Safetab Life Science

BATCH MANUFACTURING RECORD page 1 of 78
product: GLIDE M 60/850 TABLETS Product ID No.: 1014 Batch Size | 5.00,000 Tablets
g | Gliclazide and Metformin Hydrochloride . ] Supersedes N
Genegf‘ sustained release Tablets 60/850ma FFE PO ST/MFC/130/RO MFC No: BEL )
Batch No.: | GD200701 Mfg. Date: 07/2020 Exp. Date: 06/2023
R —

BATCH MANUFACTURING RECORD COVER SHEET:

PRODUCT NAME : | GLIDE M 60/850 TABLETS i
Each uncoated bilaye‘red sustained release tablet contains:
Gliclazide BP .60 mg
LABEL CLAIM - | Metformin Hydrochloride BP 850 mg
(in sustained release form)
€
Colour: Approved colours are used.
Pack Size . | TP: 3x10’s blister pack
4
s Store in a cool and dry place at a temperature not exceeding 30°C.
Condit; : 5 )
Storage Conditian Protect from light and moisture.
SHELF LIFE 3 24 MONTHS
CUSTOMER NAME : | GENERIC
EFFECTIVE BATCH NUMBER : @ Doo bol—f DATE: bH ,OE)fﬁ/O
MANUFACTURING LICENCE No. : | PON/DRUGS/07 13 1906
MFG. DATE: : [ 1 BMR. No STBMR: 123/00
O [genr0
: | supersedes .

3 E: 3 N
EXP. DAT ok r i Eova e Thils il
BMR ISSUED BY/DATE (QA) : . q

2) ' o‘f I NP
BMR CHECKED & RECEIVED BY/DATE . E oa\wo
(PRODUCTION) . : W O
Allotted By: QA Executive Sign/Date: 6"\ tﬁ}\ tbffb
N NT: t H N g
DATE OF COMMENCEMENT o3 [ !bﬁt ‘ DATE OF COMPLETION %\\08 NeDV
This BMR contains 78 Pages + ... \ E .................... Additional Pages
Checked by Competent Staff Sign/Date: ..o ) .
A Y
, %\\ \
Prepared by: Checked by: Approved By:
. i QA Executive / Production Head / QA Heéd /
Designation . £
Designee Desngneg Designee
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Safetab Life Sciewce

BATCH MANUFACTURING RECORD

Page 2 of 78

Product: GLIDE M 60/850 TABLETS Product ID No.: 1014 Batch Size | /00,000 Tablets
Generics | S e on®® | mrcno | symrc/isoymo) SRS | i
Batch No.: GD200701 Mfg. Date: 07/2020 Exp. Date: 06/2023
1.0 LIST OF EQUIPMENTS:
S.No Name of Equipment Equiﬁment 1D No. to be used

1 Dispensing Booth 5 2 ST/SRDB/001

2 Balance -30 Kg Capacity Sf/SRWB/OOl

3 Balance -620 g Capacity ST/SRWB/002

4 Balance -150 Kg Capacity ST/WB/189

5 Balance -100 Kg Capacity , ST/PRWB/002

6 Balance — 220g Capacity ST/WB/202

7 Vibro Sifter ST/PRG/006

8 Rapid Mixer Granulator ST/PRG/014

9 Fluid bed drier ST/PRG/012

10 Mutti mill ST/PRG/009

11 Octagonal blender(2200L) ST/PROB/001

12 Octagonal blender(600L) ST/PRG/015

13 Compression Machine ST/PRCM/001 or ST/PRCM/003 or ST/PRC/004

14 Disintegration Tester ST/1PDT/002

15 Friability Test Apparatus ST/IPF/001

16 Hardness Tester - ST/IPHT/004-02

17 Vernier Caliper ST/IPV/OOS

18 IR moigtum Balance ST/1PMB/001

Prepared by: Checked by: Approved By:
Besignaition QA Exgcutive / Productign Head / QA ﬂead / N ——I
Designee Designee Designee CONTRO' L[ [_) COPY
sare | 0 gl Wee” B
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2030




{ Safetab Life Science
X
el BATCH MANUFACTURING RECORD Page 3 of 78
Product: GLIDE M 60/850 TABLETS product ID No.: 1014 Batch Size | 2.00,000 Tablets
cenerics | Chclle v Mol e |wronor | scnaomo] Grepic |
Batch No.: GD200701 Mfg. Date: 07/2020 Exp. Date: 06/2023
2.0 DISPENSING:
2.1 LINE CLEARANCE CHECKS: -
S.No CHECKS ’ Observation
store |IPQA
1 Ensure that all empty containers, labels, used Polybags, hand gloves of previous dispensed Product/ batch
are removed from the area. ki s
2 Ensure that all dispensed material of previous product / batch removed from the area. A |
3 Ensure that the previous batch BMR / documents are removed from the area. A | T
4 Check the housekeeping general clean.liness‘of the ﬂqor, walls, ceiling, pass box, doors and door view
panels of man and material entry of dispensing area-is clean. ‘ T el
5 Check the cleanliness of the working table, cupboard, washing area and waste bin. A |
6 Check the cleanliness of the drain points. AN\~
7 Ensure that the dispensing booth is cleaned and it’s status. N
8 Check the cleanliness of the supply and return grill. Al 7
9 Check the cleanliness of side wall of the dispensing booth. o —
10 Check the differential pressure of pre filter, intermediate filter and hepa filter are within the limit A e
11 Check the cleanliness of the utility line (compressed air, First RO water and purified water). Al
12 Check the cleanliness of the SS side panel and SS Stool. A
13 Ensure that the balances are cleaned and it's calibration status. o 17
14 Check the status board of the area is updated. ol T
15 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure that the s
records are updated.
16 Check the differential pressure of the area should be within the limit. w
17 Ensure that dispensing tools or accessories like scoops, spoons are cleaned and fabeled with “Clean” label. wa 1
18 Check proper gowning procedure followed as per the SOP v &
19 Ensure the concurrent entries of log book. 2
Note: Tick mark (V) if Complies and (X) if Doe&not comply
Checked by (store) sign/date:......... SR, ve 8 Verified by (IPQA)sign/date:._m’:ﬂ\.éi\?@
/ 'mlﬁb@_.»
Equipment Dispensing Booth Weighing Balance
Equipment. ID No. ST/SRDB/001 57{353‘[’)"% 0)01 ST/égg{gg ()’02 %Ié“’)‘{%/ iﬁ? AREA

Previous Product&

K850 From. G - BocB 20040 (lofinG
Jlovahr ol

Batch No.
Cleaned By Yos., 008 [0 M
Checked by Stores K) O ) ,L}“)
Sign/Date S wdalpthe | X & 24081 A% ot & \etlao | S il
Counter checked by /. t " - e
1PQA/Sign/Date Mn 21l (s 2o |t et 120 bifiny m\\mlm bigon, ol et ve H‘ﬁ? alsthe
2.2 ENVIRONMENTAL CONDITIONS:
Observation Stores Sggn
Temperature: 23°C to 27°C Qeg\'oc, T
Area: Dispensing Obser:/ation StoreZ o _—Ln‘——__
Relative Humidity 45% to 55 % 'Cgh}‘
, et le -
5.3 APPROVAL FOR DISPENSING BY IPQA: Sign........ M‘*’"’r ...... pate:...2L\03.1 20
o Prepared by: Checked by: Approved By:
) . QA Executive / Production Head / QA Head /
Cieslgnaton Designee Designee Designee S —'"";""""
. T CONTROLLED COPYY |
Signature q u] ) [ U}f{ﬂf& W‘j WW‘W i it [
with Date <o \Qg e 20 OH‘ o6loeo (\‘)\\\Q\Q o




Safetab Life Sciewnce

BATCH MANUFACTURING RECORD Page 4 of 78
Froduct: GLIDE M 60/850 TABLETS Product ID No.: 1014 Batch Size | 5,00,000 Tablets
- Gliclazide and Metformin Hydrochloride ) . Supersedes ‘ o
SERErC sustained release Tablets 60/850mg MG Ko = AR/ LA MFC No: il
Batch No.: GD200701 Mfg. Date: 07/2020 Exp. Date: 06/2023
2.4 INDENT OF ACTIVE PHARMACEUTICAL INGREDIEN{S (METFORMIN HYDROCHLORIDE PART)
}
; Std Qty for 5.0L
S.No Name:af tie Material L;:fltact[)a;é? Spec = Vendor
: Ingredients Code in hg Total Qty For For For For
(Kg) LOT1I LOTII | LOTIII| LOTIV
7 r/ 7 <l
Metformin ' .
1 Hydrochloride RMAMO030 850.000 BP 425.000 106.25 | 106.25 | 106.25 | 106.25 Aarti Drugs
2.4.1 INDENT OF EXCIPIENTS:
Unit dose Std Qty for 5.0L (Kg)
Name of the Material per Siaa A Vendse
S.No Ingredients Code tablet in P
mg Total Qty For For For For
’ (Kg) LoT1 LOT 11 LOT 111 LOT 1V
Hydroxy Propyl - 7 _ -~
2 Methylcellulose RMEMOO035 | 120.000 BP 60.000 15.000 | 15.000 | 15.000 | 15.000 DOW
K 100M Premium
Microcrystalline i - - '/ : )
| eullalces powder RMEMO0031 | o000 | BP | 30.000 | 7.500 | 7.500 | 7.500 | 7.500 Sigachi
4 < - < Haungshan
4 Povidone K90 RMEP0045 45.000 BP 22.500 | 5.625 5.625 5.625 5.625 Bonsun
Pharmaceuticals
Deepak
5 Isopropy! Alcohol RMEIN010 88.000 BP 44.000 11.000 | 11.000 | 11.000 | 11.000 s
: P fertilizers
6 Purified water RMEPO033 | 132.000 BP 66.000 .| 16.500 | 16.500 | 16.500 | 16.500 Inhouse
Lubrication
Hydroxy Propyl
Y Methylcellulose RMEMOO035 | 100.000 BP 50.000 < 50.000 bDow
K 100M Premium
Magnesium = p e oo
8 stearate RMEMO0033 5.000 BP 2.500 F 2.500 Nitika
)
|
Prepared by: Checked by: Approved By: \D‘ ;‘?
- 5 ” i
] . QA Executive / Production Head / QA Head / tLE i Jy 3 f
Designation Designee Designee Designee c 0 NT R O L "u
Signature 7 w e chi ‘5@.&/ &\ W ’
with Date’ Y ol (&ﬁ; (9.0 10 / / Y \ o
\ 04)abld0d0 LA



Safetab Life Science

Page 5 of 78

BATCH MANUFACTURING RECORD
Product: GLIDE M 60/850 TABLETS Product ID No.: 1014 Batch Size | 5.00,000 Tablets
" Gliclazide and Metformin Hydrochloride N Supersedes
Senerie: sustained release Tablets 60/850mg BARG s e T T L
Batch No.: GD200701 Mfg. Date: 07/2020 Exp. Date: 06/2023
2.5 INDENT OF ACTIVE PHARMACEUTICAL INGREDIENTS (GLICLAZIDE PART)
; Label claim
Name of the Material . = Std. Qty. per
S.No Ingredients Code per t;t;let in Overages % Spec batch (Kg) Vendor
1 Gliclazide RMAGO0Q14 60.000 nil BP 30.000 KIMIA
2.5.1 INDENT OF EXCIPIENTS:
: Material Unit dose per Std. Qty. per batch
!
S.Nc Name of the Ingredients Code tablet in mg Spec (Kg) Vendor
2 Dicalcium Phosphate RMEDO0O14 50.500 BP 25.250 India Phosphate
3 Methocel K 100 Premium LVCR RMEMO0O036 40.000 BP 20.000 Dow
4 Iron oxide Red RMEIO004 1.000 USP/NF 0.500 Neelikon
Haungshan
4 Povidone K30 RMEPQ049 9.000 BP 4.500 Bonsun
Pharmaceuticals
5 Methylene dichloride RMEM002S 100.000 BP 50.000 Chemplast
Blending and Lubrication
6 Methocel K100 Premium RMEMO035 10.000 BP 5.000 DOwW
7 Colloidal silicone Dioxide RMECQ017 2.000 BP 1.000 Wacker
8 | purified Talc RMET0012 5.000 BP 2.500 Neelkanth
S Magnesium stearate RMEMO0033 2.500 BP 1.250 Nitika
Prepared by: Checked by: Approved By:
DeSiGHEEH QA Exgcutlve / Productlgn Head / QA F-iead / S
Designee Designee Desgnee }
Signature q) L% \ - U. ceL}'u\ fébf' \\ﬁ'\\sl 2_? et Pl :Lﬂ
with Date ! CR\C‘O*?)@% OL}iOfo 2.0%°
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Safetab Life Scievice

BATCH MANUFACTURING RECORD Page No.: 12 of 78
Brand Name | GLIDE M 60/850 TABLETS ‘;‘:’f’“d 1B 1014 Batch Size 5,00,000 Tablets
. .| Gliclazide and Metformin Hydrochloride 3 » Supersedes
Generie Mot sustained release Tablets 60/850mg RFCRO: i e MFC No: i
Batch No.: GD200701 rMfg.Date: 07/2020 | gxp.Date: 06/2023
3.0 CALCULATION:
3.1 Potency calculation for Metformin Hydrochloride :
- . - Assay of Metformin &
S.No. Q.C AR.No. for Metformin Hydrochloride | Expiry Date Hydrochloride On dried basis 10D %
1 (B |z i
mso}mm)@@h&\ Q015 2- \»E@)% 99.6 0. h<
° J20m )06 o @) Jog g 0.2b
rfe] 20 [0 loRloo2 b b Doy 25 : 9.2 -
The given quantity is based on 100% Assay on dried basis and without LOD.
Actual guantity to be added is calculated as:
850 x 100 x 100
Actual gty. of Metformin Hcl = = mg/tablet

% Assay of Metformin Hcl on dried basis x (100-% of LOD)

‘>: 8Lo0000 _ %<, 2 d"‘g){;ﬁﬁ, 2)«; Elo000 - FReD0R ‘*ﬁ}’?g
qQ)f' ‘g s qqo).'s\gy/
= Ak hXO Yo T Rghs b1 Wb

(nr8fo wdy 4 (rxg1€0 ned)

**Quantity of Microcrystalline Cellulose Powder varies based on Assay content of Metformin Hcl for keeping the core tablet weight
constant.

*Qty of Metformin Hcl to be added per batch = A’lq :\06‘5 Kg's
Lot-1 = O~ 2 be Kg's
Lot-1I = 0% 2 bb Kg's
Lot-TIT = 0% 2bb  «gs
Lot-IV = 103. 2bb «gs

**Qty of Microcrystalline Cellulose Powder to-be added per ba‘:ch = 9{. q 2?’ Kg's
Lot = b 48y xes
Lot-II = b.n18 1-| Kg's
Lot-TIT = B+ h®h «Kos

Lot-IV = é § H%’T Kg's

Note: If the assay of Metformin Hcl is more than 100 %, calculation has to be done only for 100

Verified by(QA)/date:

Calculation done by(store)/datecﬁ (\‘; . checked by(production)/date: \@
ot
@1\ 0'3] 0"0{ ?7\\
Prepared by: < Checked by: Approved By:
Designation QA Exgcutxve / Productxf)n Head / QA I—?ead /
Designee Designee Designee

& \ -~ lo
?vli%: agz i qg \{ o)\\e\o 30> %ﬁ‘j 0 b %ﬁwﬁ/




Safetab Life Sciewce

BATCH MANUFACTURING RECORD Page No.: 13 of 78
Brand Name | GLIDE M 60/850 TABLETS :‘:f’”d o= 1014 Batch Size 5,00,000 Tzblets
. .| Gliclazide and Metformin Hydrochloride e Supersedes
R sustained release Tablets 60/850mg MEC NO; ST/MECI130/R0 MFC No: PaL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
3.2. Potency calculation for Gliclazide: ‘
. . . Assay of .’
S.No. Q.C AR.No. for Gliclazide Expiry Date Gliciazide 1LOD%
1. ’ [
wdmmk&bkkmﬂ! Pee)2y | loo+t 010
2
el om0 lalef000b2 Wﬁ) 2| 993 oot

The given quantity is based on 100% Assay on dried basis and without LOD.
Actual guantity to be added is calculated as:

60 x 100 x 100
Actual qty. of Gliclazide = 7 mg/tablet
% Assay of Gliclazide on dried basis x {100-% of LOD)

9: 600000 bo. 060 "Zﬂ)%&, 9) ‘cooeoo - 60. hbff@}%ﬁ
99a90 qq-zs.ohq
19:3¢H K34 = 1o th8 Vel

(3555 wd)  + (191786

14

N

Quantity of Dicalcium Phosphate varies based on Assay and LOD of Gliclazide for keeping the core tablet weight constant.

#Qty of Gliclazide = go . 10’)/ Kg's
##Qty of Dicalcium Phosphate = ')S N % Kg's

Note: If the assay of Gliclazide is more than 100 %, calculation has to be done only for 100%.

Q&B\]o(ltw

Calculation done by(store)/date.g \/% checked by(production) /datﬂ%ﬂf‘ ed by(QA)/date

g\ O"f (b\\o

\4

Prepared by: Checked by: Approved By:
Desigsuoh QA Ex§cutzve / Productxc?n Head / QA Head /
Designee Designee Designee OPY

ignature : 7 CONTGO\—‘L}‘_D_?_.—-
fvi?h I;ate é‘ N c\o\ﬂw/ MU’L@?&%&;@ \e@&\é‘x% :




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 14 of 78
Brand Name | GLIDE M 60/850 TABLETS i:?fj‘“i — 1014 Batch Size 5,00,000 Tablets
2 _| Gliclzezide and Metformin Hydrochloride 3 Supersedes
Grnerc Names sustzained release Tablets 60/850mag HMECND; STMFC/L30/R0 MFC No: ) T
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
4.0 VERIFICATION OF DISPENSED MATERIALS: (ME‘I‘,&QRMIN HYDROCHLORIDE PART)
. Checked by Checked by
S.No R op, | SO S A.R.No. Production IPQA
g S Sign/Date Sign/Rate ,
28\ rragiea ) aen)ace) ooin 2| £oe\od\re (@IWSIPSEE)
RKRIA IR n\qn\ Lom\ar‘\/\ \)9\(\ R\ oo\B2 JP/Q.\\Q‘Z\'\’O Q[& n\’]h
1 a2 \e -~ UQ‘L\&M'\R&\ oon (P PA\M\’\O Qc'yoiro?e['L/J
272 16 |rrsplnen b acm ee269 | Loadedi v [Ob oflav)ro
A\ AN Q\’)om\&c-v\\elt&\cmb)'%? AN AN QL. o (Q'V(m
f e~ — 1 AT N .
A2 o] D oniloe ool ooxe s | Eoalcpl’
2g-toe N%\S\”chﬁ\\wzw\ K\ 00D Rggy\‘?*\"" : W
1 128 -\oo  [oas)ooni @) Qtaonobe] g oxest 7[5 [262%
22 -\on [Mes\oontdmal onee | a5 wa?> et eq[9ou
neleo |[MenlopniRelpaiovane | % onakiv L or] 2
. \ ==y ~
1 Metformin HCL
! 228\ o lnss) Do\ &xa\ooaye % ool
DO A\00  |oven|Sela) da e 0260  worach
m 1R=cten rore D PO QA Qealontnt | sgsoetso
N g-loo e O\ PN\ CMADIN e | X ol
= -2h |Vt \men) e P corlo 0 JigtPo
[ NN ——
Do~lo VoA Do\ B A N0 Do & | B 5 uptboe [ ¥ Roolad=
09 .\ D e\ WD BN e podol Torvds, FyQeolahw
v 2Q \v VAB\ SN BRI o4 Tt o) M_/&,Q(s) Lok
2 o-~\0 MPFWA\&\“\&\‘\\ v sk Tonroel o | AL epr\ailm
Vo [P PPN O08 & | ¥ ot B R ieki
I — "\ — sl s
. 1mte lese) s laca)Rep) oni2a] €5 e3lrd Qﬁau\ o9/
\ "N ————— » Boolochct
o [1S00 o en e\ R\ oolag] Aol 5‘02l (2004
Hydroxy Propyl \ SR ‘/ﬁ\/\ |
2 methylceliulose s = & omold do o
ooremum | | pe e P20 oW SGn, [ snit a0 [ 1R lade
Al —
\ sl = Torrgh NE
Doo2i)\ : &) a5
v Ul e WS oater < o xont ;ﬂdzktk\/@
— " EE I
; boam |mop|2oalac Repooas | 4030 Qo ]sp/2s
it L-so NKP\ OXNTIR R 000 ¢ R\'f_amx"‘,’l, zczl,@ O?\()QCQ*—
3 Microcrystalline \'\’\“——/*'\ 4R N
cellulose Powder I b0 oD\ DN RN yonor | Ao Hae K‘k)?’ O%FWD
\:&/— - — | ousmts. | A
- § i N e ¥ omvoly, il
e n e N T P ¥ gntosta, DG setn
Prepared by: Checked by: Approved By:
Designation QA Ex?cutive / Production Head / QA Pfead /
Desngnee Desgp.e_g Designee
Signature )/D u_% \ \%
with Date o‘o O @A OE{DO \\\9




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 15 of 78
Brand Name | GLIDE M 60/850 TABLETS ;::‘f“d = 1014 Batch Size 5,00,000 Teblets
ceneic e S22 8 s B | wee vor | sumrcponms | i |
Batch No.: GD200701 Mfg.Date: 07/2020 | Exp.Date: 06/2023
s:ha Tiglid‘ﬁﬁ'ée Lot | ©°% Kg o AR.No. §§§§§§ C;Z%%Sa :
; 569 | maokhon\Beowp)oowd B g\os)n Q\gpc'n IO’Y/’”
— DR A — e P Y - O I N
I e i s S BN T 2
4 | Povidone K90 e ( Toorair] . ul
I N e v et B [ ¥
=) e T o sodn NA
v s e oe\ 2o\ R Qs o X oxata ﬂﬂm\/\f’
\—_——_' N ® — Tom oxde NR
I 12-00  |madoon ReNaw)oolro %\\,«D?\\o o\gol !6Y/Q5-'
— " mall AT O NEY :
aeps | Naws | . |Ber|ogoot
5 Isopropyl Alcohol ‘ P Tanafre i
gy (e X onovho | M
13.00 | med) PoNBMBIN L | A etne %zmm>
Y ey [ | WA
T L X omafie | MR
" | 0R 30 |Mapjoo S (S O03IT] b \ogeo | KR i
6 ﬁﬁ%ﬁﬁ?&i K100 2%2:30 |ms leg‘lﬁ\q [&\Q_{ 00| H—&B\%\@&}Q Acthe
i — ] AR
1o S e —= | wA
7 | Magnesium stearate 0.5 MRP ‘ o o2 [&u/8®oolz | | & ey _’3@64\0&\'6"”
e —r~ D — NA
8 Purified water . R —_ Ve

Note: Check the weight of the dispensed material, if found satisfactory, then proceeds to next stage, if any discrepancy inform
to QA head for further instruction

Prepared by: Checked by: Approved By:
Designaten QA Exe.cutlve / Productlf)n Head / QA I-?ead / T
Designee Designee~, Designee S S S Cnr
) < . 7 flcanrrot 0 CU
Signature \ O \ \ , u[q Q& v’\z" bR,
with Date W \o‘o |20 ] \\{\ ¢ | S
[« oW @ eded OL[2010 (S



Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 16 of 78
Brand Name | GLIDE M 60/850 TABLETS ProcuctID 1014 Bateh Size 5,00,000 Tablets
. - _ i No.:
onerc Name:] QS S T M | wrcno: | stecriaons | e |
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
4.1 VERIFICATION OF DISPENSED MATERIALS (GLICLAZIDE PART): Dateo\\c%\m
S.No Name of the Ingredients Gro;s Y(\'Eight A.R.No C!’?iéﬁzg:g Chelcpigg o
m Sign/Date Sign/Date
1| Gliclazide D2.05  |msp|o0n \l&w[@ﬁlﬂoﬂ o\\‘)&\’)b V) e dg),iv
10-RE  |mp|rcn)[Qy ookt Soned|™ | i) o ¥
| (015 PPl SISl B\ 1om |14y, T}
2 Dicalcium Phosphate
AP 202) B[R L
1825 ?: l ooé)’[\& \-)o o\t h%)he\ltﬁ’h 3
09,30 |waf| 208U IQUL %) - »
3 | Methocel K100 LVCR : Q013 )%\\Q%\ W7y <! ,"‘Y
. P11 20| Sy ,
4 Iron oxide Red 0 A\ P\ q l (0\4\% ’%\\Q%\m %)’ Cddgb:
s —| tp
— 2/ ) ! K
5 | Povidone K30 b 56 ”\SP,)M”‘”&“\D%%O £ 6\p3) 0o Gf}"’i’ﬂ%’/’*
—ey 4 —&| VA
. ap| 2024\ B\ )
6 | Methylene Dichloride S2-00 - ’ oD)AN () l‘,"ﬂ 20 @) LL(‘ I("X
—_— ~ D 'LP,
59 201) &Qv\\o'lW)
7 | Methocel K100M Premium 5-06 0l2K %u)w?/o/o Ccai el {o’Y/QE’
‘N ‘L T ‘\-"H
reaps024 [Aeon ) AA)
8 | Colloidal Silicon Dioxide l-0f 0ola 3 £ / 07/ 2 O/L} o | )oﬁl?"
g = —{" Lo R
» msp)ro2 |Awn) &w\)
9 | Purified Talc ol ,Y\g\pi;o >d )&00180 Mﬂ 7/4/0 O[JLM}O’?/’Q
2 )dcen ) Zep
1251 ) V M,QL\;,, ‘%\')09/0/0' le,oi ’b?/‘) 3
. rasp/202A Ao et
10 | Magnesium Stearate t 9\6 00194 £ ”‘,”7/20 O\ﬂ(@‘ ,‘1‘?/'

Note: Check the weight of the dispensed material, if found satisfactory, then proceeds to next stage, if any discrepancy inform to QA
head for further instruction.

Prepared by:

Checked by:

Approved By:

] ] QA Executive / Production Head / QA Head / '
Designation Des?cg::eee ;es?gne:a Designee CONTRO L LED C O ‘
Signature e e :," a]ct%fd (\\W’ s
with Date QL O“\o)o\\wﬁp if DA: @e o) \“@?




