Safetab Life Sciewice

BATCH PACKING RECCRD Page 1 of 41
| Product: | GLIDE M 60/850 TABLETS Product ID No.: | 1014 Batch Size | 9.00,000 Tablets
Gliclazide and Metformin | S
| Generic: | Hydrochloride sustzined release MFC NO: ST/MFC/130/R0O fd‘;‘ée;fdes NIL
Tablets 60/850mg )
Batch No.: Mfg.Date: / Exp.Date: —
atch ot | [ DA0060Y s 06 (0d0 | BPDe O 9oy
BATCH PACKING RECORD COVER SHEET:
PRODUCT NAME : | GLIDE M 60/850 TABLETS
Each uncoated bilayered sustained release tablet contains:
Gliclazide BP 60 mg
LABEL CLAIM - | Metformin Hydrochloride BP 850 mg
(in sustained release form)
Celour: Approved colours are used.
Pack Size ) . | TP: 3x10’s blister pack

Store in a cool and dry place at a temperature not exceeding 30°C.

St Conditi
orage Condition Protect from light and moisture.

SHELF LIFE = 36 MONTHS
CUSTOMER NAME : | GENERIC HEALTHCARE PVT LTD
EFFECTIVE BATCH NUMBER DATE:
LDJ00604 0.4 /06 oy
MANUFACTURING LICENCE No. : | PON/DRUGS/07 13 1906
MFG. DATE: QA /Q BPR. No STBPR: 123/00
040 :
. Supersedes .

EXP. DATE: QQS_/‘32 5 BPR. No Nil
BMR ISSUED BY/DATE (QA) : 4 /

U 0 Ylos ledn
BPR CHECKED & RECEIVED BY/DATE . |
(PRODUCTION) . : 0\0\7990

G AR
Allotted By: QA Executive Sign/Date: Q ( é {2&4[(26 lZ}EQ )D
DATE OF COMMENCEMENT: @), /@6 /‘)ﬂ 20 |° DATE OF COMPLETION: IMOG Y000
This BPR contains 41 Pages + .......cccmecrercnrcene A—N\ %l Pe -Adgig%r?af ngwes[ FO‘J? W s W
Checked by Competent Staff Sign/Date>
Prepared by: Checked by: Approved By:
Designation QA Executive / Production Head / QA Head /
¢ Designee Designee Designee e "‘""":T_"“"

'\E‘m & L e s

' ~ N\ || CONTROLLED CO!
Signatur L NS 19'\7 ONTH v
wliii:aD;t: g:\f/c'é-} lotol 1098 %\Qﬁ\? % l —

o




Safetab Life Sciewce

BATCH PACKING RECORD

|
|

Page 2 of 41

Product: | GLIDE M 60/850 TABLETS Product ID No.: 1014 Batch Size 500,000 Teblets |
Gliclazide and Metformin ' - ]
Generic: | Hydrochloride sustained release MFC NO: ST/MFC/130/R0 fd‘;%e;?_des NIL
Tablets 60/850mg )
Batch No.: () DO (’)D\-—\ Mfg.Date: okl220 | Exp.Date: 06{ 20 02
1.0 LIST OF EQUIPMENTS: ’
S.No. Name of Equipments Equipment ID No. to be used
1 Balance ~ 600 g Capacity ST/WB/192
2 Balance - 300 g Capacity ST/wWB/191
3 Balance - 31 kg Capacity ST/WB/196
4 Leak test apparatus ST/IPL/003-02
5 Blister packing machine ST/PPB/001 or ST/PPB2/001
Prepared by: Checked by: Approved By:
Beslaration QA Exe:cutlve / Productugn Head / QA ﬂead /
Designee Designee Designee
Signature ] o> % W
winosee | 4 [/f | et/ BN\ &“*60
= en leblsvw oS o




Safetab Life Science
BATCH PACKING RECORD Page No.: | 3ofar ¥
Product: GLIDE M 60/850 TABLETS Product ID No.: 1014 Batch Size 5,00,000 Tablets
.. Gliclazide and Metformin Hydrochloride sustained . .
Generic: relenee Tablets 60/850mq MFC NO: ST/MFC/130/R0O Supersedes MFC No: NIL.
Batch No.: Cr OO @ 9 Mfg.Date: G \Do oo | Exp.Date; o«((_’)b D2
2.0 RECORD FOR PACKING MATERIALS: SALES
| Excess Checked| Checked i
S.No Material Name Stantdard Unit | Material code| material A.R No: Issued qty by by gfrf{;gi
Qty. issued qty stores | production )
Mep [2p2)ow | oup fras s | 2as | G - | @
Printed Aluminium K '
1§ foil; 186mm 30.000 g PMG00077 —
LN \
A1 —
e o
o\’
. N
_ | mor/oea] v Jeu |onze 129 .200] @ |\ @
PVC clear back foil: - ! v
2 190mm 132.000 Kg PVPV0021 \
Pm\
. \\ - \a\-yo')"
; LR
replooylpwtuploosio et | B | v | @
Printed cartons . - |
3 3X 10%s 16667 No's PMGO0075 !
N
a——
— | \\ w
Prepared by: Checked by: Approved By:

; . QA Executive / Production Head / QA Head / ____ﬂ‘__,_____________,.—__-:—.:—;-f:;—,_ 0
Designation Designee Designee Designee “- cO NTR oL | £ED O_Fi_w j}
Signature with Date Q { / Q f)'}':) \ \‘J’\@'}p | '_’__’____:—_,’:"“.-——""ZT:':A_.';:TIL“,-.—”,.
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Safetab Life Science
BATCH PACKING RECORD Page No.: 4 of 41
Product: GLIDE M 60/850 TABLETS Product ID No.: 1014 Batch Size 5,00,000 Tablets
5 Gliclazide and Metformin Hydrochloride sustained . .
Generic: release Tablets 60/850ma MFC NO: ST/MFC/130/R0O Supersedes MFC No: NIL
Batch No.: Mfg.Date: / Exp.Date: y (
(yodaoe Goyy 9 o6l oo PR Okﬂ DY R
o Excess Checked| Checked i
S.No Material Name St%ntdard Unit | Material code material A.R No: Issued gty by by ge';ggi
Yo issued gty stores | production Y
Meplaon [0 [O%Plpoobs | Fo | QU “ @
Shippers .
5 240X3X10's 70 No's PMS00031
(345X390X395) ~~
T |
\ 1
LY
6 Glide M60/850 16667 No's PML00086 \ — \'
Leaflet ”)SP/,SM)QJ /OZLW /W/00369 . /6655_ @Ld \'/ - \ b \o 30
Transparent GHPL ,
7 peinted Bopp Tape 2° 7 No's | PMG0O0071 - IQS«p/ﬁxg,)/aZ\w /@:LP/QOODZ/ 7 @L \/ 2
8 Labels 70 No's = = IS NV — *‘( o ~p \/ 27
o Prepared by: Checked by: Approved By: -
Deslgnation QA Exgcutlve/ Productlgn Head / QA I-‘(ead /
Designee Desngnee Designee
Signature with Date gj 0 : O\‘V
¢ o $ \\&@ P
z L?mf ( obs / 2028 ““(‘}}’ Q\\\Qb . Q@\o
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Safetab

Life Sciewnce

BATCH PACKING RECORD Page No.: 5of 41
Product: | GLIDE M 60/850 TABLETS f Z;"f’”d e 1014 Batch Size 5,00,000 Teblets
Gliclazide and Metformin . su er;zdes MEC T
: Generic: Hydrochloride sustained relezse MFC NO: ST/MFC/130/R0O No? NIL
Tablets 60/850mg .
Batch No.: (:3;‘)\"3 s b \A\ Mfg.Date: C)g\l@ QO Exp.Date: C}%/\Q_@ 9,3

3.0 CARTON OVER PRINTING RECORD:

' 3.1 CARTON OVER PRINTING DETAILS

' PRODUCT NAME :

Chido  tnbo 850

| BATCH NO : Gpjpoc\elf
MFG DT : ijlzow
EXP DT : 0 / 9023
I

PREVIOUS BATCH: ('—CDI[M\\ PY; s & B.NO _Q ZOS\Q 50 9 E
REQ.QTY OF CARTON PER BATCH : 1 bl bz
3.1.1 CARTON OVER PRINTING LINE CLEARANCE:

1 Check the cleanliness of the printing area.

2 Ensure the Left over carton of previous batch/product if any is removed from area.

3 Check the waste bin for the absence of previous product cartons.

4 Check the machine log book are updated and signed.

5 Ensure free from previous product /batch details in inject printing machine.

6 Attached specimen copy of over printed carton with batch record.
3.1.2 INITIAL CHECKS
PATE: odloh[se20
PRODUCT NAME : @6/1@ ol /850
BATCH NO : («:D ,29066‘9'
MFG.DT Al [ 20 20
EXP.DT o< / 96 2L 3

f

CHECKED BY PRODUCTION: Oq' | o Q) 209,0 oo
CHECKED BY IPQA : @; \
REMARKS el [

Note: If any deviation observed inform to QA head arid production head for further course of action.

Prepared by: Checked by: Approved By:
DesiGhation QA Executive / Production Head / QA Head /
s Designee Designee Designee
~ fo3
Signature 0 M .s),a'Jp \ (\5 :
with Date s \er\\oto\m‘)ﬁi 7o NS w\?\"




afetab Life Scievwice

g

i BATCH PACKING RECORD | Page No.: 6 of 41
Product: | GLIDE M 60/850 TABLETS :::)"fj“d o 1014 Batch Size 5,00,000 Tablets
o Gliclazide and Metformin h
Generic: | Hydrochloride sustained release MFC NO: ST/MFC/130/R0 i‘;‘_’ersedes MFC L
Tablets 60/850mg i B
Batch Nec.: C}.m@h b() \4‘ Mfg.Date: @b l)@m Exp.Date: Dﬁ{\ ()‘@21%
3.1.3 CARTON PRINTING INPROCESS CHECKS PRODUCTION AND IPQA: EVERY ONE HOUR
DATE 04 !06 ’2;0»0 04]06[D 20| ©9 o,b‘fzem 09 Jobl2s5 a
 TIME - - 20. 4, 20 /D 2 40 Qb 06
| FRODUCT (AME ¢ Uide mée/8§0 (;uﬂ,H bel 8wl o Lido o, 60/3:: s M) b0 |8
eliin ] ‘Gio 206 be 4| liDoentos (ip 2ecbe 4| D ooobo 4
MFG.DT 0{0!'2,0);0 oblD s o ok ’ZOLC OCd/“ADQ ’
EXP.DT oS [5092 | oelnone osf2023 | oelogoe
PRINTING CLARITY : ol B ol o
CARTON PRINTED BY G <>~»147£fw Lsuw,df,\m G‘l o] 7‘1“,\: "Luw ot
PRINTING CHECKED BY vinlte, Wb s T VPM o
CHECKED BY PRODUCTION/IPQA & / /‘ e Y
SIGN/DATE : Mf B,?;c% @ ratoblo 03] B4 Joblro | L2 oct]eblae)
REMARKS : __,N\Q = z —ND — -
cotias o9 /o 6/3030| onluines oﬁ;//oél/zop,c > | obl 2624
TIME : 23:40 , ) 5 DR .227 22 .20
PRODUCT NAME : /‘Zl de mbo ]SH;O Glicle M65/800 (0 Ade mbe /293 (el oo Ml B
BATCH NO : Con aecbet | aDorhos Gip lc—eéotz— D2 bo s
wisedl oh]2e30 06/ 201 ok /Zo 20 06 |poya
EXP.DT or leca3| o6loase 05 /2093 | setoess
PRINTING CLARITY : ol v ol 5
CARTON PRINTED BY LO1 lﬁ% mer ") ’_ :L./!\,/f*':\& LA~ L-D‘ 'Q/Y/(ﬂ/"m./) =10k l.bmét’\r\’u ~
PRINTING CHECKED BY € . pe 7% Lormpafie. gﬁm e 7“5 2 sl
CHECKED BY PRODUCTION/IPQA ) '
SIGN/DATE : rJC.’Ql" ’zo‘vo CM oo \lb]yay Qq /@/7 /2>p:> ey o%t|oklaoy
REMARKS : LY g = - .__Ng — J
i sk TD!nBIzcw 101obhl Derw Jo}nf;\fzczc 10]06 | 2o
TIME : ob. 4o 00 O ot. o1 : KO
PROBUCT fuHEs m@zio/ ™ 60/8 P (0 (’CQC M A ’R(rzd&,/frjol mh 0/8;1 (dPto Mbo | g
S B @D 200 {‘O CF (19 sobo 4 D 2c0 be 1D 2ococlos
MFG.DT 0/6 r%w e gk" Do)o GB}QOD,\, ob | 200
EXP.DT ] 902 % 0h61 D022 © !‘f*),c 22 0% 9092
PRINTING CLARITY : ot o i
CARTON PRINTED BY 8o P71 Gl ——Qfm B rfp; Ranpotle
A 1 7 Y
PRINTING CHECKED BY Ly L«J/Lw O | abdlron o [ [ ode gﬂi\ b
CHECKED BY PRODUCTION/IPQA Qé . ' . ’ ,
SIGN/DATE : 4‘/9\;0‘0\9/07": Ay wlok]> o0 Qj/te ')nklzc?ﬂ g 40\0b g
Prepared by: Checked by: Approved By:
DasighRasion QADE;(S?cutlve / Productlgn Head / QA l-.iead /
gnee Designee Designee
) © AF
Signature C «.),07/ 4(\,@/ 42
i / o | NRRTA N W av
with Date Q(L eL\\Cso\QOM’ /}:;fj\i?/ b}o




