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Safetab Lifc Science ;

BATCH MANUFACTURING RECORD Page 10f78
fcduct | | GLIDE M 60/850 TABLETS | Product ID No.: T 1014 Batch Size | 5,00,000 Tabiets
N . | Gliclazide and Metformin Hydrochloride | . - ‘_ Supersedes N
?_I‘e”c' 7 sustained release Tablets 60/850mg BAFC NO: ST/HFL/130/R0 MFC No: NIL

tch No.: | Mfg. Date: / Exp. Date: | s ;
et LD20060 Y 3 06 /yoin | =P 0 [gods

BATCH MANUFACTURING RECORD COVER SHEET:

. PRODUCT NAME

GLIDE M 60/850 TABLETS

LABEL CLAIM

Each uncoated bilayered sustained release tablet contains:

b

Gliclazide BP 60 mg
Metformin Hydrochloride BP 5686 mg
(in sustained release form) Geo

Colour: Approved colours are used.

Pack Size

TP: 3x10’s blister pack

Storage Condition

Protect from light and moisture.

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

SHELF LIFE

24 MONTHS

CUSTOMER NAME

wen- G enelil

EFFECTIVE BATCH NUMBER : DATE: /
L0604 0uloblndo
MANUFACTURING LICENCE No. PON/DRUGS/07 13 1906
MFG. DATE: S 0 BMR. No STBMR: 123/00
Ob 2020 .
. _ Supersedes .
EXP. DATE: 0 ‘7‘1 2002 e g Nil

BMR ISSUED BY/DATE (QA)

f Of\% boao

BMR CHECKED & RECEIVED BY/DATE

(PRODUCTION)

Allotted By: QA Executive Sign/Date:

DATE OF COMMENCEMENT:

DATE OF COMPLETION: |

—

This BMR contains 78 Pages +

%lo_o 29

ceSendbaananesarnansansesns asans ae BHmrs bt g Additional Pages

Checked by Competent Staff Sign/Date: ... 377\,

Prepared by: Checked by: Approved By:

) ) QA Executive / Production Head / QA Hééd / = e J\
Designation Designee Desng_nge Designee \ CCNT F:.C L L ED CO PY l
Signature (i : { N 5 “3 X T
with Date I t/qc){kc Lloet U‘ﬂ ,LG
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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 | 5,00,000 Tablets
Generics | Sl e teerae | mrcno: | sumrcrisormo | suereees | i
; Batch No.: (I}_,' D D»DOE)QL{’ Mfg. Date: 0&[&@1@ Exp. Date: @g ')_3
1.0"LIST OF EQUIPMENTS:
S.No Name of Equipment Equipment ID No. to be used
1 Dispensing Booth ST/SRDB/001
2 Balance -30 Kg Capacity ST/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 Multi mill ST/PRG/009
11 Octagonal blender(2200L) ST/PROB/001
12 Compression Machine ST/PRCM/001 or ST/PRCM/003 or ST/PRC/004
13 Disintegration Tester ST/IPDT/002
14 Friability Test Apparatus ST/IPF/001
15 Hardness Tester ST/IPHT/004-02
16 Vernier Caliper ST/IPV/005
17 IR moisture Balance ST/1PMB/001
Prepared by: Checked by: Approved By: [E—
Pesignation QA Exgcutive / Productién Head / QA !-_{ead / _sf.‘——f——‘:;’:‘:';éé PY
Designee Designee Designee I nNTROLL t0 Rl
Signature C (\p t ‘ Ir o ¢ q{c\M']D \ \Nﬁyﬁ e
with Date [« Yoy \ebl2o o obl 2020 NG




Safetab Life Science

BATCH MANUFACTURING RECORD Page 3 of 78
Px oduct GLIDE M 60/850 TABLETS Product ID No.: 1014 Batch Size | 5, 00,000 Tablets
e e L R B e P el Ll
Batch No.: fﬂDDﬂ%DL{ Mfg. Date: 0 b! NON O | Exp- Date: O g(o,@'l%
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 oA
are removed from the area. K
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 Check the housekeeping general cleanliness of the floor, walls, ceiling, pass box, doors and door view
panels of man and material entry of dispensing area is clean. !
5 Check the cleanliness of the working table, cupboard, washing area and waste bin. .
6 Check the cleanliness of the drain points. A
P4 Ensure that the dispensing booth is cleaned and it's status. Al &
8 Check the cleanliness of the supply and return grill. oot
9 Check the cleanliness of side wall of the dispensing booth. A
10 Check the differential pressure of pre filter, intermediate filter and hepa filter are within the limit oA
11 Check the cleanliness of the utility line (compressed air, First RO water and purified water). oA
12 Check the cleanliness of the SS side panel and SS Stool. N
13 Ensure that the balances are cleaned and it's calibration status. Al
14 Check the status board of the area is updated. A P
15 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure that the A
records are updated.
16 Check the differential pressure of the area should be within the limit. M
17 Ensure that dispensing tools or accessories like scoops, spoons are cleaned and labeled with “Clean” label. A
18 Check proper gowning procedure foliowed as per the SOP N
19 Ensure the concurrent entries of log book. N
Note: Tick mark (¥) if Complies and ( ) :
Checked by (store) sign/date:.cc.ccccuen Verified by (IPQA)sign/date:. .....; .\W4( Aegesd) ¢
Equipment Dispensing Bocth Weighing Balance
p A
Equipment. ID No. ST/SRDB/001 ST{??(E{ \(,)vi/g 0)01 ST/(?Z’\XV% ())02 ?Ié\(’)v%/ 3&2? R

Previous Product&
Batch No.

Lo00BIAF -

C1amES- X 10)eL -

Cleasied by % foaf.. fook.. fogha /b;;/& :
Checked by Stores r‘é) }E %) (Q,‘%O [y
Sign/Date (Qﬂx. &\ahlnh)m : \Z\mv.o}\'}nb % oﬂoﬁ ol Oh,\)nh):bc od O vofr)
Counter checked by / A ) I M ol \ \ I\ p) L i
IPQA/Sign/Date 7Qi“ o\ ol 0L M,m D\ 0D \f“( e | \ W LTOROLIYW WD | Ok )
2.2 ENVIRONMENTAL CONDITIONS:
Observation Stores $ign
Temperature: 23°C to 27°C ,)5 oC.
Area: Dispensing Observation Stores Efign‘
Relative Humidity 45% to 55 % (‘57 }
) fg } - s
e, Lk | 5o /7T
2.3 APPROVAL FOR DISPENSING BY IPQA: Sign...... b Date:.. (. 2 10K .2

....... ey

Prepared by: Checked by: Approved By:
H 3 S
Deslgnation QA Exgcutlve / Productlf)n Head / QA f-.{ead / Y
Designee Designee Designee LdoNTROLL gD COP
. gy e
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afetab Life Sciewnce

BATCH MANUFACTURING RECORD

Page 4 of 78 -
Froduct: GLIDE M 60/850 TABLETS Product ID No.: 1014 Batch Size | 2,00,000 Tablets
. Gliclazide and Metformin Hydrochloride X S s Supersedes 1
MGenerlc. sustained release Tablets 60/850mg st Sﬁ'/MP_E‘v/bO/RG MFC No: NIL
p
Batch No.: Mfg. Date: b) Q—D Exp. Date: YK D—OD—B
(-t D2.0ob0 Db no
2.4 INDENT OF ACTIVE PHARMACEUTICAL INGREDIEN'_I;S (METFORMIN HYDROCHLORIDE PART)
2 Std Qty for 5.0L
Name of the Material Label ciatm 4
S.No i per tablet Spec Vendor
Ingredients Code in mg Total Qty For For For For
(Ka) LOT1I LOTII | LOTII] LOTIV
- ' P / y
y { Mebomin RMAMO030 | 850.000 | BP | 425.000 | 106.25 | 106.25 | 106.25 | 106.25 Aarti Drugs
Hydrochloride
2.4.1 INDENT OF EXCIPIENTS:
Unit dose Std Qty for 5.0L (Kg)
Name of the Material per o Vendor
S.No Ingredients Code tablet in P
mg Total Qty For For For For
v (Kg) LOT1I LOTII | LOTIII| LOTIV
Hydroxy Propy| 7 / & -
2 Methyicellulose RMEMO0035 | 120.000 | BP 60.000 15.0004 | 15.000 | 15.000 | 15.000 DOW
K 100M Premium E
Mi talli A A d ¥
icrocrystalline . .
B | clless phvad: RMEMO031 | g0.000 | BP | 30.000 | 7.500 | 7.500"| 7.500 | 7.500 Sigachi
/ - e i Haungshan
4 Povidone K90 RMEPO045 | 45.000 BP 22.500 5.625 5.625 5.625 5.625 Bonsun
Pharmaceuticals
Deepak
5 Isopropyl Alcohol RMEI0010 88.000 BP 44.000 11.000 | 11.000 | 11.000 | 11.000 %
fertilizers
6 Purified water RMEP0O033 132.000 BP 66.000 16.500 | 16.500 | 16.500 | 16.500 Inhouse
Lubrication
Hydroxy Propyl Vs
2 Methylcellulose RMEMOO35 | 1g0.000 | BP 50.000 50.000 pow
K 100M Premium
Magnesium 1 i .
8 sterprtes RMEMO0033 5.000 BP 2.500 2.500 Nitika
Prepared by: Checked by: Approved By:
S —— QA Exgcutlve / Productzgn Head / QA i:iead / Y
Designee Designee Designee It ‘R0 L LE D G O P
- CONTR .
Signature < U/O : g( - LLL &VQL‘ ‘5(44/ Wﬁy | et
with Date , (b (o012 / e 7
ol 04]ab [9020 1\
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Safetalb Life Sciewce

BATCH MANUFACTURING RECORD

: Page S of 78
Product: | GLIDE M 60/850 TABLETS Product ID No.: 1014 Batch Size | °,00,000 Tablets
: - | Gliclazide and Metformin "Hydroch!éricie A ) - Supersedes
Seneric sustzined release Tablets 60/850mg ks N? SLAC/130/R0 MFC No: Bk
| Batch No.: bo Mfg. Date: ] D¢ | Exp. Date: @gwﬂ_}
| (D2cpLOR 0b}20
2.5 INDENT OF ACTIVE PHARMACEUTICAL INGREDIEY:JTS (GLICLAZIDE PART)
. Label claim ‘
Name of the Material ; o Std. Qty. per
S.No Ingredients Code per t;leet in Overages % Spec batch (Kg) Vendor
i
1 | Gliclazide RMAG0014 60.000 nil BP 30.000 i
Pharmaceuticals
2.5.1 INDENT OF EXCIPIENTS:
. Material Unit dose per Std. Qty. per batch
S.No Name of the Ingredients Bl tablst i Spec (Kg) Vendor
2 Dicalcium Phosphate @ RMED0014 50.500 BP 25.250/ India Phosphate
3 Methocel K 100 Premium LVCR RMEMO0O036 40.000 BP ZD.OOO/ — DOW
4 Iron oxide Red RMEIO004 1.000 IH 0.500 .~ 4 Neelikon
Haungshan
4 Povidone K30 RMEP0049 9.000 BP 4.500 / Bonsun
Z| Pharmaceuticals
5 Methylene dichloride RMEM0029 100.000 BP 50.000 & Chemplast
Blending and Lubrication
6 Methocel K100 Premium RMEMO0035 10.000 BP 5.000” DOwW
«|
7 Colloidal silicone Dioxide .| RMECO017 | :» 2.000 BP 1.000,/ I Wacker
8 | Purified Talc RMET0012 5.000 BP 2.500 ~ Imerys
¢ ¥
9 Magnesium stearate RMEMO0033 2.500 BP 1.25(y P Nitika
Prepared by: Checked by: Approved By:
Designation QA Executive / Production Head / QA Head /

Designee Designee Designee
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| Safetab Life Sciewice

BATCH MANUFACTURING RECORD Page No.: | 1207 78

Bran;l\ar;c GLIDE M 60/850 TABLETS Froduct 1o 1014 Batch Size 5,00,000 Teblets
Generic Name:| S s | MFCNO: | sTMrcrisojo | Subesdes [
l Batch No.: C'IDD—OOGDH Mfg.Date: QCD lmlo } Exp.Date: ﬂCf‘lQlB
' 3.0 CALCULATION:
' 3.1 Potency calculation for Metformin Hydrochloride :
S.No. | Q.C AR.No. for Metformin Hydrochloride | Expiry Date Assay of Metformin LOD %

Hydrochloride On dried basis

’ M&P)qummw FE&DJ 99.% O }X0 ¢

2 >-— — — =

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

i

850 x 100 x 100

Actual gty. of Metformin Hcl = = mag/tablet
% Assay of Metformin Hcl on dried basis x (100-% of LOD)

o
10

o X§OO 000 s gfb H1 D 1‘8
qqaf « 13X

**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 = )7 28+ 9‘06 Kg's
Lot-I = ’ O? Y O§ 2 Kg’s
Lot-11 = )07‘- O§ Q/Kg‘s
Lot-TII = 0% 03 2-«gs
Lot-1V = 10F. 082 x5
**Qty of Microcrystalline Cellulose Powder to'be added per baZch = Q 6 . ? 9}7 Kg's

Lot-1 = 6 # b‘? 9 Kg's
Lot-II = 6699 xgs
Lot-III 6‘ é 9 9 Kg's
Lot-1V = 6 : 6 q? s

Il

Note: If the assay of Metformin Hcl | 100 %, calculation has to be done only for 100%
Calculation done by(store)/date: / 5 checked by(productxon)/date\Yo Verified by(QA)/date:
) !
il 0@/—‘ M&f’ Q. “L@r/m’;/do
Prepared by: Checked by: Approved By: ‘L&
vesgratin | Vel | Pt el ] B
esign g
, 3 ; flconTROLLED COPY
Signature (\\\(\ \ <) k/{}_ L[q_ JVLP C\s ,l/q'\,o
with Date s ¥ 300 f’“ v v N
- Ol’\\o‘b‘ & Eq\ o bed® m N




{eicfb Life Scievic

| BATCé‘x f\ ANU?ACTURHVC R‘:CORD Page No.: i3 of 78
Brand Name | GLIDE M 60/850 TABLETS z;"d“d‘ L 1014 Batch Size 5,00,000 Teblets
- w_ #. Gliclazide z2nd Metformin Hydro?*;ib;—id(—m o ) ' ET Supersedes . T
Generic Name:| _ o ined release Tablets 60/850mg BAEG MO ST/MFC/130/RO | pace no: it
Batch No.: Mfg.Date: b { Exp.Date:
(DD ooboy 9L MTTs) o203
3.2. Potency calculation for Gliclazide:
S.No. Q.C AR.No. for Gliclazide Expiry Date (gf;glzz ’ LOD%
" N
1 (Fasas
wgp)aomlam&fgboooq FE@)% ~99. 4 0. 0%
i 9 12
M | 202)]0.(« 00) MAY Q?/ 100 ) O
, |

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

60 x 100 x 100
Actual qty. of Gliclazide =

< mg/tablet
% Assay of Gliclazide on dried basis x (100-% of LOD)

) = 600000 - (VSN
4 sqaz.ond ~ 0" afieg, 2 bo:;;) - bo.o*8 m)%_
= WSy B L go—ar = Dm Q8

ER LR N (’\M G’B%é)

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

#Qty of Gliclazide = x\ Kg's
##Qty of Dicalcium Phosphate = Vﬁ Kg's

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

Calculation done by(store)/dat '\‘% checked by(productlon),(date Verifjed hy(QA)/date

O )ob) po OK\O\D 26 [do
'S I) (&) m
R (Q\",FEQ— NERT 70 GE Fo@ FinpL Gq;(»mnor\Q
Prepared by: Checked by: Approved By:
Designation QADE;S?;‘;g;e / Pmdgztsiiog” r;:jd / %’2 ?i::ze/ I -
Signature 0 \ “q \n),f.’)ﬂ } Y (' NTR 0 L_L__)’_P_ _Cf)_f_)_.\:/_ 11
with Date H(L oW CL\‘LO’)" M%@G oA ‘&a




Safetab Life Science
- = - 'l_\' s
e BATCH MANUFACTURING RECORD Page No.: 13 of 78
i Brand Name | GLIDE M 60/850 TABLETS 2;"?““ L 1014 Batch Size 5,00,000 Tablets
B = e - - it LT . S - SRR
i 5o der .i Gliclazide and Metformin Hydrochlioride . W Supersedes
SRS Pkt sustzined release Tablets 60/850mg EFC TR ST/MFC/130/R0 MFC No: A
Batch No.: S0/ Mfg.Date: (@) E\ L’)_@)_o Exp.Date: ];f }3
CDoookos 05/ 2o
3.2. Potency calculation for Gliclazide:
S.No. Q.C AR.No. for Gliclazide Expiry Date élisslzii?jfa LOD%
3 C
73 oiolocaalela®@)oo120| pav) 100 0.19
/ rli
# -— — == —
The given quantity is based on 100% Assay on dried basis and without LOD.
Actual quantity to be added is calculated as:
60 x 100 x 100
Actual gty. of Gliclazide = mg/tablet