£ Safetab Life Science
£
BATCH MANUFACTURING RECCRD Page No.: 17 of 78
grand Name | GLIDE M 60/850 TABLETS ;ro‘f“d 0 1014 Batch Size 5,00,000 Tablets
Generic Name: g;‘:ﬂzi f;‘ia“g:ifgg};'é‘{s,g’%‘r‘ggde MFC NO: ST/MFC/130/R0 f;;%e;i"‘:des NIL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
5.0 GRANULATION (METFORMIN HCL PART): i
5.1 LINE CLEARANCE CHECKS:
’ Observation
S.No Check
i Production | IPQA
1 Ensure that all empty containers, labels, used polybags, hand giovesl'of previous Product/ batch are i =
removed from the area. E
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. ) P
3 Ensure that the previous batch BMR/documents are removed from the area. ) S
4 Check the housekeeping general cleanliness of the floor, walls ceiling, tube light fixture, supply grills, -
riser grills, filters and electrical fixtures are clean. A '
- Check the cleanliness of the doors, door view panel, SOP stand and compressed air filter outer e
surface. v
6 Check for absence of previous batch/product from area below machine and inside the vessel. W <
7 Check whether the equipment body of Sifter, RMG, FBD and Muitimill, Utensils are clean. e &
8 Ensure that the balances are cleaned and it’s calibration status. \U
9 Check whether the Equipments/ Instruments to be used are within calibration/preventive i
maintenance due date. e
10 Check the cleanliness of the utility fine (compressed air, First RO water and purified water). 7 i
11 | Check the cleanliness of the drain points. s A
12 Check the status board of the area is updated. = o
13 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure that s -
the records are updated.
14 Check the differential pressure of the area should be within the limit e Pl
15 | Ensure the concurrent entries of log book. — o

Checked by (Production) sign/date: C%’ /O?)\nqz\w

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

Verified by (IPQA)sign/date:

“ / ;‘@%\Qﬁ.ﬂ:ﬂ:

Equipment Vibro sifter Multimill FBD RMG Balance
Equipment ID No: ST/PRG/006 ST/PRG/010 ST/PRG/012 ST/PRG/014 ST/PRWB/002
Previous Product: Gl o v ol w0 ()

Batch No. G\ > D oot O\ =
Cleaned by: Q. o2 __ .
Checked by: Production: “« ] [1PQA: [ A~

i s < g Y i A
5.2 ENVIRONMENTAL Dateinae Y Do Time: oly'oC Dgte: Time:
CONDITIONS Observation Production Sign Wation Production Sign
Temperature: 23°C to 27°C 1y \Q\'

i pabe | A& P
Relative Humidity:

45% to 55 % Y * RE
5.3 APPROVAL FOR SIFTING: O3\ o8 2o
Production Sign/Date: 7@_,”“3\%@)\90 IPQA Sign/Date: B&Q\&vﬁzu
\ 9} v\
Prepared by: Checked by: Approved By:

; . QA Executive / Production Head / QA Head / T
LEsigRatn Designee Desigpee—_ Designee '———""’:’:‘EEB L LED G
Signature C\ \;{ \ (/Lﬂwja(&é ? ] W v\/{) \'(?,‘i—_—:s’:iﬂ“':’(—f":‘:’“

i ¢ ) 0
wid e o les 1020 Ok ieae_ agdo N

g

\/




Safetab Life Sciewice

BATCH MANUFACTURING RECORD Page No.: 18 of 78
Brand Name | GLIDE M 60/850 TABLETS z';’f’““ =0 1014 Batch Size 5,00,000 Tablets
: .| Gliclazide and Metformin Hydrochloride 3 e . Supersedes -
Senenc Names sustzined release Tablets 60/850mg MFC NO: SHMFG/120/R0 MFC No: AL
Batch No.: GD200701 #Mfg.Date: 07/2020 Exp.Date: 06/2023

5.4 SIFTING INSTRUCTIONS:

pate: .©. ﬁog/P 20

S. NO PROCESS INSTRUCTIONS p
i Check the cleanliness of the Vibro Sifter.
2 Use hand gloves while handling the materials. -
3 Carryout the sifting operation as per current version of SOP.
4 Check the integrity of sieve before and after sifting and record in the BMR.
5 Coliect sifted materials in cleaned containers in polythene bag. ’

5.5 SIFTING RECORD (LOT-I):

" Mesh size Integrity checked { Integrity checked Checked
= Ng Name of Ingredient of sieve before use after use By/Date
1 Metformin Hydrochloride 12# v oKy ?Q/
Neotoh etk © >R 2
> Hydroxy Propyl Methyl Cellulose 302 OK/ OK/
(Methocel K 100 Premium) Not O Nat OK S% o(( 20l
. 3 . OK/ OK/ ‘7(\a
3 Microcrystalline Cellulose Powder 30#
Not OK. Not©oK o340 A

Note: If any discrepancy found, Initiate the deviation for corrective and preventive action and proceed to next step after QA approval.

5.6 MANUFACTURING PROCESS (LOT-I):

Date :
ate © >tn Q/P By Checked
Step Process Instructions Time Done By —
y/Date
No. Started Completed
Sifting;
5.6.1 Sift Metformin Hydrochloride through 12# (If
required de-lump Metformin using co-mill or RMG)
A
and HPMC K100 premium, Microcrystalline Ob\/ ) < OAD ' 20 gu'\” ﬁQ/(x— 76_7
Cellulose powder through 30#, on a vibratory
sifter. o MOS/Y D4
Binder preparation: 2
5.6.2 Mix 11.000Kg of Isoptropyl Alcohol and 16.500Kg of : K \ N < \I L
Purified Water. b ', 20 9 %—‘Q\(j O'L\O?? o
Filter the solution through 100# nylon cloth. oY% "oy v b ‘ Ro \J“’\»‘? 2 ’% »nod D o
Dry mixing: 0
Load the above sifted material of Step 5.6.1 into 75
5.63 \
RMG or)2) |ou) 2 [Quegh SPULTS - 9s
Mix for 10 minutes at slow speed of impeller. oL ok ek 1 s [Qucec ) 0;:0@? N
5.64 Granulation:
Granulate the powder of Step 5.6.3 with binder =
lution of Step 5.6.2 by following st L = -
solution of Step y following steps % 1y
N ”
Prepared by: Checked by: Approved By:
DhesicntiEt QA;;eicutlve / Productpn Head / QA I-fead s L cadl _ -3:_:':—:‘:_&__ : %
gnee DeS(gne?'; Designee F—" T LE )
ONTROL R {
Signature g\ \}z \ % ‘,\ a WcL a ld ‘%\C&N <A L.‘:_:--,-.;:.:"."—:.'."—'-", T —
i « ab |2V (L
e e oH bt oo aé




N - -
Vi Safetab Life Sciewce
{ ¥
i N7
& BATCH MANUFACTURING RECORD Page No.: 19 of 78
Brand Name | GLIDE M 60/850 TABLETS z‘:’f"‘d 0 1014 Batch Size 5,00,000 Tablets
. .| Gliclazide and Metformin Hydrochloride 3 7 Supersedes i
Geaeric Name: sustained release Tabiets 60/850ma MECNO: ST/MFC/130/RO | are No: s
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
Date :
e oalegd o Checked
Step Process Instructions Time Done By
- by/Date
No. Started Completed
5.6.4 Binder addition: 2 minutes mixing —impellers G
slow/chopper off. obL'YL!l 0b! 0 Qe |ndioel an
Racking 5 M
)
0% . O O\'vﬁr Sliqﬁm ©2t0 P 3o
Mixing time: 1 minutes at slow impeller/chopper at . T
e 0blcy 10L) Sy Qet vy [0300l 20
Racking M
D>o~,l:( Ql\—a\ o q\%'\"M 02 LP DO
Discharge the wet granules in FBD bow! for drying. T
A
d ob s OT,‘OK\ Qs ooy Inaioe! 20
5.7 DRYING (LOT-I):
Step No st Done Checked by/Date
3 Use hand gloves, nose mask while handling the materials.
2 Check the cleanliness of the FBD. 7§
«eg b
3 Carry out drying operation as per SOP. 9 4 &g (&) D/"OQ’? 25
5.7.1 DRYING AND SIZING DETAILS {(LOT-I):
Step Process Start Time | End Time | Outlet Temperature Done by g;%:fg
y | Airdries the wet granules for 10 minutes T
with intermittent racking. ot oC|ot? \< 3&‘) e <7U‘( p/e/f\___ O )),d;/? s
Steam Drying at 60° C£5°C with =
2 intermittent racking at every 15mins until \ \ 2D
LOD reaches the limit 1.5%to 2.5%. ot)2o |ea'llo Yy Qugecl or20h
3 | LOD (Limit: 1.5% to 2.5%): On IR moisture | opsarved 105, N\ &)
balance at 105°C (Auto mode). A oot | © Ao} >
. X! 5
Pass the dried granules through mesh 20%. | e\ L9 oS 3,0 \V\%oe\,, sA sl PR,
4 Blejfsoere After use
Mesh integrity checks. oK/ oK/ \/ L
NetOK | NetOK Weaen | O Py
Mill the retained dried granules in 2.0 mm ’ i v
screen and pass through 20#. O ) o 'we 24 | 0 Moot A
Before 0 e
5 s After use
Mesh integrity checks. oK 5 j ot
/ K/ S
NetoK | NoTEH oo A |
Prepared by: Checked by: Approved By:
Designation QA Exe?cutlve / Productxfm Head / QA l-‘iead /
Designee Designee Designee )
Signature (‘* ey \“\,guf V) . @ .
: U \ ‘ 2% U"jar“ W\\.’ e
with Date |+ ol} lob 120 Y oLeb JlZO)C} Qv‘\o e \ 5'9 cOo




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 20 of 78
Brand Name | GLIDE M 60/85C TABLETS z?fj“d w 1014 Batch Size 5,00,000 Tablets
5 .1 Gliclazide and Metformin Hydrochloride A e Supersedes i
pi—— sustained release Tablets 60/850m¢ MI.NO: STMRC/A0/RO MFC No: L
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
5.8 DRIED GRANULES WEIGHT RECORD (LOT-1): <
Container No Gross weight (kg) | Tare weight (kg) Net weight (kg) Weighed By Checked By/ Date
1 T t-»
g$ . B O-~\Y 2. LY Q\-’:\—-m oMo B
2
2M o4, 0\ 2\ .o Qal oy t&»\o%\’w
3
DTSR ¥ 0o Rt obvo [ Qs vy A osr08f 30
4
2u-ul 0 Nk 22U -3 o Q= von T osrtoebn
5 F :
o
Total weight of dried granules (kg):
\24 .26
5.9 SIFTING RECORD (LOT-II):
. Mesh size Integrity checked | Integrity checked Checked
= o Neneof Tiovedient of sieve before use after use By/Date
1 Metformin Hydrochloride 12# d ot '
Net-oic— Noeok 0> 0Qf 30
> Hydroxy Propy!l Methyi Cellutose 30# OK/ OK/
(Methocel K 100 Premium) Net-BK Not 0K, O\ p Do
. 5 oK/ OK/ P
3 Microcrystalline Cellulose Powder 30#
Net-OK- Not oK O 2\ nq/f' 20

Note: If any discrepancy found, Initiate the deviation for corrective and preventive action and proceed to next step after QA approval.

5.10 MANUFACTURING PROCESS (LOT-II):

Date :
© ) O&/‘) O Checked
Step Process Instructions Time Done By by/Date
y/Da
No. Started Completed
Sifting;
5.10.1 | Sift Metformin Hydrochloride through 12# (If L
required de-lump Metformin using co-mill or RMG) 7
and HPMC K100 premium, Microcrystalline ) L?‘ R ot 100 N P ~
Cellulose powder through 30#, on a vibratory ~MS + o=>\b Q/‘ 24
sifter.
Binder preparation: t
Mix 11.000Kg of Isopropyl Alcohol and 16.500Kg of
5.10.2 A \ i
Purified Water. oy', SO |ob ! x¢ 2 D) V2P 29
Filter the solution through 100# nylon cloth. e LY T o oo O S "o 7&‘4,)\ ’DS/Y‘
Dry mixing:
Load the above sifted material of Step 5.10.1 into 75
5.10.3 ] & —_ !
ot o) | o1l0y |Qw
RMG a : By | ooy
Mix for 10 minutes at slow speed of impeller. i LO < o™ ], Ve Msy 2 0 3) 053?3/
5.10.4 Granulation: ]
Granulate the powder of Step 5.10.3 with binder _ —
solution of Step 5.10.2 by following steps == g =
Prepared by: Checked by: Approved By:
Designation QA Executive / Production Head / QA Head / ' .
esig Designee Designee Designee l C O N TRO |. L EO c OPY "
Signature ; \ / % v s sk
with Date ;‘Qol\\ok {‘lﬁw U’L]C s O N S
osblo® X
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Safetab Life Science L
BATCH MANUFACTURING RECORD Page No.: 21 of 78
Brand Name | GLIDE M 60/850 TABLETS e 1014 Batch Size 5,00,000 Teblets
; .| Gliclazide and Metformin Hydrochioride i - Supersedes
Generia Rame: sustained release Tablets 60/850mg MPC NO: SLMPC/130/R0 MFC No: PRk
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
Date :
O >—\ OQ’\P Checked
Step Process Iastructions Time £ Done By
by/Date
No. Started Completed
5.10.4 | Binder addition: 2 minutes mixing —impellers O L Lls| oYL —’
A\ YA TR \/
slow/chopper off. = - e, L ngee | oo Pard
Racking AN = -3
otL]¢ o 18 Vv seh losoctaa
Mixing time: 1 minutes at slow impeller/chopper at ’ 0 _
fast speed. 1! Dol o 1! 2 | Vieseh lostosf 2o
Racking J o
p 1)y | o } 323 \fv\,eoz/‘v oNopf 26
Discharge the wet granules in FBD bow! for drying. 7 63_0
0 — ’( '),\’{ (o ) 2 L? ‘J\\'\g,&g’/%\,— Or i
5.11 DRYING (LOT-II):
Step No Instructions Checked by/Date
1 Use hand gloves, nose mask while handling the materials.
2 Check the cleanliness of the FBD. L
= Carry out drying operation as per SOP. Qui QQ/Q""’ ©2\0 S/? 2O
5.11.1 DRYING AND SIZING DETAILS (LOT-II):
Step Process Start Time | End Time Qutlet Temperature Done by g;??;i
1 Air dries the wet granules for 10 minutes , \ . ‘ﬁn
with intermittent racking. Oe 5|k (Dg 2o U 2/(79\_, 0 Z\oﬁ/? DS
Steam Drying at 60° C£5°C with intermittent 'Eq
2 racking at every 15mins until LOD reaches ) \ ~
the limit 1.5%t0 2.5%. v &2 |03 \S Y3 Doceeh | 0 2o
r~ \ :
3 LOD (Limit: 1.5% to 2.5%): On IR moisture | Observed LO% oY N\
balance at 105°C (Auto mode). * A
o ach 29
Pass the dried granules through mesh 20#. ! T
g g 03! 2o 03! Yo © M0t 2o
4: Before use | After use L
Mesh integrity checks. oK/ oK/
NetOK- | NetOK o0 o
Mill the retained dried granules in 2.0 mm =
screen and pass through 20#. v'u) ! % OO S
5 Before use | Aftér use
Mesh integrity checks. OK/ OK/
NotOK Not OK. 02\08 Q)
Prepared by: Checked by: Approved By: \
. ) QA Executive / Production Head / QA Head / :
Botignation Designee Designee Designee CO NT RO L L LO C 9 PY
Signature 4 U}? ( q( ‘ WP Pl :
with Date 01%\0% \ 0o (‘)H,\VOB‘DDJQ «\&‘%\Q

NI



Safetab Life Sciewce
BATCH MANUFACTURING RECORD Page No:: 1-22°0f78
Brand Name | GLIDE M 60/850 TABLETS Z?f“‘d 18 1014 Batch Size 5,00,000 Tablets
5 .| Gliclazide and Metformin Hydrochloride 3 i Supersedes
Generic Kame: sustained release Teblets 60/850mg M N S UMBCL0RD MFC No: NIL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
5.12 DRIED GRANULES WEIGHT RECORD (LOT-II): -»~
Container No Gross weight (kg) | Tare weight (kg) Net weight (kg) Weighed By Checked By/ Date
1 7
2\ .9 4L O\ R\~ o '\)\'\%2,2/!«_ X asroed so
2
3 | ony | 2ueto | Muget R onoeta
B
2% -~ a O\ DD bo \)\r\)(a/o,q@ R onroet oo
4
LS =~ O VE~TD \)v\,g,M/L_ A ovierf
S
—— = r
Total weight of dried granules (kg): -
134-~20
5.13 SIFTING RECORD (LOT-III): ¢
" Mesh size Integrity checked | Integrity checked Checked
S« Ne Sansc:of Sngredicol of sieve before use after use By/Date
. . oK/ K/ T _
1 Metformin Hydrochloride 12# ;
ikl i icaan v e 5
> Hydroxy Propyl Methyl Cellulose 30% OK/ OK/ ~
{Methocel K 100 Premium) Net-OK Not-6K oMp (’/P Do
s ) oK/ oK/ &
3 Microcrystalline Cellulose Powder 30#
Not OK- Not-Ok- wAYped Do

Note: If any discrepancy found, Initiate the deviation for corrective and preventive action and proceed to next step after QA approval.

5.14 MANUFACTURING PROCESS (LOT-III):

Date :
© >} OQ/‘ 20 Checked
Step Process Instructions Time Done By
by/Date
No. Started Completed
Sifting;
5.14.1 Sift Metformin Hydrochloride through 12# (If
required de-lump Metformin using co-mill or RMG) ‘ "E-,
and HPMC K100 premium, Microcrystaﬂiqe O "\ 30 0 | 5 \}
Cellulose powder through 30#, on a vibratofy ! L g L" T \ dgo
sifter. O D)0
Binder preparation: ?E
5.14.2 | Mix 11.000Kg of Isopropyl Alcohol and 16.500Kg of -y ; 1 ~(‘e,§/Q\’ —
Purified Water. ) ol ue o/ Us g;‘ O ﬂoyr 25
Filter the sofution through 100# nylon cloth. o— !/ U )c o 'on ‘,\,(,_M a2\ Zo , A w%’
Dry mixing: . y
% % - 02 . Ol L L
Load the above sifted material of Step 5.14.1 into \ =
5.143 \ 3
RMG sElhye | P ook Qqag/k, onYo 81 3q ,pep?
Mix for 10 minutes at slow speed of impeller. oL ‘o C oe" , e N Leg ) i “\nﬁgp &
5.14.4 | Granulation: \
Granulate the powder of Step 5.14.3 with binder — == —
solution of Step 5.14.2 by following steps
Prepared by: Checked by: Approved By:
SRR QA Executive / Production Head / QA Head / i |
s Designee Design Designee -
ey ——-\7}
i LI v NVad 8
Signature Q > \ - Ly wﬁ&o«% ‘%&\Q&Q g '\r(—;rONTROL LE:D COPY |t
th 02 ohle oRlebl o st Boidadh -




Safetab Life Science !
BATCH MANUFACTURING RECORD Page No.: 23 of 78
Brand Name | GLIDE M 60/850 TABLETS :??"Ct £ 1014 Batch Size 5,00,000 Teblets
. .| Giiclazide and Metformin Hydrochloride ) . Supersedes
Generic Name: sustained release Tablets 60/850mg BFC NO: ST/MFC/130/R0 MFC No: —
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
FE
Date :
O 3"\ O Q D‘O Checked
Step Process Instructions Time ‘ Done By
by/Date
No. Started Completed
5.14.4 Binder addition: 2 minutes mixing —impellers E ?ﬁ’q
slow/chopper off. ‘e oo ') Q \/\Uro’f"‘\ © 9—\02) 20
Racking %
\
Og e ‘ ‘\ 0 9 ) 3@ \j\@V\ 0 ')—\'Q&P
Mixing time: 1 minutes at slow impeller/chopper at | 1 ’ ;30
fast speed. 00! | nelon ANt lonwe
Racking " y >§7
o)y Q) 2Y Nieor |onstosta,
Discharge the wet granules in FBD bowl for drying. 1 S?Z
0&'2S | 0% 20 1N eos lodlodlR,
5.15 DRYING (LOT-IIT):
Step No i Done b Checked by/Date
i Use hand gloves, nose mask while handling the materials.
2 Check the cleanliness of the FBD. k
3 Carry out drying operation as per SOP. ‘QA(QQ/Q\/ o nlo %P Yo
5.15.1 DRYING AND SIZING DETAILS (LOT-III):
Step Process Start Time | End Time | Outlet Temperature Done by %3?3;?2
1 Air dries the wet granules for 10 minutes t
- - . - y ~N
with intermittent racking. oq\' Do 0) 20 3»5 L 7‘»‘.0/%/(?/\_‘ Nt OS/P Y 3
Steam Drying at 60° C£5°C with intermittent t_,
2 racking at every 15mins until LOD reaches v
the limit 1.5%t0 2.5%. os'up {\0o) 1S 41 L= ueeh] onroed ol
5 | LOD (Limit: 1.5% to 2.5%): On IR moisture | Obsegved Lop" 22 L
balance at 105°C (Auto mode). i =
Sy | O s So
Pass the dried granules through mesh 20#. !
. ¥ to’, 20 lo)2¢ Qe con |0 2108
4 Before use | After use ;
Mesh integrity checks. oK/ oK/ l
Not-6K Not6K VY | 0510 2o
Mill the retained dried granules in 2.0 mm ! =
screen and pass through 20#. \o'\ 27 {10.5C vsxony |0 21060 S0
5 Before use | After use
Mesh integrity checks. OK/ OK/ @
NQLOK— | Net-oK Owvor, | ©02l10eP2o
Prepared by: Checked by: Approved By:
Desighato QA Exe_cutnve { Producu?n Head / QA Head / *
Designee Designee DeS|gnee o L LED‘ cop
Signature q &t @1 %& ‘ CONTR —
with Date H\Oio 0@ wjg};toh\&m@ =
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Safetab Life Science )
BATCH MANUFACTURING RECORD Page No.: 24 of 78
Brand Name | GLIDE M 60/850 TABLETS ::J"f’”‘:t 10 1014 Boiteli SEa 5,00,000 Teblets
: .| Gliclazide and Metformin Hydrochloride ; - Supersedes
GEmErc Name sustained release Tablets 60/85Cmg B O STMFC[AS0/R0 MFC No: Wi
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
5.16 DRIED GRANULES WEIGHT RECORD (LOT-ITI):-s=
Container No Gross weight (kg) | Tare weight (kg) Net weight (kg) Weighed By Checked By/ Date
1 —~
MM | 0aY% [buwoo | Quwa | Tonleerad
2
2\ - 8 Yo RNATENA (8! Qs A o>\ o og
L2 Al O -\p PRI o) Quneet, A_orr o8t 3
4
5 - 2% | ©ORDL 2.6 20 | Quuan | R oxvest b
S »
\ ) —_—
Total weight of dried granules (kg): =
{24 -2
5.17 SIFTING RECORD (L OT-1V): -
" Mesh size Integrity checked | Integrity checked Checked
=. do Neine:Gt Ingredient of sieve before use after use By/Date
. ) oK/ oK/ B
1 Metformin Hydrochloride 12# b wrex o) 0%\«;90
Hydroxy Propyl Methyl Cellulose oK/ OK/ > o
2 (Methocel K 100 Premium) s Not-oK NetOX & 9/\0'?)\'
3 Microcrystalline Cellulose Powder 30+# ”OIK/QI; NO‘KIGK, )} Q,\Q'%\"B:

Note: If any discrepancy found, Initiate the deviation for corrective and preventive action and proceed ta next step after QA approval.

5.18 MANUFACTURING PROCESS (LOT-IV):

Pate: o0 \oglnn Checked
Step Process Instructions Time Done By by/Dat
ate
No. Started Completed
Sifting;
5.1g8.1 | Sift Metformin Hydrochloride through 12# (If
required de-lump Metformin using co-mill or RMG)
and HPMC K100 premium, Microcrystalline | © ¢ "r&o g \‘\ = \/\J‘Q\""\ L
Cellulose powder through 30#, on a vibratory ’lA‘OgP fa%
sifter. O
Binder preparation:
Mix 11.000Kg of Isopropyl Alcohol and 16.500Kg of \ '
5.18.2
Purified Water. Ok Yol og s ott | © oofo
Filter the solution through 100# nylon cloth. g v V€ 55 |Qucee b |0 3\&/? A
Dry mixing: L
Load the above sifted material of Step 5.18.1 into \
5:18:3 - 2
RMG © ¢’ o [og ! g Quceete | o mgel 2
Mix for 10 minutes at slow speed of impeller. o’ 50O 02 on SU\% N ,\og/? S
5.184 Granulation: .
Granulate the powder of Step 5.18.3 with binder — B i i
solution of Step 5.18.2 by following steps
Prepared by: Checked by: Approved By:
Designation QA Exe~cutxve / Productlf)n Head / QA I-!ead /
Designee Designee Designee
Signature q‘ Uﬁmz) \c{‘g %\‘
with Date ol QJQ 00 M H\ﬁqﬁ@lﬁ




Safetab Life Scienice

3 \_”, i BATCH MANUFACTURING RECORD Page No.: 25 of 78
Brand Name | GLIDE M 60/850 TABLETS ;;"fj“d i 1014 Batch Size 5,00,000 Tablets
. .i Gliclazide and Metformin Hydrochloride ; - Supersedes
Gentrie Names sustained release Tablets 68/850mg MECNO: STMPC/L50/R0 MFC No: ik
Batch No.: GD200701 fMfg.Date: 07/2020 Exp.Date: 06/2023
Date :
ate O Q—‘ Q Q/c 20 . Checked
Step Process Instructions Time Done By
by/Date
No. Started Completed
5.18.4 | Binder addition: 2 minutes mixing ~impellers U Q.
slow/chopper off. OA \, 2 ox\oY \}uS? © o rloefon
Racking ’ g X
Mixing time: 1 minutes at slow impeller/chopper at : ! a =
fast speed. o\ \o | o\ Vuge picoed 2o
Racking L Q
o<\ | o) V2 Nuceel ireofse
Discharge the wet granules in FBD bowl for drying. ! e [
ogisy | 6y 12 Nvgeet [0otoet

5.19 DRYING (1 OT-1V):

Step No Iaor Dore by Checked by/Date
1 Use hand gloves, nose mask while handling the materials.
2 Check the cleanliness of the FBD. \/ L
(SN t )
3 Carry out drying operation as per SOP. : o2 OQ’Q Lse
5.19.1 DRYING AND SIZING DETAILS (LOT-IV):
Step Process Start Time | End Time | Outlet Temperature Done by (éy 7 daif
1 Air dries the wet granules for 10 minutes - t
with intermittent racking. ) \
i g \©.20 \O) 1o 20 C Nu-ow | oottt od
Steam Drying at 60° C£5°C with intermittent ﬁ
2 racking at every 15mins until LOD reaches 1y N
e Q' R N s
the limit 1.5%t0 2.5%. ! S\ 30 e Aot oo
3 LOD (Limit: 1.5% to 2.5%): On IR moisture | Obsegved Lcﬂ‘ﬁ)? HoY L
0, > 2
balance at 105°C (Auto mode). | ©3)p8 ! %
Pass the dried granules through mesh 20#. \ P \ T
WY | wle Queee 4 | o3vef
4 Before use | After use .
Mesh integrity checks. oK/ OK/ :
NotOK_ | NotOK oo Ao at0 e 3o
Mill the retained dried granules in 2.0 mm ' ‘G;‘
screen and pass through 204£. \N_sX 1) paky, £\ 080 A
5 Before use | After use
Mesh integrity checks. OK/ OK/
NoTOK | NetoK 03390} 20
Prepared by: Checked by: Approved By:
DesigRatiorn QA Exgcutxve / Productlfm Head / QA i—fead /
Designee Designee Designee

s [0 koo 480 N

o4l © .
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Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 26 of 78
Brand Name | GLIDE M 60/850 TABLETS Z?f’“d i 1014 Batch Size 5,006,000 Teblets
. .. Gliclazide and Metformin Hydrochloride . Supersedes
Semene Nawe: sustained release Tablets 60/850mg MECNO: ST/MEC/LZ0/R0 MFC No: -
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
5.20 DRIED GRANULES WEIGHT RECORD (10O7T-1V): -
Container No Gross weight (kg) | Tare weight (kg) Net weight (kg) Wejghed By Checked By/ Date
1
2"k 0Ny [2A-%0 | Canet | o \ogl,
2 K
B2-My OM\y | V9 %0 | Qumet ® o etba,
3 <
R3- &6 O ~\ % 0y 0 To | Quecern— S osrort ou
4 . i
g -~ g o ~\ o NG 2% Cuntta R odoykne
5 ‘r —AN —
Total weight of dried granules (kg):
124, o8 .
5.21 YIELD OF DRIED GRANULES:
1.0 | Weight of total material added in granulation. < =2 .50 Kg
2.0 | Weight of dried granules. : =21 .00 Kg
3.0 | Yield (NLT 99.50%) <{2.0/1.0 x 100} z Aaa -0 %
Prepared by: Checked by: Approved By:

: : QA Executive / Production Head / QA Head / Y
Designation Designee Designee Designee {EE)NT RO L \.ED G()P }
Signature <¥ & { LU})S CU&{/:L‘CJ \Wwf\f \,_”__

i < (\\l S
with Date ol \ CL) A0 WS 6) bbﬂ 50 VU\\D
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Safetab Life Sciemce )
BATCH MANUFACTURING RECORD Page No.: 27 of 78
Brand Name | GLIDE M 60/850 TABLETS :;:ffj“‘i I 1014 Batch Size 5,00,000 Tablets
. .| Gliclazide and Metformin Hydrochloride ) ! Supersedes
Generic Neme: sustained release Tablets 60/850mg MFC NO: STMFC/130/R0 MFC No: Pk
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
6.0 BLENDING AND LUBRICATION: -
6.1 LINE CLEARANCE CHECKS:
Date:f.@..f?k.@.s R Do
Observation
S.No Checks K
production | IPQA
1 Ensure that all empty containers, used polybags, labels, hand gloves of previous Product/ batch )
are removed from the area. ) /)
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. > ~)
3 Ensure that the previous batch BMR / documents are removed from the area. =5 s
4 Check the housekeeping general cleanliness of the floor, walls ceiling, tube light fixture, supply '
grills, riser grills, filters and electrical fixtures are clean. 7 )
5 Check the cleanliness of the doors, doar view panel and SOP stand. w7 =
T
6 Check the cleanliness of the utility line (compressed air, First RO water and purified water). — -
7 Check the cleanliness of the drain points. ) iy
8 Check for absence of previous batch/product from area below machine and inside machine by ——
opening the guards of Octagonal blender. -~
S Check whether the machine body and control panel of octagonal blender is clean. 7 —
10 Ensure that the balances are cleaned and it's calibration status. 7 -
11 Check whether the Equipments/ Instruments to be used are within calibration/preventive 7
maintenance due date. =
12 Check the status board of the area is updated with cleaned label. -7 —
13 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure ) —
that the records are updated. ]
14 Check the differential pressure of the area should be within the limit. — =)
i85 Ensure the concurrent entries of log book. 7 —
— ]
16 Check the functioning and cleaning of return riser. -
Note: Tick mark (¥) if Complies and (X) if Does not comply A
Checked by (production) sign/ date:.m\iqg?.\.:.m. Verified by (IPQA)sign/ dateg: \@Q;\wg"c
(‘\77 o @?)
Equipment Octagonal blender (2200L)
Code No ST/PROB/001
Previous product ~
L2 to\ & P, Glavele
Batch No
G O 500 M0T
. ;
Cleaned by: QOL E\/% . )
el e Production:......3R... e \ o %\ oo IPQ@?\@%\NO
A4 -
Prepared by: Checked by: Approved By: | _ o 00" 4 ,& #
Besignaiim QA Exgcutlve / Productlfyn Head / QA !-.iead / \ CONTRO *
Designee Desigpeey Designee —
T T e
Signature g‘ (9, ey Q[Ckbu-/’ w@\(@p
ith Date % SN \ 3 . ¢ X
v I "ol oblaodo Q&l@ébaﬂj >

