. II;;JOr:,mar Weighing Balance Area
ID No. SA\typlee | ST\e Y ey R o~ o1l Gove

Previous Product

U%CY“\ \I;KCMT\'N\ JS‘-(

B. No.

I\ S

Cleaned by Sign/Date

Checlked by Store

Sign/Date

W [ _Q,‘o\p'\/\r\,oﬂ/\

Verified by IPQA

Sign/Date

o il

ENVIRONMENTAL CONDITIONS: Date: 20V Rimeh &3 = Checked by |  Verified by
Observation Store IPQA

(For Reference SOP No.: QAGN/011) Sign/Date Sign/Date

Temperature (Limit: NMT 25°C) 23 TN\ o ﬂi)?_.\__ Yo Bisii

Cars

Lo 347~

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

Prepared by:

Checked by:

Approved By:

Dept. Production Prodyetion / ] Quality Assurance Head Quality Assurance

. , ] o 23 K
Sign. L( Yo ZA}M‘A@ -4 \:.\\A/’ \'\% TV ad
“Date ~02 o\ ap 0! e ,\%‘ SN |

0319

P T

IN(

A\YF A4

0

TROTLLED COPY
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‘SAI PRIMUS LIFE BIOTECH PVT LTD

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

gl D Page 6 of 29
SAl ;}QIMU Villianur Commune, Puducherry-605009. - -
CTFEBIATECH PYT T BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
it GENSET BPR. No.: BPR/T/195-00 | Batch No.:(3, £ Q1O Q\b
Customer: Generic Health Care Pvt. Ltd.
5. DISPENSING RECORD OF PACKING MATERIALS: Daté> 2 hitt]..Time: 10535
Issued and
. Req. Qty. for| Issued No. of Verified by
Matcrlal Name Item code |UOM 30.0 Lac Qty. A.R No Roll/Box Chesctl;i: by IPQA
¥ 100.00 |
144mm Genset 4157999 b o fen taloo S0l ok Vn’"";{ " .
double side printed PPF/SP/GO13 Kg - (To be . Necieire o
foil 0.025 established) |[53-21 frattlo k028 o5 g\ -’qu,‘@;ﬁ”
= gg-o..ao "
148 mm PVC Film . ) et qe|fmNes et |y Mt ERE: 23
. PBE/SP/P002 | Kg (Tobe Pox-te . :
Clear (60 GSM) established) NZL ‘\g;)”’o—)f
is SN 2
2000 |Prblesbea | of W o
3x10's Genset printed -
PHC/SP/G001 | No 102000 _ ala A P
carton | %4 Qoo P \\ 2958 | Lo “}a\d\&\) ) 7 f
BO&‘—_D Qm[\\ﬂd&)ck O' W
Saniant . D 9 A
Genset Insert PHL/SP/GO01 | No 102000 e 00 ?”"\\%ﬁf‘\ \o -),‘o\PM «‘/j‘t’) >
Y
Shrink Sleeves — >
—_— N | >
(PVC) PPS/SP/PO01 | No 5100 N /(%m
’}{p\ﬂmg /
5 PLY
N .
390X390X260 MM | PUS/GH/C001 | No 209 209 Q”’C‘]”%‘o 24 ({NK&\ ,_/@
C/BOXES L 5
\‘).b‘e'y§‘2'c‘)"’
3° GHPL Pri tloa P
S P L P PPB/SP/B002 | No 15 W fméleashs | og oA >
Bopp Tape W\ —I
B & 2 i oo
3’ Plain BOPP Tape | PUB/SP/B001 | No 3 oz |tmelupelgert o) W&VDA A
- P q/\o\r" ,
- Didertyv2f
ppeelsels '
A1 iNG T v Eor] ?MC]\QD-DBQ— o — &y
Strapping role. PPR/SPISO01 | Mtrs 500 So \ _ A g
R Of el
e
Shipper Label b NA \ No 209 — Ne D
E)W ’73:@ =
0 b
Prepared by: Checked by: . Approved By:
Dept. Production Production [/) Quality Assurance Head Quality Assurance
: - \ Q J\/M ) ,\%/ N
uslgn L : ,Zga— N Q‘—/\Q’\‘/:'\/V - /%ﬁ/” Q ‘\\)\l | NV
_Date. . '_ 0370/ b_o,lx{ 7y . A‘,\.Q.(g\b\\ i) ot T TR ey
L WA TR 1 T TINCONTROLLED ©CUPY
IWOUIVTNRNULUOUD UUL—k
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LIFE GIOTECH PVT LTD

&~ SAI PRIMUS LIFE BIOTECH PVT LTD
55 3 . Factory: R.S. No. 4/3, Plot No0.33, Kurumbapet Industrial Estate, Page 7 of 29
5/ | PRIMUS Villianur Commune, Puducherry-605009. ) .
A BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets

. Product GENSET

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

Batch No.: G—\ FO) o6

Customer:

Generic Health Care Pvt. Ltd.

LINE CLEARANCE CHECKS:
6.1 PRIMARY PACKING:

6.

Previous Product: ~jwved .S00 iBatch No.: Py ol N
Sr ‘ T Observation
No.. Checks Time | j2 v
Packing | IPQA | Packing | IPQA
1. | Area status board is updated for “CLEANED?” status. N Ve — S
2. | Check and ensure that the area is visually clean and free from previous product v e v —
3. | Check and ensure the differential pressure of the area is within specified limit 1% ol — —
4. | Check and ensure that waste bin is emptied out and cleaned e W v w7
5. | Check the temperature and relative humidity of the area within specified limit e v e 7
6. | Check the tablets of the previous product/ batch removed. " v (P _
7 Check the loose Blister cutting, rejected rolls, empty cores of foil of previous
" | product /batch are removed. > v e -7
3 Check the surroundings of the machine and free from the previous products and
" | batch v v [ —7
Check the foil printing stereos, Labels of previous product/batch are removed. L~ vl el 7
Check that the daily records (log book, balance, temp. & RH) are updated and .
10. | = . v -~
signed. L (v
1 Chcc{c and ensure the Cleanliness following change part of Blister packing - o
machine — =7
12. | Check for the absence of previous batch/ product at machine conveyor belt.
Check Hopper from Top, bottom of machine, below the hopper, between bottom )
2 | gide of cor?\‘fjeyor belt anFc)i collating unit. PP o = v |
Check for cleaning of hopper, fecding channel, vibrator plate, in feed roller and .
b) sweep brush. ; % i : ¥ L ul L =
c) | Check tool box, thinner and ink box — v v —
Note: Tick mark (¥) if Complies and (X) if does not comply %

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

dﬁ O

Cleaning satlsfactory/NOPsahtfa“ctory
Verified by IPQA (Sign. /Date):

—F

%\

recheck the area/ line and record.

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

6.2 AREA AND EQUIPMENT CLEARANCE OF PRIMARY PACKING

Previous Product: pwlA oo Batch No.: Rslalal R
S. Equipment / Area Eq.ID. Cl;ameng clcgnpizm:xlsonez:'nsdop Cleaned by C(lll)zccl:(e:"b;y Ve;'ll)ﬁei by
No. Name /Arca. No. yP gasp Sign/Date Facking ( QA)
. A/B number Sign/Date Sign/Date
1. | Blister Packing Area ¢ W] PFFIRUhe2] 1 PDGN/006 Loy Cralwby [ Ll
d PEREg i 7
. ; ; of b o052 PDOP/021, PDCL/021 -
2. ..Bhster Packing Machine PD/PCF[ 13 PDOP/022, PDCL/022 Q-*’“ ﬁu\'ogh ;&) Is l\vf‘qi

6.3 ENVIRONMENTAL CONDITIONS:

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

Y
1}

INCO

Date 2118321, ... Time...[ Z755] .. Date .92 [¢}/2M Time: LD AY2.....
Refer to SOP No.: Packing Vcriﬁed by . Packing Verified by
SOP: QAGN/011 Observation Sign/Date IPQA Observation Sign/Date IPQA
Sign/Date Sign/Date
Temp °C Limit: NMT25°C | 9., C [T 'Cf’\ @ \;ﬂ.\vﬂ s @& ot )| 904
RH % Limit: NMT 60% <\ & oilaly [ Il Si 7 (@] . h,m\,)\ s
DP Limit: NLT 10 Pascal 7o | @) ] /U’, \ﬂ\\vv“’ lofugod 2 f/qu) 2]
Primary Packing Started Date/Time: 0ilc 21224/l mpletcd Date/Time: oblo3lamd..... 0 8040 .
APPROVAL FOR PRIMARY PACKING: IPQA Sigri//Date: .....4D.......
Prepared by: ChecRed by: Approved By:
Dept. Production s Production [\\ Quality Assurance Head Quality Assuxancc
o o ZQ&N% AGe ( N%( e
pate | i 1‘/&02/ 0 2\0\)apa ot e

) CoPE

i

Iy

I

P




& SAT PRIMUS LIFE BIOTECH PVT LTD
3 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 8 of 29
B e e . : Villianur Commune, Puducherry-605009. - o e e
SAI PRIMUS oy : .,
CIFEBIATECH PYT LTD ACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
. & g ~ 6 3
I SR BPR. No.: BPR/T/195-00 | Batch No: (5 £ 9\ © 3|6
Customer: Generic Health Care Pvt. Ltd.
7. VERIFICATION OF DISPENSED PACKING MATERIALS: _ Date)lssi9es....Shift.....ta, ... Time: (27¢K..
. ) Number of | Checked by| Verified
Material Name Item code UuoM AR No. Rolls/Packs | Packing by QA
144mm Genset double side printed o POy £°4 0 CP @
foil 0.025 PPF/SPIGOI3 | Kg penu |0 (0s€ (> 8 ‘j»@
148 mim PVC Film Clear (60 GSM) | PBF/SPP002 | Kg | gy [00GerT i5 ) b
3x10' i my [w b of o,
3x10's Genset printed carton PHC/SPIGO0L | No | P T - ¥ s
: M\ (os by o) A
Genset Insert PHL/SP/GO01 | No | P™Y I, [T o % 4 b s
Shrink Sleeves (PVC) PPS/SP/P0O01 No R T N / -
5 PLY 390X390X260 MM , s
C/BOXES PUS/GH/CO0I | No | my [os Gob 2 <7 gp
3" GHPL Printed Bopp Tape PPB/SP/B002 No Pmy [ce[ v vy (\f B
3" Plain BOPP Tape PUB/SP/BO0I | No | pmpfomfe{for | of a7 /'@5
Strapping role. PPR/SP/S001 Mtrs \?"\Ul [ou':, 0 v (Za “/‘/@
. = ‘(
Shipper Label NA No _‘N-AL') 4__/_’
8. STEREOQ ISSUANCE AND SETTING RECORD
No. of Issued By Received By Stereos Checked By Verified By
S. No. Type of Stereos | Stercos (QA) (Packing) Sctting (Packing) QA
Issued Sign. & Date Sign. & Date Doue By Sign. & Date Sign. & Date
5 & 3Ny
1. Stereos O _,&“\,o/ﬂ\,,{‘\ C'jl'o 53\1‘;« o~ @ (] ”{,\t/j\d-\\no’\)
A %Y =St
9.  RECEIPT OF PRODUCT AND MATERIALS: Date/Shlf‘t..o.l.(. .}{}?1..(...\...Tnne...!?./.?ﬁ
(Check the following before start of packing activity and record the observation.)
S. . . Done by Verified By
No. Checlk Points Observation (Packing) _(IPQA)
I. | Temperature observed on display (Limit: NMT 25°C) wlL O(’/ &
2. | Relative Humidity observed on display (Limit: NMT 60%) Xt &«2 . J{%)
Bulk product containers are of the required product/Batch number -
= and is approved by QC ‘/'@ @7 {P
4. | Status label of machine/ line is for same product —&p @\) T K)
5. | Printed foil/Base rolls are of the required product. ey G‘X) 529
6. | All secondary packing materials are of the required product —“+S « 5 ol @
<
10. DETAIL OF THE PRODUCT AS PER BMR: .
Sr. No. Description Observations Checked By (Packing) Verified By (IPQA)
1 Average Weight l19.93 v ‘7!:»4 e
2. | Colour of Tablet wolle “p ;{7,
. . ~
3. Quantity (Net Qty.in Kg) 2c1. 25D j) 'if;z)l
[ i -
4 MNumber of Containers 10— 4 {—1‘ ‘;,
= l
Prepared by: Chcckcd by: Approved By:
Dept. Production (\{’mdlu\cuon Quality Assurance Head Quality Assurance
Sign. Z LC' M)J\/\MQ’ M " R \\,.NBV A
" Date B 93 / 207 '..:' o1l \_L\\ PATGINY)| T GGPV
—_Dai —4- UNCONT EB 1
4 x —
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,
Villianur Commune, Puducherry-605009.