i Safetab Life Scicrice

’ BATCH PACKING RECORD Page No.: 7 of 41
Product: | GLIDE M 60/850 TABLETS Z;"fj“d i 1014 Batch Size 5,00,00C Tablets
Gliclazide and Metformin 1 S
Generic: Hydrochloride sustzined release MFC NO: ST/MFC/130/R0O NO(:I NIL
Tablets 60/850mg )
Batch Na.: C)\%OO(’\O’U‘ Mfg.Date: Qb U)__(D > | Exp.Date: QVY\D '2)9) 2

3.1.4CARTON PRINTING INPROCESS CHECKS PRODUCTION AND IPQA: EVERY ONE HOUR

DATE : tofeb /o050 [ 1olobiner. | tefoblonna 1n|nbloode
TIME : oD . Q«O O LR 0% .Y .
PRODUCT NAME : CLrde tbof3eq tlvdovibol gs0 (Gl de mbo/3s

BATCH NO : Gip 2eobely 1O 2o sbos Go 2@0@'\’@&

MFG.DT “_-na at) 26 cﬁ/wq,c,

EXP.DT eff\zc‘i—B 5610 500 Ly DR

PRINTING CLARITY : ol e oA o
CARTON PRINTED BY Lo o Basibvy - . f&l - P 7L Oy i s I
PRINTING CHECKED BY Colefbnen| Lol Sl e e le P mery Lap Moo

CHECKED BY PRODUCTION/IPQA

@7/@"05’»52; 4 Aot 909

% fob [ocse

SIGN/DATE : M 1olabls o
REMARKS : el Bl ¢ e il s ¢
DATE ¢ v O \ ou |9222 \o\akbheow !

TIME : © 140 CHie \

PRODUCT NAME : (n\\\:}\g mto ,8_03 e oao\g s \

BATCH NO : (D 2sobetd D2 OO0l \

MFG.DT oo\ 3098 Ob\ncno \

EXP.DT & oo oS \nea \

PRINTING CLARITY : Fih - \

e b b 4 youg o A4S ¥ owosedae \

PRINTING CHECKED BY M otverrent \2 Conenn aie \

CHECKED BY PRODUCTION/IPQA | - \

SIGN/DATE : Jo reloelwse. | I Rdowew

REMARKS : NG — \

DATE : N \

TIME : \

PRODUCT NAME :

BATCH NO :

MFG.DT

EXP.DT

PRINTING CLARITY :

CARTON PRINTED BY

PRINTING CHECKED BY e
CHECKED BY PRODUCTION/IPQA —]
SIGN/DATE :
REMARKS :
Prepared by: Checked by: Approved By:
Dasigration QA Exe.cutxve / Productxfyn Head / QA ﬁead / e - T i
Designee Designee Designee . { \ ? i

Signature q L(;’ ) m\\é\c}g}f \%\\Jﬁ A | I

: - QR : . N
with Date Mo \cglgﬁj)u /}%\\\? @D
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g ATCH PACKING RECCRD } page No.: | 8 of 41 v

[N i I i —————————— et e B e i e
i i iD ] N T=hlet |
| product: | GLIDE M 60/850 TABLETS ﬁ p,md”d e ’. 1014 1 Batch Size | 5,00,000 Teblets |
v AR Mo L A R *’

Ciiclazide and Metformin
Hydrochloride sustzined release
Tzblets 60/850mg

b
i Supersedes MFC

No:

| Generic: MFC NO:

|
|

% Mfg.Date: ‘Ob\&@}@ ‘ Exp.Date: 106\9& 9;3_J
4.0 PACKING PROCESS INSTRUCTIONS:
‘%f—S.NO e e
‘ 1 Wear hand gloves during operation.
2 Transfer approved bulk product and packing material to packing area after verification, record the verification details.
3 Set and operate the machine as per current version of SOP. e
4 Check the initial machine setting parameters and record the observations. ’
5 Check and attach specimen of printed foil, carton and overprinted shipper |abel before starting the packing activity.
6 Check and attach specimen of overprinted Jembossed foil, carton and overprinted shipper label before starting the packing
activity. ‘
7 | Check the initially run blister for all the parameters recorded in the process checks. It should be counter checked by IPQA.
T8 | Carry out in-process checks and record observations in respective tables as per frequency. _
9 If any of the parameters does not comply, stop the machine, rectify and recheck the parameters for compliance. Fill process
interruption sheet.
i0 Record the shipper weight for individual shipper.
11 After completing the batch packing, fill Finished Goods Transfer Note and transfer the batch to Finished goods store.

5.0 LINE CLEARANCE CHECKS - PRIMARY PACKING SALES Date:.lﬁ(.i)l-fﬁ )
5. No Chedis Observation
' i prod. | IPQA
1 Check whether area status board is updated for “CLEANED” status. 7 "
5 Left over Printed Aluminum blister foil and Base foil/PVC film rolls of previous batch/product if any is
removed from machine and cubicle. - ~
3 Scrap (empty packs, trims) from rejection box below machine is removed. > <«
4 Scrap of defoiled packs is removed from the defoiling machine. - “
5 Check whether empty containers of previous product/ batch are removed from the cubicle. 7 :
Check for the absence of Capsules/tablets of previous batch/ product from hopper, below vibrator and 2
feeding box/channel. z
Check for the absence of Capsules/tablets of previous batch/ product at punching tool and area below .

machine and machine conveyor belt. Pl
Check for the absence of Capsules/tablets of previous batch/ product from collection box of defoiling
machine.

Check for the absence of Capsules/tablets of previous;,batch/product from rejected tablets box.

10 | Check for cleaning of hopper, feeding channel, vibrator plate

11 | Check for cleaning of area below machine, backside of machine by opening the machine guards.

12 | Check for removal of previous product stereos from the roller.

Check for cleaning of defoiling machine and its colfection box.
Check the working desk for absence of container label, dispensing labels, other labels and document of
previous patch/product.

Check whether the cubicle (floor, wall, ceiling, door, windows) is clean.

Check whether the daily records are updated and signed.
Note: Tick mark () if Complies and (X) if Does not comply_' ) \7

..Qflalsxumﬂm ......

Checked by:
Production Head /

Checked b roduction) sign/date:.

Approved By:
QA Head /
Designee

Prepared by: |

QA EX?CUtlve /
Designee

i PN
Signature \ P oY
with Date (;( \QO‘P\\C’)O\ 5090 Fx /C\*\\Q}C\




Safetalb Life Science

W BATCH PACKING RECCRD Page No.: S of 41
Product: | GLIDE M 60/850 TABLETS if:f’“d & 1014 Batch Size 5,00,000 Tablets
Cliclezide and Metformin o Su sedes MEC
Generic: | Hydrochloride sustzined release MFC NO: ST/MFC/130/RO | o perseae NIL
Tzblets 60/850mg 9:
Batch No.: Lo bol Mfg.Date: oi\oooe | Exp.Date: OK‘_‘),Q 9 Q
: ! Blister pack
Equipment :
Equipment Machine 7 AREA
Ean ST/PPB/001 or ST/PPB2/001
| Previous
Product etlucaratim 6105 forede
Batch No. Sy oRb10AE
Cleaned by Gtapl | Conpd
Checked by (Production): 0 ‘o\ﬁ)kiww
Verified by (IPQA): gﬁ;@s_\o\&'b\,u_
Observation
5.1 ENVIRONMENTAL CONDITIONS:
Date: Date: te:
ate: 1o [gb(no 9y T M oblaess Dfe
Temperature: \
23°C to 27°C RS 0P
Relative Humidity: | \
45% to 55 % A= Y S3 A ¢
Production Sign £ J-M' \\
IPQA Sign s 5.3 PPy

Primary Packing started at:...0k.LUD .

Completed at£ .......... 10(60

5.2 APPROVAL FOR PRIMARY PACKING:

Packing Sign/Date:..Q(..\AlAu%w

IPQA Sign/Date ¥ is\ddns

5.3 RECEIPT OF PRODUCT AND MATERIALS:

Check the following before start of packing activity and record the observation

s‘\“’p'

Date: [o]ob ]wu
Check Points ki b .
. ecked by erified By
Observation (Packing) (IPQA)
Bulk product containers are of the required product /final analytical
request in present. ol 0 A2
( .
Status label of machine / line is for same product. s —1
- B\ QL( QV F:h&?(
All secondary packing materials are of the required product. e P \'}:,D\(
5.4 VERIFICATION OF PRODUCT:
s Checked By s -
Observations (Packing) Observations Verified By (IPQA)
1. Average Weight ) =
1260 m »\Q \‘/\\Q\O\Q\VV 1260 rma Q,
2.Quantity ) 77
b4y ba \L.% \T\‘\\\oé\l@}’ Qa4 .64 A [0
3.Number of containers 5 ) g
39 S \_/U\\,\\,.\ ¢ dastd 20 NA Y (.d/
If any Remarks: \
Prepared by: Checked by: Approved By:
I - QA Exgcutwe / Productlgn Head / QA ﬁead /
Designee Designee Designee
) D] 50 N
Signature 6‘ {7 X*}Q*'&\‘Z\Qyj %\\\ o
; : S > , M e
with Date k \’\{;y\\&g\w‘)@ y"” (\«;\,\Q’ le\c