-

5
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Safetab Life Scievice . )

o BATCH MANUFACTURING RECORD Page No.: 28 of 78
Brand Name | GLIDE M 60/850 TABLETS zfoc’f’“d 10 1014 Batch Size 5,00,000 Tablets
5 .1 Gliclazide and Metformin Hydrochloride ) Supersedes
Generic Name: sustzined release Tablets 60/850mc¢ MAFC O ST/MFC/130/R0 MFC No: ML
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
Date: “# “Time: , q Date: Time:
6.2 ENVIRONMENTAL CONDITIONS: O’S\OQ 12 ®) ]% .00
Observation Production Sign Observation Production Sign
Temperature: 23°C to 27°C >
P D— SIS 2 L. ?X/) \V\/ A
Relative Humidity: : " b
45% to 55 % S\ ‘e -
6.3 APPROVAL FOR BLENDING AND LUBRICATION: ’ 095\ O-Z oo
Production Sign/Date:...M‘. g.&y\ o IPQA Sign/Date:....F=\. 5\9&*
0" o
6.4 BLENDING AND LUBRICATION INSTRUCTION:
Date:
' a2l C/K [>¥%)
Shep Process Instructions Time Checked
Done by
No by/date
Started Completed
1 Use hand gloves, nose mask while handling the materials.
2 Operate the Octagonal Blender as per the current version of the SOP.
3 Sift HPMC K 100 M premium through 40# Load the sifted dried S),
granules of Lot-1, Lot-TI, Lot IIT and Lot IV to the Octagonal i
blender. i 09)'}(
1810 | 1B 20 eorromols i
4 Mix for 15 minutes. ; ; A-—B
18:20 & YT N vomomor|[o3) | ™
5 Sift Magnesium Stearate through'ﬁo# and Distribl}‘fe / sprinkle
over the blended material. l% ¢ \-l:; ‘ 8 - <7 [0%\%
. SB N egrgorman | 93
6 ’ " R
- 19:05]19:10 NQQWW%SW\“>
7 Unload the final blend into suitable containers lined with double %
polythene bag with proper status label. 1 0\ : \_S- 03\®%~
8 Record the weight in below table.
Prepared by: Checked by: Approved By:
Bestanation QA Exetcutlve I Productlfm Head / QA !-?ead /
Designee Desngnree\‘ Designee

Si.gnature (‘\ \3 i{ 0!0 909!-? U,z) M&// (\Q ,);5\,0

with Date o eéflo,l@ \,U\\P\’




By Safetab Life Sciewice “'
BATCH MANUFACTURING RECORD Page No.: 29 of 78
Brand Name | GLIDE M 60/85C TABLETS ::ff”d o 1014 Batch Size 5,00,000 Teblets
Generic Name] ShcEa0e e VB BErOSe | e wo | symrc/oomd | sl |
Batch No.: GD200701 Mfg.Date: 07/2020 | Exp.Date: 06/2023
6.5 WEIGHING OF FINAL BLEND: - Date: D&l’oa ‘QD
] = Gross Tare Net s . Gross Tare Net ;
Conl’;zmer V;':iggt V:’:Egt V}'siaht V\e;)gyhed ?r;(/egl:tas Con&imer vifi?(gt ‘?’f‘ggt "‘i’:iggt We;)gyhed (él:/%la(fg
3 235900 5o [A4 1A Ve B 31|,
2 ZA2F7F|2 o |AC2Y [Veswomveaieles] 32 T\
3 AL .50 B39 Uy [VeormmaRetRpd 33 ]\
— 4 /5593 0.0 523 2F VQ&W-%}\@‘E 34 \
~ 5 42LR0| 2.50 |3Y-ZO|Venrowal Xl 35 \
<6 < |9b0b| 2 .£0[B: 0 | Veerml Roi@ly 36 %
/7 7/ 5o \W | 0 .50lAT-bS Veormel oWl 37 \
8 “13%.9\[ 0.c0 | 20T\ VW/‘GB\@\D 38 k)
— 9 /AT 09] 0 -£0[42:59 Newmmal_jedlM 39 \
b 10 11019 0.0 871 b yebnoms Soyeld 40 \
/11 JARLY 2.0 AA-| OVeovamd Roltl 41 \
712 9303 | 0.00| NI [y Ry 42 \
13 7|92-00] 9 .c0 [ASSO|Vesmm DO 43 \
- 14 713\ 2] 5 509937 Voot oot 44 \
— 15 , | A2 O - 504029 Neowmu-o2PY 45 \
16 ) ' 46 \
17 N 47 |\
18 N 48 j
19 N 49 ¥l
20 M 50 N
21 51 1
32 N 52 i
23 N\, 53 \
24 K\ 54 N
25 S 55 \
26 56 \
27 57 \
28 2 58 \
29 — | o
30 o\cR\™so e
Total weight of Lubricated granules: 5 Sq “0 O kg v
Intimate IPQA to draw the sample Sample withdrawn by IPQA.
Production Sign:.......¥.......... Date:.lexg.%.lQD IPQA Su_:jn::ysx2 Dateﬁ.&\gﬁh:

Send Test request form for testing lubricated granules to QC department.

Prepared by: Checked by: Approved By:
vesoraton | el | P e ]
Signature \ (ﬂ . a[ g/;j C}\.g@‘ N2
with Date 9‘ }gOH ]Ob ]QQD,O mpk jelf) ¥ “ﬁ@\éﬁ




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 30 of 78
Brand Name  GLIDE M 60/850 TABLETS f{‘:_d”“ 5 1014 Batch Size 5,00,000 Tablets
. .| Gliclazide and Metformin Hydrochloride y Supersedes ;
BEASHE Nanve; sustained release Tablets 60/850mg MECNQ: SUMRCAI3GIRO MFC No: AL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
7.0 RECONCILIATION: s
1.0 Theoretical weight of blend g 2 590.000 Kg
2.0 Actual weight of blend REs 6 % q 00 Kg
3.0 Manufacturing Loss (1.0 - 6.0) : ' O- ':; O Kg
In-process samples
A A | IPQA Samples : ©. — Kg
’ B | QCSamples : 0-Q¢  Kg
C | Validation Samples > O0"-925C Kg
5.0 Total samples: (A+ B+ C) 2 o 'Q)O Kg
6.0 Total: (2.0+5.0) p — Kg
58930
% Yield = =5 x 100
7.0 T 10
(Limit- NLT 99.00%)* i q q 3R %
If yield is out of limit, raise deviation and inform to QA.  After QA, investigation and approval proceed to the next stage.

*Tentative limit QO
030 )@’A\Q%\ ’i\? |
Total rejects destroyed: M. ..7).. . Kg. Done by Production sign/Datev... > S ... Checked by IPQA sign/Dates-. o'}\‘C&M

(Rejected materials should be destroyed in the presence of QA) nO

Yield reconciliation done by Production sign/Oate/:}?Q&X?%.\ Checked by IPQA sign/Datesj.é’E\Q&\ﬁ‘f

7.1 BLENDED GRANULES RELEASED FOR COMPRESSION:
Reconciliation checked and blended granules released for compression.

Checked by Competent Staff Sign/Date:

Verified by IPQA sign/Date: C@

AR
PSS
Prepared by: Checked by: Approved By:
Besignation QA Exgcutlve/ PrOdUCtlf)l’\ Heacu QA f-fead /
Designee Desigpee Designee

ignature ; N , > ¢
fvi%h Date g‘ Lgmi lcbl 2690 U’7 Clg;:\[& 2690 %@N‘\P 3




Safetab Life Science
i “ BATCH MANUFACTURING RECORD Page No.: 31 0f 78
Brand Name | GLIDE M 60/850 TABLETS :L"f’”d n 1014 Batch Size 5,00,000 Tablets
. .| Gliclezide and Metformin Hydrochloride ) x i Supersedes
Seneric Name: sustained releese Tablets 60/850mg MEC har ST/MFC/130/R0 MFC No: BElL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
8.0 GRANULATION (GLICLAZIDE PART): %
8.1 LINE CLEARANCE CHECKS:
s Observation
S.No Check
Production IPQA
1 Ensure that ali empty containers, labels, used polybags, hand gloves of previous Product/ batch are
removed from the area. \./ e
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. ‘/ A
3 Ensure that the previous batch BMR/documents are removed from the area. / )
4 Check the housekeeping general cleanliness of the floor, walls ceiling, tube light fixture, supply grills, 9z
riser grills, filters and electrical fixtures are clean. \/
Check the cleanliness of the doors, door view panel, SOP stand and compressed air filter outer
5 V \/
surface.
S Check for absence of previous batch/product from area below machine and inside the vessel. v I
7 Check whether the equipment body of Sifter, RMG, FBD and Multimill, Utensils are clean. N
A
Ensure that the balances are cleaned and it’s calibration status. '
8 Vel ol
9 Check whether the Equipments/ Instruments to be used are within calibration/preventive t/
maintenance due date. v~
10 Check the cleanliness of the utility line (compressed air, First RO water and purified water). \/ S
Check the cleanliness of the drain points.
i1 " / _/
12 Check the status board of the area is updated. g /
13 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure /
that the records are updated. sl
14 Check the differential pressure of the area should be within the limit \/ ]
15 | Ensure the concurrent entries of log book. \/ /

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

Checked by (Production) sign/date: %01\ ‘0%\“)’0 Verified by (IPQA) sign/date:! l(?&]l.:ﬁ
Equipment Sifter Muiti mill RMG FBD Balance
AREA
Equipment ID No: | ST/PRG/006 ST/PRG/010 ST/PRG/014 | ST/PRG/012 | ST/PRWB/001

Previous Product:

Ntacodd Fiu ol .

Batch No. ng@ 000Fax—

Cleaned by: Swreh| Queesh [Qcas® [ SRvash | &nbuw [ Py

Checked by Production Sign: & ] IPQA Sign: 7

8.2 ENVIRONMENTAL CONDITIONS Date: 01|9R|10 Tme: |22 3 © | pate: Twne:

Observation Production Sign Observation Production Sign

Temperature: 23°C to \
27°C 28:.5°C A g

Area: Granulation Relative Humidity: 3 = ® \
45% to 55 % L9/

8.3 APPROVAL FOR GRANULATION:

otlos|!

Production Sign/Date:

] IPQA Sign/Date: WQ‘IB&“;@

Prepared by: Checked by: Approved By:
pEsiaton QA Exgcutlve / Productrgn Head / QA Head /
Designee Designge, Designee
e

. .\ 2
Signature {‘ L (&W Qﬁ\q_ ¥ g

i U so2d uga\ SN \ y
with Date %93’\ \O\o t Jf GB]QQQO \\\& L




Safetab Life Science .

BATCH MANUFACTURING RECORD Page No.: 32 0f 78
Brand Name | GLIDE M 60/850 TABLETS 22 adpct 1 1014 Batch Size 5,00,000 Tablets
. _| Gliclazide and Metformin Hydrochloride . /170 Supersedes i
Generic Name:| _ i-ined release Tablets 60/850mg HEGiR: ST/MFC/130/R0 | Mec Neo: ML
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
8.4 SIFTING INSTRUCTIONS: I Date: ®1\O%1
S. NO PROCESS INSTRUCTIONS
Check the cleanliness of the Vibro Sifter.
2 Use hand gloves while handling the materials. E
3 Carryout the sifting operation as per current version of SOP.
4 Check the integrity of sieve before and after sifting and record in the BMR.
5 Collect sifted materials in cleaned containers in polythene bag.
8.5 SIFTING RECORD:
. Integrity Integrity
S. No Name of Ingredient Sx_ze checked checked after Done by Chedied
of sieve % - By/date
before use use
[\

1 | Gliclazide 40# _NS;%K__ o~ g \VSQA’Q) ‘%\\0%\%

Dicalcium Phosphate Anhydrous oK/ oK/ §>
2 Granular 40%# ]
i) NotOKk— |  —NetOK- E\MFQJ’O) o \\g%\-zo

Hydroxypropyl Methylcellulose OK/ oK/ ’E
3| Methocel K100 Premium LVCR 10# NetOK Dot OK— &\m@kg 0\\0%\‘7)0

. K/ oK/ _&
4 Iron Oxide Red Lake 80# )
e | e gt F
6 Methocel K 100M Premium 40 OK/ OK/
Hydroxypropy! Methylcellulose Not oK Not 04> Coetoas M %'\\W
fim kY
\ A\l
OK/ OK/
7| Colloidal silicon dioxide 0¥ Not-6i NetOk |0 M AL
o
. . T '
3 OK/ OK/
8 Purified Talc 40# Not Ok~ Net-oic P“('OJ cod) m o’?\ 20
. oK/ oK/ ;
9 Magnesium stearate 60# Not-OK— Not 0K Q (oleer % q)n,o

Note: If any discrepancy found, Initiate the deviation for corrective and preventive action and proceed to next step after QA approval.

Prepared by: Checked by: Approved By:
Pesianation QA Exgcu’clve / Productngn Head / QA Head /
Designee Designegey Designee

P
Signature q UJI\’C‘ QLJ \ N é\/ \‘ UNTM
with Date s \S\}_o]{ lO)D \go A 7 Ok @é 90) O w\@é ="

AN

<

]



Safetab Life Scierice %
BATCH MANUFACTURING RECORD Page No.: 33 of 78
| Brand Name | GLIDE M 60/850 TABLETS ":?f’”d ib 1014 Batch Size 5,00,000 Tablets
: " .i Gliclazide and Metformin Hydrochioride ) , Supersedes -
Seneia Namie: sustained release Tablets 60/850mg MFC NO: ST/MFC/130/R0 MFC No: ML
i
‘ Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
8.6 MANUFACTURING PROCESS: o
Date : 0\\08 )QD
Step . Time o Checked
Process Instructions Done By
No by/Date
Sterted Completed
8.6.1 Sifting
Co -sift Gliclazide, Dicalcium phosphate and Methocel K ’B
100 Premium LVCR through 40# and Iron oxide red 5 ; . 1 \
| L2371 12,10 | Quaesh [ o021
through 80#.
8.6.2 Dry mixing: &
Load the above sifted material of step 8.6.1 intoRMG. | | B 12| |3 ! | b 8\%@) T O\ \0%\%
Mix for 10 minutes at fast speed impeller and chopper .
ON at slow/fast speed. ‘ \2) 00 \2) 4 2) QO &\WQA’D\— \\68\m
8.6.3 Binder preparation:
Add A' SO kg Povidone K30 in RO 90kg Methylene . 4 0 « ] !)
Dichloride and mix well to get a clear solution. 13 \ q .00 N \8 it O\\Q’S b@
8.6.4 Granufation: (Wet mixing)
Granulate the blend of Step 8.6.2 with binder solution o x N
of Step 8.6.3 by following steps h .02 \R.o L‘ %WS‘\) Mb 3\ ke
Binder addition: 1-2 minutes mixing at fast impeller
speed and chopper at slow/fast speed. \\«\‘ 1) 6 \ H O 8 MX\WS\“ %&)‘B\q’o
Racking. % ;
‘\ h\r Oq \y\ﬁ \\ Qmef\" O\ ‘98\1)0
(If required add additional quantity of Methylene
dichloride and mix for 1minutes to get the uniform
granules.) NN PNEN NN ral>S
Kneading: . 4
PP ISP N (NP 10
Mixing: 1-2 minutes mixing at fast speed impeller and
chopper at slow/fast speed. . % | e ))4 \ht \ 1'5— %\'w\«, %\Q/D

Discharge the wet granules in FBD bow! for drying.

i) 9 | 1h 22| eebedh |BTs)20
8.7 DRYING: p
Step No Instructions
1 Use hand gloves, nose mask while handling the materials.
2 Check the cleanliness of the FBD.
3 Carry out drying operation as per SOP. i
B
Prepared by: Checked by: Approved By: 4 - T
Designation SR e Prey | cONTROLLED GOPY
5 3 . K !
o | (faylasbsone W21l )| \ORN




=D Safetab Life Science
S BATCH MANUFACTURING RECORD Page No.: 34 of 78
Brand Name | GLIDE M 60/850 TABLETS :‘:fj""t o 1014 Batch Size 5,00,000 Tablets
. ...l Gliclazide and Metformin Hydrochioride . 4 Supersedes ;
Senit Nahes sustained release Tablets 60/850mg itk SLHMPCALIGIRG MFC No: ML
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
8.7.1 DRYING AND SIZING DETAILS: e
Step Process Start Time End Time Done by Checked by/date
Load the Wet granules into FBD bow! and )
air drying for 10 mins & steam drying at
1 60° C=5°C with intermittent racking at \ SIS = <
10-15 minutes to achieve LOD limit IR QD 1) r<po U;\O)W\ \ \ 20
0.5%-1.5%. ; O\ ,"3
3 LOD%: limit 0.5%-1.5%. Observed LOD%: T B Iy
4 Sift the dried granules through 30#. "6 ( 12 \ ,r)— )_( d SOA\’\QY()\ %\ﬂ\ Lo
Before use After use
5 Mesh integrity checks. oK/ oK/
NotOK— —NOtOK Qc/«-\'?\a@ % o3\ %0
Mill the retained granules through 1.5mm
6 — — A
screen and pass through 30#. R \ %! bo 1611 g ORJeen %\ J“Z\ o
Before use After use s
7 Screen integrity checks. oK/ oK/
Net-OK— Not-OK Yy -\ o3 Lo
\
8.8 DRIED GRANULES WEIGHT RECORD:
Container No Gross weight (kg) Tare weight (kg) Net weight (kg) Weighed By Checked By/ Date
22 - 2) O -\§ 22 .-\4 Moueon | # -‘\"D-?\\fo
2 ’ , .
\A. ho D -\b 1A Q) Drepen 5 o) ro
3
Q5T o\ 2 - Recer | £ s)oilne
4
. £
— ]
6
7
Total weight of dried granules:

8.9 YIELD OF DRIED GRANULES:

Yo Qo Ko
da.60 ©
aAn. 90 "

1.0 | Weight of total material added in granulation

2.0 | Weight of dried granules g

3.0 | Yield (NLT 97.50 %) {2.0/1.0 x 100} 2

Prepared by: Checked by: Approved By:

. . QA Executive / Production Head / QA Head / : )
Besignation Designee Designee __ Designee -e—c‘am
sgrawre | (V] ) ae uﬁngc&q Gl [conTROLLED -
with Date ; 05—‘ ols Jo0nE %l OE‘,?OJD :\t)'t@ WS




e Safetab Life Science |
e BATCH MANUFACTURING RECORD Page No.: 35 0f 78
Brand Name | GLIDE M 60/850 TABLETS e 1014 Batch Size 5,00,000 Tablets
T g .| Gliclazide and Metformin Hydrochioride ) P Supersedes
e R sustained release Tablets 60/850mg ks SUHFCASOR0 MFC No: ML
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
9.0 BLENDING AND LUBRICATION:
9.1 LINE CLEARANCE CHECKS:
Observation
S.No Checks
3 Production IPQA
1 Ensure that all empty containers, used polybags, labels, hand gloves of previous Product/ batch are’ /
removed from the area. : ~
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. LA /
3 Ensure that the previous batch BMR / documents are removed from the area. A /
4 Check the housekeeping general cleanliness of the floor, walls ceiling, tube light fixture, supply grills, /
riser grills, filters and electrical fixtures are clean. .
5 Check the cleanliness of the doors, door view panel and SOP stand. /
2\
: ‘/ \
6 Check the cleanliness of the utility line’(compressed air, First RO water and purified water). 2 /
7 Check the cleanliness of the drain points. I /
8 Check for absence of previous batch/product from area below machine and inside machine by /
opening the guards of Octagonal blender. v )
9 Check whether the machine body and control panel of octagonal blender is clean. ) /
10 Ensure that the balances are cleaned and it’s calibration status. /
11 Check whether the Equipments/ Instruments to be used are within calibration/preventive
maintenance due date. )
12 Check the status board of the area is updated with cleaned label. =)
13 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure that e
the records are updated. AN
14 Check the differential pressure of the area should be within the limit. y "
e
15 Ensure the concurrent entries of log book. ) o
-~
16 Check the functioning and dleaning of return riser. 4

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

Checked by (Production) sign/date:...M.&.QZ.)ﬂ/O Verified by (IPQA) sign/date:
Equipment. Octagonal blender(600L) AREA
Code No. SI/PRG/015 &,

Previous product

CINOD — T

9.3 APPROVAL FOR BLENDING AND LUBRICATION:

Batch No
S 20 Nk
Date: ,[.»7] Time: j¢ ' 2p Datg? Time
; VIRONMENTAL CONDITIONS: U2V 10 - -
B NM < e ObserVation Production Sign 7 Qbservation Production Sign
Temperature: 23°C to . \77)
) ) 27°C Ahi2 ¢ W JN
Area: Blending = = ;
Relative Humidity: .
45% to 55 % 0 3/ / -
|

Production Sign/Date:.é/g.x.).S;.Z.).%

Prepared by:

Checked by:

Approved By:

Desianation QA Executive / Production Head / QA Head /

=g Designee Designee Designee

; I ] A
Signature q LX. \ Ug‘,i : QLM (}\\qv\f

i NGO 4 NY
with Date ey \O’o 820 O‘Tblf?/e&[l?@iﬁ ﬁé\p



Sl Safetab Life Science )
S 4 BATCH MANUFACTURING RECORD Page No.: 36 of 78
Brand Name | GLIDE M 60/850 TABLETS z;"fi”d e 1014 Batch Size 5,00,000 Teblets
. .| Gliclezide and Metformin Hydrochioride N - Supersedes
Seniie o sustained release Tablets 60/850mg MFC NO: ST/MFC/IS0/RD MFC No: DL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
S.4 BLENDING AND LUBRICATION INSTRUCTION: -~
Date: O ! ) 05)'),0
Step Process Instructions . ' Checked
NG, Time Done by by/Date
-, Started Completed
- Use hand gloves, nose mask while handling the materials.
2 Operate the Octagonal Blender (600L) as per the current version of the SOP.
Sift Methocel K100M Premium through 40# and Geometrically '
3 mix Methocel K100M Premium with half quantity of dried w ool
granules and load into octagonal blender along with remaining ! 2K \Q) W Ye) !
quantity of dried granules. \ 6. & | s o (\_.32\'\0
4 Mix for 5 minutes. Q0 N \QDSB ) 2\ N
} 8152|1615 leeo & on
5 Co-sift Colloidal silicone dioxide and Purified Talc through 40+#. { 6 v \D'o L ; )Dg) D’\\_’ A\
Load the above sifted materials into octagonal blender and mix A ™of § _
® | for 10minutes. 2ok 1Ak (w\wa ‘i/\ﬁ“‘
Sift Magnesium Stearate through 60# and distribute / sprinkle ) A
# over the blended material. \X VS N 13 (w\vkvs) @0/\( >3\
8 | Mix for 3 minutes. \F320  \322.2 coared®S | @ X\
Unload the final blend into suitable containers lined with double ol :
2 polythene bag container with proper label. Yo Qw 226 (“\MQ W\M
10 Record the weight in below mentioned table. VX2 Navhe M %&\
9.5 WEIGHING OF FINAL BLEND: Date: 2 \2Z\2o
Container No | Gross weight (kg) Tare weight (kg) Net weight (kg) Weighed by Checked by/Date
4 .
~ 1 3V-\19 K-S0 2K-69 N OroeE8 H//M\Dﬂ\’lo
2 5 K3-22 AR o) S°-% 12 rroYondoss | D e':\\‘b‘g\’)x
~3 ° 2. 09 -850 22 - 6% redyenesy | £ -EN\e3\ ng
4 /
5 {
6
7
8 .
s
9 ——
10
Total weight of blend: I .o0
Intimate IPQA to draw the sample ] Sample withdrawn by IPQA N
Production Sign:....... Meﬂl/(’?)’% IPQA SlgnC\T ..... Date:..f?...'.( O, /13
Send Test request form for testing lubricated granules to QC department.
Prepared by: Checked by: Approved By: Ly oy et
el B Ml e ] -
: : ‘ v | | coNTROLLED co
Signature < ' ‘X \ so |l q{ o e ee—
with Date . \ Q020 ¥ R WS \S° -
oH b njwf ol old20).9 RN



) Safetab Life Sciewice

BATCH MANUFACTURING RECORD o Mo 37 of 78

Brand Name | GLIDE M 60/850 TABLETS Z"o"_d“d m 1014 Batch Size 5,00,060 Tablets
. .} Cliclazide and Metformin Hydrochloride 3 - Supersedes
Gemaric Name: susteained release Tablets 60/850mg sokads ST/MFC/130/R0 MFC No: NIL
Batch No.: GD200701 Mfg.Date: 07/2020 | Exp.pate: 06/2023
10.0 RECONCILIATION: i
1.0 Theoretical weight of blend : g 20.000 Kg
2.0 Actual weight of blend : gq Kg
| 00
3.0 Manufacturing Loss (1.0 - 6.0)
In-process samples
A | IPQA Samples
4.0 =
B | QC Samples z ©-0O D) Kg
C | Validation Samples : 0 .06 Kg
5.0 Total samples: (A+ B + C) o - \ \ Kg
6.0 Total: (5.042.0) ) H ? Kg
a. )
7.0
6.0
% Yield =—x 100
1.0 (}q ‘ %
0
(Limit- NLT 97.00%)*

If yield is out of limit, raise deviation and inform to QA.  After QA, investigation and approval proceed to the next stage.

*Tentative limit.
Total rejects destroyed: O(gclKg Done by Production sign/Date:...g/a.k).Qg) %h%cked by IPQA sign/Date:in@.Brﬂl.l.@?/ NI
(Rejected materials should be destroyed in the presence of QA)

Yield reconciliation done by Production sign/Date:. W ~70x. 0’2) %himed by IPQA sugn/DateQ(’JrC’l["/X, 1o

10.1 BLENDED GRANULES RELEASED FOR COMPRESSION:
Reconciliation checked and blended granules are released for compression.