Page 9 of 29

BATCH PACKING RECORD

Product Code: G13

LIFE RIGTECH PVT LTD Batch Size: 30,00,000 Tablets
. . BP - at % (R 3 g
sl GENSHT BPR. No.: BPR/T/195-00 | Bateh No.: 51 - Q\ &k | &
' _ Customer: Generic Health Care Pvt. Ltd.
11. WEIGHT VERIFICATION RECORD OF RECEIVED SEMI-FINISHED PRODUCT:

Balance [.D. No.:
1. Verify the semi-finished Tablets before stamng 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

pR[ev oly

T

table.
Product Name Batch No. Mig. Exp. Date Qty- rchi. For No. of Containers taken for packing
Date packing
\ 4 35% 3y2Kg | From Container No._ © )
9% no Equivalent to To Container No. \
O\ENXQ)( af 20 \ O?/]MM 0\\7"‘ iqg 79412 Nos. | Total No. of Containers taken 1) .
Checked by Packing (Sign. /Date): A@ Verified By IPQA (Sign. /Date): Trj
12. CONTAINER WEIGHT DETAILS:
Container | Gross Weight [ Weighed By Chccl(ed Container | Gross Weight in Weighed By Checked
No. in Kg Packing y IPQA No. . Kg Packing By IPQA
1 Dg . tuo Raau ? . 16 \
2 2322 Des s it 17 5
3 g egue | o bl g L 18 N
4 2 3 -9 pl W ~ % 19 N\
S L Ysope :r),.]i‘.: Tht 'F"‘. 20 N\
6 21430 G o //r:* ’J;.i' 21 \
7 21k Qene ke 22
8 23 <lso ‘Qq‘:r-\ -~ '% 23 '\.\\
9 2 1T Do | o 24 \
10 27 +774 S 25 %
I T T K N R N N
12 2. 690 n.d — kgl 27 N\
13 L T et~ 28 %
14 ( 29 B
15 I / 30
13. CONTAINER CONSUMPTION DETAILS:
Time Container | Consumed Time Container | Consumed
S. No S. No
From No. by From To No. by
! 18 | 180 ol Ragts. 16 )
2 09190_| 12 230 02 Raz., 17 ™~
3 12205 | 16140 | o3 Rozy ° 18
4 by | 16:00 | ol Poge | 19
5 09:30 | 111S ol Rogh 20
6 Dt | 17:80 05 Rag.e, 21
7 19231 | 19:001 ob Rag, 22
8 9920 | 13 )= o 20 23
9 13: b | 19:00| 0L Qeaeli 24 /Lé/
10 09 '20| )22 | 0f @:\m 25 o~
1 120 | 800l 09 Roy Y 26
12 09:20| 11:50]| 10 Boae 27
13 s | j@20l ) Reas.d 28
14 o 40 | 1Fieo| 12 yy 29
15 A =] 30 X
Checked By Pdckmg(Slgn /Date): ) Verified by IPQA (Sign. /Date): b /

Prepared by:

(',‘Lcckcd by:

Approved By:

Dept. Production JLroduction Quality Assurance Head Quality Assurance
g S \
Bign, : / )Cc, el L \MM /M“’O () W W
T l\ ‘l\b ¥ P ] \ o\
Date - ¢ B i C‘JZ\D\ \ O 0 IRIAAR T SO
: i Nv ) N\ WA2))) ¥4
Al T ¥ ¥ 1oy \/UI I

X
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LIFE BIOTECH PVT LTD

Sy _-,;"

SAT 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

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product

GENSET

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

Batch No.: () Fi0216

Customer:

Generic Health Care Pvt. Ltd.

14d.  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 PON DR uwng 1§ F2ls 224 D c
Batch No.: o P (b s\
Mfg. Date: O Heg i
Exp. Date: sjliel o
Item Code: 13/0241 I )07 by ¢ O
Other instructions if any ‘ M D
Initiated by i Q?bﬂ
Checked by Packing (Sign. & Date) @2 s 1[92 dﬁ"m 3 |y
Verified by IPQA (Sign. & Date) et w i ll 2094 wm\ ALY
15.  SPECIMEN OF PRINTED FOIL: &
. ; Done By Checked by Verified by IPQA
= D Date Specimen No. Sign & Date Packing (Sign & Date) | (Sign & Date)
b 10 ] no il Porvoils), fnsy (L anvw by \q oilna \ows
o ooz vy s fov-s 108029y | G nulw)oom 0o 2 oo
A4 v 3\ | o a2 Sylw M 22|60 [mﬂi
sy oy {3 [ o\ foro oo Do & oyealon f*«pv valbolsoe
16. PACKING INSTRUCTIONS: '
1. Verify the status of dispensed primary packaging materials and transfer to the Primary Packing Area.
2. lIssue the stereos to the concerned Technician and set as per SOP No. QAGN/030 and Record the details in respective table.
3. Setand operate Blister Packing Machine as per SOP No. PDOP/021& PDOP/022.
4. Verify the status label of overprinted packaging materials and transfer to the packing line in secondary packing hall.
5. Perform Leak Test as per SOP No. QAGN/045 and enter the observations in respective table.
6. Perform Leak Test as per Table or during change of Printed foil rolls & plain film rolls and after every start of operation or
when machine is stopped due to some break down.
7. Attach proof of printed foil from each roll dispensed as and when used on machine.

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

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

10. Pack

10 tablets per Blister.

Time record for packing detail

Primary packing Scecondary packing Checked by
Sr. No. Date/Shift : (Packing)
Started at Completed at Started at Completed at Sign. & Date
st lglahod WMEAS \ 8o oz | A Golloyloon
% oLt [Qem peeE? o% 20 15w =L 20 \ 8.t CF watsaldey
vy | enjen|2e24 w20 \a: 90> QT 182 1X el
43
oyle | onlszfoe- | n& o G102 oSIuo \€.00 (@ > ooy
T olly )‘7,9/\ ew P 150 oCreay \ ooy \-i}‘f\?_’, 12wy
o o Wfu o - Q" 30 (£ 20 et \ &0 dZ oflaghm
17. PACKING/IPQA IN-PROCESS CHECKS FOR PRIMARY PACKING:

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

Stage

Packiug

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: Chcckcd by: Approved By:
Dept. Production \rodpc\tnon Quality Assurance Head Quality Assurance
- a)
i é \'\K/\ ot ;
Sign. Lo e Zo\ LXN\ A e ﬁi Nechy L’
CDate \)?/_0'/(>g>4 AN {\b\ e L TINCONTROLEED CUEY-
: ; Wik VR AVAVZaE T by O
- e




"‘\ ; » SAI PRIMUS LIFE BIOTECH PVT LTD
St Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 10 of 29
= A Villianur Commune, Puducherry-605009.
SAI PRIMUS - .
| wiFe BrorecH svT 11D BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets,
P CENSET BPR. No.: BPR/T/195-00 Batch No.: G F.2) € 2)6 @)
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 '
Batch No.:
Mfg. Date:
Exp. Date:

Item Code: 13/0241 e g
Other instructions if any T N
Initiated by

Checked by Packing (Sign. & Date)
Verified by IPQA (Sign. & Date)
15. SPECIMEN OF PRINTED FOIL:

; Done By Checked by Verified by IPQA
S FI"' Daie SpecimenNo. | oo & Daie Packing (Sign & Date) | (Sign & Date)
> uSlez [’>’-‘7"\ Lln o i 120\:’\, ] LT @ 0 Slss2em L l &
oo oblahou [\ Oy &Z%\,\ oblujir & bl al %/
L —
’ —NA —F
16. PACKING INSTRUCTIONS: ' /

Verify the status of dispensed primary packaging materials and transfer to the Primary Packing Area.

1.

2. lIssue the stereos to the concerned Technician and set as per SOP No. QAGN/030 and Record the details in respective table.

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

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 sonie 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 [PQA 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 Blister.

Time record for packing detail

Primary packing Secondary packing Checked by
o NG Ratslon Started at Completed at Started at Completed at Si(gpnﬁcskzull)ga)tc
A |o¥oshm)w | o9ryo 100 2q2Us 1§20 (Bklsiha,
¥ 09‘“3]"?}’1/\ ) B ~ vq: 720 by &3 ﬂ(f(‘;‘i(ﬂioﬂl
|
F I — 7a
VA
\
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 [PQA per batch.

Prepared by: Checked by: Approved By:
Dept. Production (&‘Od}ﬂ‘\tlo Quality Assurance Head Quality Assurance
W \
. ¢ /1 .
Sign. L[ LQ— i 0\\ M MVO () \I\% \ \/“v
= N P, i iy
Date =l il @ '{ o\ De)’>\ Q <. Gy‘\
INCONTROLLENCOP
L ZAAVAVIAPPINS T W) VIV VAV
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"\ o SAT PRIMUS LIFE BIOTECH PVT LTD
il P Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 11 of 29
w3, 5 = gie , Villianur Commune, Puducherry-605009.
SAI PRIMUS gicyres :
LIFE BIOTEEH BYT LTD BATCH PACKING RECORD Product:€ode: G13 Batch Size: 30,00,000 Tablets
h . o . . /
Product * | GENSET BPR. No.: BPR/T/195-00 | Batch No.: (34 &\ 02 )b
: Customer: Generic Health Care Pvt. Ltd.
18. BLISTER PACKING MACHINE PARAMETERS: Date/Shift. 21(x11224167..._ Timed 4192
Parameters Standard and Limits Observation Check'ed By Fackmg Chec‘ked by IPQA
Sign. / Date Sign. / Date
Change Parts Details . | PPCoT 90lb 1y, |Ppe0qanthnal]l €7 oiloglesst | Bl 1y elosss
. £ (150-200°C) e
Sealing Temperatare To be established - 9e° © dﬁ?ﬁ el ‘\G\ \3'\\‘)3\’“0 “
. » (110-160°C) f’
Forming Temperature To be established \ o ¢ Cg o (@( b\\“ ¢\poU
Leak test to be performed on | Nil (No Blister should fail A
Blister in leak test) \(bfﬁ otz 7 (v;&LO\\ 0‘)\”4
Machine Speed To be established . '}P Ce. o \Q,B?nm/‘ llb\bl \,3 2pA
19. MACHINE IN-PROCESS CONTROL:
Date/ Shift bllo3 g0t [t nsbos] 201 /({jr
Machine Operator Name Pow : M(M-
v
Time of inspection N . .
R LUetS[1a50 [USAUSIARIZY o \ 2 o {2 3ol (g g0 (W2 [ 12790 [iatae | 13/70) Yo i®
Sealing Temperature o 20 ’I}‘D\H ¢ i
(To be established) o Yo, e S 9| 1 bt | 9 | 2001 \))C’lt‘}ce i 9 es 2T 1] 2l
Forming Temperature \4c e
(To be established) AL 08 i A [E B e it 7 (LT Veofiepuai
Leak test on Blister* o 2 Qs
@Qy:__ 15 ) O oi | 44 o | OF of | 9 | o ok | | O ol |
Knurling /Sealing o\ | OF %& ot~ ok | °le )4 g% | o\{OL | of- ok | e+
Pocket Formation °F | o %&;’; o | gk S|\ ¢ | o | O |o\C pi | 96 | Ol | o
Horizontal cutting N %\‘g 0| ot | olc o | g | oF |0V | i |oe | Ol o
| Vertical cutting lc | on &‘S o~ | o O O\ | ge |\ VE | e | o [AC | o
y o oo wH-
Quality of Over printing o} | o° @’(.C\; A e | o oc | o~ SiL oL [ | ot o | e
| PON/DRUGS/ . o . i | 5 4
CodeNes | 19 130308 S| o SV o | e |k oic [ow | Sop | oo | i |
-0 farE9l ol b | OF | Ck OF | oF | g [T oy | B |9k oy | [ JOL | oo
: & < ;
Mfg. Date DQ!.,QD'H of | @ | SF o\ o | s S | o |eic jos | ek | ok | P on
’ < o &\
Machine Speed
To be established I |30 e P | so ¥ 1 Pore) X 1% 30| 20|35 1| 2
Checked by (Packing) @ [N |@Q | @ N@ & @ | @& W | | & [N
Checked by (IPQA) RS 13t s £ P4
& = -