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

_booeo . _ o 11y n\g)%&\

qq2)
- 0.506 Wa%

(50 >

W

= 20- 06}(. Kg’S
= 2. )8S «g's

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

#Qty of Gliclazide

##Qty of Dicalcium Phosphate

Calculation done by(store)/da / v - checked by(production)/da\te: Verified by(Q

, bh\o\/oo« :

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

A)/date

06 (&0

Prepared by: Checked by: Approved By:
Besignation QA Exgcutxve / Productif)n Head / QA Head / if
Designee Designee Designee il
[L=
Signature é] 0 \ Q \ (R« 08
. i 3 8¢ ')'Lﬁ
with Date L \ \ 0>~ U"-;U*‘-g} \ §%
koW o \202 Hob[nedo (0

'.7__:_‘"’ [

P e e s e T S e -
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Safetab s Sciewnice
BATCH MANUFACTURING RECORD _ " | pageno: | 140f78 |
| Erand Name | GLIDE M 60/850 TABLETS ;’sd"u B | 1014 Bstehi Size 5,00,000 Tablets ‘
ceneri Name| S0 TSI BT e | sywomomo | et | |
t . ' ) fg.Date: Q] ggf l
| Batch No CrDo00soy | Moot Dblaoso [ EePete | gByo03 |

4.0 VERIFICATION OF DISPENSED MATERIALS: (METFORMIN HYDROCHLORIDE PART)

S— Checked by Checked by
S.No '\I‘amzd"fffg Lot | &% - AR.No. Production 1PQA
i ngredis ' 19 Sign/Date Sign/Date
27 2°  |pagoool pcn)dkloni 62 | fensl2¢ho [T es\obes |
242.20 mcni’)mxdcm\ a2 \ooVg ) ) lotire [ R2oSldae 1
; A9 20 {PQ\?)’){IJ)\ _oelot ) 0| T2 o \dove
.,? 9 02  loreQ) 200 \scd\acp) g e dblr) s |mWSes\ddea 1
A P ——— o P
= "’ Emoeg o] sl o2 )acm\, S Vool 2 g nmjoe) to | T¥ec\ddo
| ———f &R
&2~cm faae) ’)e)ﬁf\\:;‘k\z\\é—@\ ode) P oelot) 1o | ¥ Res\ddw
o |[22-ee o) 2o\ 2e\De @) s [ aalalie | oy Reclcio
928 00 | mnpi2003)ocnloer[oola | fonke)ro |4 Qosidows |
23 .55 |rrap 200 \cn\Bea \oole ) 20 | e Reslobls]
+ | Metformin HCL A€ 0o | \ro\de placled | or )20 "F%éi\tbw; '
t [l =
pR 00 el 2004 \Bec\ aca Vool 62 Loaloding | = Bosiokbho
m 2o - 0) 200\ \acen\ ac o\ | Zsiloglas [ Reclokine.
23 .00 o801 2094 Jerc on Ve P\eolE 2L Yo an]od)ro ¥ Rosiodne
92 0D e\ Yot Ve \x g so\g) A orobjio R o< \okhwo |
15 ey mJ&gJﬁA\_(Q‘_A%é)au 10 TR c<\eloino
{ i ra
29 oo rrzp) 2004 \dm\plcm ol\6 2V Lalosjo | HRocickine |
v Qeso rp] A &0 | Y ze]aéjre ¥ NSos\dobo |
9 o0 rrop V203 \Sea\oca o lig 2l B, | ¥ o\t 17
2200 ) 223\ e e\ e Yoo\ W oLy asfog)re ¥ Ro<okro |
P Ko) o) 2501 Wean\dep | eot\gn 1 Zooej1o T¥ S osidane
1 IS0 map )MV»JAM | o)) th| Wpn]og) o v(V c\mo/ =
-0 & MQp ))ﬁ;’l VAR Joo 124 6] 9620 Ux%vg\ciow‘a -
9 " ]
I 145 1D  lengplin2) ,lo{rvs\,o'\cﬂ)ool?b( L 06] 24 1 AL L/C-'Cﬁfv/)f
Hydroxy Propyl i o — e >R
2 methylcellulose ”, ; 7
K100 Premium m /1§ - 10 rQp | 9o )dLCV\ ) 2] 0ol 354 &b/) 6/1 7’/\('! eX L»/', | nal”
A - P i1 /b)n
v sl rop) 2 ,bt,MLLw_/mlz; .Vn/‘oélm Hr o letlyl
\ v I S
I 636 mQP\")«OJ«l\,ﬂ\@’I\AQﬂ-,‘DOOUX ﬁ{ﬁﬂ&é/’lo "f/"v g_,cl/ =74
| —— = I —
. / 1
a LAce sl 202 Yea\aep Lozan (wdhlotia | = ool Ity
3 Microcrystalline \ —— b ¥ [IaN »
lul d e,
cellulose Powder - A6 n\gp\ 2 )o‘\cm\,;pp_}gOooﬂ W5 Elofln | tf'('/.gi. /I/
 — - —— 8 / N _
N LlFe lnop) e [Aes)Acn Joooo R (s phy, M(r“\g,'u./? ¢
L ¢ e o - __,_,./? q\)ﬂ
Prepared by: Checked by: Approved By:

; : QA Executive / Production Head / QA Head / = = e
Designation Designee Des:g,a.e,\ Designee (IONTROLLED COoPY §
Signature C\ \/O } ~ M \Q§\y Lo
with Date It OH)G‘C'W/U GBlCQDOJU Q\\\b




Safetab Life Sciewice
' BATCH VAN&}FACTURERG RECOQD Page No. | 15 of 78
Brand Name | GLIDE M 60/850 TABLETS E;od”d L 1014 Batch Size 5,00,000 Tablets
[ I .| Gliclezide and Metformin Hydrochloride v ” % | Supersedes
| Cenerio Nainey sustained release Tablets 60/85Cmg M_FC NO: ST/MFC{130/R0 | MFC No: NIL -
| & ; \ . . .
| E-atcth.o: HDDOOE’Q‘« Mfg.Date: @b (II'D_ODO Exp.Date: Gﬁ&)’lg
' . ko Checked by Checked by
 S.No I\Ilamedqf tl;e Lot s zelght A.R.No. Production IPQA
' ngredients neg Sign/Date Sign/Date
7
b-63 rsp)no s | A cn) A pnolT o) A8k M( o\l
I 1 ) 7 A L4 \ \I\
l e =i i
L D63 rmee) 2051 e i <p Jowsd] goeine | it (W ] /)7
s — f N&‘
& Povidone KS0 ( L ] 7
o
I A-G3R s ] oo \A‘“\Mlnm Lot)relw M(“/ »LLJ
[ b — 7| &P
v H-L fT‘SY/%H )9((‘*/\ )N/@CL%K)&%;/AO "’?«\\«L L
i N —l  pe
| | ST
I 12:00 m(‘p)')'a% p\(‘v\\,a&@"mno g} felog)na| VE0S \CJ"")
! 7 PR
S
I | 200 mop) 2039 }’)l(‘»’\\kép- J o0)] of g/ st H e VAL/@;'\’
N - ; R
5 Isopropyl Alcohol L == A /L ’“".
m H2roo  lmoploan Yen) dpl odo BLTHIE Jas o] ).
f—1 o ——F—— ]| WA
. N /_\ s
v H2-ma  reo)aens VMen\ned) mans 0 ia) ogfon | YO oo
A ———— - ~D ,  ©k
2 ) »Y ; 7 i
s gt 2900 |mapliss )oim )2 cRboolax (LEeloohd o il b
6 | metylcsluiose k100 | 09 ) 0 |op)sen)Aen)dep Jool2e] Eigdoblad i Groda
l = oA A
) 3 e
QS m&‘?\301\\&14[&&[00\14’505\0\’\& 2 QATY/N
7 Magnesium stearate / \
8 Purified water - _ - —

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:

Desicnation QA Executive / Production Head / QA Head /
. Designee Design@e\ Designee ﬁ- L
Signature C N U~ g\* v-,'\p L'QNTR
ignatur RYAER " 4 X e
with Date \ ! \9}:/}) ;: \l’\ V\
WG\/\ il 7 mtp) ob/90ro

)e




Safetab Life Sciewce

) BATCH MANUFACTURING RECORD Page No.: 16 of 78
| Brand Name | GLIDE M 60/850 TABLETS z':’fj”d i 1014 kel G 5,00,000 Tablets
' . N .i Gliclazide and Metformin Hydrochloride - - &5 Supersede‘s
Generic Name:, o tained release Tablets 60/850mg el FIMEC/AS0/RO MFC No: ML ‘
Batch No.: (\TPD D_DOQOH Mfg.Date: @ E , 1010 Exp.Date: O 51.)@9/3
4.1 VERIFICATION OF DISPENSED MATERIALS (GLICLAZIDE PART): Date:. r‘fﬂ‘“&b—elu
. Checked by Checked by
S.No Nzme of the Ingredients Grosii ;zg'ght \ A.R.No Production IPOA
KN [ 1 i
Y Aty © m}’&l Ny-renl Sign/Date Sign/Date
RSk BN g;s N3o v [STTAY L
o 5 -\ 00\ =
1| Gliclazide SRR 1 = D,&‘ so | (hoclads)
‘ e 1 N 1l
¢ P\lo‘l\\&“{ * i
2 | Dicalcium Phosphate \/\) 120 ‘\\0 P\ 2] ‘35(‘\5\ 3 oot do 4 ¢ d ck:\’p
f &-‘
& ol [ Sno otobld, | ocletly
SES\EEE LT c
3 | Methocel K100 LVCR Do \oe |8 uw\ole oHoo|d0n | (W ocldfs
ot — e ———|
= ~ep\land &y | T L
4 | 1ron oxide Red O-coe Vil 0obys S| ob\ 30 Cb’é acloblae
1 il — ) B Vi1
AR ES |
s | povidone K30 Y-See | ewl\owww O ool 3o qu(rr»:‘w.m
 — ——w——1 | s
e 5‘;\\ I\ Ry 9 _
6 | Methylene Dichloride £0 oo LAt n Ao w5l s ??L‘:s\ﬂo\/\ﬁ
{—— N —| &
e WD\ (AT B
7 | Methocel K100M Premium S -voo 9 e\ OioNy oSlobl3o | CuxpC bt =%
|- Ny ] N &
el Dom\ Ry | A
. oo hi |
8 | Colloida!l Silicon Dioxide \ oo R oo By o<tokl 9 /AN W o =
A -
be g4 — | ~e
Lo\ 220 | Ry x ,
9 purified Talc 3. A Qe T\\nxlr; ’O(\Dg\ﬁl CL‘;% 0C fCéL»:/L«"
) P ——
L\ AT B\ B A ,
10 | Magnesium Stearate \ PARE S “\\ Ool ot e g olb]a ., Cuj 0x )C(”/"
___——__—/
) e A T { Y

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:
Designation T e %’22522!
Signature //\! 0 \ ) kb_f a,é_f&. QM}” w QCO
with Date \),l @}(\O}Q \2.03P L,,lp sblocgo w??

NTROLLED covvﬁ




Safetab Life Sciewmce

| e BATCH MANUFACTURING RECORD Page No.: 17 of 78
}, hsiai— -
Erand Name | GLIDE M 60/85C TABLETS E’:f“‘d m 1014 Batch Size 5,00,000 Tablets
s | Gliclazide and Metformin Hydrochloride i ) AT Supersedes
_Genel e Names sustained relezse Tablets 60/850mg ki ST/MFC/130/R0 MFC No: B
Batch No.: q Mfg.Date: Exp.Date: 3
stch No UND e boi o m\\lm Ny | PO Ol 200y |
5.0 GRANULATION (METFORMIN HCL PART): R
5.1 LINE CLEARANCE CHECKS:
b tion’
S.No Check Observation
] Production | IPQA
i Ensure that all empty containers, labels, used polybags, hand gloves 'of previous Product/ batch are W 7
removed from the area. \/’
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. A L
3 Ensure that the previous batch BMR/documents are removed from the area. N U
4 Check the housekeeping general cleanliness of the floor, walls ceiling, tube light fixture, supply grills, - 4
riser grills, filters and electrical fixtures are clean. )
5 Check the cleanliness of the doors, door view panei, SOP stand and compressed air filter outer . S
surface. \.4
6 Check for absence of previous batch/product from area below machine and inside the vessel. N b
7 Check whether the equipment body of Sifter, RMG, FBD and Multimill, Utensils are clean. :'/1 e
8 Ensure that the balances are cleaned and it’s calibration status. P g
9 Check whether the Equipments/ Instruments to be used are within calibration/preventive b L
maintenance due date. ) v
10 Check the cleanliness of the utility line (compressed air, First RO water and purified water). N v v
11 Check the cleanliness of the drain points. /\ 7
12 Check the status board of the area is updated. /, v
13 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure that |
the records are updated. % d
14 Check the differential pressure of the area should be within the limit A L5
15 | Ensure the concurrent entries of log book. A v
Note: Tick mark (V) if Complies and (X) if Does not comply
Checked by (Production) sign/date:.... /.. (9.5«}..62.6 ) 0 Verified by (IPQA)sign/ date:.@%.’.’.ﬁ’.f’.’./.ﬂ‘ﬂ‘)q
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: N DE M bo) 50 M et Cen)
Batch No. D4 pobe L" _
Cleaned by: QweN ,  eonch) E inbinty o s & CMenpscr 0 Aorrf)
Checked by: Production: O . ’ [PQA: Oy — °
5.2 ENVIRONMENTAL Date: p5[26) o Time: ¢~ 0P Date: 0 ()o6)ro Time: poio |
CONDITIONS Observation Production Sign Observation Production Sign
Temperature: 23°C to 27°C LS «
A he f Kh B f
Relative Humidity: ] e N
45% to 55 % & 2+, Y 5. Y

"=

5.3 APPROVAL FOR SIFTING:

Production Sign/Date:éﬁ%b.bf[Qb[ 1~

IPQA Sign/Date: Q‘}bfloé/ 20

Prepared by: Checked by: Approved By:
Sesignabion QA Exe_cutive / Production Head / QA Head /
Designee Desigpee— Designee
Signature VLo T ( P
h v 1 U‘j ‘“7 Ule S\J\\ V>
with Date )e N a0 :
! elq\ﬂb.ﬁf 1O Oh‘o laci@ {\u\\"\I

NPl e A
YW LED OND
’ Ly o \_} &4

13



Safetab Life Sciewce

] EATCH MANUFACTURING RECORD Page No.: 18 of 78
| Brand Name | GLIDE M 60/850 TABLETS gg"fma i 1014 Batch Size 5,00,000 Tablets
- " Gliclazide and Metformin Hydrochioride : ey s Supersedes
Generic Name: sustzined release Tablets 60/850mg L Nee ST/MFC/130/R0 MFC No: NIL
Batch No.: ) Mfg.Date: o Exp.Date: ==
| Batch No Gl ankstsy s Dln a0 g Bxeoate SR ELL
5.4 SIFTING INSTRUCTIONS: o =
Date: m[f)&/‘lo
S. NO PROCESS INSTRUCTIONS
1 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 Collect sifted materials in cleaned containers in polythene bag. l
5.5 SIFTING RECORD (LOT-I):
. Mesh size Integrity checked | Integrity checked Checked
- No foime of Ingpedient of sieve before use after use By/Date
. 3 OK/ OK/
1 Metformin Hydrochloride 12# . ,
in Hy Not-Dic— MoK ¢ <126 )0
> Hydroxy Propyl Methyl Cellulose 30# OK/ OK/
(Methocel K 100 Premium) Net-0i— Net-OK— W s\ 26 \No
) : ; OK/ OK/
3 Microcrystalline Cellulose Powder 30# ) 2
ik Mot OK— Not oK Za) %) o

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):

—— 26 [§ 3 ’ o Checked
Step Process Instructions Time Done By
by/Date
No. Started Completed
Sifting;
5.6.1 Sift Metformin Hydrochloride through 12# (If
required de-lump Metformin using co-mill or RMG) A y
and HPMC K100 premium, Microcrystalline |15 * | Q V5 0 R g S{,;\’\\- %6\%
Cellulose powder through 30#, on a vibratory : 2
sifter.
Binder preparation: = 2
Mix 11.000Kg of Isopropy! Alcohol and 16.500Kg of s
5.6.2 - R W
Purified Water. 520 15 -2 Prevsean &) PIARY
Filter the solution through 100# nylon cloth. A 6 123 M2 | Oveuee MK‘ PYARY
Dry mixing:
Load the above sifted material of Step 5.6.1 into
5.63 . )
RMG 1550 \H 65K Qe %,{la@"ﬁ
Mix for 10 minutes at slow speed of impeller. & ) )
: pe v \5 68 | 16045 |[Sheyma | £ art06\Y9
5.6.4 Granulation:
Granulate the powder of Step 5.6.3 with binder ‘ )
solution of Step 5.6.2 by following steps ; o Y- )
p y g step G e% G 2oy %de
Prepared by: Checked by: Approved By:
Designation QA Exgcutlve / Productlgn Head / QA ﬁead 4
Designee Designeg— De5|gnee
Ay
Signature 6\ WQJ/Q laW
with Date \ofo 2020
| 'on bhy) gblood \Q*