Sy Safetab Life Sciewce

B BATCH PACKING RECORD Page No.: 10 of 41
Product: | GLIDE M 60/850 TABLETS Froductib o1 Batch Size 5,00,000 Tablets
) Gliclazide and Metformin Supersedes MFC
Generic: Hydrochloride sustained release MFC NO: ST/MFC/130/R0 No- NIL
Tablets 60/850mg
! Batch No.: (j)\m@d\(’\'\,\‘ Mfg.Date: Ob\D-DD-O Exp.Date: MQDQ 5 9
5.5 RECEIPT WEIGHING RECORD OF BULK PRODUCT:
Container %%Sgt v;;éz’t v;?%t Weibg;ed (ér;%:fg Container %ﬁg& ‘??ézt vivgfg:gt Weggyhed %3%1;?:
3 8:60 1S9 I p-%a /AO'P‘I \L\n\éc\)"u 1182 [ 1% [\ 03 (aom \*\\\oio\w"
2 ‘8'30 \ .89 \b-Se (/1(7 ) \/\o\h\O\"9)932 \")‘b,o R 1S.be (/0\)1 \’\\\o\a)'liu
= N.0o | .&= [\€ 25 (mDJ \-«\ﬁ\o\o\ o233 18457 | "9 |32 () NENNL o
4 7057 Vo | \b.25| Gep) \w\o»\ 123 |18.90 | 960 1w 32| (epl [\yanle>
o N.20 | V%= [ 1o | (iop) \\/\0\0\1 @235 |35.35 |2.%e (9295 |G \ob) e 22
6 \R o] L Ge [\b.20 (mr';, adw? 8 (24,95 [2.be |9).8C Lol \/\\\&LW
7 V.80 | \*%* | |p.00 {hoD] ( ,\A\’,,u,;m 37 12600 |2.ne 2240 (:u??ln \y\\\\o%) po 12
8 [18.4p | 180 N30 | Uepl [Nynaldr® [22.9¢ |3 v0 (235 [Gepl Nenilahfpare
° 4190 | 16e (oo | Uepl [\ gark»3® 23be 240|200 [lep) yjogses
0 |\b-bS| V.o |)9.8¢ uoﬁ \dabhb? 49 1N
B IB%e] VW& [|by@ (Ao\)\ \iaae 41 LY
2 |1Mgo | Vo [fb.0o |ept ‘;\O»Le@)o = N\
13 [\bSo | Lse 1S90 (Am). ERAL
14 [ logo | g 1S . Rmp, \olobl 1o 44 \
15 [t ] Voo 1< <o \A(JV! X, sldlbern®? \
6 lveps]| 18 Vg g0 (MV\ o) 46 \
il 132 | {Se | tune (A()N Loldalpp piad
18 \1ys |\ se [1seg (A/D\ ol >@ 48
. s
i 1g-to] \Go | b3 (wP\ \x,\‘ jeb] 20 49 \
20 |\b.ys | \go | 1Gbs (\00\ 1ol e 20 \
24 [b-28 | \ . ¢o -4 ()\00\ \\‘;\‘d;li'w o1 \
22 B 12| tee | 1620 (Ao\?\ L I ,‘\‘A,.’mﬂsz
2 Neis | Ve ’°r~5>”.(l\o}')|: \i‘d\o\g p 53 \
24 W | hgo | 1895 Ljrop’\ tola) 12 54 N\
25 \b.bo| 1.Ge | 1850 (Aa?‘. Aok o 2255 4?
26 | W3 | e | loea qu} L\ou,\a»ﬂ 56
27 11%.35 | \Qo | le.s<| YoP) | \adinv 57
28 1692 | \vee | 1S40 (Jal\;l \’\;\‘g_samp %8 \
2 [8yo | \eo 1630 |Uof hrgulel 5 AN
30 \. e \- 8o ‘950 (40'1 \"\o\a\)l{” 60 : L’ﬂ;@}’bg
Total weight of inspected tablets: bL}-L} ‘L,L), ];?/ kg
Prepared by: Checked by: Approved By: ‘ e
oo | St | TRmoted | ST o
- 25 S\:re
ig;a;:z: C;lgo)}{\ &o\w')o W\\\Q\Q\% \%\&P 0y al




afetab Life Sciewnce
LN BATCH PACKING RECORD Page No.: | 11of41
| Product: | GLIDE M 60/850 TABLETS Z;O_d”d L 1014 Batch Size 5,00,000 Tablets
Gliclazide and Metformin B
Generic: | Hydrochloride sustained reiease MFC NO: ST/MFC/130/R0 z‘;?ersedes MEC |
Teblets 60/850mg )
)
2 Mfg.Date: Exp.Date:
il Lodockoy, sbre | pblapag | et o503
6.0 MACHINE PARAMETERS:
Standard and Limits Ot;se vation
> r
[ — ! |
Parameters
Machine-1* Machine-2* Date: ; Date: 6\ate:
ST/PPB/001 ST/PPB2/001 1aloblogig ob) 2020
Temperature of 165° C to 175°C 145° C to 160°C ; N
forming Roller 190'¢ \ Mo
Temperature of o 5 . o
sesling BEIE? 195° C to 210°C 195° C to 210°C 200 o,
Stereo impression | . / NOT OK (Should be legible) \
quality ol ok
Code no: Pow \DROYS/ \
poN Ipavei¢/ev(ziodl, 0 N3 \Fek
- Batch No.: ,
Overprinting ¢D 2 99la Yy G 2.00k04 \
details: \
MFG. Date:
&L / W Ok \ 2020 \
EXP. Date: ;
951999 1 05)2022 b
T o o
pe (No blister should fail in leak test) Ok
Blister ok
Checked by Packing Sign / Date g \
B 10 loblrorg b \‘\\°\°\ \
Verified by IPQA Sign / Date Y A
Y 1PQA Sign / TR e | PPrutelloeoh .

ok

Prepared by:

Checked by:

Approved By:

. QA Executive / Production Head / QA Head /
Designation Designee Designee Designee
s & h
Signature Lo \ \ Q \y@ S5 \\%ﬁ)\(w
; : D8 |93 e\
with Date 6:7 J)Lt ol (2022 )\} C\\\Q \t\bbo\a




Safetab Life Sciewice

BATCH PACKING RECORD Page No.: 12 of 41
Product: | GLIDE M 60/850 TABLETS ;";’O oduct 1D 1014 Bateti Shze 5,00,000 Tablets
Gliciazide and Metformin o o o - i >s — B

Generic: | Hydrochlorice sustained release MFC NO: ST/MFC/130/R0 N”‘_’erse € NIL
Tablets 60/850mg o
B No.: : Mfg. : O2DID . : X
atch No C} DOvG ‘OOM\ vifg.Date Ob \ Exp.Date Oﬁ)&DsDD-:%
7.0 PRIMARY PACKING LINE IN-PROCESS CONTROL:
Date i )
10lok [292 \® | o | 2020
Machine Operator Name
c1op 4 (hopi , P\ el
EVERY ONE HOUR
Checked by P Q PodQ P Q P QP Q P Q P Q P Q
Time of inspection ) Uy . . 1201 0 \5>( S \'b; T 2 25 (,bé .
d M o BSEA M 1okl " AV 187 kI (NP RO D27 a7 ng
Sealing temperature N PSS ~ << (= e s C\-V = o1 - o °,
doo AR e YIFh0 PO 9 et qe X oS | ¥ |gw W 990 009
Forming temperature s € w oy o _ WO I P <o w Lasphd w0
a— vto T s AT 1116\ o S e® [@° [\ [ e [0 7] g
Leak test on strip* : RVY% N N ,
(2 strips per check) ol eN— ole v | al oL &l oY on |ow | e o | | e | O™
Knurling quality N~ : " . ol o\
g ale [9 ol |9 | g, [d]os |©7 | ov o [0 Ok | o
Horizontal cutting quali Ly , '\ L Ry s o\s
Vertical cutting quali . ) i ) \e— o o
99 | ol b | g o | gl [0 | o PO PV |ee |V R o | on
A
Quality of over printing - -l e (¢ s o
ol low fol PAelok 1970l PV [OWF" o e oo O | on
y PoNDRVE{S]
Code no: ) -. . >y g Ao
s11nlqok | o | Jgle (9 o) [0k | g, oo o [os | B v Joe | oo
Batch No. TN , . s ) B
T elaeobay | gl [ | ok ol 0% | gl 17 |ee |9 |ae |° |8 |ov |6 |
Mfg.Date \¢ v A\e
° b [Lo2o ol lev=1d M| gL |¥ gl |[eV e & e [ s o LI Y
a1 ¥4 Ao . ’ Y
Exp.Date 8“7'%7/] ol N [l | i 0 ae | o¥fon o o [ jgel [ 1O | ac
Machine Speed . (s - :
(strips per min) uo |&° [Yo |he Yo 3.5 uo | N | we HO ke O | |40 A
Packing Supervisor / IPQA : . R <L C2¢] 5 L o~
Signature B/ ﬁy/\z & QXZ’ B f)‘—v z; ¥ ﬂ Q‘SL' 2y —J—v\ /ﬂ/ Y |

If vacuum 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
QA and will be released after approval from IPQA.
OK / Not OK mention to particular process.

P - Production

Q - Quality Assurance

Prepared by: Checked by:

Approved By:

T — QA Executive / Production Head / QA Head /
g Designee Designee Designee
Signature \W()@‘)ﬁ % y
. — Sogedss - N
with Date - < ‘QOH\CEQK'}CW /c(/ G‘\’\\Q\é\ Q'%\SQ




A\
If vacuum 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
QA and will be released after approval from IPQA.
OK / Not OK mention to particular process.

P - Production

Q - Quality Assurance

Safetab Life Sciewnce
BATCH PACKIKNG RECORD Page Ne.: 13 of 41
 Product: | GLIDE M 60/850 TABLETS Z;“fj”d . i 1014 Batch Size - 5,00,000 Tablets
Gliclazide and Metformin s des MEC |
Generic: | Hydrochloride sustained release MFC NO: ST/MFC/130/R0 N”E’erse e NIL
Teblets 60/850mg I o .
Batch No.: C&M@OBOL\ Mfg.Date: Ob {Dom Exp.Date: O“{b@ggg
7.0A PRIMARY PACKING LINE IN-PROCESS CONTROL:
Deate \ "
Lo\ ol\2e20 L o\ok\2e20
Machine Cperator Name
’?‘\L‘MQQQ}L / Nsyand). IAY qaad,
. J 2 _/\\
EVERY ONE HOUR
Chiecked by prliodielole ol dlotefolelo \P Q| e la
Time of inspection AbL 4 N 6 ~))6 150 o2 ] o --'\g 228 59 o]
B \('9- the “\\93 \bl"\(’\"\' b \%'o\ i\ﬁ‘il'rq/o" >3 ’cr)) % M « M
Sealing temperature ol o 2ed 2 2l 2 2 | M-S & e e
o 920 heC hOY 0P P be® L0 P 1o 98 fopd e
Forming temperature K o =LA i . o . o . 2 o
e A°” e KA ] e Y sy s U by eY | Hs e
Leak test on strip*
(2 strips per check) o\ | me 0% || o s | 9% [ok-joe ou— |O% |ow
K li i
nurling quality o\ jow Io\C | slo\ | aw | O | o ol | ov— g ol
Horizontal cutting quali e ) X
2 ety O |© 0| i) O] ok S\ |O Sk | ou s\ Ol
Vertical cutting quali .
g-quality Ol o= [0\ |ow |ow |ow | O%|ow oV | sc Ol Ol
uality of over printin Ol - N
Quality printing o o sedowe | o | % [ g | 0%l oL |ow
o QC«A\DRVW:
ode no: 2
o\\38ou| Sl | o |6F |ow |9 |ow— e A | O\ o o |ow
Batch No.
(x0200k08| 3 [ac B |ow ol | o oV | o ok o {8\ |ouw
Mfg.Date ob\2e25 | 6ic | e |k gn Pl [ ow |8 o ol o [O | o \
Exp.Date 05\94&& oy |ow- |9 Bre S5 ou—| Ok~ P L 1% o \
Machine Speed 5 5 \
(strips per min) no | 4o A 10 | B0 [ Ao | B |Ho wo | 4o &O |20 ‘
Packing Supervisor / IPQA = v N - B P ¢
Signature L (=2 @) 0“/ @ \/ ] V M \r e
el 2020