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 }’mdufc\tlon Quality Assurdnce Head Quality Assurance
ign._ [ ZQ\DJMLM /fj S O -
Date o0l l0ad 02 \W 1202 ot
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SATI PRIMUS LIFE BIOTECH PVT LTD

Villianur Commune, Puducherry-605009.

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

Page 12 of 29

SAI PRIMUS

LIFE BIQTECH PVT LTD

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,000.Tablets

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

Batch No.: é\ FR16.816

Product GENSET
Customer: Generic Health Care Pvt. Ltd.
19.1 MACHINE IN-PROCESS CONTROL:
Date/ Shift 02)pa Lo o /B 0%[9&1 Ap2p
Machine Operator Name ’ ( < ’ ’
it P oou Poaus.
Ti fi ti 7 <
ime of inspection. ; i . -
d W3OS 90| thvio) o ud |1/ 6912:25 (60| Jesvus] 10010 69 (2001 122 R S 1100 b
Sealing Temperature 1 ' .
(To be established) fJDOU\L ?/mmk:)ﬁl"“' PONE] 3 V] g o oo boo* & gipic|geor 95014 2609 10 14 q 201§ 260
Forming Temperature n ) '
(To be established) T6C a W5 1€ (7bi \.:;b.’u-\yc EUREAE RS Jj(:"‘t'l“((f"i ‘ :1'%‘7"""("!('» 1 \1\3.1,&(.#-;(
Leak test on Blister® o ’
Q. ) ok |oe of [ore ot Jo | % & o | ok | ob | oF o fon
Knurling /Sealing S| O¢ | v | ORe de | pie | 2L e | sl oC | g | OF oW | en
Pocket Formation O\l e | e ok | % | ok |0 ol | v loe |oi | &7 ol oo | B~
Horizontal cutting :D\L ot | e wle |of oo | Y AL | e Sle oF (T O‘C— g o
Vertical cutting ‘ O ok | O |oe ol | ow | O ol | ov foe [OF | O% o o\t | &
Quality of Over printing ot |OF | Ok [\ [0t | ot |se olt | o |O | O | o Ok | o | e
| PON/DRUGS/ . .
CodeNo-: | 19134323  [de [0 | % [ |gic | O% | oy o | o for [V | 9] o o &
B. No.: @Eoupalh |9 | 9| el [o\C | o | D Jo | & [or |oF | 0% sy ol | €~
Mfg. Date - Lt gy oL oF | oo olc Pl | ow ol a | g |0k oF | ow | o o | O~
Machine Speed / . B
To be established lo |3 |20 |G [k Ao | 40 le | By | P PSS 20 | | P9
Checked by (Packing) @ la [W|l@ & |\ e @G W [0 | & | e
Checked by (IPQA) R P, A, . G

7 : < '
Note: * If leak test fails perform every 15 minutes for next one hour and all the shippers to be checked for leak test from the last
successful leak test. All the shippers packed from the time of last successful leak test shall be segregated and random checked
by IPQA and 1o be released after approval from QA.

Prepared by:

Checked by:

Approved By:

Production

0

ProduRLion

Quality Assurance

Head Quality Assurance

F= . By
L 12 e e A O\
) :'-"."1__'593.{!:;2/._(302._/ e G_—;\-b\\Q/O‘),\ .O}\i'mTr‘nM,m S ERAY )
Hir i = UNCUNIR
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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 -6050009.

Page 13 of 29

SAl PRIMUS

LIiFE BIOTECH PVT TD

BATCH PACKING;RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

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

Batch No.: (3{F-2| 0 Q 16

Product GENSET
Customer: Generic Health Care Pvt. Ltd.
19.2 MACHINE IN-PROCESS CONTROL:
Dates Sttt 03|02 [Anes owzl2om
Machine Operator Name
d
Time of inspection N N Vel o
P WM Sy | 13 1058 S0 [\eue e P TTH01l9o [\ ' 3212 00| (522913209 rao0| (Ul e
Sealing Temperature . )
(To be established) T T A T TN T e Lok 4 91 |y 00 Ygeo-t] 9e9i] k] o e pest 7
Forming Teniperature . d
(To be cstablished) 158G eo M BT\l | R et & @3 a0 T et g L1 igev 19 e
Leak test on Blister*
Qy:_ o ) 0¥ | 6% | o of [ o ov | o% [ o | ek | ok ot O o | gl
Knurling /Sealing O\b |of | on [t | S | ot | CF |4 | oy of |V | o |ole
Pocket Forination OF [t | O | o= o\ o S| g |0 e | oo A AL | at olt
Horizontal cutting o [0% | ot | ole|ok |oc ¢ | o |9l nle | e o loe | & [
Vertical cutting ot lob | 0% |0k o [OF v | O Sl L | A oF ot | pu|ok
Quality of Over printing oL ot | & PE % loe A | oo [ O | 9 | e o ol | ;o [0\
_ | PON/DRUGS/ : c Sl g
Code No.: 19 13 4323 g ot | on|p\w SN N o | 0% | g e | o oL | cu A
B. No.: &ﬂ‘rﬂ)ﬂ}_”o oL |ob | o o O |oe we. | ob [ S e | & 0‘(’ S| ot ple
B o \ oy -
Mfg. Date m) 9091 ol | o | B% ok c\L "y ol | yi- J\(_ O | Cé ok cu A
Exp. Date O\l M)\ Ot | oF | €t [ox NSy or | ow e | N g g |9 | wu | ok
Machine Speed ;
To be established ho (b | S0 | 42 | & |be © |30 |90 |30 |0 | 30|39 | g0 |20
Checked by (Packing) (4 (67 N a @ s [a%2 AR (> a N (9/ @ N ?
Checked by (IPQA) :XM 5;’\> );LL : i\?zj
P = 7

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

Prepared by: Checked by: Approved By:
Dept. Production {\I’m;&lction N Quality Assurasice Head Quality Assurducc
e | g [0 A5 | g
Date 03 (o201 ' E‘f Q) 3 \\Bl\_\ﬁ PYZIOAY s Ty \rmn%T
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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 14 of 29

SAl PRIMUS

LIFE BIQTECH PVT LTD

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00;000 Tablets

Product

GENSET

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

Batch'No.: G\F 9y 0916

Customer: Generic Health Care Pvt. Ltd.
19.3 MACHINE IN-PROCESS CONTROL:
Date/ Shift DA )05 '&DJLI o loz)ony
1 |
Machine Operator Name Do o,
[
Time of inspection y 5 . Yaid
.p 1Sheltbio theuS V184l & 20/ - Lo O R Ui LA l‘af‘w oW 32281 P ok s
Sealing Temperature i
(ForBe extablishedy 2ot 2600 A yeeit|2en £ hoot p e |t n s Fos0M 9w e oo i Do
Forming Temperature 3
(To be established) -\mmt \Qf(. 11 (. lf'l’!t lg,q‘(’ 187-\,‘ ‘eq-\& Rt \ﬂ»& ‘g']\‘l‘t % [S0E | 187 |12 ‘Eé,‘gk,\”./
Leak test on Blister*
Qy: __* ) ol o\ |ov |0 | ot ple < | g & | O [ ou |Tic | “l ol | CfF
Knurling /Sealing e | W OE | o ol | oL o e e [ ae | | ow el el | Ok
Pocket Formation o\ (O] [ [ PN (S o | Sie alc | e~ e S| e | ple ol o | sb
Horizontal cutting o | B AL | v | ple o\ A | et |9C [ oL | ok o | & | ob-| 2
Vertical cutting ole| O | o\ O | uy O\ S O N oL o Lo ot |2 | e o
Quality of Over printing ok | ok | ol | qu uL o | en ol |ap | % v ot | ab- o\
Code No.- PON/DRUGS/ "
odeNo: 19134323 [N | qu| O | OF | |0 o | O | ok | g |ow | o ol | o g
B. No. eEoloslb | Ole| g | ) 9 | g |oi e | eor [ [ O ) g |[°F | et o
Mfg. Date | psYopsy  |¢ | it | ot [OF | gi | 9% SO .S oy O N Ll S B ol O =N
Exp. Date &1 )\ ’ , aC | o | ok |9 | on ol« o |ov | || o | ok | ow | e
Machine Speed "
To be established Pl | |30 |50 | P 25 | |2 | %o 2o |20 |20 ~Jo | 2=>
Checled by (Packing) - AR GF @ Np | & 3 NI ar No [ (& | oD D
Checked by (IPQA) 4 [ e I e,

—

—

: A
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.

Ul

Prepared by: Checked by: Approved By:
Dept. - Production /‘Ql‘Od}\lCtiOll (\ Quality Assurance Head Quality Assurance
; WA
- 10 P L K. -CQ\\)M‘A A\ 0 \\\’“‘q@ o~
L onlartinsdi i ion \oV) e 2 o ' N
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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

“SAl PRIMUS

LIFE BIQTECH PVT LTD

BATCH PACKING RECORD

‘| Product Code: G13°-.

Batch Size: 30,00,000 Tablets

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

Batch No.: G\ F Ivoo%

Product GENSET
Customer: Generic Health Care Pvt. Ltd.
19.4 MACHINE IN-PROCESS CONTROL:
Date/ Shift s L83 Moy obloal2oat
Machine Operator Name QDN\U Wlu
. o .