Checked by Competent Staff Sign/Date:

IPQA sign/Date: ﬂ/%\ﬁw

Prepared by: Checked by: Approved By: .
Designation QA Executive / Production Head / QA Head / ’ ‘ 3
| g Designee DESii@ DeSignei - CONTROL LLD COF
Signature g \S\, ' \ l . Luﬁc & N SV ]Lm._—_”-—-h-‘l
with Date ~ oy ok (2o 2d Lgli Ob] 9.0 [e) ““:QEQ ’




| Safetab Life Science
i F
T ?
h Haic BATCH MANUFACTURING RECORD Page No.: 38 of 78 i
Grand Name | GLIDE M 60/850 TABLETS :Z‘:f’“d o 1014 Batch Size 5,00,000 Tablets
.~ ... Gliclazide and Metformin Hydrochloride ) Supersedes
| Generic Name: sustained release Tablets 60/850mg MFC NO: ST/MFC/130/RO MFC No: s
. GD200701 5 4
Batch No.: Mfg.Date: 07/2020 Exp.Date: 06/2023
11.0 COMPRESSION: o
11.1 LINE CLEARANCE CHECKS:
S.No Checks Observation
2 5 production IPQA
1 Ensure that all empty containers, used polybags, labels, hand glo.ve‘s of previous Product/ batch
. \/ o
are removed from the area.
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. ./- =
3 Ensure that the previous batch BMR / documents are removed from the area. v ~
Check the housekeeping general cleanliness of the fioor, walls, ceiling, tube light fixture, supply —
4 - " y - = : "
grills, riser grills, filters and electrical fixtures are clean.
5 Check the cleanliness of the doors, door view panel and compressed air filter outer surface. il P
Check whether the machine body and machine parts like hoppers, feed frame, discharge chute )
6 o \ ®
and ejection chute and control panel are clean.
7 Check whether the dust collector main body and hosepipe of the dust collector is clean. fer™ —
8 Ensure that the balances are cleaned and it’s calibration status. -~
9 Check whether the Equipments/ Instruments fo be used are within calibration/preventive
maintenance due date. il -
10 Check the status board of the area is updated with cleaned label. v | &
11 Check the temperature & relative humidity of the area meet as per BMR requirement and L— c
ensure that the records are updated.
12 Check the differential pressure of the area should be within the limit. L— —
13 Ensure the concurrent entries of log book. L _—
14 Check the Release Status of product Lubricated blend. =" b=z
15 Check the calibration status of related IPQA Equipment like hardness tester, Vernier Caliper, DT e
apparatus, Friability etc. L
16 Check the functioning and cleaning of return riser. b= —
Note: Tick mark (V) if Complies and (X) if Does not comply
s
Checked by (production) sign/date: S J P" 2 :},gg he Verified by (IPQA)sign/dat
Equipment Double Rotary/Single Rotary Balance Area
Compression Machine
N . ST/PRCM/001 or ST/PRCM/C03 or
Equipmment 1D No.: ST/PRC/004 ST/WB/202

F lapizac - P

Previous product:

Batch No. 5 5 c;:‘; ot H

11.2 ENVIRONMENTAL CONDITIONS: Date: o (°F )re — pate: o & Jo 3] 2o _
Observation Production Sign Observation Production sign

Temperature: 23°C to 27°C 7—‘45‘;’ o )L\P§ c R, 2 !

et s2y, < B Sl e I

11.3 APPROVAL FOR COMPRESSION:

Production sign/ Date:..5...:..9:!‘..49.5‘:.[9.3.,.}.7"’

IPQA sign/Date: S Y3 &

: oq\o%\ﬂ‘

Prepared by:

Checked by:

Approved By:

L

pesiaraton QA Executive / Production Head / QA Head /

esig Designee Designee, Designee

Serate |0 \7 1 Jaoao |UEYHE aeon

with Date « Wl ]ob |20 20 I Q y B e
04109 2RO NSO\

[TROLLED COPY,




Safetab Life Science

BATCH MANUFACTURING RECCRD Page No.: 39 of 78
Brand Name | GLIDE M 60/850 TABLETS E‘:f"‘d 0 1014 Batcly Stz 5,00,000 Teblets
¢ Gliclazide and Metformin Hydrochloride Supersedes
iz - - } ¢
esendialaiiass sustained release Tablets 60/850mg B R S HECALR0/R0 MFC No: N
i Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.4 PROCESS INSTRUCTIONS: o
. Start End Done | Checked |
{ i
S. No Process Instructions -1, .ﬁme By by Jdate |
1 Check the cleanliness of area and equipment. e
Ensure that the correct punch sets are issued as per the Punch issue record and ensure the deanlmesc and
verification of the punch and dies. L
’ .5 0367 he ’ ﬂ&@ \03\@
Checked by/date(production):- ol il il verified by/date(IPQA):-=======-- ————G-/l-
3 Set the 27- station Double Rotary Compression Machine with
Upper Punch 1 22.00 x 9.50 mm Caplet shape with breakline. )
Lower punch : 22.00 x 9.50 mm Caplet shape biconcave and plain. ¢ @—\'
Dies : 22.00 x 9.50 mm Caplet shape. V(13487 jupkordac .
o3}l9 /2
Transfer the blend to compression cubicle. Load the granules of Metformin .
4 Hcl in one hopper and Gliclazide in other hopper of the compression ¥ S e SR
machine. 1¥50| 152 05™ [Mebrd o3 le310
Operate the Double Rotary Compression machine as per the current version ) )
5 of the SOP and reject tablets of the first three round which shall be P g.
destroyed as per SOP. (Gris{l7725 | ~=ﬂozm
6 Check the initial tablet for all the parameters as described below and set the 12 daen - =
machine accordingly. 20:00 | 20z 10 |1 2 ?(" Shef
7 Collect the compressed tablets in polythene bag lined and labeled cleaned
containers. 20216 23N\ o 3 il e
8 Check and record the weight of the compressed tablets. | = e
11.5 COMPRESSION SPECIFICATION/PARAMETERS:
. No. of tablets to be Frequency
S. No AR s checked Production IPQA

Red / white colored, Caplet shaped biconvex
1 Appearance uncoated bilayered tablets with break line 20 Every 30 min| Every 1 hrs
on one side and plain on other sides.

2 Average weight | 1360 mg + 5% (1292.00mg - 1428.000mg) 20 Every 30 min | Every 1 hrs
5 gﬁg‘; o 20 27.200g + 3 % (26.384g to 28.016q) 20 Every 30 min | Every 1 hrs
4 gz;;"hl’:nlty o +5% of actual average weight 20 Every 1 hrs Every 2 hrs
Uniformity Metformin - 1180mg= 3%
weight checks (Limit: 1144.600mg - 1215.400mg)
5 for individual Gliclazide- 180mg + 3% 20 BEFERE | Dearabe
layer (Limit: 174.600mg — 185.400mg)
6 Hardness (250N-350N) (To be monitored) 5 Every 30 min Every 1 hrs
. 7.10 =+ 0.30mm (6.80mm -7.40mm) 5
30 1h
7 Thickness (To be monitored) 5 Every 30 min Every rs
8 Friability NMT 1.0 %w/w 20 Every 1 hrs Every 2 hrs
9 Machine rpm 12 - 18 rpm ‘ NA Every 1 hrs Every 2 hrs
Prepared by: Checked by: Approved By:
Giesination QA Executive / Production Head / QA Head /

Designee Designee Designee

= apicie Clitgoh lob o 20 LL% uzpr Lol Qmﬁ’ %\\\




£ Safetab Life Science
NG BATCH MANUFACTURING RECORD Page No.: 40 of 78
! Brand Name | GLIDE M 60/850 TABLETS z:ff’“d o 1014 Batch Size 5,00,000 Tablets
! = . | Gliclazide and Metformin Hydrochloride X Supersedes &
Heneris Newms: sustzained release Tablets 60/850mg HEELAROR STMEC/130/R0 MFC No: P
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023

13.5.1 MACHINE SETTING FOR COMPRESSION: (UNIFORMITY OF WEIGHT AND THICKNESS)

: Weight We?ght
Sr. . Sr. .
5 3 Thickness H Thickness
No. | Tablet | Metformin Ficl | Gliciazide part No. | Tapler | MetfominHcl | Grjazide part
. part wt part
1 {2Ge g~ 8o b.gx 16 | 1364 118y %o 6,44
2 [243) [i%2 (39 6.8 | 17| 1393 L2 (%) k36
3 | layy Lo (32 bgs | 18| I123¢ 119y (8o k. gy
4 25 ((Fs (£o b.g» | 19| (37 1199 e E 6,84
5 126> g (fr by | 20| (62 (18> I3 2 b. ¢
6 | (232 li50 1 £3 bfo | 21| |35% HEES Ed] b.#2
7 | 133y 1Sz £ . botl | 22 ] )3¢6k 186 1% Liac
8 | [3%) el (50 bTq | 23| 13Lq 1 3o BT 6. %6
° | ]3%e s> 13% 6.8 | 24| 342 % (3o .7y
10 | (%5 [AR:S3 129 Lgy | 25| (252 {19 155 k.26
11 262 [1Ze |3 o b3y 26 lB{,o { (52 (€ 6,33
12 l}LL}« 1182 | £+ é‘i‘). 27 136y (186 / b-&j
13 [Lee {18e |¥e 685 | ;
14 | 13y {18 135 b-76
15 | [3ke nge | Fo b-go
Min Max
Um&?;;x;ltg/ of Balance { 3 a) 121 Y +5% of actual average weight
i - 2 Balance D An0q 3m 27.200g + 3 % (26.384g to 28.016g)
. 1360.000 mg *+ 5%
Average weight Balance ’ 7, bo h\a (1292.000mg - 1428.000ma)
Uniformity < Metformin - 1180mg+ 3%
weight checks Balance ! ( i (201 (Limit: 1144.600mg — 1215.400mgq)
for individual 7 ¥ Gliclazide— 180.000mg + 3%
layer I+ 152 (Limit: 174.600mg — 185.400mgq)
Hardness Hardness tester . 2298 N (250N-350N) (To be monitored)
5 . 7.10 % 0.30mm (6.80 -7.40)
Thickness Vernier é, I (To be monitored)
Friability Friabilator O ixY NMT 1.0%
. Red / white colored, Capsule shaped biconvex
Appearance visual Compl uncoated bilayered tablets with break line on
one side and plain on other sides.
Initial M/C set up checked by (Production): S. P4 pate: 029 verified by (IPQA): . \( Date: 0‘_\\0%\'\/0
Initial Setting tablets Destroyed by: Sign: £afa.. Date:..eF[c3he
Initial setting tablets destruction checked by IPQA: Sign {Vf-\lf Date:ﬁﬂ&@.&.\m ’ R

Prepared by: Checked by: Approved By:
DasigRation QA Executive / Production Head / QA Head /
Designee c Desngnf?e;/\,’ Designee \ c ONTRO LL L0 copv ,
Signature q \X . Lc/,jcu»luiag}«l/] w
with Date s o'H \ofo? A0 OHX. do\.lC}J/C \1\&{}‘




- Safetab Life Scievwice
o BATCH MANUFACTURING RECORD Page No.: 1 atof7s
Brand Name | GLIDE M 60/85C TABLETS Ero"?“d i 1014 Batch Size 5,00,000 Tablets
Generic Named SIcEete S TET I Erotonee [wrcwo: | strciao | s |
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.6 IN-PROCESS CHECKS: (EVERY 30 MINUTES) BY PRODUCTION:
Group Wt: 27.200g + 3 %
(26.384¢g to 28.016g) HARDNESS THICKNESS © s APPEARANCE
Avg. Wt: 1360.000 mg + 5%
(1292.000mg - 1428.000mg) “y Red / white colored, Done b
DATE TIME 7.10 £ 0.30mm | Cepsule shaped Productign
(250N-350N) (6.80mm - biconvex uncoated
3 (To be 7.40mm) bilayered tablets with
Weightof 20 |/ Weight monitored) (To be break line on one side
g g : =
Teb (mg) monitored) and plain on other
(@) sides.
o¥lFhe | 26020 w 2g006| (Lo 2-95~ b3y (sm b e S-
ot Aho |20:56] 279044 | (262 303 €. %5 Lom b e Sk
°Fle8)ro | 2020 | 2 H.ne8 | (360 256 L:82 Compla | Sip’
Mie | Sdopped | af I Co e fo | Shety Closeld —
oeloplecleb i ss | 21, Db \2 b2 PR -8y Loem R v Ry
Oxoxlzo |ot:35 | 27 \gyg” 1259 202 b.g2 (o™ in g-ex
oplotl2olep o | 277.2 01 \2b2 2 %] b Ry Lo P un g €w
ogloploc|osiye | 21229 | \3bi o0« 684 lovnmme | e
—— M| 2lopped ek oxitls . ©9ipe ducts Breda et L
RlRle|oai v 21:20\ | \2bs | 28R b.g2 lom mlsws | B Gy
Rko baing] 2w | \Bbr | 2690 b ¥o bompUu,  |R-Eey
X (Rho |Ibl20 |21 2% | 1DbY 2K L' lovamiwy | Bdy
o8|% 20|10l k0|21 205 | \3bo | 299 b ey lommiu, | Ry
lL Blopowel [ed 1)1 od & o |due to ddet B
plogloc| W oo 2724 | \36 | 2 84 b\ oot | B8
R\ Wl2o| WISYI2T Qo | {3bo 29¢ b XD lorarmes, |R €
R Rloe|I2130] 27 \bx | 135y | 240 bys | locomMun, |R €y
tRlo¥) 2 |13 05 |91 2bs | 12363 | 24X b-¥Yy lornmiL, |BS—
oSlolull2 el 2. 229 | b\ | 9 ¥ b ¥\ Qo [Ry e,
Blogle 1y 15| 29200 262 206 Lo Lt b 2y < B
oflerhe 1y el 23007 (24 @ 29t by B b _— e £ 2y
oIl hel 15215 23,156 (355 279 64> Cemp 2 S P
offo8 e | is 2| 23,220 126 ] Loy 652 Comb ey S
—t Mic |Stopred | a— (Yoo e [bite  Hie fo Fea |bpeak —
pdletlre | jGiix | 2% .000 |3 &e A1 6By (oim bLLes <5 B
oflozlte | 1624 | 2F. 260 j3 62 204 L. 87 o ol <8 <y
*If appearance are satisfactory document as complies.
Prepared by: Checked by: Approved By:
Desianati QA Executive / Production Head / QA Head /
esighation Designee Desighee. Designee o )
sgawe | G Ly cunelador \\g}\‘a“\w“’” CONTROLLED CO
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| N | BATCH MANUFACTURING RECORD - | Page No.:
L See | BAT ‘

' 42'of 78

| Brand Name GLIDE M 60/850 TABLETS :;'::’“& D 1014 Jeatch Size ' 5,00,000 Tzblets ’
|
,} Batch Ne.: f S Mfg.Date: 07/2020 ‘ Exp.Date: 06/2023 :}
11.6-A IN-PROCESS CHECKS: (EVERY 30 MINUTES) BY. PRODUCTION:
i Group Wt: 27.200g + 3 % '
| (26.384g to 28.016) HARDNESS THICKNESS + APPEARANCE
Avg. Wt: 1360.000 mg + 5%
(1292.000mg - 1428.000mg) % Red / white colored, Bone by
DATE TIME 7.10 + 0.30mm | Capsule shaped Production
(250N-350N) (6.80mm - biconvex uncoated
, (To be 7.40mm) bilayered tablets with
We'gh_t of 20 Avg. Weight monitored) (To be break line on one side
Tab (mg) monitored) .and plain on other
(@) sides.
08lpihe | 1F21y| 27.209 (3 b1 298 . b Ty Com p 2 e S+
O8lofhe| 1F:ug]| 2 F 200 3 6o Lgy— 6.8 Comp i e S
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toef 1429912 9-2un | Ly, Paatly 08y Lo g =
Locvwifde (13139199 2us | | 2 2<% ¢ lox $4 Covenl,, x
*If appearance are satisfactory document as complies.
| Prepared by: Checked by: Approved By: R
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ignature / g
»Svi%h Date gi lg_;o H )Cb ! 2920 %:67{%;/ %\gﬁ:\i\}sﬁ l _l




Safetalb Life Science
BATCH MANUFACTURING RECORD Page No.: 43 of 78
Brand Name | GLIDE M 60/850 TABLETS Zg"fj”d ol 1014 Batch Size 5,00,000 Tablets
Generc Name| SOETE S Vo OGS | wecno: | st | et |
Batch No.: GD200701 Mfg.Date: 07/2020 | Exp.Date: 06/2023
11.6-B IN-PROCESS CHECKS: (EVERY 30 MINUTES) BY PRODUCTION:
Group Wt: 27.2000 + 3 %
(26.384g to 28.016q) HARDNESS THICKNESS 7 APPEARANCE
Avg. Wt: 1360.000 mg + 5%
(1292.000mg - 1428.000mg) ¥ Red / white colored, Dorel
DATE TIME 7.10 £ 0.30mm | Capsule shaped Productign
{250N-350N) (6.80mm - biconvex uncoated
, - (To be 7.40mm) bilayered tablets with
Weight of 20 Avg. Weight monitored) (To be break line on one side
Tab (mg) monitored) and plain on other
(g) sides.
—pMC 3*‘0«%@\ dt \eraf Aue do it | Closed —
Wotl20 |patse| 23 0ng | 18bI 09) o= Q0 (enpfe | E o
Wett2o |rares | omayg | 1259 D82 5. 8¢ Reop\e [ Revy
oo [02%x | 27, 202 | 12b) o%s b9 (‘wxf\\\w T
—M\C &hm\&d P 02isxd ho 09%| A do [Beeck S —
Wekzo |09V | 23329 | \2kb 990 b\P'3 Qoo | R eng
o8l 2o [ogiuyg| 2> 30y | (b 307 b & Qmﬁi)\mg RSy
\\ofi2o [or20 | 2. 204 [Bb] 28> &Y @gg%?\\\fl& R.ex
Wolzo (10285 |23 2y | (262 Box b X Cc?mg\ o |R.ew
(— V) Vo LZ%F\JQA A Waglde wite  |due o Nea RBeol —F—)

Wollso |Woo |0 .83 | (Bhy 949 b ) @meltes  |R.ev
Wotlen |00 | 95 .00¢ | %6 | 99y . 2> (osnolwes | poew
Woflog (oo [99.193 | \2x) 29y lo. &1 Geop\tes | R.ey
\dofloe [tztoo [273.2yF | \Dbe | O9x b. 8% Gonpligs | R.ovyg.
tolofpo hzvex |20 .28% | \2hy 294 b, & GenG\Net | R ey
heefze WMo [93. 203 | () 028k b.9) Benp\tee [ —
Lol o [\ater (25,082 | \2by | ofh b 9> Qum\tes )
Weslzo |16 [ 2. 0% | 2b2 | 290 b -4 Gy [ €—
dpalze NSk | 25 v | 13bs | 290 b 34 o\ Y
—— e @hropped ol Votoo [fo thite | due b0 de N —
Wedlzs | \bioe| 29 \84 | \2s? | o9gl, b, 9 Grrp\tes [ X
o2 [1F0x ]| 23290 | \2)) 23 be% Gmé\\m X+
totleo [\#ras| 23\ | (258 29\ o, & a9 R
Rosfee 1 &r0x| 23 W4F | \2sF o287 . 9 Geoplos | . £
\doRoo (&3¢ [ 29 ok [ \Bh> 30w b &y Oeabloe | ¥—
tdogfos \R0X| o2y | \2b) 28y b 07 Qung\(e X
*If appearance are satisfactory document as complies. \
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| Safetab Life Science
BATCH MANUFACTURING RECORD . Page No.: 44 of 78
Brand Name | GLIDE M 60/850 TABLETS Zrco_d“d o 1014 Batch Size 5,00,000 Tablets
- _| Gliclazide and Metformin Hydrochloride . , N Supersedes
i sustained relezse Tablets 60/850mg BFG H0: ST/MFC/ABO/RO MFC No: NaL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.6-C IN-PROCESS CHECKS: (EVERY 30 MINUTES) BY FRODUCTION:
Group Wit: 27.200g + 3 %
(26.384¢g to 28.016q) HARDNESS THICKNESS * APPEARANCE
Avg. Wt: 1360.000 mg + 5%
(1292.000mg — 1428.000mg) Ty Red / white colored, Done by
DATE TIME 7.10 = 0.30mm | Capsule shaped BesAuction
(250N-350N) (6.80mm - biconvex uncoated
- (To be 7.40mm) bilayered tablets with
Weight of 20 Avg. Weight monitored) (To be break line on one side
Teb (mg) monitored) and plain on other
(9 sides.
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*If appearance are satisfactory document as complies.
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Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 45 of 78

Brand Name | GLIDE M 60/850 TABLETS dan i 1014 Batch Size 5.00,000 Tablets
Generic Name:] SITCE &0 FETormn FYSAoTie | wrc o | SN0 | e |
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.7 IN-PROCESS CHECKS: (EVERY 1 HOUR) BY IPQX:

Group Wt: 27.200g + 3 % ,

(26.384g to 28.016g) HARDNESS THICKNESS |-’  APPEARANCE

Avg. Wt: 1360.000 mg + 5%

(1292.000mg - 1428.000mg) K Red / white colored, BBy

DATE TIME 7.10 = 0.30mm C_apsule shaped 1PQA

{(250N-350N) (6.80mm - biconvex uncoated
- (To be 7.40mm) bilayered tablets with
Weight of 20 Avg. Weight monitored) (To be break line on one side
Tab (ma) monitored) and plain on other
(@ sides.
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olekye 2\ ad 9N no | \2ko 2% o . &k Lo \eN Tk
— Ml stovdped al 2y sololue bo 72l 24— Olozead %
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Safetab Life Sciewnce
BATCH MANUFACTURING RECORD Page No.: 48 of 78
Brand Name | GLIDE M 60/850 TABLETS Z?f’”d B 1014 Batch Size 5,00,000 Tablets
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.7-A IN-PROCESS CHECKS: (EVERY 1 HOUR) BY IP@A:
Group Wt: 27.200g + 3 %
(26.384g to 28.016g) HARDNESS THICKNESS s APPEARANCE
Avg. Wt: 1360.000 mg + 5%
(1292.000mg — 1428.000mg) o Red / white colored, Boneh
DATE TIME 7.10 + 0.30mm | Capsule shaped TPOA ¥
(250N-350N) (6.80mm - biconvex uncoated
_ (To be 7.40mm) bilayered tablets with
Weight of 20 Avg. Weight monitored) (To be break line on one side
ik g. Weig . .
o (ma) monitored) and plain on other
(9) sides.
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BATCH MANUFACTURING RECORD Page No.: 47 of 78
Brand Name | GLIDE M 60/850 TABLETS z‘:f’“d n 1014 Batchs Size 5,00,000 Tablets
5 _| Gliclazide and Metformin Hydrochloride 3 - Supersedes =
Generic Name:| o oined release Tablets 60/850mg__ | T C NO: ST/MFC/130/R0 | mee No: Nk
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.8 IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR-BY PRODUCTION:
Date: Oq""gh" Time: ... 2on. 2450 ‘
Weight of 20 tablets: N 4.80 9 -
1 -%a% 8 [ 2L%7 15 Ve 292
2 [ 29e S [ 365 . 16 (.24
3 [ 352 10 (342! 17 I-34g
4 (265 11 =345 18, [-35]
5 [-2¢e 12 [-%37] 13 (-3
g t.3h2 L L s 20 -2y
7 i 2 b 14 -2 Fo = e
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg) M /C Speed: .RPM

Limit: 5%of actual average weight, (1292.000 - 1428.000 mg)

Min. weight........L... L.o34F . g ﬁ‘?H ........ % Max. weight .....l.3F2- g (0265 . %
Average weight of 20 Tablets: ... 1+255....g
Friability : &1 'A [ nMT 1.0 %
Done by: ........ .S.P’: ...... {Production)
Date: .e.Zl=3he Time: .21:32..
Weight of 20 tablets: 2% isb G m
1 ‘ e D (=4 2 8 - Bqx—
2 -2y ¥ 9 [~ 34%
3 l. 3y 10 -2
4 {3y 11 .385)
5 [- 3> 12 L3932
6 |- 222 13 - 3%o0
7 ): 333 14 222
Limit: 5%of actual average weight, (1292.000 - 1428.000 mq)
Min. weight ' s 3" - g iﬂ q & % Max. weight ...
Average weight of 20 Tablets: ...tz (-259
Friability : ©. iy [ NMT 1.0 %
Done by: ..... 5.% .......... (Production)
pate: 9%l<Nl20 Time: . 1..1%
Weight of 20 tablets: 24 on %
1 .54 8 LERY T~ 15 L: 3bl
2 \ Z by 9 .\ 2bo 16 - 3bo
3 y. 201 M "\ g3ce 17 \ 259
4 -3 61 11 1. 257
5 \ 2549 12 \-R6\g
6 ’5 S e 13 LAY 2|
7 %63 14 V2 bWy

Min. weight LAss g ‘\‘i S g .% Max. weight ... l 3bj ............. g 'OOKK .......
Average weight of 20 Tablets: izel
Friability : 0154 1 NMT 1.0 %
Done by: «ueee \? Lo - (Production)
Prepared by: Checked by: Approved By: N
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Safetab Life Sciewnce

BATCH MANUFACTURING RECORD Page No.: 48 of 78
Brand Name | GLIDE M 60/850 TABLETS :;:ffiu’:t n 1014 Bustehi Sizes 5,00,000 Teblets
. _| Gliclazide and Metformin Hydrochlorice _ " Supersedes 4
Generle Natnes sustzained release Tablets 60/850mg MG NG SUMPLIE0RD MFC No: PRk
Batch No.: GD200701 Mfg.Date: 07/2020 | Exp.Date: 06/2023

11.8-A IN- PROCESS CHECK FREQUENCY: EVERY 1 HQUR BY PRODUCTION:

Date: QSLOELQC Time: .0Q.8..25

Weight of 20 tablets: 9’_’ 221 a/
1 \»3b "—— 8
2 N\ 3G 9
3 2 s\«\ 10
4 \» b7 11
S \+ 255 12
6 L bo 13
7 \ r B8 14

Limit: 5%of actual average weight, {1292.000 — 1428.000 mg)

Min. weight.....'\.:..g..s..% .......... g ﬁﬁ O .