; Safetab Life Sciewce
|
BATCH MANUFACTURING RECORD Page No.: 19 of 78
| Brand Name | GLIDE M 60/850 TABLETS | Product ID 1014 Batch Size 5,00,000 Tablets
. P .| Gliclazide anc Metformin Hydrochloride | ., ) . - Supersedes .
| Generic Name: sustained release Tablets 60/850mg .ﬁt\.FC NO: ST/MFC/130/R0O MEC No- NIL
sl e A& onhod | MiaDate: Ok \ s pngPeoats NN YIRS
) N {
Date: o4 / ~
Or) )OG’ Lo Checked
Step Process Instructions Time Done By
. by/Date
No. Started Completed
5.6.4 Binder addition: 2 minutes mixing —impellers
slow/chopper off. J6 )y, Vb2 S:\/r;xr‘r\c\ M\«Dé\ W
Racking .
1615 W6 V6 Vormax 20\
Mixing time: 1 minutes at slow impeller/chopper at
fast speed. 6z 18 A\ V13 Q/\wam M FRARY
Racking
\ 6 \% \6: 20 [S\cire [ W
Discharge the wet granules in FBD bowi for drying.
\G:22- | \6) 26 | charme | L5208 N
5.7 DRYING (LOT-I):
Step No insiypetans Done b‘ Checked by/Date
1 Use hand gloves, nose mask while handling the materials.
2 Check the cleanliness of the FBD. ﬂ_&/
3 5\\(/*\\""‘% <A\
Carry out drying operation as per SOP. =

5.7.1 DRYING AND SIZING DETAILS (LOT-I):

Step Process Start Time | End Time | Outlet Temperature Done by Shecied
by/date
1 Air dries the wet granules for 10 minutes .
with intermittent racking. ‘620 16 ho S 9?\; (y;’wct/ %‘ ALY
Steam Drying at 60° C£5°C with
2 intermittent racking at every 15mins until ; . . \
LOD reaches the limit 1.5%to 2.5%. [6:h R |1F:02 R7 RS 5447”‘ 1/‘00/6\ 0&\10

LOD (Limit: 1.5% to 2.5%): On IR moisture

g balance at 105°C (Auto mode). Obse;v B . \ ‘ ” . \ v
- s \ 4 4%(’5\ o%
P dri . =1 % . : 9 i
ass the dried granules through mesh 20# l ;( e ' A 30§ A 1 N A4 K\Db\'\“
4 Ble;o‘;e After use
Mesh integrity checks. OK/ OK/ U
NetOK- | Netow W L L (€)1
Mill the retained dried granules in 2.0 mm N J
screen and pass through 20%. 192:22 [\4.50 Qc‘(m’\{é/gpylad no
s Before
) ) B, After use
Mesh integrity checks. oK/ oK/ O °47(/
Notow~ | Netok T oR\ob) 1o
Prepared by: Checked by: Approved By:
Designation QA Exgcutive / ProductiQn Head / QA Head /
Designee Designee Designee
Signature (3 Q i 255, \ ,gl.é/ v
= AR &
with Date L ~ ‘ 020 U/Lf W 0
[ oy lob b ~ ol [o6 s aaY
T o




Safetab Life Sciewce
G BATCH MANUFACTURING RECGRD Page No.: 20 of 78
| Brand Name | GLIDE 1 60/850 TABLETS Grise 1014 Batch Size 5,00,000 Teblets
‘3 5 Gliclazice and Metformin Hydrochlorice = 5 Supersedes i
ames: . + < F i30/R i
e sustzained release Tablets 60/850mg sl STMC/LS0IR0 MFC No: AL
Batch No.: \ Mfg.Date: Exp.Date:
atch No LA DR OV 9 ok\a02 0 | pete oRls £53
5.8 DRIED GRANULES WEIGHT RECORD (LOT-I): i
Container No Gross weight (kg) | Tare weight (kg) Net weight (kg) Weighed By Checked By/ Date

’ 2032 D12 |R0-20 ONosmg .}O%\O\O\"w
’ 2122] 012 [21-20 [ Qhwery | Do
i 2% .yr] o1 32339 | _theeny _Haxiobe
i 20:52] o122 [29-40| \rormy | DodeW\®

Total weight of dried granules (kg):

13910

5.9 SIFTING RECORD (LOT-II):

. Mesh size Integrity checked | Integrity checked Checked
S ho Hame-oringcie of sieve before use after use By/Date
) ] oK/ oK/
4. Metformin Hydrochloride 12#
ot oK Net-OK ¥ £lob) antp
> Hydroxy Propyl Methy! Cellulose 30%# oK/ OK/
(Methocel K 100 Premium) Net-oK Not Ok E5E) 06) 102>
3 Microcrystalline Cellulose Powder 30# oK/ oK/ \26)0
Not-Ok— Not OK A TIAR

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):

bate: 06 [ 06) 229 Checked
Step Process Instructions Time Done By by/Dat
y/Date
No. Started Completed
Sifting;
5.10.1 | Sift Metformin Hydrochloride through 12# (If
required de-lump Metformin using co-mill or RMG) .
and HPMC K100 premium, Microcrystalline 0 . BRPIPTS /,7/
. ) : cy'¢
Cellulose powder through 304, on a vibratory ,5 - l6 30 veey oklo )1
sifter.
Binder preparation:
Mix 11.000Kg of Isopropy! Alcohol and 16.500Kg of ‘ ,
5.10.2 o Xel 20 y
Purified Water. , b ’ 6 )},’guc«:w %)6@} to
Filter the solution through 100# nylon cloth. RS \6 L 3o Dedeen 06 ) 10
Dry mixing:
Load the above sifted material of Step 5.10.1 into A . —
5.10.3 » -
RMG 16’30 |67 35 Shorme £8]06) 10
Mix for 10 minutes at slow speed of impeller. ,6 \ 3':\ , (? A }’1 } C\AO—YW/ “clot] Lo
5.10.4 | Granulation: )
Granulate the powder of Step 5.10.3 with binder | , . .  — i g
solution of Step 5.10.2 by following steps ©-50 l G: h Z \Q}‘G\‘ Mo aq 96/ 0
Prepared by: Checked by: Approved By:
. . QA Executive / Production Head / QA Head /
Designation Desi . :
esignee Designee Designee
. N 1V
Signature @ LQ \ 5 \(,J \(\%
i Nanloh (2090 U’f eletra—) o
with Date ol\o euloblo® O Wl
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Safetab Life Sciesnce

b BATCH MANUFACTURING RECCRD Page No.: 21 of 78
Brand Name | GLIDE M 60/850 TABLETS g D 1014 Batch Size 5,00,000 Teblets
. | Gliclezide and Metformin Hydrochioride B — Supersedes i
Generic Name: sustained release Tablets 60/850mg EaFL Bee STMPG/I30/R0 MFC No: .
3 Mfg.D s Exp.Date:
Batch No CADQookny [MerHe | Qhhang |#PP  pflasoy
Date : . -
‘96}0 b ) >0 Checked
Step Process Instructions Time Done By
by/Date
No. Started Completed
5.10.4 Binder addition: 2 minutes mixing —impellers i
slow/chopper off. '6 53 16: 55 .S\"QW M PARY
Racking
L < x
\6°56 \6~ v o g herxmo CJ,Q\OQ\\(
Mixing time: 1 minutes at slow impeller/chopper at ’
fast speed. \6 : 60/ \X T o0 g’\,so\f(YNCA [%é]o‘:"w
Racking . _ .
1>tel [ V22 lewee [Lsdse\™0
Discharge the wet granules in FBD bowl for drying. R )
\Yloa 7y \e Q\cxnr‘* 4%6\9‘6(“
5.11 DRYING (LOT-II):
Step No Tpshenions Done b Checked by/Date
1 Use hand gloves, nose mask while handling the materials. g;
2 Check the cleanliness of the FBD.
3 SW‘Q( %\D& {~o
Carry out drying operation as per SOP.
5.11.1 DRYING AND SIZING DETAILS (LOT-II):
Checked
Step Process Start Time | End Time Qutlet Temperature Done by
by/date
1 Air dries the wet granules for 10 minutes .
with intermittent racking. fa |\ QN,? S,‘c\rﬂ»ffﬁ" ﬂDS\ ¥
Steam Drying at 60° C£5°C with intermittent
2 racking at every 15mins until LOD reaches % . 3 % ,V - \No
the limit 1.5%t0 2.5%. yy 2% | 18:69 37 @‘b"‘»ﬂ/ S A
3 | LOD (Limit: 1.5% to 2.5%): On IR moisture | Observed LOD;Q\ oY V
balance at 105°C (Auto mode). ¥ . \,Pfr 7
alance a ( mode) 51\&!“ )’\a(:,\ (V9]
Pass the dried granules through mesh 20#. &= R 4 ]
12:15 [)9°hD coNedt | L\ 6
4 Before use | After use :
Mesh integrity checks. oK/ oK/
_NotOK—| Motk S%Wr\ ) -t
Mill the retained dried granules in 2.0 mm . . . )
screen and pass through 20#. j9: 50 |19: o Jeoyer™] ,p/o(-ilo‘o\\'“
S Before use | After use
Mesh integrity checks. OK/ OK/ s g
NotOK— | NotOK et | YA s\
Prepared by: Checked by: Approved By:
Designation QA Exgcutlve / Productpn Head / QA Head /
Designee Designee Designee
Signature [ |6y e qu Vi Nz
with Date 4 \,{ \ {/\ NS UJT \ e N
ol 10k 1 g1\ ool 20 N




2 Safetab Life Sciewnce
o I
’ BATC& VANUFACTURINC RECORD Page No.: 22 of 78
Brand Name | GLIDE M 60/850 TABLETS 22"?”“ 0 1014 Batch Size 5,00,000 Tablets
% .| Gliclzzide and Metformin Hydrochloride . - Supersedes . o
Generic Nams: sustzined release Tablets 60/850mg e =M 190/R0 MFC No: P
Batch Na.: Q q\\rj EQQD \ﬁ‘QA-\\ Mfg.Date: (‘\\h\(gj\if Exp.Date: ﬁg\, 950D 2
5.12 DRIED GRANULES WEIGHT RECORD (1 OT-II): -/~
Container No Gross wexgh‘t (kg) | Tare weight (kg) Net weight (kg) Weighed By Checked By/ Date
1 7 ’B
i% oM| Ol 92-92 | Qomithal | Sasiob|2o |
2 \ ]
2232 | 012 |22 .20 | Qomphald | Dodob)\eo]
3 - !
30-%32] o'\2 8@ Fo L omtheg ——_BB@S\@‘ODD
4
ASA-32. 012 |234-20| (omimed )ox\o‘o\m
5 i § 192
Total weight of dried granules (kg): . . O
\23 7&}
5.13 SIFTING RECORD (LOT-III): )
7
. Mesh size Integrity checked | Integrity checked Checked
S. No Name of Ingredient of sieve before use after use By/Date
g : OK/ OK/
i Metformin Hydrochloride 12#
Net-BK Not 0K Y 5E06] 10
> Hydroxy Propyl Methy! Cellulose 30% OK/ OK/
{Methocel K 100 Premium) i Net-Btc Not-Bi s r [ No
) . OK/ OK/
3 Microcrystalline Cellulose Powder 30# :
Not Ok— NetOK" g&] 96| A

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 :
0 905} o 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)
and HPMC K100 premium, Microcrystalline ') < l 5D \ W
Cellulose powder through 30#, on a vibratory )0’ 2 0‘ 5 Jerge e e (“’ ,;(,‘ 0
sifter.
Binder preparation:
Mix 11.000Kg of Isopropyl Alcohol and 16.500Kg of \ A" 3 '®)
5.14.2 4 7 g )
Purified Water. 14: 20 19 \S’lv\mrrc\ ‘ﬂ 76| 210
Filter the solution through 100# nylon cloth. \C\ y ’_3/7/ \51 ) )_,’ 0 S’)N’;Y e ) e &lat I
Dry mixing: !
Load the above sifted material of Step 5.14.1 into .
5.143 . ) '
RMG 19:65 | R0 00 | gnhhafl ) 47)o6] 10
i i f i ler. § [4 \
Mix for 10 minutes at slow speed of impeller Q\ 001 .Cr’) o\ Q W@A aﬁ!oé | 15
5.14.4 | Granulation:
Granulate the powder of Step 5.14.3 with binder . R )
solution of Step 5.14.2 by following steps 0‘42 Db ‘9 0: Son\ﬁ\oﬂ/ ‘%” 26110
Prepared by: Checked by: Approved By:
Brssfunation QA Exgcutave f Product@n Head / QA ﬁead /
Designee Designee. Designee
Signature }’ d \ ‘ U,L‘) ey u&cs« &
o o ¢ 1
with Date { O‘L\ kDol O’H\e&\ \\\\\
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r Safetab Life Sciewice
{
’ BATCH MANUFACTURING RECORD Page No.: | 23 of 78
Brand Name | GLIDE M 60/850 TABLETS :::ffj”a 10 1014 Batch Size 5,00,000 Tablets
8 .| Gliclazide and Metformin Hydrochloride : M— Supersedes
Ganstls Name: sustzined release Tablets 60/850mg N ho- S1/MFC/130/R0 MFC No: NIL
. ! Date: Exp.Date:
Batch-No St nookoyy [ Medater | ol \o g | ExeDate S=laon?
- ——— Y i '
-
bate: p6)2¢)20 A Checked
Step Process Instructions Time ’ Done By by/Date
U
No. Started Completed
5.14.4 Binder addition: 2 minutes mixing —impeliers ‘%
. : - . ~o
slow/chopper off. ‘QO' Q (%4 (90 s ‘9\ GQ %\Wq’/\. QM”Q
Racking . ’
20:22| Qo 4 ool | Lsd N
Mixing time: 1 minutes at slow impeller/chopper at
fast speed. QO: Q\6 Qo Qe Qom\ﬁ{\. LA\ N\
Racking . ;
Ao 29| Do . 20 Qa&(\o& L cr s\
Discharge the wet granules in FBD bowl for drying. v
202 9029 |c. ]| a0
5.15 DRYING (LOT-III):
Step No Instructions Checked by/Date
1 Use hand gloves, nose mask while handling the materials.
2 Check the cleanliness of the FBD. (\/ 547
3 A
3 - - oA Yol 55 o6\
Carry out drying operation as per SOP.
5.15.1 DRYING AND SIZING DETAILS (LOT-III):
Step Process Start Time | End Time | Outlet Temperature Done by (S;%ﬁg
Air dries the wet granules for 10 minutes
i with intermittent racking. ‘90" ho 9\@’"6’0 = 5‘)“'”5;04, ’% W\
Steam Drying at 60° C=5°C with intermittent
2 racking at every 15mins until LOD reaches R . [ 2 .
the limit 1.5%to 2.5%. Qo> 5512\ 50 =7 C g\\w&;ﬁ g/q»(,\ o

LOD (Limit: 1.5% to 2.5%): On IR moisture

Observed LOD:Q* 0o/

=

3
balance at 105°C (Auto mode). c R "
\\QM %\@&\‘\(
Pass the dried granules through mesh 20#.
¢ ¢ D00 |2 mohndRY g 7| 26| La
4 Before use | After use ’
Mesh integrity checks. oK/ oK/
NotOK— | Mot £ondets Pooi]06i 10
Mill the retained dried granules in 2.0 mm ) ¥
screen and pass through 20#. D Q20193 0% Oy 1Y crnn SPALY
5 Before use | After use |
Mesh integrity checks. oK/ oK/ \
Not OK—— Nt OR ™ (Y iYer— s oblno
Prepared by: Checked by: Approved By:
Dasiation QA Exgcuttve / Productlf)n Head / QA Head /
Designee Designee Designee
3 <
Signature : ) i g SN
with Date g"gc, \ !015«0 24 U,t%a.,[u{at L{ %ﬁk‘&ﬁ
3 \ok 120 phloblacyo AN



Safetab Life Sciewnce

o BATCH MANUFACTURING RECORE Page No.: 24 of 78
F E:and Name GLIDE M 60/850 TABLETS ;:fj“’d m 1014 Batch Size 5,00,000 Tablets
oonerc vamer SIS SR | wrervo | st | e [
— C “W)@\ Do As\’\)-\‘ Mfg.Date: ’D)Q\ID_QQO Exp.Date: 015\ 2002
5.16 DRIED GRANULES WEIGHT RECORD (LOT-III):+~
Container No Gross weight (kg) | Tare weight (kg) Net weight (kg) Weighed By Checked By/ Date

1 Sa42-| 012|890 | Youyaim | Soblod®
i 2792 | olo | D380 | Lonyomssy| BoBleb\?
2202 | 012 | 2\ 90 | Youlyseus | D0S)ob\™
AA02] 012 | ADG0 | Foniyvmuo B s

N B—
Total weight of dried granules (kg): 19)3 o eSS

(€3]

5.17 SIFTING RECORD (LOT-1IV):

S. No Name of Ingredient Moisst}esjze intet?g;g; tﬁgked Integ;’ict; (l:Jhs(ZCked g‘;? g;ig
1 Metformin Hydrochloride 12# NStK(()K NngéK‘ @0 /{ 6] o6 )w
2 | et 500 premim) 2 Moo Ntk | ) calos)ro
3 Microcrystalline Cellulose Powder 30# Ng:é*@ NStKéK ;ﬂc,/é’o (,) Vo