Time of inspection o e 2 i T

15-uy) 1620639 |19} 30 |1z.60 022 | uto 1ol VWm0 ][22357] 12 e W 2P
Sealing Temperature
(To be established) oo~ gkl )}'\"\L W 06, 2 Do el [one ¢ 909 9y ae| 28wy [ ol
Forming Temperature ) )

H 7-v s |t ol gl Y < i oft

(To be established) S g | ot e (@i \éo.#'\gﬁ} |sE e (&&H 1962 e f)et ] (99
Leak test on Blister*

: 0 ;
Qty: ) ofe ek | o | e k eX | ok |0l | o Ot, o\{" g%
Knurling /Scaling olc | ce | ol | o oL | T AL | Ole| ok | oL |9 (oY
Pocket Formation ole] ow | oF N | e olc | ™ 0L |OF | ai | WD\ | &
Horizontal cutting ok ol | CF Qlc oL o] ¢ |0k 0[(, on. ‘a\(_ qb ok
Vertical cutting Ofc | oy |S |0 | Oy | O e oL | ek oL (BT | g
Quality of Over printing ot | ov |0 Py | ok gl e for [ O% | g [ s o | 0F
Code No.. | PON/DRUGS/ " o

Solwiesn i |9 g low | o o | o | OF | o | C [ | 0%
B.No:  |&IF%osvh [0 [ OF | s ole | a+ ol st oy Lo Lew [ [T ] i
Mfg. Date 5‘)’“ o D 6% | ok | DI o o | o Ol | | o Ol & | ot
Exp. Date 0\]‘ 9/02H or O(} \’)'\Q ofc | €l oL Qk “‘L Q(g .58 QF O ok
Machine Speed o . g
To be established |lx |0 || W IR (o 2|5 | 3o S0
Checked by (Packing) G Q C},) Al qi '\b\» Q- ®. N R\
Checked by (IPQA) 54/’01 ")/)3‘ yf 2 %\/g\ ‘§d "

e

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.

Prepared by: Checked by: Approved By:
Dept. ,Production ﬂ{rod(u\cti(m ) Quality Assurance Head Quality Assurance
sign. L 1265 Al A4 0 Yo s
D] co3/0ilpssiaNiL. Oz\w | 2001 o o
T CONTROLLED.COPY
i VITVVITL v wivivg X




& - SAI PRIMUS LIFE BIOTECH PVT LTD
g \d Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 16 of 29
o Villianur Commune, Puducherry-605009, '
SALPRIMU
G B 4 #* BATCH PACKING RECORD

Product Code: G13 - Batch Size: 30,00,000 Tablets
]
Product GENSET BPR. No.: BPR/T/195-00 Batch No.: (

ﬂg Q»\ OQ\(’

Customer: Generic Health Care Pvt. Litd.
19.5 DEFOILING OF BLISTERS:
- i Weight of ; .
De-foiling | De-foiling e - Checked by/ Verified by
Date | arted a completed at Dtia:l)(lzltzd De-folling Dune by . | Date (Packing) | Date’ (QA)
BLJ\J‘M 12'%3 <. (W7 QD e eg-‘D\.u(m. [P XV /P ,YE’L]
< : Q. : v — 3
[ T a4
Total Weight of Checked By / Date (Packing): Verified By / Date (IPQA):
De-foiled Tablets | 7 oo B% - ; T
19.6  INSPECTION OF DE-FOILED TABLETS: ‘
Inspection .[nspcction Inspection Rt of Gpad Qtys ol Rejected AR Verified by
Date tarted at | completed at| Doneb tablts - Tablets by/ Date Date (QA)
B i P Y [TKgs | Nos Kgs 'Nos | (Packing). -
hlogln | 14 M1 16 vo [ Deega, Paca |OUlTe | Dloo By | P ;f*“r
\
— I Y77 S
Total )_qoo d
Total Quantity of Rejected Tablets Destroyed Checked By / Date (Packing): Verified By / Date (IPQA):
ol Kes ...233... Nos. ; H;f
&< /"‘ j
Prepared by: Checked by: Approved By:
Dept. Production Rroduction n Quality Assurance Head Quality Assurance
s : W ;
Sign. o fo Yo ZC\M»JY MM A () \,N\’J)ﬁﬂ A
e TR Ty T P \ R\ X Z v
~ Date, 1 ozlollebs e Lo1ldeal i

e — — TONCONTROLLED COPY




[ EN SAI PRIMUS LIFE BIOTECH PVT LTD
e D Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 15 of 29
SAl ;RINUS _ Villianur Commune, Puducherry-605009. .
. LIFE BIOTECH p\\,T D BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets,
o I BPR. No.: BPR/T/195-00 Batch No.: G F 9\ 09 [6@
Customer: Generic Health Care Pvt. Ltd.
194 MACHINE IN-PROCESS CONTROL:
Date/ Shift Lls)um oi 2
Machine Operator Name IEN Po-50
Time of inspection N A “ o e
P e P W ool vt o [N Tz el Nl N PSR 2 S TR Ny 3 (RS
Sealing Temperature ' '
(To be established) hoott lyserd (ol \Gued| Gl L1 (980 tersaae YR 95 i paee & | BTV
Forming Temperature
(10 be established) (L& 186 2ol |1 RwA\ G O gl |G el |letadiare |\guel [fle it eis(] 1€t
Leak test on Blister*
Qty:__ 2 ) okl |9 | ok | % ot | & ok |ob | «v o oL | o+ |3 [
Knurling /Sealing o | ol of | % S| ok | o |or [ Bk Jow | (O | ®k
Pocket Formation O\L oL o ol - A g |Sle o\ | O 0[(, O\L p* U‘C Dkf‘
Horizontal cutting o\ [P | g [l ok S | vk ol |o | W Ol | oL | g ol ol
Vertical cutting Ao [ed | DY | ok au | 9% Jag [OF v | ok |or | e | Oleole
Quality of Over printing Sl |9t M b | ol o | et [OF |9 [ ok |op [ O e | Dlc CL
. PON/DRUGS/ =5
Code No.: 19 13 4323 o SR =2 ol- O]L cv 9L | Qe for | oe V] [ S Ol oL
B.No:  |afolorlb  Job [olc fob % |OF o | ce ok [ ¢ Jon Jo | Fc| o |OF |of
¢ e e .
Mfg.Date | golys,  lo |k | o [9F | OC | gt oy | [ov |Ols ok | on | P+ ok
Exp. Date o1 “ 5 )A( ol |ofs | o ol¢| of« ot | €% e | A o¥ C[&- els | v b(: g
Machine Speed . I
To be established 20 [P0 ¥ (3c |20 2o |20 ¥ |32 e % 22 o g |3
Checked by (Packing) (k |O- g oes OGS @ @ Na ‘Z |CF N - @
Checked by (IPQA) ro | B [P s ?\u e |02 PR e |9 P | |y

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 (Rroduction ( ) Quality Assurance Head Quality Assurance
A ; \
i s
Sign. | /%\J Q \\W \\;\/Q :
Date 4 Ozl \ >0 ) gk AN RN

MNATIT A4

ITATANR 1r\uf"l\l\
UNCONTROLLED-COY
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g™~ SAI PRIMUS LIFE BIOTECH PVT LTD
e D Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 15 of 29
O Villianur Commune, Puducherry-605009.
SAI PRIMUS :
LIFE BIOTECH PVT LTD BATCH PACKING RECORD . Product Code: G13 Batch Size: 30,00,000 Tablets "
radul GENSET BPR. No.: BPR/T/195-00 Batch No.: F(:\) 169 (b@
Customer: Generic Health Care Pvt. Ltd.

19.4  MACHINE IN-PROCESS CONTROL:
Date/ Shlﬁ O?) {\32 'Qd"] (6\
Machine Operator Name ot
Time of inspection 5 ] J

P e 16.52 (< o0
Sealing Temperature ' '
(To be established) yotc | e ! 98C
Forming Temperature \
(To be established) 9 1o id N
Leak test on Blister* \
Qy:________) & og N
Knurling /Sealing e |ok \\
Pocket Formation ov X \\
Horizontal cutting o | ol
Vertical cutting e | ol
N
Quality of Over printing ou- | OlL \
. | PON/DRUGS/| \ A
CodeNo.t' | jg134323 | 9|0k \\
B. No.: P Loy | o alc
Mfg. Date (72 l )Y S
1< N

Exp. Date O\hf")uﬁ ol I \
Machine Speed \

"To be established S |3 \
Checked by (Packing) N A N
Checked by (IPQA) e - /

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 9 5

by TPQA and to be released after approval from QA.

Prepared by: Checked by: Approved By:
Dept. Production (Rrodyction Quality Assurance Head Quality Assurance
A ; N\
O NI : 2 VS 2 B B .
i T [ ' ¥ ¢ < \
Dare | 13 ' L Oz\n 12021 o o — ilFB\%\OPY

w U0
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\
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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 17 of 29

| SAIPRIMU

LIFE BIOTECH 8VT LTD BATCH PACKING RECORD:; Product Code: G13 Batch Size: 30,00,000 Tablets
Bpntat GENSET BPR. No.: BPR/T/195-00 Batch No.: G{ F 2 lbie) ]A
Customer: Generic Health Care Pvt. Ltd.
20. LINE CLEARANCE CHECKS — BATCH CODING:
Date/ Shift .....ccoviveiiiiiniiiieiinann. ol gz g o e RS

Previous Product:

I Batch No.:

Sr.
No.

Checks

Observation

Time

Packing IPQA Packing | IPQA

[ Check and ensure that the area is vis

product.

Wy clean and free from previous

2 | Check and ensure that waste bin is empt%Q out and cleaned

Check the Pallets and crates area clean and
3 "
previous product /Batch.

\fﬁ from any leftovers of

4 Check and ensure the Correct status board is wri\gzn.

5 Check and ensure the previous batch details are de

machine.

W from the inkjet

removed.

6 Check and ensure the rejected Cartons of previous pro&\{t/batch are

7 | Check and ensure the cleanliness of hatch for conveyor belt\

8 | Check and ensure the cleanliness of conveyer belt with co[]ate}s\l block.

9 | Check and ensure the dispensed secondary packing material. \

{0 | Check and ensure the Preventive maintenance records and log book.\

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

Cleaning Satisfactory / Not satisfactory#

(Packing) Sign. /Date:

Cleaning Satisfactpyys/ Not satisfactory#

(IPQA)Sign. /Date:

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

action, rc check the area / line and record.

20.1AREA AND EQUIPMENT CLEARANCE FOR CODING:
1. Check and ensure that the over printing area and machine is cleared from previou

Transfer uncoded printed Carton to Overprinting area.

Set and operate Overprinting Machine.

Overprinting shall be in indelible ink.

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

Equipment

Inkjet Machine

Conveyor - \ Arca

ID. No.:

Batch Cdling

Previous Product:

Batch No.:

Cleaned by:

Checked by Packing:

Verified by IPQA: J o8 b3lnot
Prepared by: Checked by: Approved By:
Dept. Production (\[’ro;}\uctiou /\ Quality Assurance Head Quality Assurance
S
. {3 A /., 4] 9
Sign._ Lo R | A
bate | orlo o D e\ 2en) oY UNCONTROLLED COPYS
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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 18 of 29

BATCH PACKING RECORD

+ Product Code: G13

Batch Size: 30,00,000 Tablets:

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

Batch No.: G\ FQ)O aVb

Product GENSET
Customer: Generic Health Care Pvt. Ltd.
20.2 OVERPRINTING DETAILS:
Overprinting Details : Overprinted Text Carton (OK/ Not OK)
Batch No.: \
Mfg. Date: \
Exp. Date: \

Item Code: 15/0362

Code No.: PON/DRUGS/19 13 4323

Other instructions if any

Initiated

by Sign. & Date

Checked by Packing Sign. & Date

Verified by [PQA Sign. & Date

\

20.3 TIME RECORD FOR BATCH CODING:

Sr \Batch Coding Checked by Verified by
: Date/Shift Batch Coding Done By (Packing) (IPQA)
No. Started a Completed at Sign. & Date | Sign. & Date

AV
L\
20.4 CARTON OVERPRINTING SPECIMEN: ‘\
: Checked by Verified by IPQA
S. No. Date Carton Specimen No. Packing}(‘g\ign & Date) (Sign & Datc)
\
\
\

Note — Attach specimen copy of over printed carton

\
\

&

08/)0‘3/2&2,'

Prepared by: Checked by: Approved By:
Dept. Production Aroduction /) Quality Assurance Head Quality Assurance
S JRY) : ;
[ Resd N | A LY e d
Date : @3/91/2921 109 '\b\\_ 2024 o O 1. ;.‘.).ké)
ket HVIAN R i IINCONTROYILED COPY |




“SAIPRIMUS ~

LIFE RIQTECH PVT LTD

2 e

Villianur Commune, Puducherry-605009.