Average weight of 20 Tablets: ....\.1.3..‘:2.& ......... g

Friability :  ©O*\2/ [ NMT 1.0 %

Done by: ?.e..\!&i ...... {Production)

Date: O&)_%k}__o Time: .pcﬁ.:'.%).r

Weight of 20 tablets: 2.\ ¥ CD/
1 |+ 2549 8 NS 15 \*2bk
2 \ % bs 9 \ ~27 16 \*2%0
3 % b 10 \*2bc 17 \-2 59
4 \>2 & 11 \+3bo 18 \» ’5b2—
5 150% 5] 26\ -
6 L3bS 13 25 ,
7 -S54 14 \ 36\ i e e :

Limit: 5%of actual average weight, (1292.000 — 1428.000 mg) M /C Speed:u.gf),.R M

Min. weight “ "5 se g QX }2”.“% Max. weight ..\}&’CXQ \.Q.O‘h(‘}%

Average weight of 20 Tablets: Aizea

Friability : O\ . l NMT 1.0 %

Done by: .........EL....... :...(Production) |‘ o

Date: OB\.O?‘?;O Time: .46%\*\40

Weight of 20 tablets: r):-‘ 2.0 6(
1 \- 2 b 8 -2 by 15 \rD 5q
2 %b% S "% S 16 \ 2 b¥
3 \»se9 i 10 \~2 L0 17 \-2bg
4 \ 2N 11 \ "26¥ 18 \ et
5 LA G 12 \ %5 62— 19 1559
6 AT b 13 \* 352 20 \ " 2pY
7 At b 14 \r BG5S e

Limit: 5%of actual average weight, (1292.000 — 1428.000 mg) M /C Speed:

Min. weight \‘ L2 g C‘Q‘ L\\ ...... % Max. weight \3659 \OD‘SK ...... %

Average weight of 20 Tablets: S DY22 oL T g

Friability : O\ [ NMT 1.0 %

Done by: ..... YL “e’v\“' ...... (Production)

Prepared by:

Checked by:

Approved By:

besigration QA Executive / Production Head / QA Head /
Designee Desxgne_e Designee ; St ey X
- % ;1| CONTROLLED CORY')
Signature ‘2 UJ*] W |
ot ol b [asno ﬁ otho)o B




Safetab Life Sciewice
BATCH MANUFACTURING RECORD Page No.: 49 of 78
Brand Name | GLIDE M 60/850 TABLETS f{?f’“d - 1014 Batch Size 5,00,000 Tablets
. _ .| Gliclezide and Metformin Hydrochloride B - Supersedes
Generic Name:| J o ained release Tablets 60/850ma MFC NO: ST/MFC/I30/R0 | mec No: i
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.8-B IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION
‘ : AP
Date: CQ}O%]QO Time: AYUJIA.O.
Weight of 20 tablets: <1,1 LU e %/ P
i "o o 8 D52 15 \* b7
2 R 9 \ - ZbyY. 16 |+ 351
3 \+ b 10 "z 17 Lo
4 - b¥ 11 (~f}b0\' 18- BN
5 V3 12 \ 2T Y 19 AT b2
6 \ -2 bl 13 'zt 20 -2bY
7 \ *(b 9‘( i4 \ \%bq x sl
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg) M /C Speed:
C
Min. weight...... 1 252 g D% Max. weight \%E’Q\g
Average weight of 20 Tablets: ... \r2ko....g .
Friability : O\ . [NMT1.0%
: :
Done by: ......KL..’;.‘%.\./..\.;....(Production)
Date: C'S!O?Vl@ Time: \"):‘SO
Weight of 20 tablets: 9‘-—‘ g rz\ Q %/
1 - 2bn 8 By
2 |+ S Q 3 L emin
3 YN 10 Rl
2 \ > by 11 | Sy
5 \ o 12 BRYSS
6 . 3 59 13 1 2bz
7 by 14 \« 2S5\
Limit: 5%of actual average weight, {1252.000 — 1428.000 mqg)
Min. weight \‘ % G \ g iﬁ"}} % Max. weight ...
Average weight of 20 Tablets: 13O g
Friability : 2. 2"/, | NMT 1.0 %
Done by: .@ ....... j ........ {Production)
_ 7 .t
Date: ”7("’/”.} Time: . 12252
Weight of 20 tablets: 2 F 2o G
1 [ 250 8 . 2538
2 | . 262 9 . . 2k <=
3 . 262 i 10 v (- 262
4 1.2 649 11 J, x5y
5 .33 = 12 - 2x%
6 i-29) 13 - 26 <
7 -5 6 14 |, 262
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight [ 25 s g 994 % Max. weight ........L.L.=Z0 AR
Average weight of 20 Tablets: 2l 2= g
Friability : @ *[2 [ NMT 1.0 %
Done by: ....... [ Dot IO (Production)
Prepared by: Checked by: Approved By:
. : QA Executive / Production Head / QA Head / :
Designation | 3 & e
Designee Degignees Designee = e
signature | (110 w}wq(a@ W » TICONTROLLED COPY
; - A 5 N L
with Date ol lob \ [Yss5s. @H\&b 203_0 Q‘A\a




£ Safetab Life Science
i
b
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Sy BATCH MANUFACTURING RECORD Page No.: 50 of 78
Brand Name | GLIDE M 60/850 TABLETS ;:)"?“Ct D 1014 Bareh S 5,00,000 Tablets
. _| Gliclazide and Metformin Hydrochloride . VEERTSS Supersedes
GEReric Name: sustained release Tablets 60/85Cmg MFC NO: ST/MFC/130/R0 MFC No: ML
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.8-C IN- PROCESS CHECK FREQUENCY: EVERY 1 HGUR BY PRODUCTION
Date: toOi/)a Time: ,L’Fb.
Weight of 20 teblets: e F .22y 9m #
1 [- 55 8 .25 25 15 (.25]
2 1o S5 9 1. 256 - 16 i. 3%
3 - %6 10 [. 240 ? 17 (.3ex
4 .35 11 1.%6] 18- |-262
5 ; %bo 12 YN 19 I, 36X
6 A 13 [-2%0o 20 I- 26 2~
7 je 2 5> 14 (-3¢ 2 e
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight 252 dia 32 Max. weight - (22.£5.. %
Average weight of 20 'Tablets: I_”;
Friability : o . 2/ [ NMT 1.0 %
7
Done by: .5-‘?—1 ...... (Production)
Date: .‘:{.{f.ah:o Time: ..(.?:..:'..?.‘E.
Weight of 20 tablets: 9279 . 2408m
1 1,253 8 (- 2%
2 [.2leo 9 l. L %e
3 l- 2 %o 10 (-2L5
4 .25 11 1< 86 %
5 .29 12 -2 Fe
6 G 2Ls 13 i»365
7 |-3 6% 14 [- 3 63
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg)
Min. weight 254 .o AT A % Max. weight
Average weight of 20 Tablets: o €222 g
Friability : e 12y | NMT1.0%
Done by: ...5.2". ......... {Production)
. . & i
Date: .272.25 0= Time: ...‘..é.’...%..
Weight of 20 tablets: 2 F.2rte gm
1 1:2¢% 8 [-2D%e
2 l ? gq—"’ - 9 "_. i« g} ,
3 Y, 10 158
4 1.8 65~ 11 [-362
5 1. 2b3 12 [.36 2
6 [-359 13 .24
7 1< 25~ [ 14 |22
Limit: 5%of actual average weight, (1292.000 — 1428.000 mq)
Min. weight. (25° Max. weight B 2 g feg: 855 %
Average weight of 20 Tablets:
Friability : 2. 027, [ NMT 1.0 %
.5 :
Done by: ..cciccciinioasasniises (Production)

Prepared by:

Checked by:

Approved By:

T :
Designation Designee

QA Executive /

Production Head /
Designeg

QA Head /
Designee

Signature \
with Date C{

) GH\onw

ouejenl
" %@Hﬁa(}m

X P
Y
PN
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£ Safetab Life Science

NGE» BATCH MANUFACTURING RECORD Page No.: 51 of 78

Brand Name | GLIDE M 60/850 TABLETS ﬁ?f"‘d ip 1014 Batch Size 5,00,000 Tablets
- _ _| Gliclazide and Metformin Hycrochloride ) - 'Supersedes
Genpmc Name: sustained release Tablets 65/850mg PG o ST/MFC/130/R0 MFC No: BiaL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.8-D IN- PROCESS CHECK FREQUENCY: EVERY 1 HGUYR BY PRODUCTION

Date: le"gh’.'o Time: .'.;’—j>/?/.
Weight of 20 tablets: Lq Lo 3 .

1 |- st 8 -36° 15 . 26%

2 - %5% 9 L B6r - 16 i 2%

3 |- 260 10 (- 36® 17 ir2¢7

4 (. bz it (-3¢% 18- 65

5 -6 12 |- 3v% i9 [r 287

6 i- 2x% 13 -2 20 [~32 D0

7 1-2b2 14 \~-3Fv S ey e
Limit: 5%of actual average weight, (1292.000 - 1428.000 mq) M /C Speed:..|....RPM
Min. weight L% o .. 9343 % Max. weight .....| .20 g A22. 5% %
Average weight of 20 Tablets: ... 1:262 g
Friability : 0. ju's [NMT 1.0 %
Done by: .......s } p" ......... {Production)
Date: .02 /o722, Time: 8L 55
Weight of 20 tablets: 2. Uie §m

1 - 2 58 8 l-257%

2 [~ (51 S |+ 2¢o

3 L- %67 10 - 3oy~

4 i~ 3% i1 (- 267

5 [-35q 12 |- 2%

6 .26/ 13 (- 2%

7 1-36y 14 (- 255
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight 253 g % Max. weight
Average weight of 20 Tablets: s
Friability : o 1> 7. [NMT1.0%
Done by: ...... AQ.B’L ......... {Production)
Date: ‘.Qk..‘ff.{?f‘.’ Time: .. 2212
Weight of 20 tablets: 2 F 2US Fm

1 l.axb 8 \. 254

2 | A2 g% - 9 ": (=3

3 1269 10 (=3rg

4 (3% 11 (356

5 1.2y 6 12 -2y 6

6 - 353 13 * 2

7 j+256 14 (-362
Limit: 5%of actual average weight, (1292.000 - 1428.000 mq)
Min. weight. (254 g Max. weight ........ (3= g L2 5¥.... %
Average weight of 20 Tablets:
Friability : o .(LY [ NMT 1.0 %
Done by: ....... ;P" ......... (Production)

Prepared by: Checked by: Approved By:
Designafion QA Exgcutxve / Productl?n Head / QA ﬂead / e ~
Designee Designee Designee { C O NT R O LL LD cop‘r
Signature q\ (/f g c{\_OL\M (\Q |
with Date \ b ] 90 \ L’t N
oh {ob 120 1116013600 SN



Safetab Life Sciewnce

BATCH MANUFACTURING RECCRD Page No.: 52 of 78
Brand Name | GLIDE M 60/850 TABLETS Z:ffmd - 1014 Bafch Size 5,00,000 Tablets
. _| Gliclazide and Metformin Hycrochloride . Supersedes ;
Generie Names sustained release Tablets 65/850mg MFC NO: ST/MFC/130/R0 MFC No: INIE
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023

11.8-E IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION

Date: 05(35’{2”. Time: .2Z&LLL5.
Weight of 20 tablets: 23 .2ko G
1 |- 2v b 8 (.26
2 |.25% 9 e 3dy¥ o
3 -3k 10 Y
4 .l 11 e 262
S 1- 37 12 t-2%
6 (-2 %) 13 (-3}
7 (-2¢b 14 .29
Limit: S%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight ol g 341 % Max. weight ...... a3z . g
Average weight of 20 Tablets: ... =262 ... g
Friability : o, LY. | NMT 1.0 %

Done by: .......%:.Bﬂ........‘..(Production)

Limit: 5%of actual average weight, {1292.000 — 1428.000 mg)

M /C Speed: \L—RPM

Date: @C&‘.Oﬂ.ﬁ'ﬂ Time: 0. A0

Weight of 20 tablets: 2,240 ?N\/
1 \ - 2Lo 8 \+ B59 15 \- 250
2 \r2c 8 9 AV A\ 16 \-ASE
3 \~ 20) 10 \ 2o > 17 \- 25§
4 \*Svo 11 \ao\s 18 A\~ Ao
5 \~ 230 12 LRSS i9 - 3¢¢
5 ALY 13 Yoo 2l 20
7 14

v \3S5% :

Min. weight \ Yg bl‘ g 4\.3":1”3%“% Max. weight _..(.;_,3_..5.\;’.......“9 -..S.?.‘?.i..‘..fi...."/o
Average weight of 20 Tablets: RSN g
Friability : © - \u Y [ NMT1.0%
Done by: ...€8az e coceeeeo....{Production)
Date: Q‘s’”’ﬂw Time: QLIMS<
Weight of 20 tablets: DY -2 05 Gen_

1 \-3b) ] 8 \ » A0 15 Yoy

2 \r2S¢ S £t Vol 16 L S|

3 A\~ By | 1o 1A\ 17 LA

4 \"3 2 11 Aby 18 AN

] \- 354 12 \“lbho 19 3s)

) AN S o8 13 \~4b)

7 Y 2h2 14 L] E
Limit: 5%of actual average weight, (1292.000 - 1428.000 mq) 4 M /C Speed:.).&=.
Min. weight....)... 2.5 Y AMS o Max. weight N LRNE g lov S . %
Average weight of 20 Tablets: \‘3‘0\ .......... g
Friability :  ® ~\\a [ I NMT1.0%
Done by: e, (Production)

Prepared by: Checked by: Approved By:
Desigastion QA Exejcutive / Product:gn Head / QA ﬂead /
Designee Desigpee Designee [ ’Y

s Q) 11 [peplelityFTTQ@\® || CONTROLLED BF
with Date o lob 12022 o) obl90> o i -




=0 Safetab Life Science
NG BATCH MANUFACTURING RECORD Page No.: 53 0f 78
Brand Name | GLIDE M 60/850 TABLETS E::’f"’d e 1014 Buitch Sire 5,00,000 Tablets
s .| Gliclazide and Metformin Hydrochloride ) o Supersedes
Generic Names sustained release Tablets 60/850mg MFC NO: STMBLIEINRG MFC No: el
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.8-F IN- PROCESS CHECK FREQUENCY: EVERY 1 HGUR BY PRODUCTION
Date: OQ/DQ./{.Q'@
Weight of 20 tablets: o ~240 s
1 fr O%) 8 \.abo 15 \r4o)
2 12 EF S LIRS NS5 WA 16 oy
3 L Rbe 10 Aol J 17 C Aoy
4 \~AT© i1 Lo - e
5 \La %2 12 adon Aot
6 \ N0 13 \-vo) A\t
7 14 VAot = e
Limit: 5%of actual average weight, (1292.000 — 1428.000 mq) M /C Speed:...\ }2RPM
Min. weight... 1 5 2. o A2 % Max. weight . )20 & 4 AR P Y o
Average weight of 20 Tablets: . 12352 " g
Friability : o A 59 [NMT1.0%
Done by: (“,/.7 ......... {(Production)
Date: @O\\OS‘/)_D.—O Time:(A.R. AL,
Weight of 20 tablets: o A DRO '
1 REDSS 8 (ISYN) (E b
2 (ol ] Ay 16 \ Ay
3 Vi 18 ACELL I i7 AGE L UY
:: \~3 ) 11 Loy
5 i) 12 \rAutL
6 S 13 ACEL A
7 14 Lo
Limit: 5%of actual average weight, {(1292.000 — 1428.000 mg) ’
Min. weight L 35 g e dle Max. weight e ane g ooy %
Average weight of 20 Tablets: RSN g
Friability : oty A | NMT1.0%
Done by: coesPcssssecsssessas (Production)
I\ o
Date: Oi 03 0 Time: .\.%:S_.
Weight of 20 tablets: S« "o
1 \ 20y 8 \~ A 15 \~\n\C
2 \mhot, ) P S Ko Y. ¢! 16 ~Abo
3 AR SN i 10 __\n\nT 17 \~1n%
4 \~yoL 11 AL i8 [
) VoY 12 3T
6 Sy 3 "1b3
7 NS 14
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight - e AT % M weight ... i=he g {OQ..ZJL). %
Average weight of 20 Tablets: AARS. g
Friability :  © ™\\W~) 4 [ NMT 1.0 %
Done by: coueeens %/ ....... (Production)
Prepared by: Checked by: Approved By:
Designation QA Exe‘cutlve / Productlf)n Head / QA l-_lead / ==
Designee Designee Designee c 0 NT ROL LE 0 cop
Signature g \g) Q\c‘( w\k ‘W:‘z
. N " R
with Date 0’1} \pbtg@lo ok 05\9&20 Q\i‘e




Ao afetab Life Science
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e BATCH MANUFACTURING RECORD Page No.: 53 0f 78
Brand Name | GLIDE M 60/850 TABLETS ZL"?’“d 10 1014 Batchy Size 5,00,000 Tablets
. _ .. _.| Gliclazide and Metformin Hydrochloride . o _—— Supersedes
Generic Name:| i ined release Tablets 60/850mg SREE ST/MFC/130/R0 | e No: BAL
Batch No.: GD200701 Mfg.Date: 07/2020 | Exp.Date: 06/2023
11.8-F IN- PROCESS CHECK FREQUENCY: EVERY 1 HGUR BY PRODUCTION
N
Date:QS.\.‘@.gKQ/.@ Time: ...(‘t\¢.\.‘,.g-.-
ight of 20 tablets: -~ 4 - .¢
Weight 0 cble jq’_J%‘\%aﬂ
I =k g 35 5 275
2 s =5k 3 L 2\ 16 \' 39
3 \‘%\Q’D 10 \ 2h0 17 - =258
4 \» Thy 11 J S 18- ]\ 2NY
5 W2 st 12 \» 210 19 Ir2% &
6 L 5% 13 \ 2X%8® 20 V2O
7 1 BeN— i4 A

Limit: 5%of actual average weight, (1292.000 — 1428.000 mqg)

Min. weight.......\ 135S ?C}‘g ............ % Max. weight ......). v 290D g ‘0“';% ........ %
Average weight of 20 Tablets: .| { Pl sy g
Friability : O0\\4-). I NMT 1.0 %
Done by: .............M....(Produd:ion)
Date: O?\b Q’o Time: ‘-D"\r\ig.
Weight of 20 tablets: 27.286b G
1 1Y S 8 T XE
2 \» R3S 9 Y 2\Lo
5 T ILE 10 RIS
4 3% 11 L 2%L

5 \* 255 12 Lz A9

6 '3b) 13 2T

7 126N 14 WXk
Limit: 5%of actual average weight, {1292.000 — 1428.000 mqg)

Min. weight \‘“ 258 g %i' 05 9%  Max. weight \\}?Hg ,..IS'.Q.Q.x;........."/o
Average weight of 20 Tablets: \‘3%“ ....... g
Friability : pARL— [NMT1.0%
Done by: ciecaceanes Ms ....{Production)
0 5’\ g{ i
Date: ... .B.... .%’1 Time: J..Z...’..lié....
Weight of 20 tablets:  D7.928 a~

1 \ 1 2%) 8

2 \s 2 9 ;

3 1+ 25\ - 10 .

4 \r 36D 11

5 \* 23Y 12

6 \r2\o 13

7 2Ry 14
Limit: 5%of actual average weight, {1292.000 — 1428.000 mg)

Min. weight....\.} 235Y g WHQ ...... %
Average weight of 20 Tablets: 1‘3&‘, g
Friability : e/, [NMT 1.0 %
Done by: W ..... (Production)
Prepared by: Checked by: Approved By: »

L QA Executive / Production Head / QA Head / L S SR
Designatian Designee Designee, Designee f FONTHOLLED COPY Y
Signature g \Q UJ‘_} Q\q\&if W@Wﬁ i S —
i et "ol lobloeso okloblgeso s



Safetab Life Sciewnce

BATCH MANUFACTURING RECORD

R int Page No.: 53 of 78
Brand Name | GLIDE M 60/850 TABLETS 2’0"“5”"‘ 2 1014 Batch Size 5,00,000 Tablets
) | Gliclazide and Metformin Hydrochloride . : ] Supersedes .
Genaric Name: sustained release Tablets 60/850mg B RO ST/MFC/130/R0 MFC No: hik,
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023

11.8-F IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION

Weight of 20 tcblets:

222 Y &

1 \ Abn i 8 \
2 1. 254 9 \
3 \ 2 e 10

4 1. 30% i1 \
5 \ v by 12 \
6 | ) =Y 13 \
7 \ 3EsS 14 \

Min. weight.......... B T g
Average weight of 20 Tablets:
Friability : o'\ .
V2
Done by: ‘Z ...... V. (Production)
pate: 1SS} e j
lets: <t . 1C ®)
Weight of 20 tablets D=t 1 & 9
1 . 2 4 ] 8 1'% bo 15 "SS5
2 \~ DU 9 \> Sk 16 BT
3 1. 6% 10 2SS 17 \2b7
4 \ -3l 11 55 L 18 (2
5 \ - Dbl 12 \-2 b2 _ 19 2l
6 by 13 \ Bl
7 \+25% 14 L2517
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg) M /C Speed:....L5=
L= 1 vi 2L i
Min. weight B =) Max. weight ...“........—2..‘&5:. ......... g 12086 %
Average weight of 20 Tablets:
Friability : o N2
Done by: covcnes R Ly
pate: \QIQ%\ k.
Weight of 20 tablets: DX
1 1. SChb | 2k
2 |- okt . 123¢h
3 \.32¢E9 R IR S
4 1 Hbo 11 1~ Zbo
5 1 35« 12 15 257
6 ) - 2,by 13 - Lbl
7 1 2 by 14 | 260
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight \.Les Max. weight
Average weight of 20 Tablets:
Friability : © 1277 [ NMT 1.0 %
7. L
Done by: it Husaisn {Production)
Prepared by: Checked by: Approved By:
" A i i A Head
vesgraion | el | e e G e
; ’}‘*@ L edNTROLLED COPY
Signature C’ \Q U/? \ % W.‘ Dy B
with Date /" Oﬁj \Dbt‘l@)/o ob 9&3,0




Safetab Life Science C
N BATCH MANUFACTURING RECORD Page No.: 53 of 78
Brand Name | GLIDE M 60/S50 TABLETS ::J"fj”d R 1014 Batch Size 5,00,000 Tablets
< .| Gliclazide and Metformin Hydrochloride . e < Supersedes .
Gencric Name: sustained release Tablets 60/850mg b SHMPCARD MFC No: AL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.8-F IN- PROCESS CHECK FREQUENCY: EVERY 1 HGUR BY PRODUCTION
Date: "\" pRLA” Time: ...:?:‘;.:f.g.
Welght of 20 tablets: 0. Q1 ¢ :(‘
i A by 8 \» 26K 15 % v
2 (IRRG =% ) 9 |- 39 ., 16 \ L]
3 | -9 10 \ - B2 17 \+ %S
4 | 2 CC 11 | " Ebsg 18. N el
5 A o 12 \ By 19 % .
6 \ 307 13 T 20
7 \ b 14 1. L H % L
Limit: 5%of actual average weight, (1292.000 — 1428.000 mq) M /C Speed:... 2--RPM
2 — " = Tl - '
Min. welght\5L’5 ........ g LA '\\ ..... % Max. weight ... 3‘) 100 X %
Average weight of 20 Tablets: S T =TS
Friability : O \72 /' _ [NMT1.0%
Done by: QQ/\ ...... (Production)
Time: .H.\g
g X
8
2 \ L 9
3 LT 10
4 i 7 b\ 11
5 \ -9 b 12
6 s RS i3
7 \ X 14
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight 1.254 g

Average weight of 20 Tablets:

Friability :

O

\"L

.

| NMT 1.0 %

O~

Done by: cccecifiiiicecananneanae.{ Production)

pate: JlOY2 Time: .1 2.0,
Weight of 20 tablets: oY ~L o %
1 (RS ?\ 8
2 \- LS \ 9 &
3 A b % 10
4 \ILA b t, 11
5 Vb0 12
6 \ s~V i3
7 A\~ bt 14

Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)

1\

2<$ 2

Min. weight.......L.
Average weight of 20 Tablets:
Friability :  ©:17_v, [NMT1.0%
Done by: ....... s" W/ \/ ..... {Production)
Prepared by: Checked by: Approved By:

Designation QA Exejcutlve / Productrf)n Head / QA I-fead /

Designee Designes Designee comasc™. Y
Signature é,‘\g? w}cu,a\q \@Q}Y‘» CONTROLLED COPY
with Date ' 01} 1Cb IO 0!;‘ Ob\?ﬁ‘)o G\\\L\




ps Safetab Life Sciewice D
A BATCH MANUFACTURING RECORD Page No.: 53 of 78
Brand Name | GLIDE M 6C/850 TABLETS e 1014 Batch Size 5,00,000 Tablets
. .| Gliclazide and Metformin Hydrochloride . Supersedes
Gencid Hames sustained relezse Tablets 60/850mg isitasnta SHMAC/L30/R0 MFC No: —
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.8-F IN- PROCESS CHECK FREQUENCY: EVERY 1 HGUR BY PRODUCTION
\ —
pate: LOL D& 20 rimes JANS,
Weight of 20 tablets: 2:4 o L £ .
2Ah b Qvo
1 1. 365 : 8 L 20) 15
2 | 258 S \» b0 16
3 ' 2b) 10 REYZY 17
4 I 11 L\ 2) 18-
5 Y s 12 bbb 19
6 [ 2 13 NEVEEY 20
7 Sy 14 NN
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg) M /C Speed

Min. weight.,.......\l.‘..g?f.)j ......... g

Max. weight ...... \'B‘Dq ......... g

........................ %

Average weight of 20 Tablets: ...} r2%2- g
Friability : . 0\A . [ NMT 1.0%
Done BY: ot Neacssucnnssascadss (Production)
Date: \O\D Time: _\__i\‘,‘ZQ
Weight of 20 tablets: D_V;} ‘9_% 4 ﬁ\s“?
1 \. 26) 8 N L 35F 15
2 \. 2t B oo 16
3 Y 10 2% 17
4 |, BSY 11 1 2%o 18
5 {\ a4 12 252 19
6 Labo 13 - 2XF _20 X
7 - 14 le =%0 = -

Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)

=
M /C Speed:..\2—..RPM

Limit: 5%of actual average weight, (1292.000 — 1428.000 mg}

Min. weight \r2x A\,’ g C‘Q\ S\{% Max. weight ........ \’35;} ........ g Lopr Xl %
Average weight of 20 Tablets: Mo 280 g :
Friability : 3] | NMT 1.0 %
Done bY? ciscceceoavasaase . (Production)
Date: \9\0%&2’9 Time: .”°\‘26
Weight of 20 tablets: 9,4 g 8,1 a—\..()

1 EES _ 8 S

2 RS el b3b)

3 b 2bp " | 10 o4

4 [EXYN 11 - 3b)

5 =261 12 265§

6  3%) 13 - 2b)

7 ) 14 \ 2h4

Min. weight \‘ B5- "o G(?,‘o\% ..... % Max. weight ,\‘3\4 ............ g (UO'S%Wo
Average weight of 20 Tablets: ... 22539
Friability : 0187, | NMT 1.0 %
Done by: ....... ..............:...(Production)
Prepared by: Checked by: Approved By: [
— QA Executive / Production Head / QA Head / +
g Designee Designee, Designee CONTROLLED COPY
Signature g \g) UJ}G"’,QRC(M W‘i\{\é !
with Date X O‘l) lpbt“)oﬁ,@ Ok 0{3\9&)@ ﬁ\\\?




A0 Safetab Life Science | s

| i BATCH MANUFACTURING RECORD Page No.: 53 0f 78

Brand Name | GLIDE M 60/850 TABLETS r‘z;"_d”d s 1014 Batch Size 5,00,000 Tablets
5 .| Gliclazide and Metformin Hydrochloride ) - anon | Supersedes

Generic Name:|  inad relezse Tablets 60/850mgq MEC N ST/MFC/130/R0 | e No: hIL

Batch No.: GD200701 Mfg.Date: 07/2020 | Exp.Date: 06/2023

11.8-F IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION

Date: \.O\ng@ Time: _\#:2{
Weight of 20 teblets: 9_«‘—_‘“ 95p A 6".7

1 [NEYY 8 s 2

2 v b4 9 L 20,

3 250 10 \« 284

4 \» 2ho i1 2T

5 (2b) 12 I 2be

6 259 13 (-2%)

7 22X 14 B : R
Limit: 5%of actual average weight, {1292.000 — 1428.000 mg) M /C Speed
Min. weight..... \55 .................. g Max. weight ....... \ ‘5)0:1‘ .......... g
Average weight of 20 Tablets:

Friability : O\4-]. [NMT1.0%
Done BY: covce fiiceeenanascanss (Production)

N
Date: \0&3’8\5’.0 Time: ..\8'30
Weight of 20 tablets: 2,:} Dy 5? %\N

1 *2bo 8

2 \ b4 9

3 =S 10

2 ESS) 11

5 NEESS 12

6 L 13

7 L ShX 14
Limit: 5%of actual average weight, (1292.000 - 143;.000 mg)

5 'b
Min. weight. \‘ ?JS\ A4 g Qq ................ %
Average weight of 20 Tablets: LAu2b0.g
Friability : o.\1 7. ] NMT 1.0 %
Done by: ........
Date: ln\vﬁy\% Time: ‘C‘.:.ZK
Weight of 20 tablets: /’2*4 v\:ﬁ" A 8‘“
1 \. b2 8
.54 9

3 W 2359 i 10 ;

4 \roxX 11

5 L 2)) 12

6 . Dhs 13

7 (2%2 14
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)

Min. weight LW.254 g q?‘kg ...... %
Average weight of 20 Tablets: ... Ls -’s\? g
Friability : [CRESE [NMT 1.0 %
Done by: ..c.ditiamaceacsacaes (Production)
Prepared by: Checked by: Approved By:
Designation QA Exe?.cutlve / Production Head / QA l-fead /
Designee Des:gr}ee Designee

\al S

Signature q \g) % \ \\W ‘x;".: " :“ _ : = _ —
with Date N 0-]_) lpb{%)/@ obl 9&30 %&%{Sﬁ { 4, i Tr.. . Los

A




& Safetab Life Science =
R BATCH MANUFACTURING RECORD Page No.: 53 of 78
T
Brand Name | GLIDE ¥ 60/850 TABLETS | ;:':f’“d h 1014 Batch Size 5,00,000 Tablets
i Name.| Gliclazide and Metformin Hydrochloride . — nn | Supersedes
Generic Name:| sustained release Tablets 80/850ma | MFCNO: | ST/MFC/130/R0 MFC No: o
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.8-F IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION
\
Date: \0\08\2_() Time: __20,279
Weight of 20 tablets:
e ° DANST Gw
1 L 2ha ~ 8 \e 2} 15 \» 258
2 1 b0 9 L« Dbha., 16 12 hX
3 \ b5 10 DoAY 17 [EELWA
4 \» 2¥0 i1 NETS 18 Y
5 259 12 L2%o
7 (EVYN 14 l-2ha
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg)
Min. welghtx‘ggog %3\,11,9 ..... 9 Max. weight .......... \ '3)95/9 100‘3&0/
Average weight of 20 Tablets: L2287 . g
Friability : . O\ K . [NMT1.0%
Done by: ool (Production)
Pate: . Time: ................
A@@ght of 20 tablets:
1\ 8
2 N 9
3 N\ 10
4 NG 11
5 N 12
6 N\ i3
7 14
Limit: 5%of actual average weigﬁt\(1292.000 — 1428.000 mq)
Min. weight . TN R % Max. weight oo G e miduediomii %
Average weightof 20 Tablets: N\ g
Friability : | NMTYO %
Done bY: i (Production)
<
Date: ceciiineneanad TINE: ccvvsasasess f\(\ A .
Weight of 20 tablets: ~ \
d) 8
2 9 2
3 - 10 s
4 13
5 12
6 13
7 14

Limit: 5%of actual average weight, (1292.000 - 1428.000 mg)

Min. weight 8 stitessssc % Max. weight ..o L« . O %

Average weight of 20 Tablets: . g

Friability : [ NMT 1.0 % 4

Done by cusismsiiisncsansaanns (Production) ]a

Prepared by: Checked by: Approved By:
Besignafisn QA Exgcutwe / Productxfan Head / QA l-i(ead / 2 '
Designee Designee Designee — o -’—‘="~i