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

5.18 MANUFACTURING PROCESS (LOT-IV):

Date : Oﬁ’aé\} )
Step Process Instructions Time Done By
No. Started Completed
Sifting;

5181 Sift Metformin Hydrochloride through 12# (If
required de-lump Metformin using co-mill or RMG)

and HPMC K100 premium, Microcrystaline | 0 3° [ @ Q32 55 r/‘A’\ Y3 gl/g] sihis

Checked
by/Date

Cellulose powder through 30#, on a vibratory
sifter.
Binder preparation:

Mix 11.000Kg of Isopropyl Alcohol and 16.500Kg of z
5.18.2 .
Purified Water. 0o .04 oo . /O gy:jm 06/09///0
Filter the solution through 100# nylon cloth. 0oty 0o 720 - / Ag\dé’w
Dry mixing: = =
Load the above sifted material of Step 5.18.1 into
5.18.3 )
RMG 60.929 00’30 o%,)@“%-,/aé/»o
Mix for 10 minutes at s d of i fler. . ¢ \ "
BT AU RS B SOW R o e po. 32 OO0 HEY IS Lo o610
5.18.4 | Granulation: = 4
Granulate the powder of Step 5.18.3 with binder N ///
solution of Step 5.18.2 by following steps 00 K5 oo. bho W A /.;é leo
Prepared by: Checked by: Approved By:
Desigration QA Exgcutive / Productlf)n Head / QA ﬂead /
Designee Designee Designee

ignature (7 A5
i'igt;h [§ate Qc \’Q{) i \0501013 20 Uﬁw‘gic\iimﬁ chﬁz‘)ﬁ\x

L




Safetab Life Sciewnce
BATCH MANUFACTURING RECORD Page No.: 25 of 78
 Brand Name | GLIDE M 60/850 TABLETS product 1D 1014 Batch Size 5,00,000 Tablets
Gliclazide and Metformin Hydrochloride i J— Supersedes
Gensric Names sustained release Tablets 60/850mg ML NO: =IHFLI.30/R0 MFC No: NIL
PR #fg.Date: Exp.Date:
Batch No D A0k 0 5| . QE\I‘)Q 551 R Q*‘T\") 5%
Date : .
Oé) 2 6/""9 Checked
Step Process Instructions Time Done By
by/Date
No. Started Completed
5.18.4 Binder addition: 2 minutes mixing —impellers L .
slow/chopper off. 0o HR | 0o KBl o - Md (dp
Racking i )
0o Hh |Oo 53 [loexep—t AR
Mixing time: 1 minutes at slow impeller/chopper at _
fast speed. 00 63| o A lihoicwf %\ 26\
Racking ’ ;
D\ o> o\ o |loscai ] AN
Discharge the wet granules in FBD bowl for drying.
o\'o3 | o\]o UorrexXd A 4 <)o
5.19 DRYING (LOT-IV):
Step No Frshnictons Done b Checked by/Date
1 Use hand gloves, nose mask while handling the materials. -
2 Check the cleanliness of the FBD. M
] l/( . ma_ﬂ,‘,}—— ol o4\
Carry out drying operation as per SOP. : _QS,LS/\—
5.19.1 DRYING AND SIZING DETAILS (LOT-1IV):
Step Process Start Time | End Time | Outlet Temperature Done by L hecker
by/date
1 Air dries the wet granules for 10 minutes
with intermittent racking. ol 5 o ) ! Q( — _9»\\‘\ f\" 915/6 \ ;06\ Vo)
Steam Drying at 60° C£5°C with intermittent .
2 racking at every 15mins until LOD reaches " N /\,. )
the limit 1.5%t0 2.5%. n) 30 025 3% NE %ab’m
3 LOD (Limit: 1.5% to 2.5%): On IR moisture | Observed LOD: 2 Al v
balance at 105°C (Auto mode).  ~ 5 "Xf\ <‘\, n AL 7
a AR
Pass the dried granules through mesh 20#. \ — : 0 )
o 35| 030 L A —%d%im
4 Before use | After use .
Mesh integrity checks. OK/ oK/ .
‘ _ NetBK- | NetOK Y r¥en— | K\ ot
Mill the retained dried granules in 2.0 mm ) il |
screen and pass through 20#. 2.{o 03:-ho MD( s JAAL 'AQ‘LO
5 Before use | After use
Mesh integrity checks. OK/ OK/ .
NotOK | Net6K - e 5 )t vo
Prepared by: Checked by: Approved By:
Besigration QA Exetcutlve b Productlfjn Head / QA Head /
Designee Designee Designee
Signature g’ ({ ) QM%’ (\'\ﬁ\\)
with Date ‘ 1% \ \-10913
[<"eniob OH oL, 0




Safetab Life Sciewce
BATCH MANUFACTURING RECORD | page No.: 26 of 78
Brand Name | GLIDE M 60/850 TABLETS :?fj”d s 1014 Batch Size 5,00,000 Tablets
. i Gliclazide and Metformin Hydrochloride ) Supersedes
Genetic Namer sustained release Tzblets 60/850mg ML e ST/MFC‘/BO/RO MFC No: NIL’\
Batch No.: C"'f DiOO6OD Mfg.Date: @6 /D-QQP) Exp.Date: @frD@D,B
T ’ L T
5.20 DRIED GRANULES WEIGHT RECORD (LOT-1IV): -
Container No Gross weight (kg) | Tare weight (kg) Net weight (kg) We}ghe d By Cheéke d By/ Date
1 \
02-22] 012 |2R-20 [Nigauh | Dadidawe
9 o
2Ab-321 o112 [3biJo ’\Y\Rm&% 1 coigo®
3
©
2402 012 |33 90 \lﬂwﬁ» | Sov\do\s
2 1
o b2l o012 |26 kb \[\9\(\9&@\ T
5 g .
Total weight of dried granules (kg): \ = =
5540 | ; -
5.21 YIELD OF DRIED GRANULES:
1.0 | Weight of total material added in granulation. B Q q_ X0 Kg
2.0 | Weight of dried granules. : S S q b Kg
3.0 | Yield (NLT 99.50%) {2.0/1.0 x 100} q q : ’:} \ %
Prepared by: Checked by: Approved By:
Designation QA Exgcutive / Production Head / QA I-_iead / ' g I ppr— gmioss
Designee Designee Designee E ( 'y )
Signature ql t Uﬁs CL\CII &@ i e T
with Date \&OQ \030 BYa s O,L) &bb o)/O Q‘:U\\D\Q 'Y




Safetab Life Scievice
| LS BATCH MANUFACTURING RECORD Page No.: 27 of 78
| Brand Name | GLIDE M 60/850 TABLETS s 1014 Batch Size 5.00,000 Tablets
%K ‘ Gliclazide and Metformin Hydrochloride : Supersedes
! - e} {
{ Senetie Namer | sustained release Teblets 60/850mq SER. B ST/MFC/130/R0 MFC No: Sk
| Batch No.: | Mfg.Date: Exp.Date:
| Batsh Hio g ook sete | @ldntisg| Eeote oBlooad,
6.0 BLENDING AND LUBRICATION:
6.1 LINE CLEARANCE CHECKS:
. Dateoblob\gfo
Observation
S.No Checks R
production | IPQA
1 Ensure that ail empty containers, used polybags, labels, hand gloves of previous Product/ batch yd
are removed from the area. \— Lo
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. v v
3 Ensure that the previous batch BMR / documents are removed from the area. v \
Check the housekeeping general cleanliness of the floor, walls ceiling, tube light fixture, supply ,
4 . . ‘ : 5 € N
grills, riser grills, filters and electrical fixtures are clean. ==
5 Check the cleanliness of the doors, door view panel and SOP stand. v— \Vd
6 Check the cleanliness of the utility line (compressed air, First RO water and purified water). \— L
7 Check the cleanliness of the drain points. (W \ g
3 Check for absence of previous batch/product from area below machine and inside machme by N
opening the guards of Octagonal blender. L=
S Check whether the machine body and control panel of octagonal blender is clean. v NS
10 Ensure that the balances are cleaned and it’s calibration status. " L ¥
Check whether the Equipments/ Instruments to be used are within calibration/preventive
11 s LS
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 the records are updated. O \
14 Check the differential pressure of the area should be within the limit. g \
15 Ensure the concurrent entries of log book. — b
16 Check the functioning and cleaning of return riser. — L
Note: Tick mark () if Complies and (X) if Does not comply
fon) s Pee\2o e celeld
Checked by (production) sign/date:....«. .8 0.9 \ 2 Verified by (IPQA)sign/date:....5 .4k old '],fz
Equipment Octagonal blender (2200L)
Code No ST/PROB/001
Previous product C9_\
exAorie
Batch No CJ
MDD bo?
Cleaned by: Q—OJ O\
Checked by: Product@ ......... IPQA:.......C..‘.’.’.X‘..z;,b-\-ﬁyu )
Prepared by: Checked by: Approved By:
Desigoation QA Exgcutlve / Productlén Head / QA Head 74
Designee Desigpeey Designee
/
Signature g‘} LQ U,Jj aolqucb \\xg\\v\gm}\%\y
with Date L \ 5
) "ol ok lao mulaémozﬁ




‘ Safetab Life Scievice
: BATCH MANUFACTURING RECORD Page No.: 28 of 78
Brand Name | GLIDE M 60/850 TABLETS Z::’_d“d D 1014 Batch Size 5,00,000 Tablets
. .1 Gliclazide and Metformin Hydrochloride ) s 5 Supersedes
Generic Name:| o \ioined release Teblets 60/850mg | - NO: ST/MPC/130/R0 | yee Nos Lo
i Mfg.Date: Exp.Date: Y
e T O 000N g do\l&ma i HloD 2,
Dateg) b 2 Time: ¢ Date: Time:
6.2 ENVIRONMENTAL CONDITIONS: \OH': 08 o0
Observation Production Sign Observation Production Sign
Temperature: 23°C to 27°C e \\)
oa C LN N
Relative Humidity: .
45% to 55 % S\{ ‘/, ¢
6.3 APPROVAL FOR BLENDING AND LUBRICATION: pb )o J)Qb
Ao\ 00\ 2 pate: (Wred ok
Production Sign/Date:....... 0e\Y 1PQA Sign/Date:.. (W clook | )2
6.4 BLENDING AND LUBRICATION INSTRUCTION:
pate: @b \ob) 30
Step 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
granules of Lot-1, Lot-II, Lot IIT and Lot IV to the Octagonal | %
blender. OA\O O% ‘Yo Q p! Q\p\n\:\,’l3
\L0)y
4 Mix for 15 minutes. | -
0 00 |oa e | furesN Tablobl
5 Sift Magnesium Stearate through'GO# and Distribate / sprinkle }
over the blended material. . . 8 y.-ej
09. 20 |09 2 Roarq 0\0\0\0\
6 : ' ~ )
Mix for 5 minutes. 0920 |09 ‘o ?-QI‘\ —%\0\0‘0\9’
7 Unload the final blend into suitable containers lined with double \o'\ojc
polythene bag with proper status label. o yo |09 3] Lo 2 e \©
8 Record the weight in below table.
Prepared by: Checked by: Approved By:
Fresigeafion QA Exgcutlve / Productlfnn Head / QA rfead /
. Designee Designee—, Designee
Signature C]\ ﬁ UI) &MA/ (\\\(\)ﬁ\p’\,ﬁ
o 2U
with Date ),\ '030 o0 eé/:,'lo,i_@ v\\P\G ,




Safetab Life Sciewce
BATCH MANUFACTURING RECORD Page No.: 29 of 78
1 Brand Name | GLIDE M 60/850 TABLETS Z'::d“d i 1014 Batch Size 5,00,00G Teblets
eneric Name] C1Goa0e 3 Tl oo | wec wo: | srprc/ssoy | psesdss |
Batch No.: M&\%OD\\OH Mfg.Date: O{b\}()_o 3 Exp.Date: \'\‘S\\‘\ ad |
6.5 WEIGHING OF FINAL BLEND: Date: ..o,
: . Gross Tare Net ; ) Gross Tare Net .
Con{@mer V:figgt V;’:i‘%gt ‘A{?g;t Wexé;yhed \(S;(/egl;ig HC.o.rri@aOmer ij‘agi V]Vr?’s;t V\i':ilg(gt Wegyhed Cbr;%l;f:
1 13137 (0.50 0. Vego | NelgdS 31
> [Allb]0.50 (22 bb| vy [Jobdld 32
5 [32-0% 9-50|3| T pege 30| 3
v |3eg0| 2-50 [33000pege, 090 3¢ |\
s |32 259|203 | Ragey | DoWkdd 3 \
6 0| 02l -50(29:12 ) paga L 0o} 36 \
7 [B33%2q] §:50(30-29 [ Ragg | bl 37
g |23 <xf 250|a|0oS [Rege | bbby 38
57 55T [0 -co|a)-oF | PagetRdedlid] 30 \
3005 15 0 SO b | Pare [ S} <0 X
w_ B3 bo[ 9503 10| Reay |89 41
2 |OA-39] 930 |20 04 | Ragg Yok 42
5|32yl 2€0 3592 Rarey [Sobldl 43 \
a4 [ 22339] §-10(20-29 | Regn 1 00aN 4 N\
15~ |QA-bd o.5D[230) 0O Rorg | Dob\dhy 45 X
6~ |26 2 -s0|33 18| Pegy | DO 45 X
7 |9F.0F] O:50oa CF| Pl 0| 47 \
82007 ] Q<50 [99:59 | Ragy |Soldddy 4o W,
15| o] 950 [0oby| RS Dododd 49 R
20 _—D\go\pe ' ] 50 \
21 51 N
22 N 52 kY
23 ey 53 i
24 N.p 54 N\
25 S5 A\
26 56 %
27 57
28 ) 58 E}
29 59
30 60
Total weight of Lubricated granules: S %'1‘-:[» \ kg
Intimate IPQA to draw the sample Sample withdrawn by IPQA.
Production Sngn) Da'ceQ\O\(()b\?"i IPQA Sign:.... 25 :....(C..t.,,Q.?:.L«J

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

Prepared by:

Checked by:

Approved By:

. . QA Executive / Production Head / QA Head /
Designation Designee Desigpeey Designee
Signature 9, )/g; ‘ M : a[ @*—j _ \C}é@’ p‘\,D
with Date <ol ?c% O 00 (L:j\ © T‘l@)«ﬁ ’%:\i{}f'




Safetab Life Science
_ BATCH MANUFACTURING RECORD Page No.: 30 of 78
Brand Name  GLIDE M 60/850 TABLETS Z?f’“d 0 1014 Baitck Size 5,00,000 Tablets
. .| Gliclazide and Metformin Hydrochloride . Supersedes
Generic Name: sustained release Tablets 60/850mg P 8o B o MFC No: Bl
= - Mfg.Date: Exp.Date: v
Batch No C,_\‘D 2)()(\ k\QM\ g-Uate %\'D_le xp.Date Oﬁ') O D—?
7.0 RECONCILIATION: o
1.0 Theoretical weight of blend 3 ! 5$90.000 Kg

2.0 Actua! weight of blend 5 '_v: S%—_T :f \ Kg

3.0 Manufacturing Loss (1.0 — 6.0) : ‘ - ':}.A, Kg
In-process samples
A | IPQA Samples 2 Kg
4.0
B | QC Samples o] Q- © X Kg
C | Validation Samples : 0 - 50 Kg
5.0 Total samples: (A+ B+ C) : 0 XX Kg
6.0 Total: (2.0+5.0) 3 ~— Kg
5838%2b

% Yield = £8 x 100
7.0 ~ 10

(Limit- NLT 99.00%)*
493 )

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

%

*Tentative limit
\ t} » 0\0\()\0 riloe]
Total rejects destroyed: ..\...... AKg Done by Production sign/Dates""_.. M. .l \....... ecked by IPQA sign/Date:..é.'f.’k.r.;.k.tﬂ.@l 9.2

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

{
Yield reconciliation done by Production sign/Date:.. Q\O\Ob Checked by IPQA sign/Date:.....LA‘.".’.Q..(;.S;J.Q.(:’ 27