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

Page 19 of 29

BATCH PACKING RECORD

Product Code: G13

. Batch Size: 30,00,000 Tablets

Product

GENSET

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

Batch No.:&F 5, ) 5 g04) \(7

Customer:

Generic Health Care Pvt. Ltd.

21.

LINE CLEARANCE CHECKS - SECONDARY PACKING:
Date/ Shitt .B)]. 03200,

Lellovhad ...

Previous Product: (g } H\E-J} <Soe I Batch No.: Do 12|01 B
Observation
sr. Checl Ti !
No. ecks ime |1, o o%)Ro
Packing TPQA Packing IPQA
| Check and ensure that the area is visually clean and free from previous
product. _ il " L e
2 | Check and ensure that waste bin is emptied out and cleaned L A v il
Check the Pallets area clean and free from any leftovers of previous o
(S
# product /Batch. v v
4 | Check and ensure the Correct status board is written. — e v e
5 Check and ensure the stereo of the previous product/batch removed and e
cut into pieces. v v vV
Check and ensure the Blisters, rejected Carton, Shipper and shipper '
6 label of previous product/batch are removed. ke e v v
7 | Check and ensure the cleanliness of hatch for conveyor belt. Ve D = “
-8 | Check and ensure the cleanliness of conveyer belt with collateral block. N o Lo W
9 | Check and ensure the dispensed secondary packing material. L e / v
10 | Check and ensure the cleanliness of documentation table. L = (/ v
11 | Check and ensure the Preventive maintenance records and log book. (U e \/ s
Note: Tick mark (V) if Complies, (X) if does not comply and (NA) if not applicable.
Cleaning Satisfactory / Netsatisfactory# Cleaning Satisfactory / Notsatisfactory# <
(Packing) Sign. /Date:: a \\c,g(l)l\q (IPQA)Sign. /Date: 1l ]‘ 3 \,zow

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 EAIE Baiance Shrink Sleeve Strapping Balance Arca
Canveyor (Carton) " (shipper)
Secondary
D. No.: ; ; . , [
[D. No pp[(‘;ﬂ)l'r))vc\ b0l Perilen 6 N rD/Sﬂ" Jes | po]panyl o] Packing Hall
Previous Product: @_71 ved s
Batch No.: ol to D
Cleaned by: i :
Checked by Packing: r\\@ % \@L [y,
Verified by IPQA: <\u(y( |03 J20 2
Prepared by: Checked by: Approved By:
Dept. Production &odurgtion /‘) Quality Assulancc Head Quality Assﬁurancc
. \
Sign.. . /\ Mo v ZQ\MM)/\N,\, M\p 1
pafe PR FESEL DN PO UNCON ROL :U LGP\‘P‘
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‘ SAI PRIMUS LIFE BIOTECH PVT LTD
} Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,
e - Villianur.Commune, Puducherry-605009.

Page 20 of 29

SAI PRIMUS

LIFE BIOTECH PVT LTD

" BATCH RACKING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

Product GENSET

BPR.

No.: BPR/T/195-00

Batch No: (7, F 2 | 69 \6

Customer:

Generic Health Care Pvt. Ltd.

21.1

ENVIRONMENTAL CONDITIONS:

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

Date/Time: g]g Ir;uo,l Date/Time: 3j z /w 2]
C/\ . .
SR e s iy SR 1 : Checked | Verified ; Checked Verified
Qlservation by Packing | by IPQA Qbservaton by Packing | by IPQA
Refer to SOP No.: Temperature °C - %‘) ; )
SOP: QAGN/011 [2*;2“&" NT P A Zhc Y gl

Secondary Packing Started Date/’l‘ime:Q).)Qﬁ.mQ—.l...

hRe.. Completed DatefI‘ime:."...9.@.1.0.3..[.9;9.?.171.&{.{LfO .

APPROVAL FOR SECONDARY PACKING:

21.2

PACKING DETAILS:

Approved by IPQA Sing/Date5it 0 |02 202......

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

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

Place 20 filled carton in a Shrink Sleeve.

Place 24 Shrink sleeves in each 5 ply shipper.

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

22. OVER PRINTING DETAILS:
Overprinting Details (Secondary & Tertiary PM)
- ; ; 5 Ply Shipper Label
Overprinting Details Overprinted Text Carton (OK/ Not OK (OK/ Not OK)
Batch No.: UWE 222 [\ or ar.
Mfg. Date: o2)mey oL ol
Exp: Date: o}] 2024, Ol Dl
Code No.: PON/DRUGS/19 134323 | py )Pt (4 154 221 ojc ~_NA
Pack size: ' NA 3x10’s 24130 x 3 x 107
Other instructions if any N e, M
Initiated by
Sign. & Date aY) N9 o
Checked by Packing : ’
Sign. & Date @ ot Jos(2 @01[\35)10?__? @o,l@) 2oy
Verified by IPQA = ) L V/
Sign. & Date ) c»tl {\,‘219@91 . UVT 0\\:;» lnern) /'W oy locoi
24.1 Shipper Label Specimen:
SN Dat Shipper Label Specimen Checked by Verified by IPQA
v A i No. Packing (Sign & Date) (Sign & Date)
ol ol oyl 2oy oF] (Foylo1)onry W o (o] onvi
Prepared by: Checked by: Approved By:
Dept. Production A Production /\ Quality Assurance Head Quality Assurance
‘).
Slgﬂ L . &_ v w \/\u/\/) /j/\'vo f’) \ \J\/\ ,\/\
‘ . o _l., -..,w-.u“. A..I. . ‘, .._<.: g \ll"
Date oGS5 $2 o)) 202 o mnnN '\F ﬁ?‘!\

1Ce-
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g iy, SAI PRIMUS LIFE BIOTECH PVT LTD
L " Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,
Villianur Commune, Puducherry-605009.

Page 21 of 29

 SAl PRIMUS

LIFE BIOTECH #VT LTD

BATCH PACKING RECORD

Product Code: G13 Batch Size: 30,00,000 Tablets

Product GENSET

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

Batch No.: G\r';z \ 22 \é

Customer: Generic Health Care Pvt. Ltd.

Weight of ten individual empty cartons are given below:

! Qay 13 292 5.2 oo 7. 3.CGo 9. 3, Sio
Z 3.gos 4 2410 6 2-g= B0 3835 - 2.925
Total weight of ten empty cartons = 3(3 ‘98l
Average weight of an empty carton (A) =Total weight of ten empty carton /10= 9. 86}3/

Weight of ten individual Blister arc given below:
L 2130 3. 2. |oo 5. 90.16e | 9 g % 9. i
2. 2. l”})’ 4 2. |l® 6. 2|5 8.2,[10 10. o, Ine

Total weight of ten Blister= 2-|. 2§

Avg. Weight of a Blister (B): total weight of ten Blister /10= 2 [58
Weight of ten individual Leaflets are given below:
LA B 5 2l s AW - 6. 1.5 8. 1. &xb65 |10 V-850
Total weight of ten Leaflets = |&-548
Avg. Weight of a Leaflet (C): total weight of ten Leaflets/10= |. $59
23.1  WEIGHT CHECKS ON CARTON:
Weight of ten empty-Carton: 38 . 9 8¢ Average weight of one empty Carton (A): 3. 898
Weight of ten filled Blister: ~ 2.| - 380 Average weight of one filled Blister (B): 2. | 2%
Weight of ten Leaflets: 5. §95 Average weight of one Leaflet (C): | - 556)
: ‘ Limit: E=D+1%= . — .
Weight of one filled Carton D = (A+3B+C) | [. 8§F] (7o bo establiches) nN-4s =119
Checked by Packmg/Date: @ 03 koalgens Verified by IPQA/Date: ),/,f O¢| - ]9@»3

23.2 SAMPLE DRAWN RECORD:

Sr. No. Stage of Sample collection Qty. of Sample Collected by (Sign. /Date)
1 Control Sample (Initial) gy [0‘_1;‘ = //’(’-\ o9 ntl oo
2 Control Sample (Middle) by 16'A “//f_;\ 2ol oon
3 Control Sample (Final) Yy o4 <S‘f7\ - Vioas
4 Stability Sample 20 % 104 e _ooe | 2o
5 Other Sample A& -~ _ INE2)
= - A . -
6 Analytical sample 12 ¥ LS &ﬁ\;:‘l[ ol O,%,,ﬁ?oﬂ_l
: N 3§
Tl L2o%lo 4 S n Loy [ no2)
//
Prepared by: Checked by: Approved By:
Dept. Production P| ogiycuon Quality Assurance Head Quality A/isumnce
W
Slo - [ [Go— ZC‘/\&U}»’\’ ((3( _\:f ﬂ 7% s
:; Datm . o 3/ EHES | R \ SUETST ot mmanm/ﬁEngglw
BB IINE § i\ b g UVIWWVUIN TNV
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,
7 7 Villianur Commune, Puducherry-605009.

Page 22 of 29

SAI PRIMUS

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product:Code: G13.

Batch Size: 30,00,000 T:ablets

Product

GENSET

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

Batch No.: (5, 9\ 0 2 |6

Customer:

Generic Health Care Pvt. Ltd.

24.

SECONDARY PACKING IN-PROCESS CHECKé: (Please keep v mark if found “Ok»)

Date/ Shift alo2la [y o4lo2 0o poJme)sou
Parameters Specification glservation .
Packin IPQA
Tima L S volite frrus 1909125 \Asco| 19:03 32 4cly - go | 'n
e 3 3 Blister with 10 | ;

No. of Blister in a

+ tabs each and one ]
carton leaflet. ok | Okl ole| sie Gl low [ow |t | o cle | oW
Carton Overprintin Legible:nd A | 6

arton rprinting readable oL | OY oyl W | O | O | g | ol | [
No. of cartons in a 50 packiad eattons )
shrink sleeves P NG| P e A A LR ~
Shrink wrapping 0 i
temperature* Nal RAal KadH R o [NA | P Na R s | e
No. of shrink sleeves in | . . .
a 5 ply shipper -~ | Eebrinks 51l ok [OF | of] ok O ol | ok | ok | &8 [ or | ge
Shipper strapping Proper strapping Ole [of | ok | v gl o oo | & | o | en
Label appearance and Legible and . ) ) )
Shipper appearance readable | of |J& e Ol PejoE | oo fes foer | e
Sealing of the shipper i P " = -
with BOPP Tape Hitype OL(' OF‘ P e[L ) P | _CL‘ ¢ o fL
Checked by n R || e o P By B e [ |

*Temperature to be mentioned.