Py |

Prepared by: Checked by: Approved By:
Preslgnation QA Exetcutlve / Productr?n Head / QA ﬁead / pese-
Designee Designee Designee E D C(,
: 0 : 2P CONTROLLE:
Signature q \'Q \ M \G\K‘FD \%Q/\?)
; o [T xXH© Q 0N
with Date ¢ L\\ P @\Q\ Q&Q




safetab Life Sciewce

'L M BATCr{ PAC”'RG RECOKD Pace No.: 14 of 41
| Product: | GLIDE M 60/850 TABLETS ;;"f‘“d L 1014 Batch Size 5,00,000 Tabiets
Gliclazide and Metformin StBercadas MEC
Generic: Hydrochloride sustained release MFC NO: ST/MFC/130/RO | o perse ! NIL
Tablets 6p/850mg |, °:
AV OO0
Batch No.: HC1 )9\ e Mfg.Date: o 6\ D ODO | Exp.Date: QVT\D@DD/
vb.v\'\b*
7.0B PRIMARY PACKING LINE IN-PROCESS CONTROL:
Date
\\\t‘)b“)_ﬁ’lr \\\o\n\‘opw
Machine Operator Name ; v
hob) [ )\01‘)‘1
EVERY ONE HOUR
Checked by E Q.| P 404 P40 PolaQat P 0 ] Pl 0 P 4 0o P 4.Q
; A q - <@
Time of inspection < RO \O‘Jé VAN d d a8l A fX o N L3Sk I
Py AR LaP M 08 Y Vi SRR i Vet Al :;.3§ VS-S )
. ¢ e v 4 < ~ U
Sealing temperature ~Ll U o VRS BN WO L N 21 o s e ho \
e BE o P gE 5" P s (P | 95 ack o ¥
Forming t t ot = lal U vlxd < ~ol <ty ‘
orming temperature \0 @ o N\ .:\: @\ \‘—\O\‘ S od \"A“V\*'\Ou\%' \=o e
Leak ?est on strip* ol . cm, ke e
(2 strips per check) X0 Pu v |aw |97 | oV o | oV o ek_t{e
Knurling quality e\ o =N ot f 7 QY @‘V 10,78 O e\ o o, &
Horizontal cutting quality N e gb_ c\” - 0\9/ o% 0\‘/()& o\ o | o o Ll
Vertical cutting quality oL o\ D |ov %o é\;,/ . Y . oV e o e | el
Quality of over printing Ol ¢ o o | g o Qe CU/Q‘L oW |eg lov - ol
/Xm"‘bP—V“5/ \
Code no: o A " L~ Ry
o ratack | S9[9% |V |0 |ee bl | O jov [oe [V | oo | P |0 b
Batch No. o - (e g o \
(onaokey O | | B0 Y Jes Jole| 0w |9 oq 9 |9 g S
Mfg.Date \ ) 0 @&
’ sloeno | Do e lov (8 |0%fon Yo | o\far | e |op |
e p k Ao , (= 3
Exp.Date OS\%‘)/B 'SR oV 9\)\ oV O=_ o\ O~ O lea | |- |® og o\ \
Machine Speed " = ) 5 i \
(strips per min) P pe ho [F WO [k W W |be | KOO ko W
Packing Supervisor / IPQA ! | | A Lol A( T .
i o S | A 5 | R e JySi @ # 3
V\ol\22 2
. If vacuum test fails perform every 15 minutes for next one hour and ali the shippers to be checked for leak test from the las%

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

P - Production

Q - Quality Assurance

OK / Not OK mention to particular process.

Prepared by:

Checked by:

Approved By:

D asigRatGH QA Exgcutive / Productign Head / QA ﬂead /
Designee Designee Designee
Signature : \3/’{{\2 ;)59/0 ; % ';f/:‘/p
; ol \Q,\Q\ ANV
with Date el ob ne Do ;}*‘L oW QQ\O

\ ponoLu D CPPY

————
e ——
R




Safetab

Life Sciewice

ot BATCH PACKING RECGCRD Page No.: i5 of 41
Product: | GLIDE M 60/850 TABLETS ;;ij”d . 1014 Batch Size 5,00,000 Tzbiets
Gliclezide and Metformin Supereadas MEC
Generic: Hydrochloride sustained release MFC NO: ST/MFC/130/R0O No? NIL
Teblets 60{2‘\5qu IbOH : )
Batch No.: ‘ Mfg.Date: ) > Exp.Date: ]
875'0'\/:( 9 “‘M,\)’ g.Date CE(DL&@ xp.Date DE/kD—OB
7.0C PRIMARY PACKING LINE IN-PROCESS CONTROL:
\xﬁ
Mach\l\ﬂperator Name
EVERY ONE HOUR
Checked by P Q P 1.Q4.P Q P Q| P Q P Q P Q P Q

Time of inspection

Sealing temperature

Forming temperature

Leak test on strip*
(2 strips per check)

Knurling quality

Horizontal cutting quality

Vertical cutting quality

Quality of over printing

Code no:

Batch No.

Mfg.Date

Exp.Date -

AN

Machine Speed
(strips per min)

[

Packing Supervisor / IPQA
Signature

QA and will be released after approval from IPQA.

. OK / Not OK mention to particular process.
P - Production

Q - Quality Assurance

o
If vacuum test fails perform every 15 minutes for next one hour and all the shippers to be checked for leak test from the last \\\0
successful leak test. All the shippers packed from the time of last successful leak test shall be segregated and random checked by

Prepared by:

Checked by:

Approved By:

Dasignation QA Exejcutlve / Productsf)n Head / QA k'!ead /
Designee Designee Designee
Signature Q 1 ) NG W
z 5 NNF Q. \0 Ll
with Date i\\, oM c.b oD );15‘ OQ\\Q ﬁ \én

20



Safetal Life Sciewnce
S g BATCH PACKING RECORD Page No.: 16 of 41

Product: | GLIDE M 60/850 TABLETS :‘:fj”d P 1014 Batch Size 5,00,000C Teblets

Gliclazide and Metformin Sunevsadas MEC
Generic: Hydrochloride sustained release MFC NO: ST/MFC/130/R0 ;10? NIL

Tablets 60/850mg ‘ :
Batch No.: C\& aocboly Mfg.Date: ob\D,DD,O Exp.Date: K\D}D\):%

7.0D PRIMARY PACKING LINE IN-PROCESS CONTROL:
Machiné{@ator Neme
EVERY ONE HOUR
P Q PiliQia s p Q P QP Q P Q P Q P Q

Checked by

Time of inspection

Sealing temperature

Forming temperature

Leak test on strip*
(2 strips per check)

Knurling quality

Horizontal cutting quality

Vertical cutting quality

Quality of over printing

Code no:

Batch No.

Mfg.Date

Exp.Date

Machine Speed
(strips per min)

Packing Supervisor / IPQA
Signature

N

\—
o If vacuum test fails perform every 15 minutes for next one hour and all the shippers to be checked for leak test from the last \\\Q
successful leak test. All the shippers packed from the time of last successful leak test shall be segregated and random checked by

QA and will be released after approval from IPQA.

o OK / Not OK mention to particular process.

P - Production

- Quality Assurance

Prepared by: Checked by: Approved By: e -
Signature g L& &‘,7*’(\/\)@‘?« (\5 qﬁ’
with Date ¢ L\\O&)\w bia) S \ (\bx)

\7}’



Safetal Life Sciewce

; BATCH PACKING RECORD Page No.: {17 of 41
Product: = GLIDE M 60/850 TABLETS Fpa st 1014 Batch Size 5,00,000 Tablets
. Gliclazide anc Metformin o
Generic: | Rydrochloride sustained release MFC NO: ST/MFC/130/R0 i‘;‘_’ersems MFC | NIL
Teblets 60/850mg )
Batch No.: (\m DQ @T\(\Q\.—l‘ Mfg.Date: @Q)\m 5Ya) Exp.Date: O’FS'\DD D_Lg
8.0 DEFOILING: Inspection of De-foiled tablets: . .
Weight of ; oyt Weight of
Inspection| Inspection g Inspected Quantity of good WDIEIS| o i g
| Date tablets taken . rejected Checked
; Sterted at] Completed at by Ka No's Shipper No.
' for Inspection = tablets by.
pld %
‘ \o
WA | 49500 V3 g | 1.Soo vogiule [, 20° | 4% ba 0.290 |
| L - g — b
Total _ \ .S00 - |« 20°| - gk b4 020 b
Total quantity of rejected tablets Done by/Date (Packing) Checked. By/Date (IPQA)
destroyed:....LA L Nos. k%/\\\o\q\%O)D SR Db\ D
9.0 LINE CLEARANCE CHECKS - SECONDARY PACKING:
¢ Observation
S.No Checks
Production | IPQA
1 Inspect the packaging area and the packing line for cleanliness. The area and packing line should be P
visibly clean. ‘
2 Batch Packing record checked. -
3 Check the status labels of the area/packing line and ensure their correctness with respect to product 7
name, batch number, date, signature of production personnel.
4 Removal of Previous Secondary Packing Material. / ¢
5 Removal of Previous Documents. <
6 Ensure that the balances are cleaned and it's calibration status. /
7 Check whether the balance to be used are within calibration due date. p
CONVEYOR BELT
8 Cleanliness of the Conveyor Belt Checked /
S Cleanliness of guard checked P
10 Check & ensure that the area is free from dosage units (strips, etc.)/packaging components (labels,
leaflets, cartons etc.) & documents of the previous batch/product. v
11 Ensure that any tools/materials required for equipment maintenance/operation are kept properly
under control. 7
12 Check and ensure that labeled bins are available for disposal of rejects of each packing material. /

Note: Tick mark () if Complies and ‘X) if Does not comply. ~

Checked by packing sign /date...........] % @\4\9/ ~

Verified by IPQA sign /Date

{ A v ) | :;(.k‘r S:

S Y
LO X

e T

v

9.1 PACKING INSTRUCTIONS:

Pack 10 tablets in one strip and check the quality of sealing.

At the end of packing operation remove rejected capsules and destroy in presence of IPQA.

BPR.

Pack 3 strips into the carton. Pack cartons per row and cartons per column as per profile given in 12.1.1. Seal the 5 ply shipper
using tape and carry out the Inprocess checks as listed in the batch record. Weigh and record the weight of individual shipper in

Destroy the rejected printed packing materials at the end of the shift in presence of IPQA.

Prepared by: Checked by: Approved By:
Designation QA Exgcutwe / Productpn Head / QA ﬁead /
Designee Designee Designee
. ~£ X N
Signature Q Q \ ) \oo? C\Q&\{
with Date ; ,r\' oY 0301’)99/5 © \Q 6‘5}0\6




Safetab Life Sciewce

S BATCH PACKING RECCRD Page No.: 18 of 41
Product: | GLIDE M 60/850 TABLETS Z;"_d“d ip 1014 Batch Size | 5,00,000 Tablets
Gliclazide and Metformin s eSS MEC
Generic: Hydrochloride sustzined release MFC NO: ST/MFC/130/R0O Nx;?e € NIL
Tablets 60/85Cmg ) Y
Batch No.: LES eobol #Mfg.Date: ok L‘.}D D0 | Exp.Date: 0'6/\%3&%
10.0 SECONDARY PACKING LINE CONTROLS:
Cel ACTIVITIES DONE BY Bate / ACTIVITIES DONE BY
ime Time
ocH o 53 2
m\oyi\'o 3 . Pascamedoatr \DL\@
‘ Strip checking \O Strip checking
9\5\7 ga)—t_a_Qa.:s \\'\ \5

Printing checking

Sansiyjammal

Packing of 3 strips

Seumatindy, Shardii- B

g et ey s
oranjing, Revatiu
Cartons weighing R. Se‘b\ﬁ
De foiling _
Carton;;:;;;z:o 5 ply ‘B ) Se\ ui

Shipper weighing

Shipper label pasting

Others if any

Checked by packing
supervisor sign/date

%4

\0\0\0\9/@ 22

Printing checking

Cartons weighing

p. R.ama
€
Packing of 3 strips e Mohglqhgl’"ﬁ'
and leaflet per carton e d ¢ \rol Lt
o t
Ciyaam ., *
J