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

Checked by Competent Staff Sign/Date: Q\% Fva) obl20°

4/.\\ PR |
Verified by IPQA sign/Date: v Mrb\ﬁ\lﬁb‘ 9%
Prepared by: Checked by: Approved By:
Pesignation QA Exgcutwe / Productxgn HeaxU QA !tlead /
Designee Desigpge~ Designee

e I e AR
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Safetab Life Scienice
‘ i BATCH MANUFACTURING RECORD Page No.: 31 0f 78
| Brend Name | GLIDE M 60/850 TABLETS T 1014 Batch Size 5,00,000 Tablets
- 3 Gliclazide anc Metformin Hydrochloride ) . i p Supersedes
‘ R sustained relesse Tablets 66/850mg MEC No: S/MAC/LI0fEC MFC No: BL
| Batch No.: 9 Mfg.Date: Exp.Date: <
e Ba Lm0 olcon ¢ Gk\;_zo ey BXP DEIvoos
8.0 GRANULATION (GLICLAZIDE PART): “»
8.1 LINE CLEARANCE CHECKS:
Observation
| S.No Check
. Production IPQA
B Ensure that all empty containers, labels, used polybags, hand gloves of previous Product/ batch are / 4
- removed from the area. Y
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. \,/7 Ao
el Ensure that the previous batch BMR/documents are removed from the area. P 5
4 Check the housekeeping general cleanliness of the fioor, walls ceiling, tube light fixture, supply grills, \/ ’ ’
riser grills, filters and electrical fixtures are clean. (V4
- Check the cleanliness of the doors, door view panel, SOP stand and compressed air filter outer <
surface. \/
6 Check for absence of previous batch/product from area below machine and inside the vessel. e 4
7 Check whether the equipment body of Sifter, RMG, FBD and Multimili, Utensils are clean. 7 ’ 7
8 Ensure that the balances are cleaned and it’s calibration status. P A
N~
9 Check whether the Equipments/ Instruments to be used are within calibration/preventive e "
maintenance due date. .
10 | Check the cleanliness of the utility line (compressed air, First RO water and purified water). ¥ L7
74 Check the cleanliness of the drain points. \/‘ A
12 Check the status board of the area is updated. / 4
Check the temperature & relative humidity of the area meet as per BMR requirement and ensure <
13 \
that the records are updated. _ -
14 | Check the differential pressure of the area should be within the limit e L %4
15 Ensure the concurrent entries of log book. v v
Note: Tick mark () if Complies and (X) if Does not comply |
Checked by (Production) sign/date:....; :mé.@\g.\h Verified by (IPQA) sign/ date.‘..%ﬁ:‘ib.u..g..\.o.k \ »
©
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: @t 0/<\’P1\‘{’\'\L._ T v 0 ey
Batch No. (E\'D NooLo A
Cleaned by: Qo—,_\(‘ ' Q (qozqf}-u I\A,\,,‘H,\ ' M*‘ﬂ ] ‘)”\4‘0 l \Jb AL
Checked by Production Sign: 7€ 0 | IPQA sign: - 7
8.2 ENVIRONMENTAL CONDITIONS Datep S| g\ TiMe:_Oa 1 o | Dape: Tume:
Observation Production Sign JObservation Production Sign
Temperature: 23°C to - )
27°C 2 St x
Area: Granulation Relative Humidity: 3 e AN
45% to 55 % s 4 i I
8.3 APPROVAL FOR GRANULATION: [ 3
, 1 & o oo\ .
Production Sign/Date: fE/_Nd O‘(X B, ] IPQA Sign/Date: ....L.?.*f.i'.t.‘.}lo\ol I
Prepared by: Checked by: Approved By:
e QA Ex§cutlve / Productpn Head / QA Head /
Designee De&gnge\ Designee
Signature {‘ ! LE tL C\'i\ \P ThAa e
with Date ‘X 1@ {xlh’ 7 JL\ \\a\ Y VIV
(j\.),\ b 0(9\;203 o X\ L S—




Safetab Life Science

______ BATCH MANUFACTURING RECCRD Page No.: 320f78
| Brand Name | GLIDE M 60/850 TABLETS Z;Q_d”d 1B 1014 Batch Size 5,00,000 Tablets
] S .| Gliclazide and Metformin Hydrochloride . NI Supersedes =
| Generic Name:) oo ined release Tablets 60/850mg PIFL- Btk ST/MFC/130/RC | MEC No: ML
’ h No.: Mfg.Date: . < Exp.Date: =
e Ui O0boh ovete «\L\\&ODG Hpre Ch\'rmDU}
8.4 SIFTING INSTRUCTIONS: pate: 051 .20\ %o
; S. NO PROCESS INSTRUCTIONS
1 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 oszliZ:ve checked checked after Done by %h%‘;?g
before use* use* Y
1| Gliclazide 40# : S e T,
\} \/\ZDQ\-\} VN O‘Ol\ o
Dicalcium Phosphate Anhydrous 0
2 Granular 40# K/ vai' 1
Net-6K Mot oK
(A-Tab) \’ e 19 g o)\ %
3 Hydroxypropyl Methylcellulose 40% oK/ OK/ T
Methocel K100 Premium LVCR Net-6K Net-OK ! 1
% v\g‘ veny | OETOG %
4 | Iron Oxide Red Lake 80# s s (i
\)V\Qd-c(/w © 1 Po\ 4o
6 Methocel K 100M Premium 40 OK/ OK/ N
Hydroxypropy! Methyicellulose Not Ot Not OK U o 0g D:\
O Do\ o
» [
. OK/ 0
7| Colloidal silicon dioxide b Not-OK. T TPV qﬁa\(—& -
DK, QN -
8 Purified Talc 40% OK/ iy ,6—,
; N Nesan loTod 5
. OK/ OK/ .
9 Magnesium stearate 60# s <
Not OK Net-OK :
: : g ser— | OSlob\ A,
0

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:

Siesianation QA Exgcutlve / Productign Head / QA ﬁead /
Designee Designgs, Designee

Signature Q‘ \X l \ u,j\a;/dc&]j%t;/

with Date + o ob logao 04 loblhe; ©




Safetab Life Science
5 BATCH MANUFACTURING RECORD Page No.: 33 of 78
" Brand Name | GLIDE M 60/850 TABLETS Z:)"f’”d A 1014 Batch Size 5,00,000 Teblets
| AQ x .. Gliclazide and Metformin Hydrochloride i 7 B Supersedes i
| Generic Name:; o\ iained release Tablets 60/850mg | T NO: STMECASURO | mec No: ML
| Bateh Nox (Mr@ookey [0 | Adpengorots  ORineny
8.6 MANUFACTURING PROCESS:
Déte 2 7 '
ot o\ Q,O
Step 5 ) Time Checked
rocess Instructions Done By
No by/Date
Started Completed
. 8.6.1 Sifting
! Co —sift Gliclazide, Dicalcium phosphate and Methocel K
100 Premium LVCR through 40# and Iron oxide red (¢ <t \ W (‘)a\\ 2.0 '\!\/‘0 L
r %
through 80#. r G\ &0
=Y
8.6.2 Dry mixing: L
Load the above sifted material of step 8.6.1 into RMG. 0 < ) A% o<\ Wy \f N o g b-\ &
- - - T ’ v
Mix for 10 minutes at fast speed impeller and chopper t
‘ § ;
ON at slow/fast speed. 04 i/_ o< ‘, e !\f\/\ A O < oLl A
8.6.3 Binder preparation:
AddY * @ g Povidone K30 in KO O kg Methylene ’ T
Dichloride and mix well to get a clear solution. 0a 00 04/ % 0 \‘ V\%"\’U\ b < o\
8.6.4 Granulation: (Wet mixing)
Granulate the blend of Step 8.6.2 with binder solution — o ~
of Step 8.6.3 by following steps —
Binder addition: 1-2 minutes mixing at fast impeller r—
speed and chopper at slow/fast speed. o< |{ \1 30 0< ! u & Q-Q.'\‘ c ot Db\b
Racking. )
bclyg |01 60 oy 'gé\bb\%
(If required add additional quantity of Methylene 4 N
dichloride and mix for 1minutes to get the uniform
les. T
granules.) C)ﬂﬁ\;\ o< ',Q} fica st
VS | ostoe
Kneading: \ ﬁ \ :Z(v
<Y oals ¢ ALY DD\ O
Mixing: 1-2 minutes mixing at fast speed impelier and @,
chopper at slow/fast speed. % i \ =
pper 2 slow/fastsp s Py gane® | DM logi\®
Discharge the wet granules in FBD bow! for drying. _€
‘ —
octesy [ A\proy [ P2e o goa\al
8.7 DRYING:
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.
Prepared by: Checked by: Approved By:
Dasighatian QA Exgcutwe / Productnf)n Head / QA Head /
Designee Designee Designee
Signature Cf [ : LR AP
o S
with Date ‘L(L‘ Soal Uj‘j . R
v oy \okltm b’ 0}1 GEDD)/G &:\\(\




Safetab Life Science

ke BATCH MANUFACTURING RECORD Page No.: 34 of 78
| Brand Name | GLIDE M 60/850 TABLETS Z?fj”d i 1014 Batch Size 5,00,000 Tablets
. _ .| Gliclazide and Metformin Hydrochloride | . 9 - Supersedes -
i-Generlc Name: sustained release Tablets 60/850mg __P_AFC NO: ST/MFC/130/R0 MEC No: NIL
Batch No.: h«*\\\& DO’\\'\ }\ | Mfg.Date: 0&«\ OO Exp.Date: b%”‘ao oX
L -3 T 1 {
8.7.1 DRYING AND SIZING DETAILS: 4t
Step Process Start Time End Time Done by Checked by/date’
Load the Wet granules into FBD bow! and \AWlo o
air drying for 10 mins & steam drying at T
1 | 60° C£5°C with intermittent racking at e p/g.o B -
E 10-15 minutes to achieve LOD limit r < “\ A L\\” g
» 0.5%-1.5%. : odctob| s
3 | LOD%: fimit 0.5%-1.5%. Observed LOD%: 3
4 Sift the dried granules through 30#. ‘ A ! o \,\ l N ’Q“’( 0 .i‘_.oq Ob\%
Before use After use
5 Mesh integrity checks. oK/ OK/ g
A e
Net-oi Net-OK LU e ogob\ &
6 Mill the retained granules through 1.5mm &
screen and pass through 30#. v L% \ 4 I}r g’O ,QVM Q- 0g ol
Before use After use
7 Screen integrity checks. oK/ oK/ /Q ’Eﬂ
AN BR Q gl
Not-ok- NGE UK oA\ .
8.8 DRIED GRANULES WEIGHT RECORD:
Container No Gross weight (kg) Tare weight (kg) Net weight (kg) Weighed By Checked By/ Date
2 L S/K,ﬁ [OEAL ) D Y 1o Qianopony ?E’ﬁ Q 0'0\ %
2
PANES I D\ DU -vo Qe A _putov) %
3
D\*L{‘o O\ D\‘&O Q8 wrRee, 7& Ot g v\ A
4
Ar bosn O\ R &P Qs ety T o toe\a
5 1\
6 ‘\‘—’Nj
!'\
7 i N
Total weight of dried granules: : \ o

8.9 YIELD OF DRIED GRANULES:

1.0 | Weight of total material added in granulation : 1 g O 3_\,; Kg
2.0 | Weight of dried granules Q o~ o Kg
3.0 | Yield (NLT 97.50 %) {2.0/1.0 x 100} 3 (3\ N %
&3
2 |
Prepared by: Checked by: Approved By:

DieSiEHEHEN QA Exe_cutlve / Productx_on Head / QA I-.iead /

Designee Designee _ Designee

. ) 4

Signature ()-\ v[: \ U‘,Ll;&: Cité‘f ; %\S‘V s
with Date Yool leb oo ‘1 \ 0 o

A bl 4 }) okl Je1o NS




Safetab Life Scievnce
Y i BATCH I\KANUFACTURING RECGRD Page No.: 35 of 78
| Brand Name | GLIDE M 60/850 TABLETS [ 1014 Batch Size 5.00,000 Tablets
i . .| Gliclazide and Metformin Hydrochioride ) can Supersedes ;
1 Gemenistiomes sustzined release Tablets 60/850m¢ s ST/MFC/130/R0 MFC No: ML
{ Batch No : Mfg.Date: Exp.Date:
| Bate D 0 Ol g o,xc\\m‘)o P SR TN
S.0 BLENDING AND LUBRICATION:
9.1 LINE CLEARANCE CHECKS: . o
Observation
S.No Checks
o Production IPQA
1 Ensure that all empty containers, used polybags, labels, hand gloves of previous Product/ batch are ) \/
removed from the area. C
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. ) NS
3 Ensure that the previous batch BMR / documents are removed from the area. w7 o
4 Check the housekeeping general cleanliness of the floor, walls ceiling, tube light fixture, supply grills, &1 %
riser grills, filters and electrical fixtures are clean. R
5 Check the cleanliness of the doors, door view panel and SOP stand. W N
6 Check the cleanliness of the utility line’(compressed air, First RO water and purified water). ~ 4
7 Check the cleanliness of the drain points. o \//
8 Check for absence of previous batch/product from area below machine and inside machine by -
opening the guards of Octagonal blender. e
9 Check whether the machine body and control panel of octagonal blender is clean. " L\
10 Ensure that the balances are cleaned and it's calibration status. L \os#
Check whether the Equipments/ Instruments to be used are within calibration/preventive
11 - R \
maintenance due date. \
12 Check the status board of the area is updated with cleaned label. " \o 7
13 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure that e p
the records are updated. LV%
14 Check the differential pressure of the area should be within the limit. o A
15 Ensure the concurrent entries of log book. [t \//
16 Check the functioning and cleaning of return riser. -~ %

Checked by (Production) sign/date: X - g’(ﬁ\\‘ 2.0

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

|
ar

Verified by (IPQA) sign/ date:...i.'f.t./\h.ﬁ.lr/.,‘.‘;i APA

|8
Equipment Octagonal blender(600L) -
Code No. SI/PRG/015 <y
Previous product 3 \’ e Q_C\(%\\ =)
Date: Y 7 ! ;
9.2 ENVIRONMENTAL CONDITIONS: ate:o S| ) RTime: $1 80 [ Dape : L. T
Observation Production Sign Observation Production Sign
Temperature: 23°C to X &
R 27°C DSy~ a\ J e

Area: Blending - — — >

Relative Humidity: . j

45% to 55 % B a3
9.3 APPROVAL FOR BLENDING AND LUBRICATION: O©BToklad
Production Sign/Date:...A.&_d. ?\C 5 e'

g\‘% IPQA Sign/Date.:.....Hz:.f. Y 1o.Cle }{,

Prepared by: Checked by: Approved By:
et QA Executive / Production Head / QA Head /
g Designee Designee D951gnee
Signature q " O(Ml’)’ Y2 n ol L L
with Date LgL \O&:\ ¥'s, [ LL[ ([ {\\} T
€y Bl ab Joio




Safetab Life Science
S BATCH MANUFACTURING RECORD Page No.: 36 of 78
| Brand Name | GLIDE M 60/850 TABLETS ;L"d“d D 1014 Batch Size 5,00,000 Teblets
Y Giiclazide and Metformin Hydrochioride — cE Supersedes
Seneric Name: sustained release Tablets 60/850ma HEC D ST/MFC/130/RO MFC No: ML
Batch No.: y . Mfg.Date: Exp.Date:
atch No U Qcohod 202 lols oo™ [05]sgoa
S.4 BLENDING AND LUBRICATION INSTRUCTION: -
Date: A <t P\ A
Step Process Instructions . ) Checked
No. Time Done by by/Date
Started Completed
4 Use hand gloves, nose mask while handling the materials.
2 Operate the Octagonal Blender (600L) as per the current version of the SCP.
Sift Methocel K100M Premium through 40# and Geometrically 7 ,t
3 mix Methocel K100M Premium with half quantity of dried
granules and load into octagonal blender along with remaining \\“ g\’) ‘ D “_Q D \’)ai a LN
quantity of dried granules. - > &80
. . 2
4 Mix for 5 minutes. \ N o\ ‘ 3 TD ks Qa\\q Y gob\&.
. I .
S Co-sift Colloidal sili dioxid d Purified Talc th h 40+#. £ ;A
o-sift Colloidal silicone dioxide and Purifi alc throug \3\0'“1 VA lo 9 \\\( 0909\5:
Load the above sifted materials into octagonal blender and mix
6 for 10minutes. \n V10 1o (104 < Y tI’DQ‘o\
7 Sift Magnesium Stearate through 60# and distribute / sprinkle . . ! "‘E—,
over the blended material. A% Yaa \y A3 | Rele [VdoB\2
\—
8 Mix for 3 minutes. Wlass (InIv& Vale o (\%b\
9 Unload the final blend into suitable containers fined with double , \'
polythene bag container with proper label. LT L ENAT “'p*\ & ;(g ob\do
10 Record the weight in below mentioned table. e~ e oy P
9.5 WEIGHING OF FINAL BLEND: pate: 05126\ D,
Container No Gross weight (kg) Tare weight (kg) Net weight (kg) Weighed by Checked by/Date
1< B ST 2 -e0 B By %1 e A o stoo) N
2 ERNIY 3 ®o R~ B \\xﬂ < 7 0 o P\ 20
# L A oo N e ¢ \\“\‘\ R o0\ D
4 o
5 T
e —
7 \
8
9
\i
10
Total weight of blend: Q—a\ s8N - : - "%‘;, ” - fs

Intimate IPQA to draw the sample

Production Sign:......

Sample withdrawi

?{w’m Date:C?..Sf?...Q’Dl Q()

IPQA Sign:.......L

/-%
7

n by IPQA.