7

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

Date/ Shift ) lon] 26y [U\ | 02le | so
e observation i
Parameters Specification Packing PQA

Time L0 T (U 10 LW GVA (G 2 ) pmw | KOE et Ot | i@ o | V22t
No. of Blister in a | Eejser with 10

) tabs each and one - ot | ¢ . "
carton leaflet. ok |og | ol N | Ok |OK | gt | gr | T |& | ok | R | BR
Carton O i Legible and . _ 5 -

arton Overprinting readable OKC— ok O\t ol OC | Ok | SiC ok | o | o= ol | ol
No. of cartons in a i
shrink sleeves 24) patked carons AP IO AP B AR | e | A0 e RURINGE NG
Shrink wrapping o | Ah « i y '
temperature* o K i et v s P R I N IR D Y
No. of shrink sleeves in _ ) X
a 5 ply shipper 24 shrinks bl ol [4¢ | |ob |ok R ar Opr| o Jon [ob |or | o™ | pw
Shipper strapping Proper strapping A oc | ot | oL pE [OF | o ok | o% |[pv | o ol o | ok
Label appearance and Legible and : R o | g | on ' o |en o | oew
Shipper appearance readable oL olC QL oL |k P ok
Sealing of the shipper + . « [OF | ¢ e | o | ST o On ;
with BOPP Tape H type ol o\~ ok | ok | O e I R L e

=Y =7 & . T

Chegiea by 1 2 R \®R & |B [T [y Py [ [P flpe

*Temperature to be mentigned.

Prepared by:

Checked by:

Approved By:

Dept. Production f‘{odlxcti(lxl N\ Quality Assurance Head Quality Assurance
M

Sign. ZC&M\N\L{N) /MW ) = N 4

Date 1 oglol|rea M rrananad L in OAapy

: A UNCONTRULLLDs UL
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SAI PRIMUS LIFE BIOTECI PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial FEstate,
Villianur Commune, Puducherry-605009.

Page 23 of 29

oAl PRIMUS

LIFE BIOTECH VY LTD

BATCH PACKING RECORD

Prod

uct Code: G13

Batch- Size: 30,00,000 Tablets

2 6 .
Bt P— BPR. No.: BPR/T/195-00 | Batch No: (5t F &\ 09 \b
Cusiomer: Generic Health Care Pvt. Litd.
24.2 SECONDARY PACKING IN-PROCESS CHECKS: (¥lease keep \ mark if found “Qk™)

*Temperature to be mentioned.

Bate/ Shift 02 alvay ey =30 | eAlo2]a02 /. \? el 2| RO
Parameters Specification obscrvation v il
o ~ P Packing IPQA
Hime \SGsi1a0ep! St ke 28] 136p 19!y om0 120 |RP 16222 | | o *m-.f;o e
No. of Blister in a o st it 10
RIOH tabs each and-one " Nt . | ou
leaflet. g ok loje lot | srfac [P | | 0T et | & ek o
: L Legible and ) a1 oL o e [
Carton Overprinting el oF | sic g |ov [ ol [ot o | o | o o o
Mg, b eariens i 2 20 packed cartons | N[ 0\ 0
shrink sleeves £P A | D p A [V L 2 L U /'\\% AN M | Nel Ay
Shrink wrapping '
temperature* & P R N L L U NS 1o A R T Alk /"‘lh A\l REE RSS! NA
No. of shrink sleeves in . .
2 shrink ) o W ) 3 ol VL
a 5 ply shipper s 6L bic | °F |ow |9 |°F O O] o | o | g o | g[S | oo
i
Shipper strapping Proper strapping ol & | oL o) ok | O {O% & | o | gu ¢ g | Sbl |
Label appearance and Legible and S " " A
Shipper appearance readable o | 9| O\ ol | o~ PI- O [T o | e | on | en G| e
Sealing of the shipper Pk P ! ; CF gt | oo o | B i
with BOPP Tape H type - o O% lole | ofe | o= [ole | e € : v L‘,-LL s
Checked by & | F o & | |z |® o [ y,\ o5t o 1S | e
- *Temperature to be mentioned. R /
24.3 SECONDARY PACKING IN-PROCESS CHECKS: (Please ikeep ¥ mark if found “Ok”)
Date/ Shift 03]23/%°Y [in oyl oyam [N pelot laesy
 C— s Secificif observation
arameters pecification Paoklag 1POA
Time 1582 [ 1T, cq.‘gafcf 3—:!“.‘95 V2529 3596 Wnli | 6100
No. of Blister in a s
o tabs each and one - ol o~ | B
carton leaflet. o ‘; ok | O [of |SF |© = [
e L Legible and
Carton Overprinting reaT:labIe S ok | o op |ole s |ok o O low
No. of cartons in a -
2 ~ 2 @
shrink sleeves 20 packed cartons | o | ey | M| ND paar [ | ™ NG AD
Shrink wrapping - - ~ N _ a
temperature*® Ne A " P‘% RE &b WO N ("\\D
No. of shrink sleeves in e e i
a 5 ply shipper Hshrinks &) 10C | o o+ o ek Se |k | o | &) o
Shipper strapping Proper strapping a [ [P SN ofk— (ot | Ok | gt | ot | pw
[Label appearance and Legible and " N R ae Ve 1
Shipper appearance readable oL [ i o\ o PE o) ot et | gp
Sealing of the shipper . s locloe T | o e |4
| with BOPP Tape Hitype o | o [OF o | O] o e L
Checked by - { Q—@ @ | & }0\ e \'}”( I

Prepared by: Checleed by: Approved By:
Dept. Production , Prodyction [) Qunlity Assurance Head Guality Assumncc
! ——v %
o |t QMU agy o i
L Iﬁ"ﬂc - %{;'933/-,;)'( lezl. | gjg VO 20 0“ LS B ‘ﬁ*j-~"—~'—'f

AP 8
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e,if"\ L, SA1 PRIMUS LIFE BIOTECTK PVT LTD
WD Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 24 of 29
i - i Villianur Commune, Puducherry-605009. S )
?Aﬁ;,E(E,IMHTSD BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
o J— — BPR. No.: BPR/T/195-00 | Batch No.: (5 F £ 109 |6
Customer: Generic Health Care Pvt. Ltd.
25. SHIPPERS WEIGHING: Date/Shift.. QLIS LA ... Time:. 18}, Balance LD. No.:30.J08) 927
Weight of ten Shrimks:= Coslen, {18\ Average weight of one filled Shrink (H): 1).94,
Weight of ten empty shippers: |, 2% o ‘ Average weight of one empty shipper (I): S 09 | 8o
Weight of one filled shipper (J) = (L_Zv\élg{ﬂ): : Q.51 '“(’Eglgé I:st;'tfli}}eﬁ)_ . Lo by — Q-Scﬂ«
Checked by Packing/Date: g Verified by IPQA/Date: 'ff;g 01 Lo } 5.1
Shipper Gr.oss Weighed | Shipper _Gl:oss Weighed | Shipper Gr.“ss Weighed| Shipper Gr'oss Weighed
No. weight By No. weight By No.{ weight By No, weight By
(Kg) (Kg) (Ke) _ (Kg)
L R 4e| vl | 56 [8.370 | Priya | 111 @480 [y | 166
2 _|Y-500] p) | 57 I8 -mig| Pyfua | U2 18EA0| foyi | 167
5 .ugslpow] | 58 |3 gool prite | 13 | 8455] prige| 168
412 ubol pawi | 9 K hocpriga | 14 [R.2qck frha| 169
5 Qhbol e | 60 R setolpaya | U5 1R.870| Pafa 170
6180581 par)| 61 % pgo|pdba | 116 [Q.L30[ P | 171
7 3\ S /)Lf//M 62 |9 o prige | 117 [2395]| Al | 172
2 |8vwoe | payf | 6 % bS] P | 18 [3hhol pl| 173
o |9 8ol | 64 9. ugs| pave| 119 | @dybol Prige| 174
10 13 605 pours |65 @ brbol Pria| 120 12430 e 175
1| Eseo | dpmd 6|9 1igol priva] 12U [8-395T oy | 176
2 1g. 510 L] G [C il poA |22 | RSS] pl [ 17T
13 |RyoyTEmde) 68 | &-4.70| fovi 123 |8u)ba foy) | 178
4R 1};% Gt 60|y | ped 124, . 8:390| oy | 179
|5 187990 [ duedd 10 |2 -4)T| pey) |* 125 [@0,30]| pus| 180
16 B 510 | Gwgafnd 71 & -teoe| Poy) | 126 1§30 | pay) | 181
7 lg. 506 | Samald 2 |F-4oX| peur | 127 (835 [ppy) | 182
8|9 g0 mutn] 73, | $40 | ppy | 128 @ SBolfdye] 183
19 g 590 ééw’m 74 180 % | oy 129 |8 38| Pyar| 184
20 19508 | el 75 9-420__M//‘ 130 (5|5 ﬂy}.\{/ﬂ, 185
2 I8 cectpir | 16 [2-bse| Jpy | 131 [ )onfrihe] 186
2 esas | powr | 77 lobbx] Dl 132 [8)rqp | Prigel 187
23 R 5%0| ey | 18 5420 | 133 [ Lo Pida | 188
" eesto | pey)| 9 13426l pada| 134 | 8SoS| Pdia | 189
s 15638 pevs| 80 |8 4ol Pkl 135 18505 Qutel . 190
36 lpoe Upasi] 8 ebieal pely | 136 | G525 Ouraa| 191
7 [8guol pai | % (@4l | Per | 137 (g Lo |'ORibe 192
B3 R hbg | dwely, 85 [ 83951 pevy | 138 @ nbslOuign | 193
29 2-gbo| Guph) ¥ [8.390 Py | 139 18- 1,80 Bl 194
30 [Q . 5R| ot 85 | &3To| pPeys | 140 1870 @il 195
31 13- 5ig éwdw 86 1Q-4bS| o) 141 | & Ly5o] Ssd 196
32 9 50 W 87 g.,lj:go ﬂ&/} 142 |Q. 530 M‘a 197
318 595 | Gagedt] 88 |8 -gox | poyy | 145 1RS6D Dmua 198
3 Y. tvo 5*“;&4@ 89 |R:A%P| pevi | 144 |g0obo Oicyd 199
35 |9 510 Kwyede| 90 1@ 20| Py | 145 g: 1-‘5’3 ﬁmqa! 200 ]
Prepared by: Checked by: Approved By:
Dcp-t. Production 3N /Production (\\ l Ql{ ality Assurance Head Quality Assurance
Signy L 4}_7}\2_»._ R 2\{/-\&2\&,\/\ Ny l /Q/\Tu\“'u Q \'\ND&/ \,\/J
u Date | ¥ /o( /LO«.?..(” |:.- e (\E\“ \\Df’l\ i___ —

i
5

'!
L__L
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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

[ LIFE BIQTECH PVT LTD

BATCH PACKING RECORD

.Product Code: G13

Batch Size: 30,00,000 Tablets

'BPR. No.: BPR/T/195

Product GENSET o Batch No.: (1 Q109 16 é/
Customer: Generic Health Care Pvt. Ltd.
24.2 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep v mark if found “Ok”)

Date/ Shift shlafony (W ‘ ob (v 1845t
Parameters Specification Packin e nl L TPOA
im S \‘ N : . “;C b L | i
i : i 5900 | 1ot 0 | 1103 [ 12w L wo 1y i S0 61 |17 et
No.ab Bliswer na ?al?sh;;ec;z::il (131(1)6 ' °k ‘
carton leaflet. o | ol | pl| ol ple| ol i | e |t | ok
- Legible and
Carton Overprinting readable o | ol | bl | ol | oW g |t | Bl b | ol ot
No. of cartons in a
shrink sleeves 20 packed cartons | wp | | MR | b | B | NN (A0 | s | don | aoe| ot
Shrink wrapping ;
temperature* |V WA’ Ll N | re |08 Kot | 0 | b
No. of shrink sleeves in . .
a 5 ply shipper 24shrinks G\6 ok |ob ol | ok | O |gp Wi o | ot ol | e
Shipper strapping Proper strapping | ok [vy |0k |0l oL 1o | ob | ok | ok | ob | &
Label appearance and Legible and T )
Shipper appearance readable e ol ol vk DL | O | ol | ol | 0% feb ot
Sealing of the shipper . eb | ok | &
with BOPP Tape H bype ol | | ok ok | ok |0 | Bt ok | o el
7 - =
Checked by . 2 e B Q|- | # e A

*Temperature to be mentioned.