3 3 = T — by b

Signature ¢, Ct qt&*f %$ s i et g

with Date \>) / l ‘ 3 Cu,[' s Y | SR, % o -

g o) lebloo2o o%loblg.eso NS e




Safetab Life Sciewce

BATCH MANUFACTURING RECORD Page No.: 54 of 78
Brand Name | GLIDE M 60/850 TABLETS z::’f’“‘i 0 1014 Batch Size 5,00,000 Tablets
. .| Gliclazide and Metformin Hydrochioride i Supersedes
Benchic ams sustzined release Tablets 60/850mg i No: ST/MFC/130/R0 MFC No: B
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.8 IN- PROCESS CHECK FREQUENCY: EVERY 2 HOUR-BY IPQA
\

Date: QT\Q&W Time: .m@ )
Weight of 20 tablets: ) | . ~ o, ) X r

i \+ 20D 8 - <™ 15 -~ S od

2 \ * 20 ° \ 2572 ., 16 \~2 9

= \x%e9 10 \» Do i 17 \* 310

4 \~2100 11 \=2=n 18 - tr2o g

S [N (V) 22 \» RS 19 CabA

6 > 5b8 L \>2>170 . 20 ]\

7 RN RN 14 \ -3 e R
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg) M /C Speed:. L 2-RPM

A% . i v 4

Min. weight.. N2 DS2—g .6 A5 A9 o Max. weight .. \.2. 12 19 g 00 1 %%
Average weight of 20 Tablets: . At ol.g
Friability :sV\2_ Y » [NMT1.0%

Done by: ..;’f:\.(:%.i.....(IPQA)

1 1.2 4
Z 1.8 5=
3 T
4 L5855
5 \,,%bé‘\
6 1.366
7 1. 36

Min. weight.... 1223 2 g

Average weight of 20 Tablets:
Friability : <12 ~J,
O
Done by: ..E/"‘\.m ....... {(IPQA)
Date: O .L./.‘))..) 2o Time: 0030 _
Weight of 20 tablets: 2 1 , 2. 4 ?f
1 1. b4 8
: .63 3
3 V.35 6 ; 10 -
4 \-360 11
5 36 1% 12
6 {e &\ 13
7 \» VO 14

Min. weight VES L g e
Average weight of 20 Tablets: SO P = B

Friability : © .14 ~/» | NMT 1.0 %

Done by: ..... QL}_ ......... (xpQaAa)

Prepared by: Checked by: Approved By:
) . QA Executive / Production Head / QA Head / T~ Acn
~ ¥ t ;
Designation FA— Designge— Decignes ﬂ ONTROLLED.COPY h
[ d e B

: ! \ &8
s | Wt PRrisa | RSN




Safetab Life Sciewice

BATCH MANUFACTURING RECORD Page No.: 55 of 78
Brand Name | GLIDE M 60/850 TABLETS f‘;"f’“d e 1014 Butch Size 5,00,000 Teblets
. _{| Gliclazice and Metformin Hydrochloride ) PR Supersedes
Generic Name:|  ined release Teblets 60/850mg | T ¢ NO: ST/MFC/130/R0 | mec No: ML
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.9-A IN- PROCESS CHECK FREQUENCY: EVERY 2 HGUR BY IPQA

Date: CY[«J?_'Q@ Time: ..M ).0.2 6
Weight of 20 teblets: Q.71. N (R fy

1 Ve RGN 8 1. 857\ O 15

2 V. K] 9 1.8 7% 16

3 L RET 10 . ex N iE

4 A 11 R 64 18

5 1. 3610 12 . 3SR 19

5 1. R34 13 1R 62 20

7 .37 7% 14 364 e
Limit: 5%of actual average weight, (1292.000 — 1428.000 mqg) ' M /C Speed
Min. weight T W g ‘1\ ’1: ....... % Max. weight ........ 0 L g \ o0\ %
Average weight of 20 Tablets: ... 1.363%5 . ..q
Friability : o\ Y/ : [ NMT 1.0 %
Done by: ..()bk ........... {(IPQA)

7T
Date: Cs;(.l‘.’?."?/ < Time: .\336
Weight of 20 tablets: 7 = _ 9\
AJ

1 366 8 .2361 15 1.% 1o

2 .36 L 9 266 16 .64

3 351 10 Ve Bl K— 17 . 6

4 1 369 11 -39 18 \. 360

5 .36 4 12 e85 19 L

6 L. 360 13 26 6 ;

7 1. 8953 14 LREL -
Limit: 5%of actual average weight, {1292.000 — 1428.000 mq)
Min. weight \. 35 y - g 9\33% Max. weight ..... \ ..>>_\C.‘ ....... -0 \fooé:'\%
Average weight of 20 Tablets: Y S
Friability : © /) 4/ [NMT1.0%
Done by: ..... OJ’.V.. ......... (IPQA)
Date: O&X@&\’\P Time: .\522>.é
Weight of 20 tablets: 9 7 » Q’L‘c\ C'K

1 L o0 - 8 \~254

2 \~3ssn 9 \rdb2

3 D) & 10 2\~ Qpbc

4 \~>59 11 U abx

5 A\~ 262 12 \~2k9

6 \ s Moo i3 \ *>\o »

7 \sASS 14 \* DS54 .
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg) Speed:.\)....RPM
Min. weight,....\.?.égé§.4\1 ............ g QS22 % Max. weight \*2)503 ........ g s %
Average weight of 20 Tablets: ... N2 g
Friability : © \S< */» [ NMT 1.0 %
Done by: .:M?c ....... (IPQA)

Prepared by: Checked by: Approved By:
Begnation QA Exe?cutive / Productpn Head / QA l—.iead /
Designee Designee Designee
X T N

Signature Q\LF \},ﬁa;éa'\o:\‘?g"‘// %&,@W\) ‘lCONTROL LED cO
with Date < Toly Xoh t:;,ogo H’\ oblped 0 N -




£ Safetab Life Sciewnce
et BATCH MANUFACTURING RECORD Page No.: 56 of 78
Brand Name | GLIDE M 60/850 TABLETS ot 1014 Batch Size 5,00,000 Teblets
. .| Gliclazide and Metformin Hydrochloride . P Supersedes
Genercisne sustzined release Tablets 60/850mg ML e STMAL30/R0 MFC No: IS
Batch No.: GD200701 Mfg.Date: 07/2020 | Exp.Date: 06/2023
11.9-B IN- PROCESS CHECK FREQUENCY: EVERY 2 HOGUR BY IPQA
Datng.&Q&y{P Time: \3.&‘5.‘?23
Weight of 20 tablets: 9.1 sa\ls Ck . .
1 L 200 8 \r3bs 15 -2 bo
2 \s 254 9 LoD - 16 \' 20
3 \r2%n, 10 Ls S 4 17 \r3259
4 L2008 11 \s S 18 + XS
5 204 12 L 2h% 19 \ 2o
6 \rZsny i3 \ 250
7 \-doo 14 \-351
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight..\.2.22.% g ANAY o Max. weight A YN S oo %
Average weight of 20 Tablets: I RN S W
Friability : &\ Y- | NMT 1.0 %
Done by: ...sndo i tas =.(IPQA)
Date: Q&W Time: 22.1\S
Weight of 20 tablets:
1 \ b4 8 \ = 2o
2 \ » 20 9 A D)
3 \+3e0 10 \» 350
4 > b9 11 \ » D7)
5 Y 12 \:3bo
6 \~5SRQ 13 \ 2450
7 \~ 30 14 \+ B>
Limit: 5%of actual average weight, {1292.000 — 1428.000 mg)
Min. weight \* 2SO 4 ARl g Max. weight . \2. 29T g \ 00 bi.9%
Average weight of 20 Tablets: ...k...l.tg..b.\...'_ g
Friability : ©~\S Y/ « | NMT1.0%
Done by: ..w..‘.....(IPQA)
Date: pc.\,.{)x.. 2o Time: .2.).. 00
Weight of 20 tablets: ) 7\, ) 47® 8(
1 .R6 3 8
2 1.2 /51 9 e
3 |- 54 5 - 10 S\
4 \. % 10 11 |
5 1.5 6 6 12
6 562 13
7 \-25Y i4
Limit: 5%of actual average weight, {1292.000 — 1428.000 mq)
o ~
Min. weight V.2 24
Average weight of 20 Tablets:
Friability : © -\ A ], [NMT1.0%
0
Done by: ..... Q‘;,.. .......... (IPQA)
Prepared by: Checked by: Approved By: i
Designation QA Exgcutnve / Productsgn Head / QA F?ead / \ CONT o} O L Lf_o CO PYJ
Designee Designee Designee ——
- ) t 5 & e
Signature Q LQ 1 . ah@\zb Ww
: ! . 0
with Date <o ob a0 , IOP{; Du 30 {\\QD




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 57 of 78
Brand Name | GLIDE M 60/850 TABLETS T 1014 Batch Size 5,00,00C Teblets
. .| Gliclezide and Metformin Hydrochloride s - Supersedes
Gepperic Name: sustained release Tablets 60/850mg PR s STMPC/I0/R0 MFC No: ML
iatch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.9-C IN- PROCESS CHECK FREQUENCY: EVERY 2 HOUR BY IPQA

pate: ST P Time: 0L
Weight of 20 tablets: 0.1\, ) oL 3

1 & ( 8

2 560 )

3 360 10

4 35 X 11

[5 1. 890 12

6 -363 13

7 Y- 14
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight..... 12252 MN2e
Average weight of 20 Tablets: R DY S Y
Friability :  ©:1\4 /. [ NMT1.0%
Done by: ......ooo. {'\k ......... (IPQA)
Date: ’ch‘b?}o < Time: .. AL L
Weight of 20 tablets: 2 7\ . L 27y a

1 =2 8 - 387X 15 eSS L

2 (.26 92 9 irR 40 16 a~%5§{

3 364 10 \-26C 17 \\ R6R%

4 .35 11 35 18 1-346%

5 1-26 1\ 12 261\

6 \-26 6 13 31

7 -2\ 14 “RE
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight =35 L g Max. weight \‘332 ......... g t‘:’t’ 67 %o
Average weight of 20 Tablets:
Friability : ©:\% "~/
Done by: Q)f.)_ .......... (1PQA)
Date: @‘C?J?’“‘ Time: ..\ 2. 22
Weight of 20 tablets: . . G)z\ A ﬂx

1 \-2% 7 - 8

2 AT ¥ S

3 \-%6 . 10 2

4 \-260 11

5 1 .25 12

6 269 13

7 \-2To 14
Limit: 5%o0f actual average weight, (1292.000 — 1428.000 mg)
Min. weight.......‘..:§:3.....\. ............. g
Average weight of 20 Tablets:
Friability : © \4 ~/+ [ NMT 1.0 %

C )y
Done by: ,_,__,_,\,_;_y;_,_ ........... (IPQA)
Prepared by: Checked by: Approved By:
i i A d
Designation QA Exgcutlve I Productlf)n Head / Q flea / c Op*
Designee Designeg Designee 0 LU’-O

e (001 b (e SR
with Date oy ?0[3 [De20 QH: @’os 0.0 aad /




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 58 of 78
Brand Name | GLIDE M 60/850 TABLETS i:}"f’“‘i i 1014 Batch Size 5,00,000 Teblets
. _| Gliclazide anc¢ Metformin Hydrochloride N = Supersedes
Genssia Najne: sustzined relezse Tablets 60/850mg i SR WL Ea0R0 MFC No: L
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.9-D IN- PROCESS CHECK FREQUENCY: EVERY 2 HGUR BY IPQA
Date \Qlo&\.’\fo:f Time: ___Q:}__'",.S__C
Weight of 20 tablets: . .
272N\ &

1 \r Doa 8 s 15 2 boa

2 20 S \ > Sboa, 16 Ly 2400

3 \+Be 10 \_ BHo™ 17 \ 2<%

4 \~218 11 \.2k0 \rass

5 \ Doo 12 \+2,52 {+ 3557

6 .L\&S’)/- 13 \ »2<9 »3,)00 ‘

7 (Y. S I 14 LI S e
Limit: 5%of actual average weight, {1292.000 - 1428.000 mg) M /C Speed: 1’)_( RPM
Min. weight. \.t2S2— g S % Max. weight ......... Y =y o S \QO.:1R..%
Average weight of 20 Tablets: e AL DO0. g
Friability : © ‘\ A Y [ NMT 1. 0%
Done BY: ... e o . (IPQA)
Date: L@.&Q&\;’)@ Time: 90\.1.:55
Weight of 20 tablets: ‘),r] 00% (}\ X

1 \nE - 8 \ r2n)

2 A+ 23S S \+2S)

3 A LY 10 - oA~

4 \ + 269 11 2o

5 A\~ 12 \ a0

6 \ra3bs 13 \-2S1

7 A+ 20 14 \rMos
Limit: 5%of actual average weight, {1292.000 — 1428.000 mqg)
Min. weight.. L1235 ) g a\g‘c\zf_% Max. weight .. AERY Y g QI8 %
Average weight of 20 Tablets: LAa2bo g
Friability : © *\o “/-: {NMT1.0%
Done by: G‘" ....... ....(IPQA)
Date: \.0.\9:&\‘.\@ Time: V290,
Weight of 20 tablets: 9,9 \O o\ -

1 B > 8 RN 15 v 2l

2 U Aa0 9 oA i6 L+ 20

- 252 -] 10 B\ 2y 17 \+ <9

4 \+&S2 11 \y 2bo 18 \ *AS4

5 L 2o 12 \*: 257 139 \~2bo

6 2y 13 " 359 :

7 \~ 30 14 \ ~2by :
Limit: 5%of actual average weight, (1252.000 — 1428.000 mg) M /C Speedii.2.....RPM
Min. weight... M\t 2.5 2....g WNbho— o Max. weight ........ \ %5'1 ........ g \Q.Q.:.b.&...%
Average weight of 20 Tablets: ArnZDoo.o g
Friability o “ 1A /° | NMT 1.0 %
Done by: S (IPQA)

Prepared by: Checked by: Approved By:

i . QA Executive / Production Head / QA Head /
Desigration Designee DeSlg‘P’e’e\ Designee >
Signature 41/? U 3"{ & é\F “- ONTRO‘-LE 0 cOf
with Date N 'OH 105 }mﬁ,a @«% .QO )/@




2 Safetab Life Sciewnce A_
. e 4 BATCH MANUFACTURING RECORD . Page No.: 58 of 78
Brand Name @ GLIDE M 60/850 TABLETS i,;"f’”d 0 1014 Batch Size 5,00,000 Tablets
" s Gliclazide and Metformin Hydrochloride . s e Supersedes
Geteric Name: sustzined relezse Tablets 60/850mg MFC NO: ST/MFC/130/R0 MFC No: NIL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.9-D IN- PROCESS CHE(}S EREQUENCY: EVERY 2 HOUR BY IPQA
Date: .’.EIE%S')@ — Time: _.\‘:Y\Qg
Weight of 20 tablets: 3‘:} &&88/ :
1 \P; ‘~C 8 -3 15 12
2 22 9 VRS 16 VR
3 - 2CT 10 126 - 17 1360
7 D) 11 122 18 L 98K3
5 LT 12 \*2eL 19 1a%7
6 1-3b4 13 1267 20 \ 364
7 R 14 \-3to —
Limit: 5%o0f actual average weight, {1292.000 - 1428.000 mg) M /C Speed ..... { .?ﬂRPM
Min. weight......... ‘ Bg’)/ ....... g %‘3>% Max. weight ........ \ 35'10 ........ g 'ODBQ%
Average weight of 20 Tablets: N 0> - W
Friability : @ \RY . [ NMT 1.0 %
Done by: «.c..... &r ........ (IPQA)
Date: \9\@83,96 Time [b[&D
Weight of 20 tablets: 2% ﬁgc(
1 1"38% _ 8 t- 3
2 Ua0) 9 = \"34,
3 N 10 o5 T3
4 D 11 \"2XT \ =58
5 UL 12 U3k) (755}
6 LUK 13 RCTS S 13T
7 \" 2o 14 RENR)
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg) M /C Speed:...L &
Min. weight.......... ‘ 3@ .......... g qq\t“% Max. weight l%(Tg !co& ..... %
Average weight of 20 Tablets: I I .
Friability : ©\2 Y . [ NMT 1.0 %
Done by: cocoeeaee ‘ﬁi’ ........ (IPQA)
Date: tblc&‘:?@ Time: ..&‘éla:&
Weight of 20 tablets: 2FU1 q}
1 L 26 v 8 1-3S8
2 2T 9 1-2CS
3 1289 -] 10 \"360
4 1-2553 11 [l 2
5 B 12 A2CR
6 Y 13 2Ly
7 138 14 1°259
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg) M /C Speed:..
Min. weight.........‘....l?.g.g.%.. g s a{ q"L\)% Max. weight ...... lg-j?’- ........ g l‘5“'3§8~%
Average weight of 20 Tablets: .o v360... g
Friability : ® \L\,\\z [ NMT 1.0 %
Done by: ......... W){ ....... (IPQA)
Prepared by: Checked by: Approved By:
. : QA Executive / Production Head / QA Head / i "““"""";‘*\{“\_M
Pesignatos Designee Desiggee, Decignea ]’ {‘O NT q () L {_ '
N L 0 COPY
Signature q}‘/g? (, 0“‘{6‘LQM & (D 0\/ e
with Date * oy ?ob ,%‘3/0 Hf%boy@ 2 \\\D 7




: Safetab Life Science g
i BATCH MANUFACTURING RECORD Page No.: 58 of 78
Brand Name | GLIDE M 60/850 TABLETS s 1014 Batch Size 5,00,000 Teblets
5 .| Gliclazide and Metformin Hydrochloride . - Supersedes
Genaric Naraes sustained release Tablets 60/850mg MrG ST/MFC/130/R0 MFC No: -
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.9-D IN- PROCESS CHECK FREQUENCY: EVERY 2 HGUR BY IPQA
Date: \OIO&-‘?.Q Time: “&b“,%?
Weight of 20 tablets: oyt ’;2‘478} 7
1 o 8 (23N 15 -~ 268
2 1~35} ) 37 16 13y
3 12b) 10 L2Lo’ 17 1383
4 [ i1 =3l 18 =
5 -3 12 - 19 -3¢
6 1-3Sk 13 ["3kL 20 Sty
7 135R - 14 \3bo =
Limit: 5%o0f actual average weight, (1292.000 — 1428.000 mg) M /C Speed:.. | Z-RPM
Min. weight 1383 ql}‘g}% Max. weight ........ 1373 g \eo8n %
Average weight of 20 Tablets: ... ‘34: ............ g

Friability : ©°13Y.

| NMT 1.0 %

Done by: oo E%): - (IPQA)

Datd; cusvssssvusussis TIMEe: eereaeaacaaaann

Weigh‘mf\zo tablets
1 s 8 i5
2 N 9 16
3 N\ 10 17
4 N\ 11 i8
5 N 12 19
6 N 13 20
7 14 =

Min. weight g Max. weight e .« S s COMMIRSeTou %

Average weight of 20 Tablets:

Friability : [ NMT 1.0%

Doné by .ccisissmussisrsssisnanis (IPQA)

Date: .ciccesacsaasans Time: ...\

Weight of 20 tablets: \
1 8 N\ 15
2 9 i6
3 -] 10 2 hl 17
4 11 18
5 12 Y N 19
6 13 /%R0
7 14 2N

Limit: 5%of actual average weight, (1252.000 — 1428.000 mq)

Min. weight G st Max. weight

Average weight of 20 Tablets: ..

Friability : | NMT 1.0 %

Done By:? susssihiusisssuussissss (IPQA)

Prepared by: Checked by:

Approved By:

Production Head /
Desiggee,

QA Executive /

Designation Designee

QA Head /
Designee

Signature
with Date

YT ax{m[qéﬁf

fcgf.ao g e

Ul o

W




Safetab Life Sciewnce
BATCH MANUFACTURING RECORD Page No.: 59 of 78
Brand Name | GLIDE M 60/850 TABLETS R 1014 Batch Size 5,00,000 Tablets
< .| Gliclazide and Metformin Hydrochloride | , ) _— -~ | Supersedes

Generic Name:) _  iained release Tablets 60/850mg e Ao SHMPCAS0/R0 MFC No: R

Batch No.: GD200701 Mfg.Date: 07/2020 | Exp.Date: 06/2023
11.10 IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR BY PRODUCTION:

Date...c?.}..{.‘?z.h‘f?'l"me 2s23e Done by: ........é:x.h........(Production)

WHITE PART [METFORMIN HCL]
Limit: 1180.000 =+ 3% [1144.600mg - 1215.400mg]2 5.5

Limit: 180.000 % 3% [174.600mg -185.400mg] 3. kl= 3y

COLOUR PART[GLICLAZIDE]

Max. weight ... }o. LB\ ... g

Max. weight _©.\%%_ g

> lLibs |® ferz |5 4, qes 2 e T o (g |1 . (33
< |.tgo |9 [(t¥e |16]  (.i%0 2 o, v5) |8 o.go |16 5. 3
3 | By |38 g |17 (132 3 o, 130 |10 oagz | o130
4 LiGe |1 [.iso |18 [ s |4 o5 |1 ° )3y |18 . \FL
2 l.tgo 3 loibs |19 [i¥o > o, \¥2 12 O|zo |19 o (Fe
3 (16" |13] (190 |20 [[\Y2 |6 o i3z |13 o, lgr |20 o. 123
# ). 163 |14 .16y 7 o 433 |14 PRI
Min. weight........... Gl g S 147 % Min. weight.......... o132
Max. weight ...l lal g =2l 29% Max. weight ... (8% 2 L6k
Average weight of 20 Tablets: ... L/ JFe.. .. g Average weight of 20 Tab!ers ......... Q.032.....g
Daﬂ”@B\CXJ 20, Time: 1126 Done by: ....-...EZE:Y ........ (Production)
WHITE PART [METFORMIN HCL] 2.%-b\y¢ COLCOUR PART[GLICLAZIDE] C‘ez_ 5’

Limit: 1180.000 =+ 3% [1144.600mg — 1215.400mg] Limit: 180.000 =+ 3% [174.600mg -185.40 mg‘?
Tiwavta 18 1vvmy (31 vaiqe [P ] oy (B ] e\t [P ] ©\HK
2 \ I S v \M1 16 \r'g 2 0 A 9 0 \XD 16 O\go
3l v (191 Llgy (T oaega |3 ] ey (19 oygn [V ] 0o
4 yvvge (v B Vvqy |4 Oowr [B] oo |18 | 0agny
S by 2] Yevty (9] Volge |S oy 2] bg 119 ] 0r\qe
B soyme 1981 Yilme 8 Dd\¢e |B]| o\xo ~
71 188 [¥] \.1%0 K oy [¥#] oy
Min. wetght.....«\m...\.:!:.L.: ...... Min. weight........(.D.‘_..S.:L:l...~ g

Limit: 1180.000 + 3% [1144.600mg — 1215.400mg]

Limit: 180.000 % 3% [174.600mg -185.400mg]

Average weight of 20 Tablets: Average weight of 20 Tablets:
Datem\ N ‘l’ime:gf.\.\z.\.f.\.Q Done by: ........ ..\2. v ecaneeteaeea{ Production)
WHITE PART [METFORMIN HCL] D2 b-’Ls% COLOUR PAR'IIGLICLAZIDE] 2. bo

.

Average weight of 20 Tablets:

il T T A U P T PP IS IS Y A I O o X o A ) N 1 Y
2 v (9] vl [18] VB 2 | p~\¥) Ol oY | | oy
3 \N\g\ 10 \\\\gg i7 \‘HZZ 3 0’\&\4 i0 O.\go 17 D‘\qc‘
4| yw1gs 1] \rvjgo |18 '\\)gg 4 ‘WC; 11 O 119 {18 0:18)
5 \,\\C} 12 \‘\\6’)_’ 19 \\\g\ 5 O‘]\‘“’—‘J 12 O r”o 19 0\\(3
il I Bl yNS ' & 0:1¥\ 1 o

ARNTSE EXRNT 7 Loy ] olvy

i oot o e s 3

Average welght of 20 Tablets

Prepared by: Checked by: Approved By:

; < QA Executive / Production Head / QA Head / .
CEsmanan Designee Des:gnee Designee == c G PY
Signature § (1_17 &Q\Qw\?@ | conTROL LtD
with Date - ol OJC D 06 /&0&0 \Q\\\Sﬂ \
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Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 60 of 78
Brand Name | GLIDE M 60/850 TABLETS f;?f’”d = 1014 Batch Size 5,00,000 Tablets
. .| Gliclazide and Metformin Hydrochloride ) . . Supersedes .
Giemeric Nakie: sustained release Tablets 6G/850mg MEC NG SHI IR MFC No: s
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.10- A IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HCUR BY PRODUCTION:
Date:9‘3.\9.‘.4.%:11«3:..\&).«..}".‘9 Dane by: ...... I:.? ....... '. ..... {Production)
- WHITE PART [METFORMIN HCL] 93  Coxdd COLOUR PARTIGUICLAZIDE] = oo & O
d Limit: 1180.000 = 3% [1144.600mg — 1215.400mg] Limit: 180.000 % 3% [174.600mg —-185.400mg]
Tl |8 Vv lto |35] 1'Ve2 [T ] oy |8 ] 0\x2 |15 | o114
e [P e A2 [P 1 018 [P [ o¥o [ | 0w
Sl I WP o A\ Ml W O o I e - S S N o < W A s S IO 53 8 6
V1 TN [P v ) 5| oivo [ o =8 [® [ o
S| 1P1¥0 [12] A\ gy 91 vy |5 ] oY (2] 00K [P ] e\t q
s 1« 1gx [83] k] 6 6K\ [13] oigr |20 o L%
71 1% 1] v \¥o 4 o\M¥ ]| O \Ro [
Min. weight.. L2\ 1O g Min. weight.....: L 1% g AXKY %
Max. weight ...\ chs, ...... g Max. weight ....0.:.\¥. 2= g ‘Q\.\\%
Average weight of 20 Tablets: .. Average weight of 20 Tablets: e QM D g

r

Done by: .......}2,..;...... =.----{ Production)

WHITE PART [METFORMIN HCL]
Limit: 1180.000 = 3% [1144.600mg - 1215.400mg]

225k 0 Gm

COLOUR PARTIGLICLAZIDE]
Limit: 180.000 =+ 3% [174.600mg —185.400mg]

1 .13 |8 Lieg {15 L 1bs . o 18- |8 P B o, 45
2 i |9 |.i6g |16 i13e |2 0.2 |9 o.172 |18 °. 182
4 150 |1 | 17o |18 .15 |4 o. 8o |11 o./gg |18 o, |3
. 18y 492 ([« 1% |19 Loy |5 o lgr |12 o8~ |19 o.182
7 .18 2 |14 [y : 7
Min. weight..... __..(.(’i 1257 %
Max. weight .......... (S g lelel % g
Average weight of 20 Tablets: sl d b Q Average weight of 20 Tablets: ... M2 L.
Date:.Q.’..’.‘?Z.’.’:ﬁ.. Time:....‘.(::.@: Done by: ..........s;x..h...mu(Production)
WHITE PART [METFORMIN HCL] COLOUR PART[GLICLAZIDE] 2, 6oy Hm

Limit: 1180.000 = 3% [1144.600 —1215.400mgh2, Suoim Limit: 180.000 * 3% [174.600mg —185.400mg]
! ey (8] Jeigs |*° Jeloss |1 o3 |8 ]| o197 |* o 1S
2 Lize |° N 163 |2 oige | ° o.i¥o |16 o070
3 {150 |30 Llbs | ¥ i»12¢ |3 oot |10 o171 | Y o, g2
S Liv? || 1 i%e |18 P o fo |11 ».133 |18 o, BF
5 o |12 I 132 |19 (. 8o |5 St |12 oni¥» |19 o |52
6 |, g |13 [vips |20 (. 192 |® o |¥> |13 o.1f2
7 .13y |14 [- )25 7 o, W2 |14
Min. weight...........! [L(f— ....... s} Min. weight..,......".'?,‘...!,f—f.g ......... g
Max. weight ........L.. [3e.. e Max. weight ......... PIF g
Average weight of 20 Tablets: Average weight of 20 Tablets:

Prepared by: Checked by: Approved By:

. . QA Executive / Production Head / QA Head /
Designation Designee Designea< Designee
Signature 0 2 / U—tj C{L“I R @0‘\@"
with Date A &O}jb ob (2020 cz/]H\ DB]&@ o \\\“? O?\&0