De foiling

M"Q' !!s

Carton put into 5 ply
shipper

M. Qa'fqvalb'

Shipper weighing

H . Q—‘%’I‘a val(

Shipper label pasting

Others if any

[V D_a}qvallf

Checked by packing
supervisor sign/date

9/\fa\ SRS

Prepared by:

Checked by:

Approved By:

Designation

QA Executive /
Designee

Production Head /
Designee

QA Head /
Designee

Signature
with Date

Q< LOCM 1050 IOC'»’/C

‘é\J«}Q")“C
P

e




Safetab Life Sciewce

BATCH PACKING RECORD | Page No.: 19 0f 41
Product: | GLIDE M 60/850 TABLETS zzof’“d o 1014 fsteh Sisa 5,00,000 Tebdlets
Gliclazide and Metformin ; < des MEC
Generic: Hydrochloride sustained release MFC NO: | ST/MFC/130/R0 N“{’erse es NIL
Tablets 60/850mg | o
Batch No.: (‘_\& aYe's \0\" Mfg.Date: 0‘0\5—0% Exp.Date: DADDDC%
10.0A SECONDARY PACKING LINE CONTROLS:
Date / Date /
Time ACTIVITIES DONE BY Time ACTIVITIES DONE BY
» 4. Wli. Sasau |,|oblre . L.
\c\‘e\(y Strip checking Strip checking Bovedhsiade SO&G‘-QO\
e U0 '
N 06 Naé!a mma) Q" T . Pobom e uedt
\& R
. N
Printing checking wma AL 4) Printing checking 9} &M
3
ol ol * . pvaveuwmmal
Packing of 3 strips Qg“o\ow' . QQJ%LIM Packing of 3 strips gl a:*la:}_‘ 50 %
and leaflet per carton , g and leaflet per carton T (L) SLYARY Y @won (
Packing carton Cromathn’ Sespeuca ns S 5 .
wonni'lg B. sonthi g Solv:
Cartons weighing Cartons weighing
VS0 a1 1080 P Sumally
De foiling De foiling
=¢ Mani e
\J V=
Carton put into 5 ply Carton put into 5 ply
shipper shipper
V' Ca .o i'eols P. Sumotly
Shipper weighing Shipper weighing
V@a&)'ﬂ.@ﬁz Y. &uwaﬂy
Shipper label pasting Shipper label pasting
V. Sax¢lsota ® P Sumath
Others if any Others if any
Checked by packing \/ \,o?" Checked by packing [ |00
supervisor sign/date o\sb supervisor sign/date it l ok
Prepared by: Checked by: Approved By:
besignation QA Exgcutlve / Productpn Head / QA I-fead / R R ep——
Designee Designee Designee ['“‘; sp— Len
d O AV C ?“’ 1\, i LJ A
Signature ‘g) 1 \9/'/ ‘W(&\O/\wjp W /P i!._»_\:j...__: I-—_‘::.'_::::—:T..::
i ¢ ey J N R
with Date 4 \oly Ob 0O C\\\ N’&\o




Safetab Life Sciewnce

BATCH PACKING RECOGRD Page No.: i 20 of 41
Product: | GLIDE M 60/850 TABLETS e 1014 Batch Size 5.00,000 Teblets
Gliclazide and Metformin ) su des MEC o
Generic: | Hydrochioride sustainec release MFC NO: ST/MFC/130/R0 No’_’erse NIL
Tablets 60/850mg )
No.: e b ) : q"bD
Batch Ng C/\D@QQ%C)L\ #fg.Date D'Q \%2,0 Exp.Date > 9.3
10.CB SECONDARY PACKING LINE CONTROLS:
? DTa_teﬂ/ ACTIVITIES DONE BY Date / ACTIVITIES DONE BY
ime Time
s .
AN vagammal , 9 Je
é\\ Og Strip checking Strip checking
2L g %&s_gm.ng_
Printing checking \LQMQ ™ mal rinting checking
(homa I
Packing of 3 strips wé,,% N Packing of 3 strips
and leaflet per carton §ngy 5 and leafi&t per carton
Packing carton Q[QVMCWI
afolhn’,
Cartons weighing Cartons weigRing
‘/‘ ' Qa RJI'KOJ o
De foiling De foiling
/
Carton put into 5 ply Carton put into 5 ply
shipper shipper
V' Sons Vacka
Shipper weighing Shipper weighing \
V\ ¢ ,gq lel‘iig_ h/k
Shipper label pasting Shipper label pasting
L Qoo 1'2@23
Others if any Others if any
o
Checked by packing Checked by packing \
supervisor sign/date \, O\ 20 supervisor sign/date
ik
1
T} b2
Prepared by: Checked by: Approved By:
Desiarstion QA Exgcuttve / Productlfm Head / QA ﬂead / S =
Designee Designee Designee
] = ) 5 A
Signature §5 \/Q ACH &V
: L - AV W G\
with Date ek ich \\0,0')b QK_}} CA\\‘\Q @0\0




Safetab Life Sciewice

i BATCH PACKING RECCRD Page No.: 21 of 41
Product: | GLIDE M 60/850 TABLETS Z:’ff‘“d 10 1014 Batch Size 5,00,000 Tabiets
N Gliclazice and Metformin ' Cuncreodes MEC
Generic: Hydrochioride sustained release MFC NO: ST/MFC/130/R0 N“{‘erse es NIL
Tablets 60/850mg o
Batch No.: 4 : : 3 9
atch No [ ADD ¢ \)\ Mfg.Date Oh\mm Exp.Date OK\DD 2
10.0C SECONDARY PACKING LINE CONTROLS:
Datef ACTIVITIES DONE BY Date / ACTIVITIES DONE BY
Ti Time
Strip checking Strip checking
Printing chegking Printing checking
Packing of 3 strips and Packing of 3 strips and
leaflet per carton leaflet per carton
Packing carton
Cartons weighing Cartons weighing
De foiling De foiling
Carton put into 5 ply Carton put into 5 ply
shipper shipper
Shipper weighing Shippeg weighing
Shipper label pasting Shipper label pa;::g\
Others if any Others if any
Checked by packing Checked by packing
supervisor sign/date supervisor sign/date
LY
Prepared by: Checked by: Approved By: ‘\ \\o\:\()’
" . QA Executive / Production Head / QA Head /
Designation . . .
Designee Designee _ Designee
: J‘</ ) 4 b
Signature \/Q ] 0 L % Pl
: ) ) NN TANNY
with Date ()1 c\q)o‘o no o M\"\\@ 6"2\0




Life Scievice

_____ BATCH PACKING RECGRD Page No.: 22 of 41
Product: | GLIDE § 60/850 TABLETS Froduetin 1014 Batch Size 5,00,000 Tablets
Gliclezide and Metformin '
Generic: | Hydrochioride sustzined release MFC NO: ST/MFC/130/R0 | pupersedes MFC |y
Tablets 60/850mg o
Batch No.: (’ x&@OOE)O\.( Mfg.Date: ob lQ [aPTa) Exp.Date: o K\D«@%
11.0 SECONDARY PACKING LINE IN-PROCESS CONTROLS: Frequency: Every One-Hour
Checked by P Q P Q P Q 2 Q
- N ¥ A M
Date ﬁ@ KR N S&\? N \)\ B’ ,b"“ Celeow
N \@\ '\'é:§e \Q \Q\ao \0 .3\}5 \:)\3 \F\
\
Tirme 23 871 0S| ang© < : : =
b\_‘? oe A _V\ C}‘ 4 ~35. ((‘C\‘~KV \311173 0 e
Parameter Standards and Limits
CARTON
strip in 3X10%s \& :
monocarton o o~ | ov | o\& |oe oV oly o\
Leaflet in carton )
P | w | o | v | AL ol e
Print Quality Clear & Legible : ' 2 p
O%_ o ok | @V as o aly @\
Batch No:
In>omboy
Overprinting Mfg.Dt:
Details o e e o ) ol >\
' bl 2050 ok | @ S =N VS W
Exp.Dt:
o= \ 20232
SHIPPERS
. , @
Sh No.

L) e\ | o o3 2 ol 5% o%
Print Quality of | Clear & Legible i
Shipper Label Oy A ' o 0 o\ . o\

Batch No:
o o botx
Mfg.Dt: b o | g% .
Overprinting olo \ 2020 - on. (oY |es oM
Details E ) = o @‘L/
xp.Dt: o \ ol
oS 1203 3
Qty . & : XY AL o e
Shipper sealing | yniform AD 5z f
quality or_ | e¥ i oe |ol oh -
Packing Supervisor/ IPQA Signature <7 HC = 4 A
AR A P i i
o OK / Not OK mention to particular process.
P - Production Q — Quality Assurance
Prepared by: Checked by: Approved By:
eeabion QA Exgcutlve / Productlf)n Head / QA ﬁead /
Designee Dqunee Designee Yy
Signature lj ,1‘)“ (@Q\’
with Date €< oy 2 ok 1%9@ W ‘\\\\\ \{\\L




Safetab Life Scicnce

5 BATCH PACKING RECORD

! R | Page No.: 23 of 41
| + ] . 0 ON0 Ta
| Product: | GLIDE M 60/850 TABLETS Zr:fjuc‘ i 1014 8atch Size 5,008,000 Tablets
i Gliclazide and Metformin NS cedes MEC
| Generic: | Hydrochloride sustzined release MFC NC: ST/MFC/130/R0 | oPeF NIL
Teblets 60/850mg , B - vo: |
Batch No.: ( \oooohoW Mfg.Date: obloxDp | ExpDate: bﬁ_\')ﬁJD(g i
}}.OA SECONDARY PACKING LINE IN-PROCESS CONTROLS: Frequency: Every One-Hour
- Checked by P Q P Q P Q P Q
: Y . (T \m@ T \ ? F
' Date \o\ W\ \,\/x AoV o W\ N PR Y2
0 ) \) FARY o Ao > 3
o) e ol N\ \ o\ ¢ W\ ol ool 2%
- Time C 0 ~ 9,V Q 2 52 6 - A
‘\\(»’3 { A o \Q/\.q,‘i N \(5‘,") \% \‘(‘"Ib Ve O
. Parameter Stendards and Limits
CARTON
strip in 3X10's ‘ ,
monocarton ol o4 al, o\ ol o\ o\c o
Leaflet in carton )
ole | M oh el o |° 6\ O~
Print Quality Clear & Legible I'd i
9 '( o Q/L el & Lr ol oO\c o~
Batch No:
ANQ0ob Y
Overprinting A
g.Dt:
Details : A 5 O\« (O
oL[nv2s ol | o ol o ol -
Exp.Dt:
) [ 23R
SHIPPERS
Shipper No. N v b (% y (8 \q (ﬁ
Print Quality of | Clear & Legible k-
Shipper Label 9 9 [\« oM~ ol, Ve L A, 0 O\ O
Batch No:
tD200b I Yy
Mfg.Dt: . IS
Overprinting 9k ’ g2 o\ ’ i
Details ok | ow ol i, - | O | F
Exp.Dtz
o5 w23
Qty: ' AL S Ok
d 5
o xzyls' S Ok o, |oW | 4 |e* o%
Shipper sealing | yniform p g
quality 2 o\ ol o . ol olc | o
N - - - //;‘ . .
Packing Supervisor/ IPQA Signature & SI/Q, Q ?y) Q ﬂé s \/ p ) ,
o OK / Not OK mention to particular process.
P - Production Q - Quality Assurance
Prepared by: Checked by: Approved By:
o QA Exe.cutnve / Productlfan Head / QA ﬁead /
Designee Designee Designee

Signature

with Date Qtﬁw Qlog}gg pre >“ - \{\\Q\G\;@’f

e




’ Safetab Life Scicwice

T
O

BATCH PACKING RECOCRD Page No.: 24 of 41
 Product: | GLIDE M 60/850 TABLETS g 1014 Batch Size 5.00,000 Tablets
: Gliclazide and Metformin ‘
| Generic: | Hydrochloride sustained release MFC NO: ST/MFC/130/R0O i‘(‘)‘?ersedes MFC | oL
Tablets 60/850mg :