P

24.3 SECONDARY PACKING IN-PROCESS CHECKS: (Pleasc keep  mark if found “Ok”)
Date/ Shift ofleilang [ =2(on [oe2p
. . observation
Parameters Specification Packing PQA
" d o] 2%
T oo 3] gmind tobae] e e |20 2 o
No. of Blister in a > Bhister with 10
. tabs each and one
carton leaflet. ole | 0k O | g1 o [P et | th | bl ] o
e Legible and o -
Carton Overprinting readable ol 01{, = olC de |oe o ol | pte | ob
No. of cartons in a
shrink sleeves 20ipposad cartons ey | 78 | (0 iy | M0 |- | Wh 1A o | A
Shrink wrapping )
temperature* AP e |y | e | e A 10b fpon | 100
No. of shrink sleeves in ;
a 5 ply shipper 24-shrinks Gib ol [Olt & ek |de | o | ok | 0b | ok
Shipper strapping Proper strapping ple-|Pl- o | ov-loe | Je | ol ok | ob
Label appearance and Legible and
Shipper appearance readable | 0liog | I |gie |0 | SE L [ob | ok
Sealing of the shipper ? - ) 4 .
with BOPP Tape H type ob| 0F | o | 5o olc | ol | ok | 0% | Ou | T
| A2 |
Checked by 2 |G m e o ) \:é‘j»] 2]
*Temperature to be mentioned.
Prepared by: Checked by: Approved By:
Dept. Production lf’{odx}\ction n Quality Assurance Head Quality Assurance
. WA : A
Sign. %Vﬂ Q \1\% \u')\/
|  Date o™ /\J U‘:\\ o\
I N ONDY
V) _ UUUI'L

"1



v o leyn

"
- v, F
! e d "
FINR I g & ooghoet 3 it
i
. 1 ,. f g E 1
.y } r iae] : i
LTI ¥ 0 + e,
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N L) ' i ¥ 1 <4 K
. \
! 3 , l %
c8 35 ) Ly 1y
4 . y v 1 ff
vy i | i £ P .
» 4 i ; z g &
. i Ty Y
'l - it
iy L . : kY ¥
i : ’ 5 -
2 y ' ¥ B .
' Hee vAY i P ot
L /'J e N i }f ; ‘
R
. 3 .
) ) ot o T 30y
. . o Py , Cpl s o
Vi e 4 ' 7 i a0
‘ .
’ . /
. N 1 3 “
'
N w :‘“ Il ) X . - i
- E &
) ey ) o L
v i !
2 *3 { ’ . [l ! ty ¢ .
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) ) ! |
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'\ SAI PRIMUS LIFE RIOTECH PVT LTD
vy 3 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 23 of 29
Al ;R|M[JS Villianur Commune, Puducherry-605009.
LIFE BIQTECH PVT LTD BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets .
3y ; . | ..
— GENSET BPR. No.: BPR/T/195-00 | Batch No.: G F 2 | 0.2 16(A)
Customer: Generic Health Care Pvt. Ltd.
24.2 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep  mark if found “Ok”)
Date/ Shift ouloher [0 e5\2hor )
Parameters Specification ahsarvation
P Packing IPQA
Time . 122 14\ % [155w | 1e) 20| friue] RS et XY
No. of Blister ina 3 Blister with 10
. tabs each and one
leaflet. ole ol | B[Ok | oi¢] ok fo
Carton Overprinting Lagible.and
readable O[S [O% [Oc | O] ay | e
No. of cartons in a
shrink sleeves 21)pagkeedd cartols AD | Np rp. [re | M Ry | AD
Shrink wrapping
temperature* g (M2 ne M N o
No. of shrink sleeves in 5o .
a 5 ply shipper H-ahiinks |G or ok [ Ok ol o | s
Shipper strapping Proper strapping oL [Clc |Ok ek |dc | o it
Label appearance and Legible and S
Shipper appearance readable Ol o Ok |°! Ot sk
Sealing of the shipper ' : 3
with BOPP Tape S Ol G |[ol|of | Ok oL | ol
Checked by & BR (R R & |*

*Temperature to be mentioned.

24.3 SECONDARY PACKING IN-PROCESS CHECKS: (Please keep \ mark if found “Ok”)
Date/ Shift 051 93{2024/ (n
. . ! observation
Parameters Specification T PQA
Time L S P[5 S ORT AR S IS Fu Al
No. of Blister in a 3 Blistersaih, 10
M tabs each and one
p— leaflet. ot Sl | o (B Pk ok | we
Carton O inti Legible and
arton Overprinting condilile ok [0\t | o ol [O)| ol ok
No. of cartons in a e ‘
shrink sleeves 20 packed-cartons | \i@y | 5B | w0 |~ |NB NA-| YA
Shrink wrapping i
temperature* NAL pd VA VAN ANA- is
No. of shrink sleeves in .
a 5 ply shipper >shrile ()}6 O | ol | ow| bl | 0% |DI- o
Shipper strapping Proper strapping ol | ol ol okl ok 0 ol
Label appearance and Legible and
Shipper appearance readable pie | ox| bl | bl |bie | Ol |
Sealing of the shipper , I i
with BOPP Tape Htype o |olc|ol |0k | o0 |Dlc
Checked by ) & m 62 & |
*Temperature to be mentioned. ’
Prepared by: Checked by: Approved By:
Dept. Production lf’{odl}\ctlon Quality Assurance IHead Quality Aﬂssurancc
‘ ’ N
olblnra | Ay QW
Date £ ™ A LA
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SAl PRIMUS

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

Page 25 of 29

BATCH PACKING RECORD.

Product Code: G13 |

Batch Size: 30,00,000 Tablets

LIFE BIQTECH PVT:TD

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

Batch No.:G\ F&\ O0J\6

Product GENSET
. Customer: Generic Health Care Pvt. Ltd.
56 0 &l gl 91 [8010 [y | 146 [5.585Paiya] 201
37 $.\ 500 Qﬁmggpﬁ\_f 92 |8405 | meus 147 570 Jf?}ws}ﬁ( 202
38 8. 5 65 Gyl 9 |20185 | Qe |18 [ 10 | b 203
39 R 598 [Gopalid 94| 30KO [y | 199 [3-3 05 0, 4 | 200
0 h3slcaged % [83T0lneuc |° 150 ey oSTpuls [ 205
T BH IO (ot 95 [ gBho [ Powes | 151 g A8 nd | 206
2R 50 Gl 7 | 3580 | pos | 152 |8 3o [nily | 207
5% Buelomlia % Q3% | puc | 153 | 1S0 pnde | 208
4419 100 a9 | 8370 Daors| 154 |00 [padl 209
4518 640 | mpedid 19 [8:355 0w | 155 S°410 [ipad, [ 210
4613 500 |amaatrsl 101 [Q-375] how | 156 |2:500 |Tpydy
4718 s Bndadie] 192 [ 8RO| Mo | 157 [Shoo [py,e] 212
48 1R Bun|Gnetrs 193 | 3985 (oo | 158 8100 ['pufls| 213
29 1p.Coolensl] 194 | §308 e | 159 lg2qC hnalh | 214
50 [B 398l ungates| 105 | :dibol poiye | 160 |9 130 [pable| 215
51 1R w10 %Eu’mm 106 | 8490 PT}"UO( 161 U 216
52 R -490 laugubza | 107 [R-1,30 Pmﬂ,q 162 217
553 Joolpuiys | 108 | 8380 pojye | 163 218
550k 0 |Prode | 19 [ 8.3 [Pudy | 16t 219
55 23] pnide | 110 [8)80 [prily | 165 220
Total No. of De-fbiled tablets | Checked Gy SigH / Verified by Loose pack details:
shippers weighed: pz.lckcd in Date: Sign / Date: Shipper No: p{)@
o pper o B Quantity. 150 X 25010.8
\bho be Z&iﬂ /y Wei tyg ’.;20 .
\0\'33[&»9/\ eight....2. L 4.¢ S

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 r\I\’roq\uctiun_"(N' ¢ Quality Assurance Head Quality Assurance
N ¥
e , Loy \ \ / ¥ ’ \\!“ﬁ(/ 2N
Sign. | e T ] ALY QN A
‘Date’ o 7 AN M NN

0ol

“ {‘4\15 \‘\ 220N

----- ONCONTROELED COPY |
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. SAI PRIMUS LIFE BIOTECH PVT LTD
Vet B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Lstate
Villianur Commune, Puducherry-605009.

Page 26 of 29

SAl PRIMUS

LIFE BIOTECH PVT LTD 2 BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
TR CRNEET BPR. No.: BPR/T/195-00 | Batch No.: (5| ) 62 | b
Customer: Generic Health Care Pvt. Ltd.
6.  MAN POWER ALLOCATION: '
DATE: Y\R.AlNen. ... DATE: . 3[p3}e?.....
SHIFT: ......0M........ SHIFT: .....0A.........
"ACTIVITIES DONE BY ACTIVITIES DONE BY
D & 19

Blister Checking MoAN)S AN vPER Blister Checking - hmatyu, ﬁ%jdffﬂw)

Printing Chécking in Blister

(omotlu Peghio

Printing Checking in Blister

ﬁumd‘l,& 37‘%"\/( k

Insertion of Blister and leaflet
into carton

menga|, e, (nesy
Rokprhry (uverrtay i
ANy S e, SEMIN prod,

Insertion of Blister and leaflet
into carton

LUV\§1 w?
M(nl[w L

Cartons weighing

meeneciv) Hurda vt

Cartons weighing

nw/#’lﬂd/ﬁ)&l [ H'WWMW

Insertion of carton into shrink

Insertion of carton mto shrink

sleeve ekl sleeve WA
e | oo | | k| gy 5 Ao
Shipper Label Pasting Cﬂ/\f\&}@ﬂ"“b\ Shipper Label Pasting IMW .
Shipper Weighing Koo NEotdy Shiper We,™ing W‘W"M(j A
Shipper Strapping ot Shipper Strapping )Qv’f\M/VWLMq"MA—
Shipper packed From..2\. to..3.2 Shipper packed From..2}..10..§.%

Signature of Packing

\7

Signature of Packing

&

DATE: 42| 23]02.....

DATE: Lg].03[2004.

SHIFT: Do vsosbdein SHIFT: .0)ueeeeinnn
ACTIVITIES DONE BY ACTIVITIES DONE BY
‘Blister Checking Md‘ﬂ‘l/ ﬁVg""a“"Wi Blister Checking . h’]/%&l, Mﬂéw{ﬂ/ /

Printing Checking in Blister

Supafd, pvshpe

Prmtmg Checkm y in Blister

S, Pt

Insertion of Blister and leaflet
into carton

NW(f &ww&ﬁ‘w&u
b"fb 'Li,ﬁ“ iy Galsity cl:%f.v i

[nsertion of Blister into carton

M/;M‘f w1 Gl nden’

W pProv wii Al
Mﬂl&ﬁ){ i ‘?’f\:‘v\&fd}ul

Cartons weighing

MmLLA la | PMMMA

Cartons weighing

M pong i * frsapr

Insertion of carton into shrink
sleeve

N-A

Insertion of carton into shrink
slecve

A

oo oniper |Gt bt A || i | S, Talhdeley
Shipper Label Pasting Jﬁt)f//,ldw Shipper Label Pasting WW

Shipper Weighing leadigsay Acnge Shipper Weighing fzfmuwu/(j
Shipper Strapping JAifhanay aredy Shipper Strapping (e aThau ZVMA"" ,

Shipper packed

From. 53..to. 4.