Date:...;;';;‘.g.“).ﬁ.{é,/_:)‘,

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

Prepared by:

Checked by:

Approved By:

Destanation QADE;;eicutive s Producti.on Head / QA fjlead /
gnee Des;gneq Designee
. > i
Signature q t v z‘ COR
ith Date W20 {/L \ V\W -
o o4 0“’ 71 ﬂ1+iag,§zo) 9




Safetab Lifc Scienice N

| Nl BATCH MANUFACTURING RECORD Page No.: 37 07 78

1 - R e B —ﬁ
Brand Name | GLIDE M 60/850 TABLETS :‘;"_d”d B 1014 Batch Size 5,00,000 Tablets |
(1 5 = !
| | Gliclazide and Metformin Hydrochloride Free v = . | Supersedes - i
| Generic Names {_sustained release Tablets 60/850ma MFC B ST/MFC/130/R0 MFC No: NIL i

Batch No.: i &:'_\ D& (ID%QA—" Mfg.Date: ‘D&(\)l ~ ﬁ") D Exp.Date: O R!\lol ‘%

10.0 RECONCILIATION:

1.0 Theoretical weight of blend e - S0.000 Kg

2.0 Actual weight of blend : g r‘\‘ i Kg
. e

3.0 Manufacturing Loss (1.0 - 6.0) ’ © un Kg

In-process samples

A | IPQA Samples 3 ~ Kg

4.0
B | QCSamples 3 ACRE ) So K
C | Validation Samples H O {po Kag
5.0 Total samples: (A+ B+ C) o - ‘ @ Kg
6.0 | Total: (5.0+2.0) ’ : Kg
83 51
7.0

% Yield = —1— x 100
(1‘ (R fe N %

(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.

AN . : S { ol
Total rejects destroyed: O(fng Done by Production s:gn/Date:....?t‘;_7 .............. Checked by IPQA sign/Date:.. ./ }x ..C.A.S..(fﬁk , 20
(Rejected materials should be destroyed in the presence of QA)
Yield reconciliation done by Production sign/Date:.....% ............. Checked by IPQA sign/Date:..... Cufé‘t,JCL) 1
9] S\GCA R

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

t
Checked by Competent Staff Sign/Date: K O? 06/ e
IPQA sign/Date: \\.A Q“’” (9 \Dt\\ o
Prepared by: Checked by: Approved By:
Designation QA Exgcutlve / Productnpn Head / QA l-.!ead / -
Designee Des:gpe’é’) Designee e

=z

wone |5 Yoplobhose | Wieg Bt | O




Safetab Life Sciewce |

% | BATCH MANUFACTURING RECORD Page No.: | 38 0f 78
| Brand Name | GLIDE M 60/850 TABLETS ;‘:f’”d n 1014 Batch Size 5,00,000 Tablets
L L
e e e o | TN | sreisor |GERETY
LBatch Na.: QJ\D@ 0O )(‘\(\;‘A—\ Mfg.Date: \r)}(\\l ~ED0 Exp.Date: ph ?D 5 %
11.0 COMPRESSION:
11.1 LINE CLEARANCE CHECKS:
S.No Checks Observation
) production IPQA
1 Ensure that all empty containers, used polybags, lzbels, 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. \/ v
3 Ensure that the previous batch BMR / documents are removed from the area. \_/ L
4 Cﬁeck ?he hogsekgeping general c}eanl}ness of the floor, walls, ceiling, tube light fixture, supply \/ P
grills, riser grills, filtters and electrical fixtures are clean. \
5 Check the cleanliness of the doors, door view panel and compressed air filter outer surface. \/ A%
6 Checlg whAether the machine body and machine parts like hoppers, feed frame, discharge chute \/ v,
and ejection chute and control panel are clean.
7 Check whether the dust collector main body and hosepipe of the dust collector is clean. \/ AV
8 Ensure that the balances are cleaned and it’s calibration status. \/ \ &
9 Chgck whether the Equipments/ Instruments to be used are within calibration/preventive \/ .
maintenance due date. beos
10 Check the status board of the area is updated with cleaned label. O ’ vV’
11 Check the temperature & relative humidity of the area meet as per BMR requirement and \/ \
ensure that the records are updated. ) g
12 Check the differential pressure of the area should be within the limit. \/ L4
13 Ensure the concurrent entries of log book. X \ /
14 Check the Release Status of product Lubricated blend. \/ 7
15 Check the calib@‘gion status of related IPQA Equipment like hardness tester, Vernier Caliper, DT \/ -
apparatus, Friability etc.
16 Check the functioning and cleaning of return riser. v N
Note: Tick mark () if Complies and (X) if Does not comply P

)\ .,
Verified by (IPQA)sign /date:.\ﬁi\..ﬁ:&%..\sf\}\* 2

Checked by (production) sign/date: Qe@‘ﬁl‘ cqlokl2e

Equipment Double Rotary/Single Rotary Balance Area
Compression Machine
; . ST/PRCM/001 or ST/PRCM/003 or
Equipment 3D No.t ST/PRC/004 ST/WB/202
Previous product: \! O?g\ oo é\m a2
Batch No. QQ_C/? ib@j =
s \ . { OO
11.2 ENVIRONMENTAL CONDITIONS: Date: O] © blzo — Date: 1o \ebl
Observation Production Sign Observation Production sign

Temperature: 23°C to 27°C o e - @Qur o ﬁ )
Relative Humidity: ;
45% to 55 % ;C # E 2 ‘&)ﬁ/\‘ INOR '/\' %

11.3 APPROVAL FOR COMPRESSION:

\

Production sign/Date:Q:. O(‘]‘Ob[’m IPQA sign/Date:... L LY C..‘.’:.\..C‘\j 3o

z
|

Prepared by: Checked by: Approved By:
Designation QA Executive / Production Head / QA Head /
Designee Designe;e) Designee
Signature a1 ’f C@W‘L"
with Date (]ru/«cl{ 10(,3 ‘_9{12(} ‘)f OGQ\C&O \ \B}'(,N
Py




Safetab Life Sciewmce

gt - BATCH MANUFACTURING RECGRD Page No.: 39 of 78
. Brand Name  GLIDE M 60/850 TABLETS :_‘:fj”d 10 1014 Butch Size 5,00,000 Tablets
i . . Gliclazide and Metformin Hydrochloride ) . . | Supersedes g
L(iener.c Panes, sustained release Tablets 60/850mc elalisca ST/MFC/130/RC MFC No: L
| Batch No.: { Mfg.Date: \ Exp.Date: S
| Batch No SR Oy | Mebate Qio,m'\ xp-Date Alnedg
11.4 PROCESS INSTRUCTIONS: ”
. Start End Done | Checked
S. No Process Instructions 1+ Time Time By by/date
1 Check the cleanliness of area and equipment. : S s aab e :
Ensure that the correct punch sets are issued as per the Punch issue record and ensure the cleantiness and
5 verification of the punch and dies. . 7 \
Checked by/date(prod uction):g—‘-@gq’——(—)ﬂ LQ b /%eriﬁed by/date(IPQA) :—-——\:)\-- 5.YfZ__QSj_\;’Z}‘C \ K
3 Set the 27- station Double Rotary Compression Machine with
Upper Punch 1 22.00 x 9.50 mm Caplet shape with breakline. Q &;ﬂ
Lower punch : 22.00 x 9.50 mm Caplet shape biconcave and plain. oo [\ 3 | Cyyome
> q
Dies : 22.00 x 9.50 mm Caplet shape. ©qlot)o
Transfer the blend to compression cubicle. Load the granules of Metformin 2. Gy
4 Hcl in one hopper and Gliclazide in other hopper of the compression ulue (W so fq\nm\
machine. ) ogloblze
Operate the Double Rotary Compression machine as per the current version B Gaey
5 of the SOP and reject tablets of the first three round which shall be [NS g AR Ve LW(W cafoblne
destroyed as per SOP. \lo
Check the initial tablet for all the parameters as described below and set the | . ke G 2. oy
6 machine accordingly. AE S s Se S Opbine
7 Coliect the compressed tablets in polythene bag lined and labeled cleanad i
containers. wad
8 Check and record the weight of the compressed tablets. ’

11.5 COMPRESSION SPECIFICATION/PARAMETERS:

- No. of tablets to be Frequency
S. No Parameter Lz 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
Weight of 20
3 taE;gr_c,t 27.200g + 3 % (26.384g to 28.016g) 20 Every 30 min | Every 1 hrs
Uni i f
4 wre);;%r;mty 9 +5% of actual average weight 20 Every 1 hrs Every 2 hrs
Uniformity Metformin - 1180mg= 3%
weight checks (Limit: 1144.600mg - 1215.400mg)
> for individual Gliclazide- 180mg + 3% 20 Every 2frs | Every 2 hrs
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) .
7 Thickness (To be monitored) S Every 30 min Every 1 hrs
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:
Designation QA Exe-cutlve / Productngn Head / QA Head /
Designee Designee Designee
Signature O g 0 N e w"ﬁk; & WA P ’ {
with Date [+ L o4 IOE .’Qoiﬁ U “Z ] ; J \WM i
Alebl3m e NN




Safetab Life Sciewce
_ BATCH MA \’JFACTURING RECORD Page No.: 40 of 78

Brand Name  GLIDE M 60/850 TABLETS g;"d”d 1D 1014 Batch Size 5,00,000 Tablets
‘ . Gliciazide and Metformin Hydrochloride 3 TR Supersedes i

Ganorie Name:: sulstlained release Tablets 60/850mg MEC e ST/MFC/130/R0 MFC No: ML
% Batch No.: (‘ - ‘D@ OQ&\E‘J"S Mfg.Date: ())C)\‘l aAdT Exp.Date: 0O ‘:—{‘:“0 ‘)\‘D\)
11.5.1 MACHINE SETTING FOR COMPRESSION: (UNIFORMITY OF WEIGHT AND THICKNESS)
E Weight Weight
No. | Tablet | Metformin Hel | qusie pare | OO | No. | raprer | MetOrminHEl | e parg | TTCKRESS
] wt. part it part

1 ige Wb ol 99 116 [\zes | Y182 \L- | b-at

2 N2kt | \\t§ 2% Hoo | 17 N2 | 1Y ¥ H - o

3 12y | 1 \< \RO LAY | 18 hab9 | 1BY Y I o\

4 1o | 1\ g\ ] 9 [ 19 3| | \RE 1 b -abL

5 1kt | Y \XS \RL Jd o5 |20 \vy | \\eb v Q< qor

6 %y |\ 1\ R -Gk | 2t lin1) | 1\RY \ QY B

7 3ty | \A\RE \84 . | 683 22 lebe [ \1go Ve b =

8 N2by | \\¥ L I -39 B (36> | \\19 1R b-a

9 Nty | V191 g\ bS8 | 24 nby | \\g4 \'8Y ey
10 |ywer | 11R) \ d03 125 \3bk | 1182 \Q3 A \»
1 neq [\ 19 \2\ Lag |2 N38q | |\T1% \¥\ X o
12 Inby |\ 3 &-a3 \Co 2 LAY
13 vyt | \\9] 'Y ¥
14 361 | 1193 TRY b
22 SLR. | 1114 \8S |«

Uni?gg}:tty B Balance \3 ¢ < v +5% of actual average weight
e o Balance 9+ . w0 27.200g + 3 % (26.384g to 28.016g)
Average weight Balance \ V60 (1295.35&&%0-'115453%%;“9)

Uniformi Metformin - 1180mg+ 3%
weight ks — Wb AR (Limit: 1144.600mg - 1215.400ma)
for individual e : Gliclazide- 180.000mg + 3%
layer 1 AR X (Limit: 174.600mg — 185.400mq)
Hardness Hardness tester . 2 S \ (250N-350N) (To be monitored)
; . 7.10 % 0.30mm (6.80 -7.40)
Thickness Vernier — .o\ (To be monitored)
Friability Friabilator O\ 2 NMT 1.0 %
Red / white colored, Capsule shaped biconvex

Appearance visual \ A= oy uncoated bilayered tablets with break line on

o DL,\ e one side and plain on other sides.
Initial M/C set up checked by (Production): geﬂd Date..@fl‘ “U Verified by (IPQA): . H /N/ Date: ...{.%. Ll /
Initial Setting tablets Destroyed by: Sign: 4’\7@”&1 Date: O‘])Uél’w
Initial setting tablets destruction checked by IPQA: Sign : W" Date:@f’.\.).ui,., 0

Prepared by: Checked by: Approved By:
vesgroter | OAServe | Podicion o i
Signature q \X Lbicu{ccicdvg}u//
with Date *Violy ‘ofo) Ao OHX. 0&,\15&6




Safetab Life Sciesce

BATCH MANUFACTURING RECORD Page No.: 41 of 78
Agrand Name | GLIDE M 60/850 TABLETS z‘(’)‘f“d 0 1014 Batich Size 5,00,000 Tablets
Gemeric Neme: s dhamonc™ | MFCNO: | smrc/omo | Supecesdes |y
| Batch No.: (Do oo\obu\ Mig-Date: | Ql%a\n cng BXpDate ol = Yook
11.6 IN-PROCESS CHECKS: (EVERY 30 MINUTES) BY PRODUCTION:
| Group Wt: 27.200g + 3 %
(26.384g to 28.016g) HARDNESS THICKNESS APPEARANCE
' Avg. Wt: 1360.000 mg + 5%
(1292.000mg - 1428.000mg) o Red / white colored, Done by
AT e (250N-350N) 7'1(?5;0?5?:1%—“”1 tc)iacgfl(;fxszisggted Production
- {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
(9) sides.
oqloble [\o'%30/27 207 | |2bY | Ky H- oz o mnli, Bs Sy
eqloble 110027 226 | 2kl | 9w b (oronhi v, R €
Al [11:30[91 AU | \2 b 209 <00 Lo ol L) L
lobleo |19 0027 108 | \rch | 267 o0 Lo ) n R- G
pafoblee (19130 |21 .32 | \Rblk Dby T ©O Lovopl (w, R Lo
ookl 1q oo oo e [\ [26 | H.olf (ovwonts | @ Cory
—wld Yepoea ol 1a13d tmaoibo din t] oG Acedh
Aokl [20ti0 |24243 | 102 | o by I LovamAiie, R Gy
Akl |20 L9 20 | \R bl | 267 b- 19 locnoiey,  |R Ey
Pleblv 2101027 1R € | 1259 | 2 by -1 oo [0S
ol b o5 0B 156y T 088 S T (a1
Qehle= bz [ 23241 20 [ 051 | Hao |
Q\ihloe bovar 59 Oust \ T2 9l Dlo X
DW= 5355 | D b §] V28K [ one [ »p® ¥
' W\ | 3hopped [ 601 b0 do ootbe s T dos! Bves :
'o\p\oi\% p0\ 20 D_’Pr\’iodf— \%‘D\f oh ¢ Sand. %"
dek\22 0\100 | 0 Doax] tak) | oxX > o
wpk\ool 0125 9 > 3057 [2h¥ [ o) bV
whlZo [o2r0s] 02 b X\ T | Do b
le\tb(20[00'25TD > 2ox] \2%) | Of ¢ >b ¢
roloblso [022 05 D> Ooxt \2h0 [ O8D- b, 7€
oW [02a5] 02 08T 12hy | OB TS ¢
e Ibopeed BF ool P 0\ fe O o Bosoob -
ebl2o o2e[ DB 0] 1Bhe [ DL E b ?&
oWk (08 :05] 2 0e8 | \2h0 | 28x% Doy~ |
o [ &¥yoppediet nd ¥ b Clo

*If appearance are satisfactory dﬁadument as complies.
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Designation QA Ex@tcutlve / Productlf)n Head / QA f-'lead /
Designee Designee, Designee
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Saﬁz’t&b Life Sciewice

| BATCH MANUFACTURING RECORD Page No.: 42 of 78 -
Brand Name GLIDE M 60/850 TABLETS ;:?”d D | 1014 Batch Size 5,00,000 Tablets
emerie Name: G e st | Mrc o | symrcrisore | St o
i Batch Ne.: L)\ D@O(’{’ﬂlﬁ Mfg.Date: ’U\x\“).ﬂ).@ Exp.Date: (-\R‘: 309—()5
11.6-A IN-PROCESS CHECKS: (EVERY 30 MINUTES) BY, PRODUCTION:
Group Wt: 27.200g + 3 %
(26.3849 to 28.016g) HARDNESS THICKNESS APPEARANCE
Avg. Wt: 1360.000 mg + 5%
(1292.000mg - 1428.000mg) B Red / white colored, Done by
DATE TIME 7.10 £ 0.30mm | Capsule shaped Production
(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.
loleblrs | vbias| 2 Feagy| 1362 2 3y = TR Complie <. Q%
loloblre | prsen]| 29 .104 [3beo 282 T-io Comp L en S P
loloblio | 0F:25] 2T, |0y (3573 L6y F 14 Com plies £8.¢ fis}
Leloblle | o315 23 .09, [3by zFo F- 24 Cor b Wes £ iy
[oloelre| 09205 292y 1356 Z32 F.l2 Complees S Py
- Mle She pped Y OR:u¥ lto 05cow che f Breoddpos f
telobho | ogsis] 259 4yl (36, 230 Fot9 Cown plig | Q. 0y
elotlie (0945 27 hQ1 | 120y 27\ .0k Crplis /ﬁ(p
lo]oblos [lo | 7. R | 1259 | oqu. 7. 09 Complus | o5
S y
NS I .21 | [gbe 2bY .0 ‘ Dligy 4 (
—1 _mj{ ltop at [N'oo bp vto e & eg|bbaic
MOloblse| Il 20| 24,209 | 1360 2bb 1,04 t@m/z[ﬁl ;gm
\olobloa N ko] 9.0k 132 i ig § 1 0b (Jerrv\fph.tg_
lolobloe| )@ 120] D4 .96y 1363 2 bq ~1.00 Complaos ﬁ;