Batch No.: C;mo bl \4\ Mfg.Date: o 61 2O D& | Exp.Date: [®) K(DC, 02
11.0B SECONDARY PACKING LINE IN-PROCESS CONTROLS: Frequency: Every One-Hour
Checked by P Q P Q . P Q P Q
S e L Lo -+ —r
Date 2217 P al W\ P e IIRIST-S EV T
\o\"‘A N \0\0"\ \O\0 \ o \0\‘JA )p\c\’”\ o S
Ti 6
ime ) N 5 b e = T
52 |\ G [1: 40 | 0P | (1140 | \&XC| 1824
Parameter Standards and Limits
CARTON
strip in 3X10s
monocarton o\c o — Y ou— O\ B 6 HY
Leaflet in carton ' : y
e | O &~ | gu o Do | O ik
Print Quali Clear & Legible .
Q ty g 6\{/ D o\ O Sl U & AL
Batch No:
(Gqp2 00b04
Overprintin i
PN Mtg.Dt: S\ F Ok
Details 0b \2020 6 O | O O DL G
Exp.Dt:
65| 2024
SHIPPERS
Shipper No. 9 % : .
pp ik o 2K 2 S 2 2% |2X
Print Quality of | Clear & Legible .
Shipper Label e Ol O ol - (WS O Ok Ok
Batch No:
(N“ D20 oboa
Mfg.Dt:
Overprinting O [ 2022 B\ B On e O\ & -
Details . ow Al O O\ ]
Exp.Dt:
05 [po22
Qty;, ) ’
2doxB%ss |G | oo | ¥ | o o |g | o
Shipper sealing | yniform . e
quality 6l pY— (] O W o\ O«
Packing Supervisor/ IPQA Signature P ) )
LV | &2 vV | @ A i I = L.

. OK / Not OK mention to particular process.
P - Production Q - Quality Assurance

Prepared by:

Checked by:

Approved By:

. i QA Executive / Production Head / QA Head /
Designation i . .
Designee Designee Designee
Signature Q\X/ % f\—;\o;} we\:\;\?
h u < )
with Date i sh\gb\@ WO\}\\ N




Safetal Life Science

R BATCH PACKING RECORD Page No.: 25 of 41
Product: | GLIDE M 60/850 TABLETS Z;ij”d L 1014 Batch Size 5,00,000 Tablets
Gliclazide and Metformin s des MEC
Generic: Hydrochloride sustained release MFC NO: ST/MFC/130/R0 N“‘_’erse € NiL
Tablets 60/850mg i N
Batch No.: (’\S_)QOL"_;&('\ L\\ Mfg.Date: o \D,@D_@ Exp.Date: Dgl[)mﬂ(g
11.0C SECONDARY PACKING LINE IN-PROCESS CONTROLS: Frequency: Every One-Hour
Checked by P Q P Q P Q P Q
N N2 b i)
Date Nig & oY ? 1\ eV P sl T
\n\o\’\ \°\°\°v \o\°\"\ \’3\"\"\)o \\\° \\\&’\' \\\“\o \\\‘f\"\'\w
Time .25 s « < by B GO o o 0
95% eV | NP pBT | g [T (U o8
Parameter Standards and Limits
CARTON
strip in 3X10’s ;
monocarton Qe o\ o oV gle ol ole o\
Leaflet in carton ' - "
s | O e o ole o |
Print Quality Clear & Legible ) v
gl 0\ 0 | O% ole ol ol 0
Batch No:
(aD200k04 )
Overprinting w- ©
i Mfg.Dt: st o | s\ |° ot
Details O%v \ 2630 Ol ol
Exp.Dt:
5G 2022
SHIPPERS
Shipper No. Qo 5. A
PP B\ 12\ |38 |8 | %9 |29 Yoo 42
- - (TS .
Print Quality of | Clear & Legible , Xy Ok
Shipper Label 4 Bl o\ o il ol Il
Batch élo:
2D 200604
Mfg.Dt: 200
Overprinting 0L\ 2020 - 6t e o\ i i i
Details Exp.Dt: 8\ ( i ol
o l2022
Qty: k \ W i
B |0 |0 | o | 4 |e¥ de |
Shipper sealing| yniform sags
quality Bl | o¥ 6\ oL ole ol o -
Packing Supervisor/ IPQA Signature . ‘
g5 v ¢ Lo | |ZR]y [gw

P - Production

OK / Not OK mention to particular process.
Q - Quality Assurance

Prepared by: Checked by: Approved By:
. i QA Executive / Production Head / QA Head /
e Designee Designee Designee
T ; P
Signature O ‘Q - \Nyo?/" W’*&: oY
with Date 1- @/\\%\99 s ® Qb\\é“




Safetab

Life Scievice

e BATCH PACKIRG RECORD Page No.: 26 of 41
Product: | GLIDE M 60/850 TABLETS Z;"fj“d m 1014 Batch Size 5,00,000 Tablets
Gliclazide and Metformin s des MEC
Generic: | Hydrochloride sustained release MFC NO: ST/MFC/130/R0O N“’_’erse € NIL
Tablets 60/850mg o g
Batch No.: C 1L DyockoY Mfg.Date: vl | Dodg | Exe-Date: _OQS’\‘)D 53
11.0D SECONDARY PACKING LINE IN-PROCESS CONTROLS: Frequency: Every One-Hour
Checked by P Q P Q P Q p Q
Date Qéq/iﬂ &7 m\J\NA i 60\0 éo\(,«:‘f’(’ e L ﬁ\o\";ﬂ \e
o N Sl PSR Nt BN nlde [n ok
. RS
Time LD Yo, 2% W s . ~ VRO
Parameter Standards and Limits
CARTON
strip in 3X10’s ;
monocarton ol ol ale o\ - o\ ol o\
Leaflet in carton - . (e
ol |o% ol. 9% ol o ol F
Print Quality Clear & Legible v 1> 1% (V>
ok | o | o¥ ol |°© o |0t
Batch No:
AT L5060 Y
Overprinting
Mfg.Dt: o\ )
Details ° / olc ” ) M o\
9(»' N DD ol ol el ol
Exp.Dt: .
9‘\/( WA
SHIPPERS
Shipper No. i3 = =
Y9 |¥ 1 g3 |55 | gL |51 |gq [¢o
Print Quality of | Clear & Legible ) L
o 0 [} e
Shipper Label ol |oW¥ nl. p\x ol e
Batch No:
A0 20065l
Mfg.Dt: il )
Overprinting ab ( Nan - I ¥ L ol o\ ok
Details Exp.Dt: 0 0 0lx ol
QK ] > 2R
Qty: % o .
240X 10" S ole ok al. ol ol ot
Shipper sealing| yniform i ) PRV
quality ok | OV 9l oW Al e\ Ok o
Packing Supervisor/ IPQA Signature & jy}?_, Q j/@’ Q 3/@6 ’ & :ﬂ/Qﬁ 2

P - Production

OK / Not OK mention to particular process.
Q - Quality Assurance

Prepared by: Checked by: Approved By: e~
Pasignation QA Exe'cutlve / Produc’ugn Head / QA I—_iead /
Designee Designee Designee
. y o)
Signature \ Q \ \ W@ o N 5V
; 20 QAN W\
with Date CI“ AL o SN (\Ut(}

=




Safetab Life Sciewmce

BATCH PACKING RECCRD

Page No.:

O 27 of 41
Product: | GLIDE M 60/850 TABLETS o 1014 Batch Size 5,00,000 Tablets
Giliclazide and Metformin 1 Supercedes MEC
Generic: Hydrochloride sustained release MFC NO: ST/MFC/130/R0 No‘? NIL
Tablets 60/850mg ' &
Batch No.: C}D&DQQ ol Mfg.Date: o b\ 2 DQ | Exp.Date: O’T\% 36
11.0E SECONDARY PACKING LINE IN-PROCESS CONTROLS: Frequency: Every One-Hour
Checked by P Q P Q p Q p Q
2 ¥ b o) o
Date \(\)‘W \o\')f calo V= IURYY
\\\b\D \’\\QXO\JW \\\Q W\ \\0\’\ W\ 0° -
| Time ) nO - R 2 6 -~ AD
: ) (1235 | we b (G e
Parameter Standards and Limits \
CARTON \
strip in 3X10%s ole \
monocarton ol ok Py O\ O
Leaflet in carton
ol o | ow O O\ | gu \
Print Quality Clear & Legible 4
ole e\0_ O e v B
Batch No:
D 2on bo (
Overprintin: .
P d Mfg.Dt: 2] & > I )
Details 6 & :
okl Joln ol O\ OV
Exp.Dt:
05| 3037
SHIPPERS \
Shipper No. . o .
b [ bo | 9% Jeg | %P | bs
Print Quality of | Clear & Legible : O\ \
Shipper Label S 6l Cle— A 'S 6 U—
Batch No:
AD 0 ba
Mfg.Dt: , -
Overprinting [N e P 2% v e
i | 6\ (ke Y =
Details Exp.Dt; ol o\
[:Y-wil ) /17/?)
Qty: N o\ _ O o 0 \
duay 2 X1 - alx b | we
Shipper sealing | yniform n
quality ol e o\ s D 6
Packing Supervisor/ IPQA Signature 5 AN \/ ‘ 2 \/ D
. OK / Not OK mention to particular process.
P - Production Q — Quality Assurance
Prepared by: Checked by: Approved By:
= " o =
pesignation QA Exgcutnve ¥ Productpn Head / QA _ead / \,\ o
Designee Designee Designee it G ’ e
<~ '\9 ﬁ—;—_—::.—.-:—‘-“« e
Signature i \g [ ) QP‘
; e el Ot “
with Date q < T oW \ob ot O\\\Q’\G\ NS




H o D% o *
Safetalb Life Scienice
BATCH PACKING RECORD Page No.: | 28 of 41
Product: @ GLIDE M 60/850 TABLETS ;’:f"‘d m 1014 Batch Size 5,00,000 Tablets
. Giiclazide and Metformin Supersedes MEC
Generic: : Hydrochloride sustzined relezse MFC NO: ST/MFC/130/R0O No{) NIL
Tablets 60/850mg i "

Batch No.: C) o Q—EZQQ)OH Mfg.Date: Q'Q\DJZLE),Q Exp.Date: QKKD,Q S.3
11.0F SECONDARY PACKING LINE IN-PROCESS CONTROLS: Frequency: Every One-Hour
g~%ﬂ<ed by P Q p Q P Q P Q

Date

Time

Parameter ndards and Limits

\ CARTON
strip in 3X10%
monocarton

Leaflet in carton

N

quality

Print Quality Clear & Legible \
Batch No:
Overprintin
P g Mfg.Dt:
Details
Exp.Dt:
SHIPPEG@\
Shipper No. \
Print Quality of | Clear & Legible
Shipper Label
Batch No: \\
Mfg.Dt: %\
Overprinting - &
Details Exp.Dt:
Qty:
Shipper sealing | yniform

Packing Supervisor/ IPQA Signature

P — Production

OK / Not OK mention to particular process.
Q - Quality Assurance

Prepared by:

Checked by:

Approved By:

QA Head / e

w\‘ PP e
QR

Desianation QA Executive / Production Head / -—
esign Designee Designee Designee !
i <0

Signature ) N ¥

with Date qﬁg),\\ th\g}a)u S > @\B\\Q\v\ﬁ/




Safetab Life Sciewnce

BATCH PACKING RECORD

Page No.:

29 ef 41

Product:

GLIDE M 60/850 TABLETS

Product ID
No.:

1014

Batch Size

5,00,000 Tablets

Generic:

Gliclazide and Metformin |
Hydrochloride sustzined reiease
Tablets 60/850mg

MFC NO:

ST/MFC/130/R0

Supersedes MFC
No:

NIL

Batch No.:

(oo eccboy

Mfg.Date:

[prSY:

Exp.Date:

os1005.3

11.0G SECONDARY PACKING LINE IN-PROCESS CONTROLS: Frequency: Every One-Hour

Chwgked by

P Q

P Q P,

Date \\

Time

N

Parameter

St&%rds and Limits

N

CARTON

strip in
monocarton

3X10’s \

Leaflet in carton

N\

Print Quality

Clear & Legible

N\

Batch No:

Overprinting
Details

Mfg.Dt:

Exp.Dt:

SHIPPERS

Shipper No.