Safetab Life Sciewnce
T BATCH MANUFACTURING RECCRD Page No.: 61 of 78
Brand Name | GLIDE M 60/850 TABLETS e 1014 Batch Size 5,00,000 Tablets
. .| Gliclazide and Metformin Hydrochlorice ) —_— Supersedes .
Generic Name sustzained release Tablets 60/850mg HPFC Nk RURFC/LS0/RE MFC No: ML
Batch No.: GD200701 Mfg.Date: 07/2020 | Exp.Date: 06/2023
11.10-B IN PROCESS CHECK FREQUENCY FOR INDIVIBUAL LAYER: EVERY 2 HOUR BY PRODUCTION:
Date:.03 [-3hso time.. )8 o0 Done by: et S, e (Production)
WHITE PART [METFORMIN HCL] 232.5Ge Sm COLOUR PART[GLICLAZIDE]} 3.6 20 G
Limit: 1180.000 = 3% [1144.600mg — 1215.400mg] Limit: 180.000 = 3% [174.600mg —-185.400mg]
- likg 8 agy |15 L (65 . SLids 8 o.lxo 15 2.1934
2 "fj’)’ 2 (-[bj 16 i1 Ye 2 2.1 8L S 3. 13s 16 2,125
3 R 10 L ias |17 {.\F2 3 og. |10 O\ 17 o.(¥]
4 gy (M1 )y |8 l-¥o |4 o.tfr (] o.qen |18 . 193
5 T EE j1¥. |19 oo |5 e o 13y |10 2:180
6 i 195 13 [.1¥2 20 i [¥v6 6 0. D5 i3 °.,(82 20 2: D5
7 | v lbg |14 l- 7 oYX
Min. weight.......L..L Min. weight.
Max. weight Max. weight
Average weight of 20 Tablets: Average weight of 20 Tablets: ...
Date: 2577 he Time:... 22l 5. Done by coceaeee g.:p./.! ....... (Production)
WHITE PART [METFORMIN HCL] 22,5 %Ym COLOUR PART[GLICLAZIDE]
Limit: 1180.000 % 3% [1144.600mg — 1215.400mg] Limit: 180.000 * 3% [174.600mg —185.400mg] 2. 2o $iny
* . les = |. {6y 15 Vo iyo 4 2. (D3 8 s 15 o |¥°
2 [ 1oz S - lLy 16 [+16xr 2 Ogo |° Q. (72 16 > (¥)
2 l- %o 40 9o |V ikl = o, (5o i . (¥o A7 o, 5o
= ey |11 i3 |18 16y |4 oy || oy, |18 o i35
5 (. (ge 12 s Ay i9 l—((og- 5 o‘f;$ 12 2. 192 19 2. ¥
6 |« 182~ 13 s g 20 I+ lb¥ 6 o, (Yo 13 o.(2s 20 o (¥
= .17y |14 ey i 7 2 lyr |14 o.a% B0 =
Min. weight....... ‘ '( 5. S— Min. weight ... 2. {F 3 . g
Max. weight . 12 \9 %= g Max. weight .. 2. |15
Average weight of 20 Tablets: .......lll2 .2 . Average weight of 20 Tablets
Date: o \ M Time:. QkLEO Done by: wu... }, I {Production)
WHITE PART [METFORMIN HCL] 2 250 COLOUR PART[GLICLAZIDE] = ~*2-0
Limit: 1180.000 *+ 3% [1144.600mg — 1215.400mg] Limit: 180.000 + 3% [174.600mg -185.400mq]
1l tave |8 ] vneo [P] ey 2| ] oqey |8 | oaw 13 © -\
2 \ Ay ? v\g |16 L\ 8o - © Afo ° or\ & 15 o A\
31 \aoe (0] vaay |7 \veo 2 oAy 1] o |V © o
4
Y] xabo [T vaen [ ey & onto M) anee = O~ &4
S v (2] \ao [BP] vtee 51 sy |] odeo
Sl vaeo [P \Neo [20] N\ 15 | o ey Bl ede
71 v [M] e ‘ 17 ]| o-tso 4] oy
Min. weight....... aes g Min. welght.....‘.......“..\.'lj.. ......... g
Max. weight .........\ vQe. . Max. weight ... €. g

Average weight of 20 Tablets

Average weight of 20 Tablets

Prepared by: Checked by: Approved By:
. ; QA Executive / Production Head / QA Head / =
Designation Designee Desigpee. Designee ) GO pY
“aNTROLLED
Signature q I/V alqw G'\x;’\/ \\—CONT
with Date ¢ 'OH !Ob /S,QD—D ]G b 0"\\3 L ="




Safetab Life Sciewnce

Gt BATCH MANUFACTURING RECORD ‘| Page No.: 62 of 78

Brand Name | GLIDE M 60/850 TABLETS g?fj”d 1B 1014 Batch Size 5,00,000 Tablets
s Gliclazide and Metformin Hydrochloride - Supersedes
I~ - R -
Generic. Name: sustained release Tablets 60/850mg MRS e SITCHI0R0 MFC No: L
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.10-C IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR BY PRODUCTION:
fos
@A \o& \ 29
Datel.ieeneueraeaasa Time:. Q8. 50 2% .Lvun Done by: wowoees X/‘ ........ (Production) 2. L2
WHITE PART [METFORMIN HCL] CCOLOUR PART[GLICLAZIDE]
Limit: 1180.000 % 3% [1144.600mg - 1215.400mq] Limnit: 180.000 * 3% [174.600mg -185.400mq]

PO - S R RN G € O Rl B X W25 ©.\ Elo | | o-\&4

oSy |2l a-tey || a1y

g % | Wdv [®]  \nito

tae  [19] tngo [Y7] ttgp ol | o Y| a-teo

wtte (M) oe\ge [ WA v 1@ (M| gted [ ] o-tgo

Ao [P e, [P v ARy Plo® Y] 0nko

v\ P gy o A\H ] oage

N O »] B W N
N o i A W N

\ao 1M tage

o8y "] -1

Min. werghtqr"’o g

Max. weight ..\21Q0.......g
Average weight of 20 Tablets:

Min. weight. (= B 1 ‘0 g

Max. weight ...~ 84a..... g
Average weight of 20 Tablets:

20 N
Datgf:)?.s/e .. Time: Lo g:Q) 22 4 b0 Done by: ..x—/‘ ............. (Production) 2 L 4yd
WHITE PART [METI‘:'ORMIN HCL] COLOUR PART[GLICLAZIDE]

Limit: 1180.000 = 3% [1144.600mg — 1215.400mg] Limit: 180.000 + 3% [174.600mg —185.400mg]
Tyttt |8 letgp [®B] (N80 |* Ot [ [ o Asy 1] 88y
2 tetdv % | vaeo |*] Vatg |2 |o-I%y ’ lo-t&y %] oty
3| ttey [0l tapo Y] Moo [P lecter, [Vl oey |V ooRy
4 o vigg M s [B] wxo flodgy [Mlogey [P oty
S| o [ xaHg [P] WRo > | ©-tgy 2] odpr. [P0 | o e,
61 o [Blodpo [ [ |odey [B]otey 120 | o8
71 ot [MleNgo § 7 | oaten [Mloslyg [

Min. welght\"‘,_‘% ...... g AANMO. 9 Min. weight....@..:..&ﬁ.k) ..... g AL 10 %
Max. weight 25089 g Voo 50 o Max. weight .. Q4.8 ... g teli0a. %
Average weight of 20 Tablets: 1‘]9& .......... g Average weight of 20 Tablets: KXW 3> S g
Date?ﬁ&&\’.&f&é‘.’ ﬁme:..!.:?::}..ﬁé. D3 ..bo Done by: el s (Production) ? . L\
WHITE PART [METFORMIN HCL] COLOUR PART[GLICLAZIDE] J

Limit: 1180.000 + 3% [1144.600mg — 1215.400mg] Limit: 180.000 + 3% [174.600mg —185.400mg]
Tledry (B taeo |1 Yeters [P oAy E |oea [P o4y
2l vy S L taes ] \te2 |2 | odgo  |° | ©Onee | | ontey
3] tpo  [O] \Rgy [T7] VA |3 pleo |l eqger |V o
4] e M ovaey [B] \xern Y] oA HloAag. || ol
S1ovags 2] tass [P] tags |° ]| eaey 2]lonst ] oy
51 gy (B g 6 | 9go B ouad 20 | oAex
7l Ay (M lne= 7 | o\ et 4] oo |
Mt Welghtuestbo Mo @ Min. weight... . 1 le...... g Ae-In %
Max. weight ......\. 2 \9‘3 ............ g Max. weight . Q.24 g to\roq %
Average weight of 20 Tablets: Average weight of 20 Tablets: @\H?z. ..... s]

Prepared by: Checked by: Approved By:
Designation QA;xgcutive / Productign Head / QA I‘.iead /
esignee Designee Designee
Signature qu U“? Q]q ; “9&5\}9‘ u CONTROLLED cory I
with Date : ol! 10}03910%3 wtéh C‘(o‘ &C" c Ql@ & =

¥



£ Safetab Llife Sciewice A
B - L
NIEL BATCH MANUFACTURING RECORD Page No.: 62 of 78
Brand Name | GLIDE M 60/850 TABLETS m’f’”d i 1014 Batch Size 5,00,000 Tablets
o5 - _| Gliclazide and Metformin Hydrochloride i S Supersedes
Generic Name:| J ctained release Teblets 60/850mg | Tre MO | ST/MFC/I30/RO | mec No: s
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.10-C IN PROCESS CHECK FREQUENCY FOR INDIVIBDUAL LAYER: EVERY 2 HOUR BY PRODUCTION:
patelQIC8 2. . fime: OlIWLS Done by: weeceees g QWV ...... (Production)
WHITE PART [METFORMIN HCL] 2% b7 %’ COLOUR PART[GLICLAZIDE] bo | G . ol
Limit: 1180.000 = 3% [1144.600mq — 1215.400mq] Limit: 180.000 = 3% [174.600mg —185. 400mg}
L]oview {8 [yt () 1At [T ] o1y (B bags [P ] DRI
2 ) sy S \1\\&‘ 16 1R 2 O\ T S Nkl 16 D:\HS
3 \‘fc\ 10 | “!C-‘ 17 (W 'K,:’ 3 D 1Y) 10 D 1% ) 17 ‘.KD
4 B 11 L\ e 18 Ay 4 (%) . Q 11 - 12D 18 0O \~4
5 \ 2\ Q- 1211 Qo S 0~ 12 O M4 19 ~ (\/n
6 v 1¥0 131 1.\Q7 6 D¢ 2 13 1 py .y i
* 1\ & 4 AT 7 \~1—\ 14 R
Min. weight....\... \1z . g Min. weight......2 A ) g
Max. weight ..\...1.. 2.~ = ..g Max. weight ... 1% ... g
Average weight of 20 Tableis Average weight of 20 Tablets:
Date:)SIORIN0.. Time:. SALES. Done bY: ceceeeane | A (Production)
WHITE PART [METFORMIN HCL] 2 %25 % i COLOUR PART[GLICLAZIDE] =4 ’;‘/
Limit: 1180.000 = 3% [1144.600mg — 1215.400mq] Limit: 180.000 = 3% [174.600mg -185.400mg] ~ ©
ol AR & s N\gv Bl 1T ] bag= (8] ©age |15 | OnAy
ST er O] Tve 19 1 vig B (oo 8] vms [7 ] Dag
41 \.\go (1] \:!gy |18 82— %] o\wo 1! oz [ | DT
Syt [22] vt %] Ve |5 ] oVer (2loigy |19 | © V8
6 \ (2(1 \ 6 0.7 13 > \\2 O 20 D
* 1 1M | 7 0:1¥\ 12y oM
Min: weighti.ahtle M2 Min. weight.....{2.. . g
Max. weight Max. weight ...\ g
Average weight of 20 Tablets: Average weight of 20 Tablets ...... e g
Date: .I0RI220... Timen \ 21102 Done by: cccccne 2 '..'..t{.:;‘.\‘: ..... (Production)
WHITE PART [METFORMIN HCL] 02 i+ C’ COLOUR PART[GLICLAZIDE] T.by o “—*
Limit: 1180.000 + 3% [1144.600mg — 1215. 400mg] Limit: 180.000 + 3% [174.600mg —-185.400mg] ¢
. ] ] . - = o \ ~—
1 \. 12y 8 ,\1‘-,f!¢{ 1:5 \ ./:’\ 1 O 1Y% 8 O Y 15 oL
21 4 1¥D S \ - 12y 16 s 1t 2 o\ 9 O \Y) 16 o+ \%}
31 \»\7y¢ 0 v\ gL (7] 0119 3 O \¥%| 101 o'¥o |7 | ©\NY%D
4 \ « ™ C‘ i1 \ “' I’\ 18 | « ": 7__ 4 ~ -_\(/1[) 11 C\J v\\er 18 & ~t by
\ O |9, B » 2 - \ {
51 LY (22 14182 , 5 | o 2] o'ty |2 V14
6 As ‘\\/3 i3 ‘ 6 O\ 13 O \y
7 \ 3 }'X’»{ 14 7 O*'\X0O 14 O | ¥4
Min. weight Min. weight......
Max. weight ... Max. weight ... g
Average welght of 20 Tablets: Average weight of 20 Tablets:

Prepared by: Checked by: Approved By:
I — QA Executive / Production Head / QA Head / et
9 Designee Designee Designee ‘ CONTROLL D COPY
: ~ 1 A P
Signature Q’ l U'Ef o ‘of %ﬁj y \uad ’\9'\”:« L e
: IAR 2PN Y ay e UJ—E y \ NN
with Date C)'f O’DS&O ] J%’)C’QJ} &O o QD\(’



Lo, Safetab Life Sciewce _ B
£ F v 1d
Nl BATCH MANUFACTURING RECORD Page No.: 62 0f 78
Brand Name | GLIDE M 60/850 TABLETS m’f"‘d n 1014 Bztch Size 5,00,000 Tablets
" .| Gliclezide and Metformin Hydrochloride i . Supersedes
Generic Name: sustzined release Teblets 63/850mc HEG NO: ST/MFC/130/R0 MFC No: s
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.10-C IN PROCESS CHECK FREQUENCY FOR INDIVIBUAL LAYER: EVERY 2 HOUR BY PRODUCTION:
y =
Da’ce(b‘.‘.)gfzo ﬁme:..\ﬁ.m\g— Done BY; wasioielacssosssasanse {Production)

WHITE PART [METFORMIN HCL] 22,614 8w

COLOUR PART[GLICLAZIDE] 2.%%b 8"-;
Limit: 1180.000 = 3% [1144.600mg — 1215.400mg]

Limit: 180.000 * 3% [174.600mg -185.400mgqg]

Ll vaas [B ] @[] 8t [T ] anlAblE [ 0 [P | ede

2] W4 |° 18 |16 W&4 2 ON\FX 1?2 | 0\So |76 0 \§0
T R0 [20] WA (7] & [3 [ pi\do [2] o\ [ | o]

Al W&o (2T W\ (18] W8 [ ] o\ (] ONdb (18] o\HE
ST W S0 [22] &0 [ WHE [5] p\§ [22] o\ [ O
61 \W1&L [B]| \\\Hbh 2] \W\HFy |6 O\go |13

7 \‘\:po 14 \* \ 7 Or \%B 14

in. weight....\t\ oo . in. weight.. Q.' ‘ng

o o \\ Lo e e :;_:r\ S

Average weight of 20 Tablets: Average weight of 20 Tablets:

Done by: ccceeee % -..(Production)

DateL?.\ Dgi% Times ‘ L\20

WHITE PART [METFORMIN HCL] 22,56\ §v7

COLOUR PART[GLICLAZIDE] 3, 9?)0 8\’7
Limit: 1180.000 % 3% [1144.600mg — 1215.400mq]

Limit: 180.000 £ 3% [174.600mg —-185.400mg

1l \d9 BT\ [ W@ [T ] od& (8] ond> [5] odfo
2\ 36 (% [ aRh 8] W&o |2 Ongo|® Or\g_O - 0 "\
3] Wb 10 \a@x 17 o yvdh (3] oWh [T0] ond8 Y] ol
TS ] ey (B ge [P oido [ o [B ] ongs
5] W\8A (2] Wt [19] G\Eo 5 | o \&) [12] o \f |9 03k
6] Wb [ : 5 | 0dy | 8| ong
ARG = K 0-\&) [“] 0\&
Min. weight........ \ “KM ..... g Q?*\T? ....... % Min. Wtalg;ht'_c)‘\-‘:¥/\7 ......... g
e G - B P o s R - e
Dai:e:)Q\bgﬁg‘° Time: \g;%/ DONE BY: cneees-Brreeraeennans (Production)
iy WHITE PART [METFORMIN HCL] 2.3 XS\ o COLOUR PART[GLICLAZIDE] AT A &9
Limit: 1180.000 + 3% [1144.600mg — 1215.400mq] Limit: 180.000 + 3% [174.600mg —185.400mg]
1] W\ s Wb [35] \W&x [t | 6.\, |8 O\& |15 0 W
2] W& [P w39 [ v\@o [2 ] o\&0 9] odh |16 | OV
3 WG o] W&o |7 W3 3 ONES 0] o\ 17 b\ &
4] WA9 [u] «\FL Ji8] bey 4] U0 Ju] olg, [®] oWy
ST g [ W [P\ [5 [ OTh (#0084 B ongo
6 Y\ g0 13 W\ So |20 wWgo |6 O, \¥) 3] oy 20 Or\gb
7 NET RN 7| o3R JH] oS
: . J AR i ; )
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Average weight of 20 Tablets: Average weight of 20 Tablets:

Prepared by:

Checked by:

Approved By:

Desi tion QA Executive / Production Head / QA Head / =y i
esignatio Designee Designee Designee CONTRO L LE.D CO PY_J

Signature g,l? l P U‘d}" QT‘N \ t‘—‘\,@‘\ﬁ
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Safetab Life Sciewice 4

BATCH MANUFACTURING RECORD Page No.: 62 0f 78

Brand Name | GLIDE M 60/850 TABLETS o 1014 Batch Size 5,00,000 Teblets
s .| Gliclezide and Metformin Hydrochloride ) - Supersedes
Generic Name:| J\imined release Tablets 60/850mg MFC NO: ST/MPC/I30/RO | MFC N M
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.10-C IN PROCESS CHECK FREQUENCY FOR INDIVIBUAL LAYER: EVERY 2 HOUR BY PRODUCTION:
NN

\

Dateﬂb&\.?ﬂ... Time:.Q..Q.sg?.Q Donie BY: couaee ol ¥t icaaanannane {Production) 5
WHITE PART [METFORMIN HCL] 92 3.} COLOUR PARTIGLICLAZIDE] 2.58b

Limit: 1180.000 = 3% [1144.600mg — 1215.400mq]

Limit: 180.000 £ 3% [174.600mg -185.400mqg]

1 W8 s ] ey ] W\ [T oA8 (8 [ oo |15 | pn
21 WFh 9 ] VW&o [16] tn8b |2 o\&T |9 [ oAb |16 | 0\\&a
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Average weight of 20 Tablets:

Average weight of 20 Tablets:

Time:

PoNe DY: covcsicunssusanasesassosns (Production)

WHITE PART [METFORMIN HCL]
Limit: 1180.000 % 3% [1144.600mg — 1215.400mg]

COLOUR PART[GLICLAZIDE]
Limit: 180.000 % 3% [174.600mg —185.400mg]
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Date: Time: Done bY: ciciceacarencaecacansasaans (Production)
WHITE PART [METFORMIN HCL] \m(\ COLOUR PART[GLICLAZIDE]
Limit: 1180.000 % 3% [1144.600mg — 1215.400mg] Lithit: 180.000 * 3% [174.600mg —185.400mg]
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Average weight of 20 Tablets:

Safetab Life Science
BATCH MANUFACTURING RECORD ‘ Page No.: 63 of 78
Brand Name | GLIDE M 60/850 TABLETS roduct 1D 1014 Batch Size 5,00,000 Tablets
z | Glicizzide and Metformin Hydrochioride . e AT gty Supersedes
Genpnt Nagses sustained release Tablets 60/858mg ki STHLA20RD MFC Na: BiAL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.11 IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR BY IPQA:
Date.@i@&\(\%fimwu 150 Done by: ..... z “1..82....(IPQA)
WHITE PART [METFORMIN HCL] 2.3+ 53906 A COLOUR PART[GLICLAZIDE] 1’3 b\ﬂs
Limit: 1180.000 + 3% [1144.600mg — 1215.400mg] Limit: 180.000 * 3% [174.600mg -185.400mg
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Limit: 1180.000 * 3% [1144.600mg — 1215.400mg] Limit: 180.000 * 3% [174.600mg —185.400mg]
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Average weight of 20 Tablets:

g
Average weight of 20 Tablets:

Safetab Life Science
ot BATCH MANUFACTURING RECORD Page No.: 64 of 78
Brand Name | GLIDE M 60/850 TABLETS ‘;?f’”d 0 1014 Batch Size 5,00,000 Tablets
. | Giiclazide and Metformin Hydrochloride ; . Supersedes
Genenic Nanme sustained release Tablets 66/850mg MG NG ST/MFC/L30/R0 FC No: M
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.11-A IN PROCESS CHECK FREQUENCY FOR INDIVID,QAL LAYER: EVERY 2 HOUR BY IPQA:
T

Date:..‘?..'}.}é?h?ﬂme:....&..‘.ﬂ.ﬂ..o Done by: ... QJ"\( ....... (IPQA)

WHITE PART [METFORMIN HCL] 2 2~ G E!{a COLOUR PART[GLICLAZIDE] § Loy '}

Limit: 1180.000 % 3% [1144.600mg — 1215.400mg] Limit: 180.000 % 3% [174.600mg —185.400mg]
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L Safetab Life Sciewce
£
N BATCH MANUFACTURING RECCRD Page No.: 65 of 78
Brand Name | GLIDE M 60/850 TABLETS 2:)"?““ . 1014 Batch Size 5,00,000 Tablets
. | Gliclazide and Metformin Hycrochloride . s i e Supersedes
Gepene Names sustained release Tablets 60/850mg MFC NO: ST/MFC/130/R0 MFC No: hil.
Batch No.: GD200701 #fg.Date: 07/2020 Exp.Date: 06/2023
11.131-B IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR BY IPQA:
Date:Q.?..‘.r... .l?.f’Time: ..... \ jﬂé(h\ Done by: ,:.),<2f ......... (IPQA) 2.61%

WHITE PART [METFORMIN HCL] 2.3 GV3% -

Limit: 1180.000 % 3% [1144.600mg — 1215.400mg]

COLOUR PART[GLICLAZIDE]
Limit: 180.000 = 3% [174.600mg -185.400mq]
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o ] WHITE PART [METFORMIN HCL] 22 . Lo ?3 e COLOUR PART[GLICLAZIDE] % ,{BcL?
Limit: 1180.000 + 3% [1144.600mg — 1215.400mg] Limit: 180.000 + 3% [174.600mg -185.400mg
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Average weight of 20 Tablets: ... iXeo g

Min. weight... 2. 132 . g
Max. weight ...t A2 g o b X %
Average weight of 20 Tablets: >

pate: S\ ,‘:'/X)Qonme- o\l

Done by: ...... QJ“P' ....... (IPQA)

WHITE PART [METFORMIN HCL] 2% . L") 3— COLOUR PART[GLICLAZIDE] 2.6 'Lé’},
Limit: 1180.000 + 3% [1144.600mg — 1215.400mg] Limit: 180.000 % 3% [174.600mg -185.400mg]
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Max. weight . \..0 5.5 _...g
Average weight of 20 Tablets:

Max. weight
Average weight of 20 Tablets:

£ Safetab Life Science ’4
BATCH MANUFACTURING RECORD Page No.: 65 of 78
Brand Name | GLIDE M 60/850 TABLETS ;’:fmd " 1014 Batch Size 5,00,000 Teblets
) .| Gliclezide and Metformin Hycrochloride . — Supersedes
Hencuc Name.? sustained release Tabiets 6G/850mg i ST/MFA/130/R0 MFC No: e
Batch No.: ‘ GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.11-B IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR BY IPQA:
Date..‘E.l.l’.O.X,.Z?ﬁme:.......\...\..zi.C Done by: ...QLK ........ {IPQA)
WHITE PART [METFORMIN ACL] _ 0.2 /614 G — COLOUR PART[GLICLAZIDE] 2 6eX g
Limit: 1180.000 + 3% [1144.600mg — 1215.400mg] Limit: 180.000 % 3% [174.600mg —185.400mg]
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o WHITE PART [METFORMIN HCL] 023 . b4t 3" o COLOUR PART[GLICLAZIDE] 2,6\ \Z/"
Limit: 1180.000 + 3% [1144.600mg — 1215.400mgq] Limit: 180.000 *+ 3% [174.600mg —185.400mg]
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WHITE PART [METFORMIN HCL] 2.2 . (L A 35— COLOUR PART[GLICLAZIDE] 3.613%
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” | Safetab Life Science . E

G BATCH MANUFACTURING RECORD Page No.: 65 of 78

Brand Name | GLIDE M 66/850 TABLETS e 1014 Batch Size 5,00,000 Tablets
. ____.| Gliclazide and Metformin Hycrochloride ) —— _~ | Supersedes
GenEii iR sustained release Tabiets 6G/850mc MFL HO: ST/MFL/130/R0 MFC No: B
Batch No.: GD200701 | Mfg.Date: 07/2020 Exp.Date: 06/2023
11.131-B IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR 8Y IPQA:
Date:.‘.{i&\ﬁ&.’&Time:...@f.\.‘...ss Done by: ....:m...:....(IPQA)
WHITE PART [METFORMIN HCLI 2, iy COLOUR PART[GLICLAZIDE] 26 \k%
Limit: 1180.000 % 3% [1144.600mg — 1215.400mg] (2> Limit: 180.000 £ 3% [174.600mg -185.400mg]
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Average weight of 20 Tablets: ... NS g Average weight of 20 Tablets: ... ONASD....g
pate: 1 O\ OB \VE Time: 1.1 00 Done by: ...;XA%.....‘.(IPQA)
: WHITE PART [METFORMIN HCL] 23 \0\1—‘36 COLOUR PART[GLICLAZIDE] 2 boq %
Limit: 1180.000 + 3% [1144.600mg — 1215.400mg]

Limit: 180.000 = 3% [174.600mg -185.400mq]
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WHITE PART [METFORMIN HCL] 2 2 - ©\9% COLOUR PART[GLICLAZIDE] 2 lo\lo 9y
Limit: 1180.000 * 3% [1144.600mg — 1215.400mg] Limit: 180.000 £ 3% [174.600mg -185.400mg]
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L3 Safetab Life Science s
g BATCH MANUFACTURING RECORD Page No.: 65 of 78
Brand Name | GLIDE M 60/850 TABLETS Z‘:fj“d W 1014 Batch Size 5,00,000 Teblets
. .| Gliclazide and Metformin Hycrochloride | . o Supersedes
! Generic Namves sustained release Tablets 6C/850mg i 10N ST/MFC/130/R0 MFC No: SiEL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.11-B IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR BY IPQA:
Date: \p\a?‘bo Tme.-..‘t.'.x....&g- + Done by: m/ ...... (IPQA) —~
WHITE PART [METFORMIN HCL] Q& b:_Cﬂ’ COLOUR PART[GLICLAZIDE] c}?}
Lirnit: 1180.000 % 3% [1144.600mg — 1215.400mg] Limit: 180.000 = 3% [174.600mg —185 400mq]
1] v 8 ey ] GRS ! e |2 ey [P ] el
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Min. waght........\.....‘.ft ........... g L S (97 Min. weight.......... & ‘ . 13 ........ g
Max. weight ...\ RE . g % Max. weight ... 8% g
Average weight of 20 Tabiets: Al g Average weight of 20 Tablets ........... QT.]_
Date..l“‘gp@ Time:... 130 N DONE BY? +.erereee DO reeeeno(TPQA)
WHITE PART [METFORMIN HCL] 22 89\ a’ COLOUR PART[GLICLAZIDE] R &0b
Limit: 1180.000 % 3% [1144.600mg — 1215.400mg] Limit: 180.000 = 3% [174.600mg -185.400mg]

Average wexght of 20 Tablets:

1T\ 8 [ +1®& [15] 118 1] o\ 8| oK [ e8]
Tons [Pl uvs 9l e (2] e |° | ol 11| el

3 \ A\ p2 10 \ A\R) 17 \° th‘ 3 () \&D 10 o ‘-‘x—’ 17 o'&u

41 VR 1] 4R 3B VR 4 oy [ o8 e o\&o

Sl vy [Py \72 B s [ ¢ RS 12| o\R) as o\ B

6 1.8 3] v [P W\ s ot 2] o '

71 B [#] 1Bl K & 4] o\

i, ey’ e — o ":féf’g“f&'::::tﬁ:&‘%tj;::__g

Average weight of 20 Tablets:

Date: “’] U&Y% Time:.... & A2~

Done by: cccccea. Mﬁr ........ (IPQA)

WHITE PART [METFORMIN HCL] 22634 a«j COLOUR PART[GLICLAZIDE] : nga/
Limit: 1180.000 % 3% [1144.600mg — 1215.400mg] Limit: 180.000 £ 3% [174.600mg -185.400mg J

1T g |5 ] ta8o 2] 1> . [* | el8n [l el || oW%
T e |° | vie 9] ti8)  [2 |elBo  [° [ evR 11| Wb
STty (O] 00 [T vve [P et [Pl eig) [ | ol
o oo (B eey [P etts (M) efp 1B L el
5T vws (2] e [P tige [P 1 180 2] o8 1% | OW)
71 v’y [ Uisy 7] ey [®*] olo

L1 c\q 5 _— e
Mi ht s SO . C..% Min. 1, DPR,.o00. 18, [ SR
A nromm . et %s B | e SR S
Average weight of 20 Tablets: ... r .. g Average weight of 20 Tablets:

Prepared by: Checked by: Approved By:
. . QA Executive / Production Head / QA Head /

Designation Designee Designe Designee SRRtk AN R
P— /OJ Q‘f oo | [SoTRoLLto gor:
with Date gr\g’(ﬂ% Iob 2020 O‘O a0h 0 \\ QQD\Q i




| £~ | Safetab Life Science
| '\_\;; ; SATCI:K MANUFACTURING RECORD Page No.: |
Brand Name f GLIDE M 60/850 TMM | 5,00,000 Teblets f
o 1 i xS |

! Gl id i G ide |
Generic Name: Gliclazide and Metformin Hycrochloride

. Sustzined release Tablets 60/850ma

Batch No._:_ [ GD200701

STIMFC/130/R0 | Dabersedes

07/2020 ’ Exp.Date: | 06/2023 ._J

Date:.lb oS Time: 4.0

\
............... 3 4 Done by: .oooveor, M. ... (1POA
WHITE PART [METFORMIN HCL] 3 .CRes COLOUR PART[GLICLAZIDE]

Limit: 1180.000 = 3% [1144.600mg — 1215.400mg J .