Shipper packed

From.¥0Q..to. 204

Signature of Pa.cking

>

—

Signature of Packing

&

03/ ol 2es

@3\@\ \ 2\

INCT

L Prepared by: Checked by: Approved By:

l Dept Production : Aroduction ~ Quality Assurance Head Quality Assurance
. : ») \ I\/ N

‘ SI?H i L ‘ I 2KEL;W\&V\1>, %\ . = N AL 3
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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 26 of 29

SAl PRIMUS

LIFE BIOTECH PVT LTD

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

'BPR. No.: BPR/T/195-00

Batch No.: 57 21026 (Z)

Product GENSET
Customer: Generic Health Care Pvt. Ltd.
26. MAN POWER ALLOCATION:

DATE:EJU;} 2024.. DATE: .ccvevvernnnn
SHIFT: ........ (ﬂ] ....... SHIFT: iveiiiiennnen.

ACTIVITIES DONE BY ACTIVITIES DONE BY
Blister Checking Mmf;l/i s Bnjeddpi Blister Checking
Printing.Checking in Blister 5%{/\4#%&‘/ PM’;L[@(/ Printing Checking in Blister
Insertion of Blister and leaflet /570 mﬁu w Insertion of Blister and leaflet
into carton 4 e Pﬁl{“,%k!” e, into carton
Cartons weighing WW\A}UYM , AA’W\/“"IM Cartons weighing
[nsertion of carton into shrink N - Insertion of carton into shrink
sleeve A sleeve
Insertion of shrink wrapped t O 1 Insertion of shrink wrapped
carton into shipper Wﬁ“l i ymﬂm A carton into shipper
Shipper Label Pasting 59;»«;%?4/\0 Shipper Label Pasting
Shipper Weighing W@M’V‘/ Shivper We,, "hing
Shipper Strapping WWL/%/M Shipper Strapping
Shipper packed From. .16} to. 1o Shipper packed From....... tO ...
Signature of Packing cg ; Signature of Packing
DATE: cspan vommsansin DATE: sseesssvsssvonss
SHIFT: iiipnaniionsionns SHIFT: .ovvieniennees

A*é'\TlVITIES DONE BY ACTIVITIES

Blister Checkk

Blister Checking

DONE BY

Printing Checking in Blm

Printing Checking in Blister

Insertion of Blister and leaflet
into carton

Insertion of Blister into carton

Cartons weighing

Cartons weighing

Insertion of carton into shrink
sleeve

lpmrti n of carton into shrink
sleeve\

Insertion of shrink wrapped
carton into shipper

Insertion of shrink~wgapped
carton into shipper

Shipper Label Pasting Shipper Label Pasting
Shipper Weighing Shipper Weighing \
Shipper Strapping Shipper Strapping

Shipper packed

Shipper packed

Signature of Packing

Signature of Packing

Prepared by:

Checked by:

Approved By:

Dept. Production Lroduction ~ Quality Assurance Head Quality Assurance
A
: v A
_ Sign. A a— w&w&m Z‘Z/\"” \ W NVl
" Date T THa \o\ | e o Bt
1) - I ALY
UNCONTROLLED €O
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,
Villianur Commune, Puducherry-605009.

Page 27 of 29

PRIMUS

[OTECH PVT LTD

BATCH PACKING RECORD

Product Code: G13

Batch Size: 30,00,000 Tablets

S — BPR. No.: BPR/T/195-00 Batch No.:(5,§ 2162 16
Customer: Generic Health Care Pvt. Ltd.
27. PACKING MATERIAL RECONCILIATION:
; Clear Shrink| SPly |Strappingl BOPP Tape
g;' Material . Pl;:itleleAl)u. PVC C(le\;‘f)(;;ls L(c;g:)ts Sleeves| Shipper Role |(GHPL Printed)
) g (Kg) (Nos) (Nos) (Mtrs.) (Nos)
.A Quantity received for the ' ’
batch M 5.400 | 3ob.joo |10200p [1D2000| NA | 209 | 560 15
B Additional material received : -
for the batch NA A | NA T NA | Al pD A NA
C Total material received
(A+B) 115. 400 | R0b.log Jolewo | lo2m00] NA | 90 | So0 |5’
D-PQuantity pasied 4. 850! 3000098094 | A9l A | 160 | w00 |5
E Quantity rejected (Online) ’
& Destroyed |.530 | 302212882 |F866-| #JA | K | w4 | A
F_| Quantity Returned 350 | dboo | ah {900 | N& | pua | A | NA
G| hafnplearined on BFR Qaoh | NA 0] o) | WAL KA | & | NA
¥
H | QC samples 0. 00% 0.01% | A A | NA NA | pNA N4
I | Other samples (If any) 0. 012 0. 055 b = ~A. NA- KN A
J Total accountable Quantity e ) ! ‘
(D+ E+F+G+H+D) 1154800 |.306 Joo| 1090 | \02xn| NA | D09 500 1=
K | Variation(C—J) NA | NA L NA | A | A NA- INZE A
L | %Variation (K x 100)/C ~NA NA NA- NA | NS rNA- NA | ~NA
M | Acceptable limit +2% +2% | +2% | +2% | ¥2%
If% Variation is out of the acceptable limit, investigate & specify the reason:
.............................................................. W cesoiianh 0 e B s e T e S S S el B e e TRR Bed sRNEREReE S8 G
.............................................................. i T J
28. EXCESS PACKING MATERIAL RETURN TO STORE: MRN NO.
Y Clear Shrink 5Ply Strapping BOPP Tape
Material P;;:IC?KA')“' PVC C(al;g‘;;'s L(e;g:)ts Slecves | Shipper | Role  |(GHPL Printed)
&1 (Ke (Nos) | (Nos) | (Mitrs) (Nos)
Quantity Returned 25, )yo0 |0k D NA %o N Y NA A NA
Material returned by packing b
Sign./Date %_ @ g
Verified By IPQA Sign./Date h,%/} \,;,j T,J;\
Material received by Store | - g B
Sign./Date 6%/‘ e Cg ‘qu
29. DESTRUCTION OF REJECTED/UNUSED PRINTED PACKING MATERIALS AND STEREOS:
; . : Shrink 5 Ply Strapping | BOPP Tapec
Date Stereos P;;;litlc?KAl)u. Clcax{f)\/c C(al\z(t)(;;ls L(e;(l;lsc)ts Sleeves | Shipper Role  |(GHPL Printed)
& s (Nos) | (Nos) | (Mtrs.) (Nos)
122 [ogjzou 9= 1.5%2n 3.980 | 2382 | 1999 | NA 14‘0,1 51@@»”4 NA_
L_—_'_’/ T I — _A \__/
Total Qty. ~NA J
Destroyed 25 1.9%0 | .29, | 23338 | \982] NA| K9 5D NA
Destroyed by )
(Packing) g
Verified by e
(IPQA) B
¥ " Prepared by: Checked by: Approved By:
~  Dept. Production /(’rodfl\lctimn Quality Assuuncc Head Quality Assurance
Sign. L‘ Ié"_\ ZC)\SMV"\M’V\—' A/\\/} Q) \T’“’% \\uﬂ}/\
Date | 203)00 (52 108 ) b)) 20N | ¢ ‘Y\\°
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g~ SAI PRIMUS LIFE BIOTECH PVT LTD
S ~d Factory R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Page 28 of 29
SA| PR]MUS Villianur Commune, Puducherry-605009.. :
LIFE BIOTECH PVT LTO BATCH.PACKING RECORD+ Product Code: G13 Batch Size: 30,00,000 Tablets
W o — BPR. No.: BPR/T/195-00 Batch No.: [ = Q1 0O ) &
Customer: Generic Health Care Pvt. Ltd.
30. BATCH RECONCILATION:
A Batch Size 30,00,000 Nos.
B Quantity received for packing 2992841
G Total quantity packed ' ' ‘ 9 % D_Q" 90
D Control samples . _ _ 900
E Analytical Samples 190
E In process samples 91150
G Others samples if any (Stability, Regulatory Samples, etc.) 200
H Packing Loss =B —(C + D + E + F+G) 2098
I Total Loss=A —(C + D + E + F+G) 25110
J Packing yield % (C + D + E + F+G) / B X 100 (Yield Limit %............... )* Q9.89 v
K Batch Yield % (C+D+E+F+G)/A X 100 (Yield Limit %.........cccccovene )* : Q9.
*To be esta‘bl.lshcd . g . . . }'Qﬁ)’ !
Checked by Packing /Date: \o\m}]W‘ Verified by IPQA/Date: (@] .O_Z))QM
31. TRANSFER OF FINISHED GOODS:
Date FSIIN Sales Pack Size UTr\llict)é 10: a STl:IiO' ot Transfel.'red Rzics};[;ll\l])y Cl;lfgcrjd - Refg\’/lzg by
' shipper RPETS Quanity Packing by IPQA Stores
l© 'oqiw?;— (219 | 39.0] fo‘h’)'& él&xzxro's 159 293830 g ﬁl:‘ (A"S;
EONENIDR nll ’ h=o FJD 5Eh éﬂij
Total Qty. Transferred | 90) 00 & l;(: .8

32. DEVIATION/ EXCEPTION DETAILS:
During process if there is any Deviation / Exception are observed then record in below table
Deviation / Exception details

_Sr. No. Stage | Deviation/Exception details Action taken Observed By

/u.v

COCE—

Checked by Verified by Approved by
Packing: Packing manager: Head QA:
33. BPR REVIEW DETAILS:
Reviewed by Name Sign. /Date
Packing Exccuti \
acking Executive T Qg\,\\rmn @l o3 (93 \
9]
A Ex ti ] F\ 1/\ T j D2
QA Executive k" LS b v} L: ﬂ_( { \0\03\ 9 01 ‘N
Production Assistant M -/ HOD N
roduction Assistant Manager BQL—@ U B2Amb l\/i‘DN-B % oo OTe
QA Manager/ HOD (”‘r/L»P l'u-»{’\ P /g/r/‘/l/gl )] oy
! \
J ] i
| Prepared by ' Checled by: Appro ved By:
{ Dept. Production fElOdl\C(lOll N\ Quality Assurance Head Quali ty Assurance
; K . y N
T e AL Ak | ogw S
T B ,. S e S N
\ ‘ ... Date . a @ /u / /a:zl .. 4_‘.@:?\\)\\ Qo 24 o"\“ x ] \a
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i’f”; 7oy, SAI PRIMUS LIFE BIOTECH PVT LTD
5 | Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate,
Villianur Commune, Puducherry-605009.
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SAI PRIMUS

LIFE BIOTECHOVT (7D BATCH PACKING RECORD Product Code: G13 Batch Size: 30,00,000 Tablets
. 5. AP el o ‘ g

Product GENSET BPR. No.: BPR/T/195-00 Batch No.: G‘ r 9) |0 A \(—,
Customer: Generic Health Care Pvt. Ltd.

34. BATCH RELEASED FOR DESPATCH:

Total quantity released: 29 H 28 2°  No’s

Head QA sign/ Date: AA - o\ ™
W
35. REVISION HISTORY:
S. No. Document No. Reason for Changes Supersedes Doc. No.
1 BPR/T/195-00 New Document Nil
Prepared by: Chccked by: Approved By:

Dept. Production r{lodl]w\tlon Quality Assurance Head Quality Assurance
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Date O.zfofl’ng/ 02181)0m &\ oV % oo
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