Print Quality of
Shipper Label

Clear & Legible

Batch No:

Overprinting

Mfg.Dt:

Details

Exp.Dt:

Qty:

Shipper sealing
quality

Uniform

Packing Supervisor/ IPQA Signature

. OK / Not OK mention to particular process. N
P - Production Q - Quality Assurance
Prepared by: Checked by: Approved By: ‘r'\\\qb\

Desianation QA Executive / Production Head / QA Head /

9 Designee Designee Designee

P P
Signature g I/C\ i P2 ad \ %
i 202 | < R N

with Date - @h\&o\ (}\3\\\‘5 N b?g‘ﬁ 9




Safetab Life Science
BATCH PACKING RECORD Page No.: 30 of 41
Product: | GLIDE M 60/850 TABLETS zg"fj“d m 1014 Batch Size 5,00,000 Teblets
Gliclazide a2nd Metformin s reedes MEC
Generic: Hydrochloride sustained release MFC NO: ST/MFC/130/R0O Nu{:e NIL
Tablets 60/850mg oz )
Batch No.: b D&@Q6 oY Mfg.Date: bb k DY Yo | Exp-Date: O{\DO D«%
11.0H SECONDARY PACKING LINE IN-PROCESS CONTROLS: fFrequency: Every One-Hour
E!\icked by P Q P Q p Q P Q
Date \
Time
Parameter SXn\dards and Limits
\ CARTON

strip in 3X10’s
monocarton
Leaflet in carton \
Print Quality Clear & Legible \

Batch No:
Overprintin

r? = Mfg.Dt:

Details

Exp.Dt:

SHIPPERS \

Shipper No. »
print Quality of | Clear & Legible \
Shipper Label

Batch No:

Mfg.Dt: - X3
Overprinting
Details Exp.Dt:

Qty: \
Shipper sealing| yniform
quality
Packing Supervisor/ IPQA Signature

OK / Not OK mention to particular process.
P - Production

Q - Quality Assurance

2L
o\ >?
Prepared by: Checked by: Approved By:
. . QA Executive / Production Head / QA Head /
Desianation Designee Designee Designee
iy 4 4 i
Signature C &J/ vejﬁ (\ﬁw ; i
: i ‘ A AV \\g\\q
with Date ; mé\oh} 2o 3D /‘ 0\5\\\ ,:;b\\?




Safetal Life Sciewice

BATCH PACKING RECORD | Page No.: 31 of 41 .
Product: | GLIDE M 60/850 TABLETS ;:’fj“d o 1014 Batch Size 5,00,000 Teblets
- Gliclazide and Metformin s des MEC
Generic: | Hydrochloride sustained release MFC NO: ST/MFC/130/RO | pobersedes ™ NIL
Teblets 60/850mg o
Batch No.: C)\D(QOQBD Y Mfg.Date: DQ\ 2000 Exp.Date: O'KKDD 0.2
12.0 WEIGHT CHECKS ON SHIPPERS: SALES
12.1 LIMITS
Per carton packed gty: 3X10's Per shipper packed qty: 240X3X10's
Dimension of 5 ply shipper in mm: Length (L), Width (W), Height (H) (L X W X H) 345X390X395
Weight of ten filled carton: Average weight of a filled carton (A):
512199 57-32a~,
Weight of ten empty shippers: . ¥« L 0 \(,\ Average weight of an empty shipper (B): \ « Fib & 10 5 0a% ‘8’
I\
Weight of one filled shipper (C): {AX 240+ B)
. 940 \ci
A\
) \pr o >
Checked by packing : \/ Date : \0\0\9 Verified by IPQA: @ Date : 10 l obl 0% o

Strip

: Strip weight £ % tablet weight.

( \S\O—(QH\

to

\\)x“rL&QM

)

Limits:

i : 5 ; -
Carton: Average weight of filled carton + % strip weight. ( A‘ 9 .88 GM to &)S \3 3,«, )

Shipper: Weight of filled shipper + % carton weight.

12.1.1 PACKING PROFILE:

Pack 10 tablets in 1 strip —— 3 strip into 1 carton ———» 240 cartons in one 5ply shipper

Caany ® 1e9ky g’

Prepared by: Checked by: Approved By: T
N QA Executive / Production Head / QA Head / e -*"’“'”['L'E 0 CO
9 Designee Designee Designee “\ #Ho NTR O - s
AN NSl B\ VA A
with Date ol ’}Ql:. (D020 M\\\@ %@\@Q

¥

§

{
¥
ety

o1
b i




Safctab Life Sciewce

| BATCH PACKING RECCREPD | Page No.: 32 0f 41
Product: | GLIDE M 60/850 TABLETS ProductID | 1014 Batch Size 5,00,000 Tablets
Generic: E%iraoLc‘rG]E::;Z 2f§:n2; release MFC NO: ST/MFC/130/R0 | Supersedes MFC |y
. Tleblets 60/85Cmg o .
Batch No.: ; p)DQDO%QM Mfg.Date: iob\ YD Ya) Exp.Date: Qﬁ'(% 9,,&
12.2 WEIGHT CHECKS: )
Date: '0)0k19—03-'0 Date: |°|0‘:J9020 Date: l\\@k'%&e} . Date: - _
Sh‘ﬁfer u?eric;shst Chiillfed Sh&poper M(Isex'%s;t Chet)ilked Shiilpoper vslser%s'i Chete)cy%ed Shlil;;per v(jgic;sst Ch%cy%ed
1 (kg) Packing ) (kq) Packing ) (kg) Packing ) (kqg) Packing
o, lm-ty| @l ob is.obl \o |-Si<lise® | @ \
Lo %18 g | o7 Jimgel v kosaTiniondl gl \
03/ W58 g | o8 past| \o | S% l15eSk] g \
oh A8ak| o | 29 A4ingia| v |- Shlsthbl g \
o 190l g |. 20 {mqgel \ | S5 jhqb| g \
- ob 1M RTh 9 ol |h9eol v |.sbN1y-488] p
Lot Austb] & |, a9 m.978 \ L ST iGers| g \
o4 408 g | 38wl Vv | SRASOH| g \
091k & |9y NHGoth ¥ | sa” h503k| g \
w A8 oo | 3cimangl\ | bo s ook 4 \
o Ak 886] @ |3k AiBems| Vv L ol Aw.o9u| 8 \
- Td12] o a9 Aisedkl N | g Jiyase| g \
1o Qth-abb] g 1.2¢ Aiggnl £ | 53 AHQyal L \
e y-9b0 | 6089 NiCosa] 9 | gy Abonol L \
L ekl g fwohisokd] g | b5 45 -onal \ \
b7 hhigol g f W TRGOM] o | N \
1 mesa] @ Lhe fwAasel 2
12 Im. ekl v | K303k | g
(9 w240 X b WYy NS0y g \s
90 ] v ns ficeB| o 4
of . Unl e | b fissh] g \
09 Am. 90| | Wt [mab| p T \
. 23715, 018 e\-\%/-\g‘[oiH 2 3 \
oL . Jen| o W |1Seokb | H
250891 v LhsoN1sesl] g
Verified by IPQA sign/date: Q W ) ot 2005 . H
Date Pas:::]in Shipp;; i We/igé'ftde by Ch}s%(;i by Packed quantity Loose pack details \‘\"’ b\7—"’7‘°
\Qlchlawie | O 3¥ | B | gl ] 2 [Dbo x| Shipper No: -
Noblze | 39 L | Sassnede | \yga=?| 190 q0x 6 | Quantity: =
——— e~ e 4 %8000
Remarks (If any) : ™inwob\im 2o
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:
. ) QA Executive / Production Head / QA Head /
Desgnation Designee Designee Designee § jt;; Sk -‘“—  =
- . » ) OF @ | LU LY g




afetab Life Sciewce

BATCH PACKING RECORD Page No.: 33 of 41

Product: | GLIDE M 60/850 TABLETS Z’o"fj“‘-'t i 1014 Batch Size 5,00,000 Tabiets
7 Gliclezide and Metformin _7 S S -A"i
Generic: | Hydrochloride sustained re MFC NO: ST/MFC/130/R0 i”‘_’ersedes MFC | i
Tablets 60/850mg o
Batch No.: Qx@&@ubb\/\ Mfg.Date: Ob\'),@ 20 Exp.Date: 06’&0@)2 i
12.2A WEIGHT CHECKS:
Date: Date: Date: : Date:
1 Gross Checked . Gross Checked . Gross Checked s Gross Checked
/\ih;gner weight by Sh{.\‘sfer weight by Sh&%per weight by Sh&péper weight by
(kg) Packing o (ka) Packing ) (kg) Packing ) (kg) Packing
\\
\\\
Verified by IPQA sign/date:
Packed in Shipper No.| Weighed by | Checked by : :
Date = = / Dote / Date Packed quantity Loose pack details
Shipper No:
Quantity: \
Total packed
quantity:
Remarks (If any) : 0\ QSO\ZFLO
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:
Besiansiion QA Exgcut:ve / Productign Head / QA Head /
Designee Designee Designee

: f (Y~
s O b | @O NS




Safetab

e Sciewice

BATCH PACKING RECCRD Page No.: 34 0f41
Product: | GLIDE M 60/850 TABLETS Z;ij“d % 1014 Satch Size 5,00,000 Tzbiets
Gliclazide and Metformin ! s des MFC
Generic: Hydrochioride sustained release MFC NO: ST/MFC/130/R0 N”’?erse e NIL
Tablets 60/850mg o:
mBatch No.: C}D’é—egbn“ tMfg.Date: OL\()JD% Exp.Date: o ;S/\b,cf)i%
13.0 PACKING MATERIALS RECONCILIATION:
Sales
: c - = @ S @
S. No Material 35;‘5 %EA o ° N gﬁ g o =5
s cs9 = e s3s |[5E385 2%
o EE o S o w = = g o 3 3
=T a T = © = brow =
< = S B — SJ_, D.tg o~
] : (o) 9
A Quantity received for the batch o 1N \f),\,’b \\o\o\" \\\o\"oé o 2l “o
B Quantity packed 2%, 60 \2) ) \c)\c'»oo \6\900 \06 A ‘067
c Quantity rejected (Online) & =
Destroyed 0:2% 15,60 | 11 | 2>) 5 g A
D Unused printed packing material _ - - o _
S50
E Quantity Returned materials o) 0 .,‘ 0 (é,e—g- % 00 =
< - o —
F Sample affixed on BPR = - 2 \ - = A
G QC samples = - 4 -3 _ = -~
H Other samples (If any) = o 2 b 2% _ N -
Total accountable Quantity - - S
I (B+C+E+F+H ’5""\S¢ \73«%0 Ve \\<’\"\‘J e B! i (s
J Variation (A - I) — - - — .
%Variation == y
K (3x100) & s« . </ oY . -
L Acceptable limit +2% +1%
If % Variation is out of the acceptable limif, i ; Spect ason: \/
 § \ 2
......... \\\Q\‘\')—ﬂ
14.0 DESTRUCTION OF REJECTED PACKING MATERIALS AND STEREOS:
Printed - - ® .
Stereos Aluminium | Plain PVC Pt LEAFLET Shipper Shipper Bestinyed Verified
Date (No's) Foil foil (Kg) | Cartons (NO's) b (No's) by by IPQA
(Kg) 9 (No‘s) (No‘s) Packing
: i 3 | . A (o= )
Wowere| 15 2%0 | 80 | & 2%\ = \_ 2 |
O —
Total Qty. %O O v ,\C\
Destroyed \ {; 03 % 7—77\ A‘ O
Prepared by: Checked by: Approved By:

. . QA Executive / Production Head / QA Head / i ~f—-:~_——_-_:-_—.\—-:
Designation Designee Designee Designee 1‘ CONTROLL £.D C(
Signature '} ,r‘oﬁ&f:f Q@L “)55"? EEaE o

; pend | AP A\ QNV e
with Date = oy ok (DD 0\,\\\ NS




| Safetab

Life Sciewice

1 BATCH PACKING RECGRD

| Product 1D

Page No.:

35 0of 41

Batch Size

5,00,000 Tablets

| Procduct: | GLIDE M 60/850 TABLETS g 1014
Gliciezide and Metformin

| Generic: Hydrochloride sustained release MFC NO: ST/MFC/130/R0 i,‘;?e‘sedes MFC

| Teblets 60/850mg ; .

| fl

i Batch No.: Mfg.Date: Exp.Date: ) D,
(~oa00boy g obloono & —

15.C PACKING LABEL PASTE:

SHIPPING MARK

Product Name

Batch No. =
Mfg.Date :
Exp.Da‘te .
Quantity :
Gross Weight .-
Net Weight :
Case No. | .