Y% [174.

Min. weight...
Max. weight ... ©-18

Min. weight......_...l.:.t.. o o
Max. weight .|~ ]
Average weight of 20

SN 1 Y g 9‘1'7"7 %

WHITE PART

COLOUR PART{GLICLAZIDE]

[METFORMIN HCL]
£l 6

. it: 1180.000 =+ 3% 144.600mg — 1215.400m: L Limit: 180.000 + 3% [174.600m
2 16 | (2|
3 Ed D B

4 | El N O

s (19| B
6

7]

Min. weight.
Max. weight

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

WHITE PA|
Limit: 1180.000 + 3

RT [METFORMIN HCL] COLOUR PART[GLICLAZIDE]

% [1144.600m —1215.400m Limit: 180.000 + 3% 174.600mg -185.400m
E3 & ] E LN DV - B
2 16 NER En 16
3 17 17
4 18 I
5 19
6 20
N N

Approved By:
QA Head /
Designee

QA Executive /

Designation Designee

Signature
with Date




Safetab Life Sciewiee

sl g BATCH MANUFACTURING RECORD Page No.: 66 of 78

Brand Name | GLIDE M 60/850 TABLETS :Z::d”d e 1014 Batch Size 5,00,000 Teblets
Generic Name:| 3 e o e Taniews co/osomg | MFCNO: | STMFC/130/R0 | GRECSASs |
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
11.12 WEIGHING RECORD Of COMPRESSED TABLETS:~ %"é\ym
Con{giiner V\G,;)gsst V;Z;it wgiztht We;)gyhed %3%223 Conrgziner MG,Q?QS:,E \E;it wﬁiztht We’i:?yhed (éi;;z;l;f:
in Kg in Kg in Kg in Kg in Kg in Kg
1 122 | 60 [tbnl |wabeehe | 2R 31 2e | 1-¥o | W [Tyyaoan | B 10w
2 1Re> | V8o [\w13 [hvene (5o | 32 | V928 i
3 Teo | 'R0 |\T a0 [Tuan [Suiowie 33 ’
4 \Q63 | VKo Vb2 Busenc | Suests | 34 \
5 €93 | (o Nouy [Twew [Bano| 35 i
6 119k | V¥ Mol [Bavewe [Gei-| 36
7193132 [2wo 3129 Dueene | Yerone | 37
8 232149 | 2 sv |30.29 famene 9;:::" 38
S 3381 2-5e  [3).27  Padewnes % f\/o'; ve 39
10 [31.UA [2-50 [22.QS Makeen G50 | 40
11 |92.92 | 250 |3 01U Mdawtie | S 41
12 20,22 | 2.5o (21712 |wweene |SdN| 42
13 MU0 | \'X0 [lbibo Nueyn SR | 43
14 182y | Vyo [buy Nuewes | B0, | 44 4
15 N1Hose [ VXo NeAb Mo bdgwa, | 45 {
16 [\Weou | Voxo [loay [Nues~ LESes | 46 \
17 1.9 | 6o |Vb o N~ b«\‘ma 47
18 \1.9% L:Xo | 1%l Nuew— oa\g,y?-‘k: 48
19 [\R.\L 1o Wk Nuer— [ Sitse] 49 \
2011235 | 1%e [lorws lunee londtag [ 50 "
21 |3tuo | 280 |34.90 Mdro [ReieeT =
22 |2y.90 | 2%0 [20.u0 Milvau |%edte | 52
23 [2V0s | owe o e Mokt Biode] 53
24 [oq.%% | 290 |01.2¢ Mo B1oRo| 54
25 1. %0 | "o [Ibco Rvaoe |Tietine 5 g
26 \R 5% o |1ty N yven e ?’lkc(\:g{s—\v 56 /C)A iio
27 \¥: 1o \+*Xb \b ’c\O —LH\"c/mk_ r,-\(;'?w 57 /O, 5
28 [g2a | LYo [lb.se igenaBoel | 58 e
25 192 | VX0 N\ TG [yqand P o] 59 : y
30 [18.20 | \'Ro |lbuo [luuen. | Bicww] 60 e
Total weight of compressed tablets: (q-’c\-:{—-g-L«Bﬁ-S-S? kg
Sl
Intimate IPQA to draw the sample. Sample withdrawn by IPQA.
Production Sian:..¥:%...... Dater \SIRR Vo IPQA Sign: M{?, Date: \o\ 0‘3' 2
Send Test Reguest Form for analysis of compressed tablets to QC department.
Prepared by: Checked by: Approved By:
T N i N
Signature C L? 1 ) L? @ng/ua ‘)9'\'& ’L b N_T:R_Q_': LED COPY
with Date /< Yol hloo2o DHTD% \boso 0“‘\\6 =4




Safetab Life Sciewice
e BATCH MANUFACTURING RECORD Page No.: 67 of 78
Brand Name | GLIDE M 60/850 TABLETS ;’;"fj“d a5 1014 Batch Size 5,00,000 Teblets
" _ .| Gliclazide and Metformin Hydrochloride : R Supersedes i
Seneric Name: sustained relezse Tablets 60/850mg HFG NO: STHIGLE0/R0 MFC No: NIL
Batch No.: GD200701 Mfg.Date: 07/2020 | Exp.Date: 06/2023
12.C RECONCILIATION:
1.0 Theoretical weight of Compressed teblets 680.00 Kg 500000 No’s
2.0 Actua! weight of Compressed tablets (9 A) g 2 \gq’ Kg A ;ﬁ’to ) 8‘8’9
3.0 Manufacturing Loss (1.0 — 6.0) $) 'F% S k| Dy ; JJ@ Jf
In-process samples
A | IPQA Samples Kg | '\ Q 2o
LN
io 2 W !
B | QC Samples s \5 Kg \ O
C | Validation Samples \ W& K (9\0 0
5.0 | Totalsamples: (A +8+C) £ -4 L x| 27 E~
~
6.0 | Total: (5.0 +2.0) SQ CO95 k| B ,‘7}—%) L9%1
6.0
9/, Vi _
7.0 | %Yeld =>-x100 C) ) %
Limit: NLT 95.00%%*

If yield is out of limit raise deviation and inform to QA.

After QA investigation and approval proceed to the next stage.

*Tentative limit
Total rejects destroyed:

2.5

Lol Xg. by Production sign/Date:

(Rejected materials should be destroyed in the presence of IPQA.)

.Z\n.\Q.

279 Checked By TPQA

. {
sign/Date:..: 31 0008 %
\® ;4581 =

Checked By IPQA sign/Date: «Q,J@Q/ :
A L

%{ \nf»)@

IPQA sign/Date:
2N
Prepared by: Checked by: Approved By:
Designation QA Executive / Production Head / QA Head /
gna Designee Designge Designee
NG
Signature ‘ l? : .\q W\}
with Date % 1 b o . ' ~ oY
ol I0b(ecld ohloblRe2 O N
: 8




Safetab Life Scievice

BATCH MANUFACTURING RECORD Page No.: 68 of 78
Brand Name | GLIDE M 60/850 TABLETS ;?f’“d R 1014 Batch Size 5,00,000 Tablets
. v . Gliclazide and Metformin Hydrochloride ) - Supersedes -
Generic Name: sustained release Tablets 60/850mg MFC NO: ST/MFC/130/RC MEC No- NIl
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
13.0 TABLET INSPECTION: <y
13.1 LINE CLEARENCE CHECKS:
S.No Checks Ob$watlon r
Production IPQA
Check whether empty containers, polythene bags and documents of previous batch/product
are removed from the area. il il
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. v’ P
3 Check the absence of tablets of previous batch/product in the container and surrounding
area. v gl
4 Check whether the area (floor, wall, ceiling, door, windows) are clean. wa ~
5 Check whether the tubelight fixture, supply grills, riser grills, filters and electrical fixtures v y
are clean.
6 Check whether the daily records are updated and signed. v’
7 Check the environmental condition and record in BMR v
8 Check whether area and equipment status board is updated. V
Note: Tick mark (¥) if Complies and (X) if-Does not comply 3
Checked by (Production) sign/date:...} 0&,[%0"7 Verified by (IPQA) S|gnldat&_;k
Date: 20| 2 |ooe Date: 2 1/0?)\202/0
13.2 ENVIRONMENTAL CONDITIONS L k
Observation Production Sign Observation Production Sign
Temperature: 23°C to Q ,7 R
Refer Current 27°C 0“1,{’ i
version of SOP Relative Humidity: @,
45% to 55 % K34 Qo S\

13.3 APPROVAL FOR/12N§PECTION.

Line clearance IPQA Si n./Date..._@‘._,,\_. - e o M
PQA Sig % C;gwﬁa

S. No Process Instructions
1 Carry out visual inspection of tablets on tablet manual inspection area.
Collect inspected tablets in containers lined with polythene bags. Weigh the containers and record the weight.
3 Intimate In-process Quality Assurance.
13.4 TABLETS VISUAL INSPECTION RECORD: »
Types of rejection: broken tablets, damage edges, capping, sticking, foreign particle and for other rejections.
Container No Time i i
Date Total Quandtrty Taglets IbnspDecttxon Checked by/Date
From To Started Completed Rejecte one by/Date
Sojoaloore | O by | a0i%s | 22lc0 et 7by hagm/Lj,w«JA, @fc{/o%/m%
Caofl
' (&
3 n /
3)0Yecre | 0% 2) |bblos | ntec AL Honguls, Hollys 31/0% Bogre
ﬂaé/{f (*L" p—
N/
e R S— — ¥ e J‘,rr)ahff
Prepared by: Checked by: Approved By:
BesigrEon QA Exe_cutxve / Productlf)n Head / QA I-.lead /
Designee Desngqee Designee s

‘
o

ignature & cop
vSviih I;ate 9\{\%@” )Ob}gog@ w Df—flob)g‘o)ﬁ && oV ‘ CQNTROLLLD

Q‘S'R\D t e e




T Safetab Life Science

NGt BATCH MANUFACTURING RECORD Page No.: 69 of 78

Brand Name | GLIDE M 60/850 TABLETS ::::d“d 3 1014 Batch Size 5,00,000 Tablets
Generic Name: g‘]‘sct':lzr"gi fé‘ga"git_fga‘e’i‘s?gj/‘g’ggﬂ'de MEC NO: ST/MFC/130/R0 fd’;':pce&ie:des NIL
Batch No.: GD200701 Mfg.Date: 07/2020 | Exp.Date: 06/2023
13.5 WEIGHING RECORD OF INSPECTED TABLETS: ' Date: ...30).08|2222
Conteiner] T | wghe | weight | Welshed| Crecked | contamer (G | G | weigne | Wefghed) Checkec
in Kg in Kg in Kg in Kg in Kg in Kg
- \220 | ),80 Jory e FWU‘L %l 31 [%i4aan 1 .20 lbugn | Cinpd Cw;ift‘"'bj'\w

2 [2o0 | )R Lbe e | putolic @iﬁ 2 |, ‘

3 ”7' 59 ] v 20 1%, LS D\u}‘\(xuv ‘ Aa%! 33 \

4 WBrho | 110 | Ibioo PuHaliu| Gxpune 34 \\ :

= 19080 | )30 | 1biyb]Gop @nﬂ«w = \

6 | (7.92] 1120 | rb11n] bopy’ [ @ywped 36 \

7 23.70 @g;ﬁ 31. 20 | Luops [ L \

b 32:70 | 2150 | 2n.20 | Aopy (Oas ok 38 \

9 [53.8% | 2o |29 |topy (Dumhed 39 \

10 (9w |20 |99 | Copy (apiepport 40

11 22.% | Awo |31y | Cepr @»Mc‘f]w 41 \

iz Ro20 | Qo0 | 2990 | Oipwl /E-Q‘lf%hr‘v 42 \

13 (2.22 | 1.8 | ths | hrpt (ﬂxmrmmo 43 \

A4 12221 LQo | 174 (‘npﬂf ‘ﬂ% by 44 \

15 sy | 1eo | 199w |Gt [ @] 45

16 | 1o | 8o | tbion [om |(aep’] 46 \

17 722 | liae | tbwo? o rm" Uyt 47 \

18 1798 | 1180 | thri | Dppd | (fagestrd 48 \

19 EYT [18c | 1613 Jom (Wagslor| 49 \

20 13132 Piae | Ihisa | Baph @M/MW“ 50 X

21 | 37395 2@ 3489 | oopt | [t S

22 | 3a.29] 2oge| 30039 | Copl | (ot 52

23 22 | 280 | FRY Cm‘f)f (] 53 \

24 QQ‘ 37 ,.,'? 15 p?7 ~37 Cmp’l (ﬁ;\.ﬂi‘?}\’f‘ 54 \\

25 (7. 921 1,830 1¥.9% Qr‘w @ 55 \

26 1250 | Jigo | 157k | Cpnd | Qéysih®| 56

27| 13.67] ;.80 /BT ] pom | QGuel¥y 57 |

28 Bi2o | [18o] [bis® | Oippf @Mue’fw 58 \ i

29 [9:71 /180 179/ | Cwpt CL“..W whet 59 (ﬁﬁ

30 91 | Jianl 1b:30 | oot | (en] 60 %/ paher

’ Total weight of inspected tablets: /)IJ% DO kg

Prepared by: Checked by: Approved By:
Bestgnation QA Exptcutive / Productk?n Head / QA l-Aiead /
Designee Desxgneg—*\ Designee

e | Q0 lhos W87 NEEY




Safetab Life Scievice
BATCH MANUFACTURING RECORD Page No.: 70 of 78
Brand Name | GLIDE M 60/850 TABLETS :; ik 1 1014 Batcly Size 5,060,000 Tablets
= .| Gliclazide and Metformin Hydrochlorice —_— R Supersedes ;
S sustained relezse Tablets 60/850mg pES. Beck ST/MFC/130/R0 MFC No: ML
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
14.0 RECONCILIATION: {INSPECTION OF TABLETS) vy
1.0 Theoretical weight of tablets z . (7 8 0. 00 kg SGG00C No's
2.0 Tablets transferred for Inspection : b 4.5 f)__ kg 2153 9 No's
3.0 Rejected tablets ¥ 0.%7 kg L g No's
4.0 | Total weight of good tablets bag.oa ka| AlbA™\| Nos
% Yield = ﬂx 100
5.0 9 0
%
(Limit- NLT 94.0%)* 0\ o 29
If yield is out of limit, raise deviation and inform to QA. After QA, investigation and approval proceed to the next stage.

*Tentative fimit e Y
. : (M) 3 \ .~ o1
Total rejects destroyed: ..2.1 <] Kg by Production/Date: ..4=g4).0312021 Checked by IPQA/Date: &%‘\Q\Q‘O“’

(Rejected materials should be destroyed in the presence of QA)

a 8
Yield reconciliation done by Production/Date: (31031 Checked by PQa/Date: Aﬂ\(g&ﬁ)@?@

14.1 RELEASE FOR PACKING

Compressed tablet report checked and relea r packing

Checked by Competent Staff Sign/Date: ...t

Prepared by: Checked by: Approved By:
; . QA Executive / Production Head / QA Head / .
Desghation Designee Desigpeey | Designee ! C 0 N T R O L L Eg C 0

ignature ! } A CA_ g
iri%h Date 9« L?cL{ \ol:)mo’l»t) U"ac;l(\)f%ﬁjp &gﬁi&ﬂ Vé‘?




Safetab Life Science

BATCH MANUFACTURING RECCRD Page No.: 71 0f 78
Brand Name | GLIDE M 60/850 TABLETS ::Jofj“d e 1014 Batch Size 5,00,000 Tzblets
. .| Gliclezide and Metformin Hydrochloride . X Supersedes
A sustained release Tablets 60/850mg BB SUHRa0me MFC No: ML
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
/‘ s
15.0 PROCESS HISTORY

Prepared by: Checked by: Approved By:

QA Executive / Production Head / QA Head /

Designation Designee Designee— Designee

|
ignature ! ; } :al ‘
VSVi%h l;ate (7\( tQ""i ) b[:}ﬁ e %O&T;Cg%’f;é \xﬁ\(ﬁ:\x}\/ \L




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 720f78
Brand Name | GLIDE M 60/850 TABLETS e 1014 Batch Size 5,00,000 Tablets
. .1 Gliclezide anc Metformin Hydrochloride | . Supersedes
Generic Namey o ined roloase Tablets 60/850ma adhsis STMPC/I30/R0 | uee No: NIL
Batch No.: GD200701 tMfg.Date: 07/2020 Exp.Date: 06/2023
_ =9 Checked by Reviewed by
16.0 Following the BMR recerds in additional attached.
Production Head QA Head
1 Raw Mzaterials dispensed labels ‘ s 4
2 Granulation stage anzlytical report
ge analy P % el i
3 Compression stage analytical report . /

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

n D0
This Batch Manufacturing reviewed on date........ 3[108 19’0

Production Head sign/date.

This Batch Manufacturing Record received, reviéwed and batch is released for packing on date...E\,\OQl&CQO

Prepared by:

Checked by:

Approved By:

y 1 QA Executive / Production Head / QA Head /
Designation Designee Designee Designee i 0 NT RO i LLD COPV
Signature "\ \Q U"\j a (C}{‘ x{\\@: ¥ |
with Date ¢ /OH {QLD 29020 CKZH ‘@5 20 \ 'bs}"




Safetab Life Sciewnce

o

& BATCH MANUFACTURING RECCRD Page No.: 73 0f 78
Brand Name | GLIDE M 60/850 TABLETS Z::’“Ct 0 1014 Batch Size 5,00,000 Tablets
Seneric Named] Sjcbae o Nty Ryeciorss | wrcno: | symecrisoo | pubSetes |
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023

17.0 ABBREVATIONS
S.No. ihort Abbreviation S.No. Short Abbreviation
orm , Form

1 BP British Pharmacopeia 19 | A.R.No. | Analytical Report Number
2 API Active Pharmaceutical Ingredients 20 IPQA | In Process Quality Assurance
3 BMR Batch Manufacturing Record 21 L Lakhs
4 MFG Manufacturing 22 TRF Test Request Form
5 EXP Expiry » 23 RMG Rapid Mixer Granulator
6 QA Quality Assurance 24 FBD Fluid Bed Drier
7 Kg Kilogram 25 sSOopP Standard Operating Procedure
8 g Gram 26 mm Millimeter
9 fts Liters 27 NLT Not Less Than
i0 Min Minutes 28 NMT | Not More Than
i1 Hrs Hours 29 Tab Tablet
12 M/C Machine 30 RHS Right Hand Side
13 Prod | Production 31 LHS Left Hand Side
14 B.No | Batch number 32 Std Standard
E ) mg Milligram - 2 33 Avg Average
16 Qty Quantity 34 pm Rotation Per Minute
17 QC Quality Control 35 No’s Numbers
18 LoD Loss On Drying 36 Sign Signature

Prepared by: Checked by: Approved By:

el Il By R

ignature Lo <o b RS 2
| 9 oo lsoso Uﬁ“‘éﬁf@ﬁ?ﬁ \\;\Z\’.\&




Safetab Life Sciewice

BATCH MANUFACTURING RECORD Page No.: 74 of 78
Brand Name | GLIDE M 60/850 TABLETS ;‘:?“Ct B 1014 Batch Size 5,00,000 Tablets
. _i Gliclazide and Metformin Hydrochlorice 3 o Supersedes
Generic Names sustzined release Tablets 60/850mc S SHMPGLSAR0 MFC No: R
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
v
[ BMR COPY/QUALITY CONTROL COPY |
18.0 TEST REQUEST FORM FOR LUBRICATED GRANULES [METFORMIN HYDROCHLORIDE.«PART}
From: Manufacturing Department To: Q.A. Department
To be filled by production To be filled by IPQA
.}‘ P b Quantity Sampled _SC«%)
Date of Mfg.@ .................... Date of exp 0‘20)'&
Sampled by on dat@&g—‘.&.\fﬁ’
Test Request for .: CQ ( u Qf‘ J’
No. of containers :.\.ﬁ_
TRF raised by"&> ............ on date......e... \9%\m Sample received by :.. on date:..!:)f%.\..o.,jg

To be filled by QC
TRF received on O}\lﬁghxlo
Sample tested on QSIQBW O

Test Results Limits

Eath N8orag OF vemale (ontsling

S—
<

i:md;—ﬁemuﬂ vl — 8)(9.\0(.‘:77@7,1

Spgce for QC oval (Stamping and Signirgq_s

Analytical Referencv:e no.: QLH\.OO‘S ‘q‘ ')'d)'o _ ]
Analysed By : iﬁ-/—/ on Qb\QSMO ( &‘(,\ \W

Prepared by: Checked by: Approved By:
i ) QA Executive / Production Head / QA Head / i :
Designation = : . e e .Y,
Designee De5|g\?e§\ Designee ;@ NTRO L LLD 00"

B 1000 ok bose [V14RE e A

7




Safetab Life Science

\

) S BATCH MANUFACTURING RECORD Page No.: 75 of 78
Brand Name | GLIDE M 60/850 TABLETS S 1014 Batch Size 5,00,000 Tablets
: .| Gliclezide and Metformin Hydrochlcrice 3 Supersedes 7
Generic Name: sustained release Tablets 60/850mg b SHMRC/A30/R0 MFC No: PEL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023

[ BMR COPY/QUALITY CONTROL COPY |

7

19.0 TEST REQUEST FORM FOR LUBRICATED GRANULES [GLICLAZIDE PART]

From: Manufacturing Department

To: Q.A. Department

To be filled by production
Date of Mng:\»)?—OQ/O Date of exp 06)9/023

Test Reguest for COQA;CJ‘).%

TRF raised by.....;d¢.__«7_. on date..........&.L§.Q.ﬁ.).’)/0

To be filled by IPQA
Quantity, Sampled :..... SO?

C.\ﬂ?"}",q_gn date:.P..‘..)S?fg/? 2

Sampled by

No. of containers

Do

on date:...©.

To be filled by QC
TRF received on @D,loﬁbd)o
Sample tested on CE‘.C:’,hU? (o]

Test Resuits

Limits

&li doosdo — 51118 (qb.24

Eth 180m9  of granule Contein

oy

Analytical Reference no.: 61&1003“‘3@0
Jago-tech Y
%&— on: obw8nﬂ«°

Analysed By : ...,

]
LA

Space for QC Approval (Stamping and Signing)

ol

SIS AN -

<
. ®
.

Prepared by: Checked by:

Approved By: 7 t

Besiaistion P QA Executive / Production Head / QA Head / = x

| g e __ Designee L 0 De!s‘iggejg Designee\ - CONTROLLLO coP
Signature < \% U’]&(«/& _Q&J—’ (\}k\\)\@,
winose |1V lobloozo | oglotpy ool ™




Safetab Life Sciewnce

BATCH MANUFACTURING RECCRD Page No.: 76 of 78
‘Brand Name | GLIDE M 60/850 TABLETS ;:;’f’“d = 1014 Batch Size 5,00,000 Tablets
. .| Gliclezide and Metformin Hydrochioride . CT/MEC/TR Supersedes
Generis Names sustzined release Tablets 60/850mg MEC fe STMR-JAS(R0 MFC No: "
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023

| BMR COPY/QUALITY CONTROL COPY |

20.0 TEST REQUEST FORM FOR COMPRESSED TABLETS

From: Manufacturing Department

To: Q.A. Department

4

To be filled by production

Date of Mfg.: 0#‘2‘02‘0 Date of exp :.¥ .M. 19‘02\%

on date*\o\og&ﬂbgo

Test Reguest for .1.......

TRF raised by

To be filled by IPQA
Quantity S;ampled 2.

6o abess

‘C@}' on date:..).Ql%fb@b
30

Sampled by
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Safetab Life Science

h ot BATCH MANUFACTURING RECORD Pl T 77 0f 78

Brand Name | GLIDE M 60/850 TABLETS Z'::’”Ct D 1014 Batch Size 5,00,000 Tablets
Generic Name:| >'C22i0e 210 ree Tablets to/amomg T | MECNO: | ST/MFC/130/RO | pBersedes NIL
Batch No.: GD200701 Mfg.Date: 07/2020 Exp.Date: 06/2023
21.0 BATCH MANUFAC';' ;;RING RECORD REVIEW CHECK LIST
- S.No. No. » N CHECK POINTS % Status
1 The entire Page no: ____‘?__!\_ to _:r_é_ are available, verified and found correct. ‘é/vr\lo
2 Batch numbers avzilable in all pages verified and are correct. - Ye%
3 Manufacturing and expiry is correctly aliotted verified. ! Y,g/No
4 Dispensing carried out on calibrated balance verified. Y{/ No
5 Dispensing Cards attached. . \(/No
6 Line clearance is taken prior to all dispensing and manufacturing activities. Yés / No
7 Dispensing is carried out as per indent of raw materials are correct. \‘(9//4\10
8 Environmental conditions comply during all the manufacturing steps. Y‘ 7/ No
9 All wrong entries if any have been strike out and signed and verified. Y/e{/';\{o
10 Actual equipment used is as specified and verified. Y_eeﬂo
11 Dry mixing, compression and coating reconciliation is filled and variance is within acceptance limit. Yes7 /l;!o
12 If any deviation and change control raised related to this batch attached with Batch record. Yes / No / NA
Note: If any abnormalities noticed during batch manufacturing record review it sg_guld be brought to the notice of QA Head.

A

// |

N
F e
Batch Manufacturing Record reviewed by IPQA Sign/Date: C.Zk 2 .% .i)/()"yv
. 2 C

- £y (27\

QA Head Sign/Date: 5@ ...... Eiﬁ\to,g\ﬂwz;

Prepared by: Checked by: Approved By:
A - -
pesignation Q. Exgcut«ve / Productnf)n Head / QA }-.lead /
Designee Designee Designee

CONTROLLED .COPY
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Safetab Life Sciewice

SR BATCH MANUFACTURING RECCRD Page No.: 78 of 78
Brand Name | GLIDE M 66/850 TABLETS ;‘;"f’“‘i i 1014 Batch Sizs 5,00,000 Tablets
" Gliclazide and Metformin Hydrochioride = Supersedes
ia = . & s h \
Generic Name susteined release Tablets 60/850mg HECRO SUMEC{13UR0 MFC No: Rl
Batch No.: GD200701 Mfg.Date: 07/2020 | Exp.Date: 06/2023

22.0 REVISION HISTORY:

Revision No.

Date of Revision

Changes Made

Effective Date

_ 1.0 New product introduced, refexj.,c'ﬁange control no. ! i
90 ST/CC/20/21. 04 z e[ 20
€
Prepared by: .Checked by: Approved By:

L QA Executive / Production Head / QA Head /
Designation Designee Designgg™> Designee X an—
Signature ? Dl w@ﬁm{oﬂéﬁ \\@Q@-“ LEONTROLLED COPY
winoste | 1 You loblaose |77 pifloblpes” '