. [ i ¢
olob/2o |18 00| 27 203 (k] 290 7.0y Compl s /,%T(D
ofeb)20 (1330 21 .2d | [2he [ oyt 6.36 Grmplw ~
Jsboloe |19 20T 94 0l | 1263 | o b,y Conplug
T T4 ~ T
leloblos | \Y! 25T a4, 209] [3bo 2t g . 9% Lcmw&u ,4%11)
johiJaelic.oc] 09.240] tabs | ©6s b 9) Crmplrs  |loo
o]l s o) ac 29,2460 | L3ba 241 6.94 C,orf)/n[u/\ %7

1T m]e 8710?9&::[ ok boe & ILlio du 4o Fod b(_é'_OLI_J;—L)
lolles [16:20] 2Y, 249 |360 | 9bx H 9 LGmlJ%wA :
~
tolobloo [1t, o] D224 ’;?;é) 2% b.93 (/Umﬁ/m B
leltbfie | —— 1 ¢ Peferoad] \ 4 -co ko Ay 7 o] e b Nootedioh Pnile Heie
|l b\ ug|9 400 | \363 263 ot | lowmhu, | R-Eny
tojoblre N4 2¢ nA, 1y y | | 35] 9 by b3} lermohun | RE
*If appearance are satisfactory document as complies.
Prepared by: Checked by: Approved By:

. . QA Executive / Production Head / QA Head /

Designation ; 2 .
Designee Designee—. Designee

Sisnature 6-’ @ ) ! Q_[c(\g((f &@b\pp
with Date  Tohtebleoxe] ) R obloond S




Safetalb Life Science

BATCH MANUFACTURING RECORD Page No.: 43 of 78
Brand Name | GLIDE M 60/850 TABLETS 2;"?”“ o 1014 ' Batch Size 5,00,000 Tablets
i N .| Gliclazide and Metformin Hydrochloride - o —— Supersedes -
Semeris Namel sustzained release Tablets 60/850mg R ST/MFC/130/R0 MFC No: NIL
:ch No.: q Mfg.Date: Exp.Date: -
Batch o D Dookol, a0t o) aong |5 0RPO> Y

11.6-B IN-PROCESS CHECKS: (EVERY 3C MINUTES) BY PRODUCTION:

Group Wt: 27.2000 + 3 %
(26.384g to 28.016g)

Avg. Wt: 1360.000 mg + 5%
(1292.000mg - 1428.000mg)

HARDNESS

THICKNESS

APPEARANCE

Red / white colored,

DATE TIME 7'.1:) £ 0.30mm | Capsule shaped PS)%TJitibgn
(250N-350N) (6.80mm - biconvex uncoated
T | e | o, | ST | By
‘(r:t); (mg) monitored) :i:\jcés?!ain on other
—— YNl ¢ QA-O ovecy ol Qo g etee A O Aipoen reoeda
fe|ebire [2e5le |O(. 2% D \ 3y 2k 1w Coorples Q‘@"Y
lofvblze |20 tue |, 20 [\ b 2\% —7 . oY Cocrr\ws e Con
lofek\= |90 1o ()_v(.‘LO\( \Sbe 2 6Y¥ LAag (ool Q ooy
b9~ biuxe [0y, 084G 1BLY | bDho | Aox™ [ (foofhnes B
o\p\g\\}o 9500 0> \8> | |25 Sh ¢ b ) Jer.Re W
et (o] om0ex] 2k | 58 | 563 | Geglin, [
Well2o [0 [ o>y 2asT12k) | okl Aoy | @mglios 1
M le | Zhapoohl of dploo Jood'ta  dubbo Aag R
4eb\2e o oo [ 25 285 \3hy [ olo D .0) Rep\loy N
SN 005X 2%“\&7\? \3%( 5 Do GXL\Q\\\Q/)’ rﬁ\@—
Nalls (60302 ooy [ \Bh) [9b% 6.9 (Folges [ B
WO\ (2o [ozten] 2 Dox] \3%v | 2bY | 698 CofMer, | ¥
e Sokes [Gop Nd of (02 05 | )

i

(/\

1\ loh 194,

*If appearance are satisfactory document as complies.
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Safetab Life Sciemce

BATCH MANUFACTURING RECORD Page No.: 44 of 78
Brand Name | GLIDE M 60/850 TABLETS Z;O.d“d A8 1014 Batch Size 5,00,000 Tablets
. e _| Gliclzazide and Metformin Hydrochloride ) R Supersedes ;
Genere Nanme sustained release Tablets 60/850m¢ MFC NO: | ST/MFC/130/R0 MFC No: NIL
h No.: _— Mfg.Date: s Exp.Date: \
Ratsh B INDJOOON spate Ol )>an o) Bedute ON s ana
11.6-C IN-PROCESS CHECKS: (EVERY 30 MINUTES) BY PRODUCTION:
Group Wi: 27.200g + 3 % o
(26.384¢g to 28.016g) HARDNESS THICKNESS " APPEARANCE
Avg. Wt: 1360.000 mg + 5%
(1292.000mg - 1428.000mg) L Red / white colored, Done by
DATE TIME 7.10 = 0.30mm | Capsule shaped Production
(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.
/!\
N
\\
N
N
\\\
g
N
L)
- N4 —
R

q

*If appearance are satisfactory document as complies.

Prepared by: Checked by: Approved By:
oedsratin | P ene /| ot R G
Signature q Li? ) ) v {Gi 3 “ s : \% 2 ,
with Date Woy lob o020 %ﬁob ol © \ﬁ%&@ |




Safetab Life Science
; BATCH MANUFACTURIKG RECORD Page No.: : 45 of 78
| Erand Name | GLIDE M 60/850 TABLETS ‘ ;g".fi”d D 1014 Batch Size | 5,00,000 Tablets
E S Custined release Tamess S0/5somg. | MFCNO: | StmrcrizoRo | Supereedes Ty
1 Batch No.: &’T\D@ DDI’\OH Mfg.Date: (jﬂ\ SNONO Exp.Date: C)\;-S\QQD ‘)X
Y I '
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) _~, Red / white colored, Done by
DATE TIME 7.10 = 0.30mm C_apsule shaped 1PQA
(250N-350N) (6.80mm - biconvex uncoated
o (To be 7.40mm) bilayered tablets with
Weight of 20 Avg. Weight monitored) (To be break line on one side
Teb (ma) monitored) and plain on other
(€)) sides. -
, ~ | /)
calotlod vyiwo | 29 sec| g ( y | oz —~ o [oraplic H
o |ej | 19 pC 992 2LD D[« bsw ﬁﬂm’g\,l{c, /:7\»/\
b(/'f.ag/,, 18 )a D~ [y B s | -6 9 52 ﬁ\m ST "\”L/""f/“
~ M yledopivedfl o4 19i2n fo loaven slub Lo pinno, ~ g
oglelly | 240 2 .24, 2 (36> 269 eSS /l»mm\w (S
ogleLlnl 20 24202 (2bo < . (omplie S
f*’\'oé)?@ 22 20| 94.246 1562 23R ) V.04 (oMb'h/&) Olwn
m“\,ob)’)a 23 ‘397 29.22% 136 217 2 0) Comp lien O(»y—
— "¢ <topded at| cotoe o oo tin] b tee bxedG — 4
\o’oe,m ec’sy | 2V.2es5 | \3po 2% —~. Q5 Cowel 1A G b}__
toloslro [e1 40| 27 Aa) 29 273 | 1. 619 lopmp ‘11”) C f)}«
1olotho |62 a9 97344 | 1362 | 2717 wPTh Lomph®) | Cly
1o b6l o |65 a0 2m.0%) 126 3 214 V.o 4 Comph®) C -
—t w[d Q"OPF"( q" DK 'o D "() E4 10 ?Q? \'@ft biaw?/ — T
\olnelooloarag] 27.21% [ \360 | 269 oy lowelier [ Cly
e Sheppad alr dsrzo dlue Fo st ool —
01067 | 1260 | 903 is Lernfliss Z3
1o | (66| Un0 7.0 ovolds | M
84U | 1249 WASL T.00 C o DAC23 d
A hopped]| ok Blae Jo szis 100 ole do $fyub lasd - [~
ekl W wo [N D [ 1212 )81 )\ ¢ oMb 8 i
"J“’l‘:"-;“v:i“ pllo o] 9.9\ YN, 212 ’/1 q b ;\Mjw A ¢
;‘ b= Hld ‘/y:"ﬁ;p().'., jr,;L nroo 1@ W Lo Al | P rl“, 2. i
ol 1 o109 4-99% | (2L L35S T1.0H4 oemDlirs P
W ob9o0 W | 91 OB | 15672 | 263 | .0 cowplis |
(9fobboo|13:60] 21909 | 1360 | 98] .04 Lovdlios | B4

*If appea ngnce are satisfactory document as complies.

Prepared by: Checked by: Approved By:
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Safetab Life Sciewmce

BATCH MANUFACTURING RECORD

bt . Page No.: 46 of 78
Brand Name | GLIDE M 60/850 TABLETS e 1014  Batch Size 5,00,000 Tablets
. _| Gliclazide and Metformin Hydrochloride ) : —_— Supersedes ;
S e sustained release Tablets 60/850mg PG NGk SUMPGAS0A0 MFC No: HL
B h No.: - 5 Mfg.Date: Exp.Date: A :
atch No Ot paonhoy | Mebate Ohlogng Sepee 05Nea 2
11.7-A IN-PROCESS CHECKS: {EVERY 1 HOUR) BY IPQA:
Group Wi: 27.200g + 3 %
{26.384g to 28.016g) HARDNESS THICKNESS APPEARANCE
Avg. Wt: 1360.000 mg + 5%
(1292.000mg - 1428.000mg) o Red / white colored, Done b
DATE TIME 7.10 = 0.30mm | Capsule shaped IPQA Y
(250N-350N) {6.80mm - biconvex uncoated
i (To be 7.40mm) bilayered tablets with
Weight of 20 Avg. Weight monitored) (To be break line on one side
Tab monitored and plain on other
(mg)
(9) sides.

Lo : 210 o] )
lolel lya l iy, ccd ) d.59 ¢ l2 [ | ) N .o C«'—‘M/’?//F;, k=73
T O T Z= = 70T L % ) g T 7 ) p— /,‘
(re//g{/g\ ]y g 24 2il 1240 Wi b S% [fct?;/h/:gn 4 - in

Mg .Lcmog{,/ 2 [bHp Jo 16U a et de leo Lopd —

i = 7€ /7T . = 7 i = i e /"”’“"”"/
’hlﬂ" N Ifsgn D""jﬁ( ’?t—l 2 $<¢ M- 02 (Amef\‘r\Q P A
T T T R = £ 7 7 ) 7 =3

. !" 0O o 1e 12D r‘/ e VCLIA‘A')[O 'L':'nm Camplo ,’—CL!//en —
folobly] Vool 270y | 1310 SR b-se [@prl\q e QI
a1 8l oppodl oL walisn Lo Dosn, Aol o brppee 7
? A [ W T l o= U
"n'eb[ﬁ\ ’?rte"'l ”7”1\')1{&‘ l?hL Q(—? Q-\g\: /‘MM;’)!?;D >t
{“(OL[“ IDYINY < M Y W5 0) lz¢g Dor | T3 Lo plIy o R R

] ~ 3
14;,{*,@)‘)0 D D125 279.24 J RIE 2 7» &4 BTSN S i1en Q'y;
\elobl2o |22 2y 2-2Y8 \8 &< 7R O8N fome 120 :‘;,_,‘{

= 1
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*If appearance are satisfactory document as complies.

Prepared by:
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Designee Designee Designee
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Safetab Life Sciewnce
| \\_* BATCH MANUFACTURING RECORD Page No.: 47 of 78
| Brand Name | GLIDE ™ 60/850 TABLETS ;:;"f’“d 0 1014 Batch Size 5,00,000 Tablets
- i | Gliclazide and Metformin Hydrochloride ) i — Supersedes -
| Generic Name:| o\ ined release Teblets 60/850ma MECNG: STMPC/A30/RO | ere me: Wik
. 4 . fg.Date: - : ;
Batch No U\B}% GD\DQ a Mfg.Date Q\'\\“)(“)S“ Exp.Date \3‘;\‘ 5002
11.8 IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR-BY PRODUCTION:
Date: @o\lp’c' Qo Time: Lla LU
Weight of 20 tablets: 220 %
1 \+ 2l 8 s 2 5% 15 \+ 3 s
2 . ¥ E Le Db 16 IR
3 V. 2Cy 10 \ Sy 17 L2kt
4 \.z2b 11 \ M 18. \ - b
5 {\Jﬂoo 12 s 2o 19 A UL
6 L. % 5% 13 L+ <G 20 _ ~BbZ
7 \ =3 ¥S 14 \ SN ‘ =
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg) M /C Speed:. \.L-RPM
Min. weight..... ... 2. S5 ..g A]:55 Max. weight LA g loec: e
Average weight of 20 Tablets: ... .3kl .g
Friability : IR | NMT 1.0 %
Done by: ....... E, % ..... {Production)
Date: Qf:\.f.c’.b.(."-’ Time: ..\:‘.‘.n.\.-i\.Q
Weight of 20 tablets: 9= .25 g~
1 26 8 \rLE L 15 14 ey
3 \ s 3bo 10 \; 73,02 17 \ > 2oy
4 \+ 5% 11 A BeS 18 \» B SA
5 \ v 12 A -1 19 A\ LT
6 s bl 13 1 Sy 20 | vy by
7 -1 0 14 e 3% % : ; -
Limit: 5%of actual average weight, (1292.000 — 1428.000 mq)
Min. weight. 1+ 2.S. % g Al g, Max weight .. \2 280 g lee. g%
Average weight of 20 Tablets: R e W
Friability : RS [NMT1.0%
Done by: ........ X :..Q‘.w’{...(l?roducﬁon)
Date: DC’.\!,?H% Time: .\ LU0
Weight of 20 tablets: 3. =] L L=
1 \‘ [N "; b'L, 8
2 e 289 9 _
3 \« 3bh— * 10
4 \ € r; b’b 11
) lr =2 €% 12
6 ts b)) 13
7 L2 by 14
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg)
Min. weight \\- 2L% g QC\5-{%
Average weight of 20 Tablets: PRI, SLTLx Y o SRR
Friability : o'\u r [ NMT 1.0 %
Done by: ...t g .:..:%Y..L.....(Production)
Prepared by: Checked by: Approved By:
Pesignation QA Exgcutive P Productign Head / QA ﬁead /
Designee Designee Designee
Signature (js '\fi U&\T u}ﬁqw &\g‘\\\\\m N\
ith Dat ¢ :
Wi et 014 ob [ sene ?)Zod:;o).e BENENS




Safetab Life Sciewce
Nt BATCH MANUFACTURING RECGCRD ~ Page No.: 48 of 78
Brand Name | GLIDE M 60/85C TABLETS i,:ffjud o 1014 | Batch Size 5,00,000 Tablets
I _| Gliclazide and Metformin Hydrochlorice o g e Supersedes
Generic Name: susteined release Tablets 60/850mc HrcHo; ST/MFCAS0/RO MFC No: T
Batch No.: Ao Mfg.Date: o Exp.Date: ) .
(AR OO bon Q%) nond Slovn o
11.8-A IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION:
Date: r::‘ilc‘e&"c Time: 22,55,
Weight of 20 tablets: Q AL\ .6 s
1 (i 8 \: b9 15 |\ T 6L
2 .y o E v SSX 16 L 1ty
3 A Y 10 \r Ly 17 A =
4 | * 20b14 11 Ay IES 18 Ly 2CQ
S b 12 \r By 19 . T
6 |+ LG 13 \» by 20 \. 3¢
7 L. b 14 . Tb— i i
Limit: 59%of actual average weight, (1292.000 — 1428.000 mg) M /C Speed:...L7LRPM
Min. weighf ........ \‘ECLP ..... g qc\“’L/"/ Max. weight ........ ‘*zbtgg ‘ch‘v\%
Average weight of 20 Tablets: el 32 g
Friability : bilu 7 1 NMT 1.0 %
Done by: g'efy ..... {Production)
y
Date: Q‘}\J"k&p’o Time: D‘.\»g"o
i f 20 tablets:
Weight of 20 tablets - 2% % 4 R\_o
1 " \ 5 bl’ 8 \_‘ %2-'
2 N1 5 =250
3 = 2hYy 10 b 2—
4 A\ 2 11 \« BLX
5 2ok % 1 2k
6 L. 2L0) 13 2y
7 5L 14 Ve 2K