GLIDE — M 60/850

GD200604
06/2020
05/2023

240 X3 X 10°'S

Kgs
kgs

Supplier. Generic Healthcare Pvt. Ltd.

Checked by:

Approved By:

Prepared by:
R QA Executive / Production Head / QA Head /
esignation Designee Designee Designee _
- B 4 S AP
Signature () \'Q N gfﬁ\\,}ﬁjfc &\f?‘ v i
with Date k oy \Ob Y020 \5‘2}4 oX® N




Safetab Life Scievwice

BATCH PACKING RECCRD

Fage Neo.:

36 of 41
Product: | GLIDE M 60/850 TABLETS Zz“‘_j”d A0 1014 Batch Size 5,00,00C Teblets
Gliciezide and Metformin
Generic: | Hydrochioride sustzined release MEC NO: Sr/MPC/iS0jRg | DUPSTSedes MEC | o,
sy o e No:
Tzblets 60/850ma
Bateh No- OvDdectoy Mig-Date: bblooyg | Exppate: 65 \00 3B,

16.0 TOTAL BATCH RECONCILIATION REPORT:

A Batch Size

5, 00,000 No's

B | Quantity received for packing

479000
C Total quantity packed 4 L % 500
D Control samples 200
E | Analytical Samples HOARL -

F In process samples

S40

)
G Others samples if any {Stability, Regulatory Samples, etc) LORN 5 Ao SR -

o\ 100 X \D

H In process loss

1 Packingloss =B-(C+D+E+F+ G+ H) )\,\‘60 )
3 Totalloss=A-(C+D+E+F+G+H) %O‘bo —
K Packing vield % (C+ D + E+ F+ G + H) / B X 100 (Limit: NLT 99.0%) O‘q . \ 2 1/ —
Total batch yield % =
L | (Limit: NLT 93.00%)* C\ A.93
*Tentative limit
17.0 TRANSFER OF FINISHED GOODS:
Date FGR No Pack Size of Quantity No. of Quantity sent Issued by Checked by
i per shipper transferred Shippers to FGR Packing IPQA
W\ew\22 119 240 | Abo00 b5 \Skooxzd ¥
\
~e
'
\2e2pP
18.0 RELEASE FOR DISPATCH: \\\qb
Total batch Quantity released by (packing) : \(\ - \\o\o\my Checked by QA Head : §s( \ % g

Prepared by:

Checked by:

Approved By:

Besianakion QA Exgcutxve / Productlf)n Head / QA ﬁead /
Designee Designee Designee
. ) 0B
Signature g'! Aoy l W@»@N W{}\L@
i SN Y
with Date < WOJ; [e’c 92020 Q\Bk QU)D




Safetab Life Scicwice

et BATCH PACKING RECORD | Page No.: 37 of 41
| Product: | GLIDE M 60/850 TABLETS S 1014 Batch Size 5,00,000 Tablets
Gliclazide and Meatformin s des MEC
Generic: | Hycrochloride sustained release MFC NO: ST/MFC/130/R0 | IPETseces NIL
Tablets 66/850mg ) .
Batch No.: C)\&é@bﬁ\/\ Mfg.Date: Ob\f}.ﬁﬁ,@ Exp.Date: @6\%%

19.0 PROCESS HISTORY

%@ donialaon w0 - crlprlae [0 To

Prepared by: Checked by: Approved By: 4% T y
] . QA Executive / Production Head / QA Head / T acie | rODY
L CONTROLU vy
Bestyation Designee Designee Designee ALY, N7 ROL LE ) j;:’:__:

- Y < WAL A
e A ey P R




Safetals

- £ .
Lite Sciewnce

BATCH PACKIKNG RECORD o

_ s ~ Page No.: 38 of 41
. Product: | GLIDE M 60/850 TABLETS 2’:?“6* P 1014 Batch Size 5,060,000 Teblets
Gliclazide anc Metformin Sunsisadis MEC
Generic: Hydrochloride sustained release MFC NO: ST/MFC/130/RC | No;-’ NiL
Tablets 60/850mg i
Batch Na.: Mfg.Date: ~ Date: ﬁ{l@
Lr>am0boy g-Date oblap 9o | Exe-Date 0 2.3
! ) ; . Checked by Reviewed by QA
20.0 Following the BPR records in additional attached.
Production Head Head
i 5 Stereo Impression approval sheet Ao \/
2 Approved Specimen of Aluminium foil with the batch stereo overprinting v \/
3 Approved Specimen of overprinting carton \/ v
4 Checked in Packing label paste o~ \/
5 FGR transferred slip attached _— \/
6 Finished product Certificate of Analysis attached - i
7 Any other items attached. o /

Note: Tick mark () if Complies and (X) if Does not comply.

This Batch Packing Record submitted to QA Head on date«.‘...].b.l_f)b.

3020

Production Head sign/date

Wy ep =
/

This Batch Packing Record received, reviewed and batch is released for distribution on date....... \ b‘w"\”

Prepared by:

Checked by:

Approved By:

: . QA Executive / Production Head / QA Head /
i Designee Designee Designee
Signature p s ) O~ (\QS AR
with Date sj L o \05 lw pYS Q\)}’O/g\r\:%\?ﬁ N\;\&




Safetab Life

Sciewice

iy BATCH PACKING RECORD | Page No.: 39 of 41
Product: | GLIDE M 60/850 TABLETS Froguecip 1014 Batch Size 5,00,000 Tablets
; Gliclazide and Metformin s des MEC

Generic: | Hydrochlorice sustained release MFC NO: ST/MFC/130/R0 | { PErseces NIL
Tablets 60/850mg °:
i Batch No.: fg.D H D i :
| Batch No C\MDBO\«I‘ Mfg.Date dB(Q (Y7 Exp.Date Oﬁ—\%%
21.0 ABBREVIATIONS
: Short . Short .
S.No. Form Abbreviation S.No. Form Abbreviation
1 BPR Batch Packing Record 16 Tab Tablet
2 MFG Manufacturing i7 Std Standard
3 EXP Expiry 18 Avg Average
4 MRP Maximum Retail Price 19 rpm Rotation Per Minute
5 QA Quality Assurance 20 No’s Numbers
6 Kg Kilogram 21 Sign Signature
7 g Gram 22 IPQA In Process Quality Assurance
8 Min Minutes 23 SopP Standard Operating Procedure
9 Hrs Hours 24 mm Millimeter
10 M/C Machine 25 NLT Not Less Than
11 Prod Production 26 NMT Not More Than
12 B.No Batch number 27 QC Quality Control
13 FGR Finished Good Receipt 28 A.R.No. | Analytical Report Number
14 mg Milligram 29 L Lakhs
15 Qty Quantity
Prepared by: Checked by: Approved By:
Dusigaation QA Exe_cutlve / Productpn Head / QA !iiead /
Designee Designee Designee
' < F
Signature \XO 2B ﬁﬁﬁ/g \§}' G’Xﬁ:‘
with Date (]< ol \o&; 1 2020 WVQ\&\Q\’O\ >




Safetab Lifc Sciewce

BATCH PACKING RECORD |

Page No.:

| 40 of 41
| Product: | GLIDE M 60/850 TABLETS i":fj”d i | 1014 Batch Size 5,00,000 Teblets
Gliclazide and Metformin ]
Generic: | Hydrochioride sustzined release MFC NO: ST/MFC/130/R0 S”persedes e NIL
Tablets 65/850mg -
Batch No.: CaD Aol OR Mfg.Date: e\ns Do Exp.Date: oﬁb,@,%
22.0 BATCH PACKING RECORD REVIEW CHECK LIST -
S. No. CHECK POINTS Status
- x\. . age

1 The entire Page no: __ (&) { to Q ‘ are available, verified and found correct. \Le{/No

2 Batch numbers available in all pages verified and are correct. Y/e(/ No

3 Manufacturing and expiry is correctly aliotted verified. Yeé No

4 Dispensing carried out on calibrated balance verified. s / No

5 Dispensing Cards attached. Yg// No

6 Line clearance is taken prior to ail packing activities. Y§// No

7 Dispensing is carried out as per indent of packing materials and are correct. Ye;ﬁ//’No

8 Environmental conditions comply during all the packing stages. Yy// No

9 All wrong entries if any have been strike out and signed and verified. Y,e(/ No

10 Actual equipment used is as specified and verified. Yé} No

11 Individual specimen of Printed foil, Printed carton and shipper label, Inspected tablets container Yé / No
label is attached with signature, verified and are correct.

12 Destruction record of rejected packing material is filled and destruction is verified by IPQA. é / No
Surplus packing materials return request is filled and surplus quantity of packing material is ‘

i3 returned and verified. }es' ¥ Bty 043

14 Packing material reconciliation is fifled and variance is within acceptance limit. 'és‘ / No
In shipper weighing record none of the shippers gre out of limit. Where any shipper weight is

15 out of limit, has been opened and quantity verified and signed against that particular shipper YM No
number and correct. :

16 If any deviation and change control raised related to this batch attached with Batch record. Ymo / NA

Note: If any abnormalities noticed during batch Packing record review it should be brought to the notice of QA Head.

Batch Packing Record reviewed by IPQA Sign/Datey

QA Head Sign/Date: &\w

W

\% t%

Prepared by: Checked by: Approved By:
Besfanation QA Exgcutrve / Productlgn Head / QA }-iead /
Designee Designee DeS|gnee

Signature
with Date

Ol |ablas20 | s

\ \°“3

T




Safetab Life Sciewce
ko BATCH PACKING RECORD Page No.: | 410f41

Product: | GLIDE M 60/850 TABLETS ;Lc’f’“d o 1014 el Sise 5,00,000 Tablets

Gliclazide and Metformin i s des MEC
Generic: | Hydrochioride sustzined release MFC NO: ST/MFC/130/R0 | poPersedes NIL

Tablets 60/850mg o

i

Batch No.: C&BM : ;‘ \ Mfg.Date: DBL')-@*)D Exp.Date: ‘0%—\%)3

23.0 REVISION HISTORY:

Revision No.

Date of Revision

Changes Made

Effective Date

oy [o6 lWedD

00 - 1. New product introduced refer change control No: ST/CC/20/021.
Prepared by: Checked by: Approved By:
Designacion QA Exe.ecutxve / PdeUCtl?n Head / QA ﬁead /
Designee Designee Designee
. i) 4
Signature 6 \g NN ‘«7,0'3;} Wﬁ\lﬁ%
with Date - 04\ Cb )3@')/() Y S \GC\ Q\:\\O\Q _.‘;:",, .