Min. weight \° = g ..33. AR 9% Max. weight ....... i“g .............. g \po‘gb%
Average weight of 20 Tablets: X*B)o{ g
Friability : O A¥ T A | NMT 1.0 %
DONE DY vuw e vsssssiind {Production)
20 X"
Date: 0?\“&3\9:‘0 Time: .f%
Weight of 20 tablets: L] g Ste %x-q
1 TS 8 2h G is Ry -
2 252 S \ =210 16 22
3 \e 250 "] 10
4 \r 2% & 11
5 V.2 %) 12
6 1Sk 13
7 [~3h & 14
Limit: 5%of actual average weight, (1292.000)— 1428.000 mq)
Min. weight \“ 2 )"‘( g SV (‘9( ..... %
Average weight of 20 Tablets: \'«3] ............ g
Friability : A ~\\ 7 - [ NMT 1.0 %
(Production)

Prepared by: Checked by: Approved By:
oesgratin | ¥ etue /| ProdsrFead
Signature C {5: A FM‘L} ‘&K\C&KQW
it Bt A e \OE [ago0 Uﬂﬁc@bmo h

o




Safetab Life Sciewnce
N BATCH MANUFACTURING RECORD Page No.: 49 of 78
| Brand Name | GLIDE M 60/850 TABLETS :L"f’“a o 1014 Batch Size 5,00,000 Teblets
s N .| Gliclezide and Metformin Hydrochloride 3 —— Supersedes o
Generic Name:| 5 stzined release Tzblets 60/850mg MFG N0 SIS0/ | eersios ML
Batch No.: \_‘3\%@ 0“% Ol Mfg.Date: %) O-OD:Q‘ Exp.Date: Qﬁg— OB
~ \ T 7
11.8-B IN- PROCESS CHECK FREQUENCY: EVERY 1 HQUR BY PRODUCTION
\
Date: \”\0\0\20 Time: -D<Dbx—{'
Weight of 20 tablets: .
~\—a 2 ‘9\ > Lf W ] "
1 L3k & 8 33k 5 L 2xb
2 L2Xh 9 \» 24 b 16 e 2560
3 WEYY) 10 L ax$ 17 2% 0
Z ) g i NYYSUS 15 1.2k,
5 \‘ »'QX‘)Y‘ i2 ‘\t?l’)’b 19 \c g%@
6 1. 2450 13 2%y = ‘35\8/
7 \e 260 14 " 2N : ' e
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg) M/C Speed 12_-RPM
Min. weight... 1’ 35{ _— Max. weight \r.gtf’g/g \00‘\{\}%
Average weight of 20 Tablets
Friability : © \| "j [ NMT 1.0 %
Done by: ..... & ......... ;...(Production)

Date: ‘.0\6\0\2-0 Time: 6\\32'0

Weight of 20 tablets:

1 1,28 Y 8
2 2\ 9
3 A 10
4 "W, 34 11
5 2k 12
6 \r2ho 13
7 \r 20 14

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

Min. weight =Sy g 3\9 }’b/
Average weight of 20 Tablets: e 2h]
Friability : @, \¥ ") _ J NMT 1.0 %
Done by: ERTO (TP (Production)
Date: \0\53&253 Time: 02\”2{
Weight of 20 tablets: D/?r o2 g—%m

1 V' 8

2 \« Q, D 9

3 2L T

4 h ‘\n 11

5 W2bt’ 12

6 s 13

7 ﬂ;& N 14

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

Min. weight.\ 3.2 5% 9 9(.. %

Average weight of 20 Tablets: \B .............. g
: P B

Friability : DX 7], [ NMT 1.0 %

Done by: ...

(Production)

Prepared by:

Checked by:

Approved By:

Designation QA Executive / Production Head / QA Head /

g Designee _ Deq‘rg’n‘e‘e) Designee
Signature (‘l L(g UJ}7(~/’/C{ " : (@Q AR
with Date ] 1 \ 5 oD \ \ X

ey {ob 1 2050 04l0b]2050 NN




Safetab Life Science
A% . BATCH MANUFACTURING RECORD Page No.: S0 of 78
Brand Name | GLIDE M 60/850 TABLETS ::;"fj”d 1w 1014 Batch Size 5,00,000 Tablets
. .| -Gliclezide and Metformin Hydrochloride . rC/13 Supersedes ;
Generic Name: susizined release Tablets 60/85Cmg biEc s SEMRG/130/RD MFC No: W
Batch No.: Q_:XD @ 0(/’\#@.«‘%\] Mfg.Date: C,,b\' D.(;D:C) Exp.Date: (-\)(_—)\ri—gg f))
11.8-C IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION
%)
Date: \ 0\5“2.0 Time: . BE-SO
Weight of 20 tablets: 9 ? :
eight o able . }% . e \ N
1 IERCY Y] g \* 2% D 15 S
2 Lh K™ 9 ) 16 \+ 5 b0
5 1Y) 10 NG s 17 Y
Z VY ) AT s b
5 \» 3D 12 \* Cbt 19 (24D
6 2L 13 \' 22— 20 2GS
7 RORIY 14 \rZbG : il o
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg) ' M /C Speed:.. LIZRPM
Min. weight \+ 255" g é !"g/% Max. weight \;2;(95/9 100: 236 o
Average weight of 20 Tablets: A g -
Friability : OcU’% 7 [ NMT 1.0 %
Done BY: s i assssusss (Production)

pate: JO1ON\20

Time: 0 \r’?)&_

Weight of 20 tablets:

23;%’&

1 \\gb,

2 B0 9
3 L 2K 10
4 \, D\I'ﬁ D 11
5 \-2b) 12
6 e 2% 13
7 N2t 14

Limit: 5%o0f actual average weight, (1292.000 — 1428.000 mg)

Min. weighf/\ LS 82— g
Average weight of 20 Tablets:

0....g

Friability : Q& \ T/«

TNMT 1.0 %

Done by: ..... {Production)
Date: ..).22 blrow Time: L0bi2s™
Weight of 20 tablets: o —4 lo8 Sm

1 \r3be 8 .26

2 f S, 3 "}‘ 9 2y | 365

3 (- 259 10 B

4 - 253 11 L->5bo

5 1.35¢ 12 |, 359

6 1.3 6o 13 [r35y

7 = 14 l-35 F
Limit: 5%of actual average weight, (1292.000 — 1428.000 mq)
Min. weight 354 L3953 % Max. weight ..\ 20 .
Average weight of 20 Tablets: ... l:3bwv... g
Friability : O iy v, [ NMT 1.0 %
Done by: cucuee é:.i.%....(Production)

Prepared by: Checked by: Approved By:
Designation QA EX(?cutxve / Productn_on Head / QA }-_iead /
Designee Designes, Designee
Signature [ \5% t,u.)val_,lqt&g’/{ W&&;?
, R ~ N

with Date | J—\\O'O}SLCOU @H\U{; TsSks “\\\g




Safetab Life Science
o BATCH MANUFACTURING RECORD Page No.: . 510f78
Brand Name | GLIDE M 60/850 TABLETS st 1014 Batch Size 5,00,000 Tablets
N _._ | Gliclazide and Metformin Hydrochloride i — 5 .Supersedes T
Generic Name:| | . ined release Tablets 63/850mg s 2 ’/'_M'FC/J 30/RO | ieC No: NEL
Batch No.: ¢ Mfg.Date: (D)Q \ O Exp.Date:
Unaookon 1200 oclanng
11.8-D IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION
Date: ‘O(Ob'k’?‘a Time: .QF-457
Weight of 20 tablets: 9 q_ 224 %
1 [- 2593 8 - 36% 15 38 F
2 [r %y £ 1 b2 16 1- 355
3 - 2b¥ 10 {365 17 (> 3%q
4 |l.256 i1 - 3ke 18- (3%
5 |- 2%9 12 i 36 19 (rde9
5 1, 35— 13 [-3 6o 20 L 25—
7 365 14 [- 364 B
Limit: 5%of actual aVeE"age weight, (1292.000 — 1428.000 mqg) M /C Speed:...[.%._.RPM
Min. weight |r 2357 g 89204 % Max. weight ,'35?9 lee 51 o
Average weight of 20 Tablets: e l2 261 g
Friability : o, 157, [NMT 1.0 %
Done by: SP.—S ....... {Production)
Date: (.ol"’?’w Time: ..2.0.1%¢.
Weight of 20 tablets: 0=t . 0 0% 9
1 .33 8 HESS 15 S
2 L 9 L.26o_ 16 . 204
3 | -26D 10 .36y 17 1-3b7
4 [ - 3bo 11 - 349 18 1> 3k9
5 [ 370 12 . 363 19 l. 269,
6 -3¢ 13 1> 3bo 20 (. 3bo
7 . B3bo 14 L. 3o B
Limit: 5%of actual average weight, (1292.000 — 1428.000 mq) M /C Speed:./Z-_RPM
Min. weight ' ' 34 q g qcx) L3% Max. weight /3'7‘}’ .......... g '00%70%
Average weight of 20 Tablets: ... Y YN g
Friability : O \RQ 7. [NMT1.0%
Done by: ...........%.Q.....«(Production)
Date: lo(?k’:“’ Time: \O--?.( 7
Weight of 20 tablets: Q_j N (3 %h,\
1 1.3 8 [-3xb 15 (. 32
2 L Rbd | 9 . REYS 16 }. S0F
3 1. 360 10 a3k 17 REYTS
4 1.2¢% 11 1 - 3Bbx 18 .36/
5 | .3b4 12 1.2S0
6 [ -3l2 13 3o
7 1259 14 I, 30
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg) :
Min. weight [-#350 Max. weight .......... 1.26% ¢ 10061"%
Average weight of 20 Tablets:
Friability : €. \[L / | NMT 1.0 %
e
Done by: ........4... i) 6 SR (Production)
i 3
Prepared by: Checked by: Approved By: s
. QA Executive / Production Head / QA Head / __ S
Besignation Designee Designee Designee Y NTR OLL £D G 0 PY—
Signature q [/g (,LE’ &\(q\m W&J %‘*LL;\.;_,...——.__- —
; _ : 7 <&
with Date ol \ob l'L(’ 9.4 a':!h\ QLt&w(} ﬁ\{\\b

7



Safetab Life Sciewce

,,,,, BATCH MANUFACTURING RECCRD Page No.: 52 of 78
Brand Name | GLIDE M 60/850 TABLETS Z‘; B I 1014 Batch Size 5.00,000 Tablets
[ . Gliclazide and Metformin Hycrochloride 3 e Supersedes
Generic Name: sustained release Tablets 60/85Cmg BHC NG: ST/MFC/130/R0 MFC No: -
Batch No.: \ Mfg.Date: t\ ) Exp.Date: 0 0
(3\5)6?0?\\0& 4\3[)9_@D-Q \SIQO 2
11.8-E IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION

Date: lQ\,Q‘(D)‘l’d Time: .‘1‘.—5(?
Weight of 20 tablets: a9. Q\g 8‘“

1 | 380 8 | 3CC i5 [ 3%

2 .357 S [ 3] 16 l. 369

3 i« 29 10 [- 300 17 (-2% 1

4 [- 0 11 269 18 1«3(%

5 L. 2083 12 | 2bo 19 VR

6 1 . B B SN 20 ( 5 ghg

7 5] 14 P T
Limit: 5%of actual average weight, (1292.000 - 1428.000 mq) M /C Speed )2., RPM

q 5
Min. weight \ 362‘ ..... 'lr)‘ ....... % Max. weight ... ISQ‘? ........ g OD\LL%
Average weight of 20 Tablets: R 3@0 )
Friability : O . ){,, Y- t NMT 1.0 %
Done by: ...l TR ...... {Production)
{

Date: ,]Q!QQLQJO Time: .\.2‘..”3—>T—
Weight of 20 tablets: 2~ .92) 4‘1 S

1 3 8

2 L 20 9

3 1. 262 10

4 . 11

5 [ B8 12

6 | 2] 13

7 1:359 14
Limit: 5%of actual average weight, {1292.000 — 1428.000 mq)

( sWe

Min. weight 1 ) 3&_ © g f’ "Z’L«‘%
Average weight of 20 Tablets: el 3&« ......... g
Friability : O 18 V- [ NMT 1.0 %
DONE Y «oogelin Ll sonsanand {Production)
Date: . \qub) .0 Time: .,3’6‘0
Weight of 20 tablets: ;—T g £ 5“\

1 1260 8 1. 3¢ 15 [.360

2 INEER S .20 16 BEYY)

3 | . 2bp “| 10 S NYAS 17 [ 2y

4 y . 240 11 . 3T4 18 NN )

5 [,2b) 12 1-360 19 ke S0

6 1.-3b9 13 .2bo R

7 TSN 14 L AXH
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight.... ] g.k ......... Max. weight ? .................
Average weught of 20 Table
Fribility : O .4 ~/A | NMT1.0%
Done by: 4[7"‘9 ....... (Production)

\
Prepared by: Checked by: Approved By:
Desionziion QA Exgcutrve / Productlpn Head / QA f-_lead / i
Designee Desigpee Designee i
Signature g (ﬂ ,( ) Uk{cufq\o([ w 4
i < ] y 2

with Date o1 oh 2020 0?(\(3&3“)«0# Q\\\Q




SO —— ' === — :
| Safetab Life Sciewnce
o BATCH MANUFACTURING RECORD Page No.: 53 of 78
Brand Name | GLIDE ¥ 60/850 TABLETS i,?_d”d =0 1014 Batch Size 5,060,000 Tablets
. .| Gliclazide and Metformin Hydrochloride i ot B TS Supersedes .
i —" sustained relezse Tablets 60/850mg sl ST/MFC/130/R0 MFC No: NIL
Batch No.: \ ’ Mfg.Date: () 020 Exp.Date: ‘OS\\Q L RS
LS ROTkDY I |
11.8-F IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION
Date: IOI’CL,«Q‘C Time: ..,.'/T..’"‘f)."
Weight of 20 teblets:
eight o e Nt SL\(:; B
1 \,3%) 8 T-35% 15 24
2 \-2bo 9 1 =259 . 16 Lab
3 .2 ¢ 10 (2L, 17 s 30 &
4 (.2¢M i1 1. 2L 18- [ 3ko
5 { -2 12 -8 i9 (.3<pg
6 \ - 3o 13 Y 20 (-2
7 U Rk 14 s = : e
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg) M /C Speed:...[ 2-RPM
Min. weight.......... !3-5-3 ........ g qqg% Max. weight ('36@ ...... g /GCS‘X%
Average weight of 20 Tablets: ... T’b‘a“ g
Friability : O V&Y . | NMT 1.0 %
Done by: coveecint i ninaaas {Production)
Date:[ -“'bk‘w Time .JS(S?
Weight of 20 tablets: 21 . ll@ng
1 1. 8% 8 L.36g
2 1,260 9 \-3L0
3 1 .%%) 10 Y
2 [ -2 o— 11 . 36 )
5 1.3L0 12 S
6 | 12t i3 131
7 136 14 U Sk
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg) ;
. (oo -
Min. weight. l o L] g TCU%% Max. weight ‘Bﬁ/g ........ #3 .......... %
Average weight of 20 Tablets: ... 2 1:) ......... g
Friability : D ¥ YA | NMT 1.0 %
Done by: ’ 5 ..LB ............ (Production)
Date: L‘GIOHZ/O Time: LB.SS/
Weight of 20 tablets: f‘lv—g . 'l(lcj 87-(\
1 Y] 8 1> 354 15 [ 3¢
2 . 30 9 [2b2 16 1.3bA
3 [ 354 | 10 3 b 17 . 360
4 2 11 .3k 18 264
5 (. >b2_ 12 .35 19 ) . adg
6 1-36% 13 [.3kc &
7 L36s 34 p 22CF
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg) M /C Speed: 3
i Q0
Min. weight 1.2 LS O\q S(% Max. weight 'S(D"F ......... g ‘O ...... \’3%
Average weight of 20 Tablets: ... ‘351 g
Friability : o 1LV [ NMT 1.0 %
Done by: ...s0 Y. sssvonuasn {Production)
Prepared by: Checked by: Approved By:
Bestgration QA Exgcutlve / Productifm Head / QA h}lead /
Designee Designee Designee
Signature C)" \Q LU} a\qlégl £f w\&\%\ﬁ
i Y - P 0
with Date / 0’)_} le NI Ok 0{3\9&‘)19 Q\\\Q




. Safetab Life Sciewice A
BATCH MANUFACTURING RECGRD Page No.: 53 of 78
Brand Name | GLIDE M 68/850 TABLETS Effj”d b 1014 Bateli Size 5,00,000 Tablets
| Gliclazide and Metformin Hydrochloride . o Supersedes .
Generic Name:| o iained relezse Tablets 50/850mg MEL REk: 2 WMPCILIO/RO | per no: Bl
Batch No.: Mfg.Date: D& ‘ Exp.Date: bﬁ'mg_j
2D 2060 bog Do '
11.8-F IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR 8Y PRODUCTION
Date: \D‘Cb‘q’?_ Time: \"\_‘.55”
Weight of 20 tablets: Q“( o€
1 V. 2o 8 As B ES 15 1t e B
2 \» 3bX 9 \» Ry 16 S
3 v ReYhk 10 L Rt 17 L by
4 .2l i1 L TR B 18- > L q
5 . zE7 12 AN 19 L Vo
6 \ - vbb 13 Lr2lr 20 ANy |
7 \s’zgc\‘ 14 | 2 S‘C‘\‘ e
Limit: 5%o0f actual average weight, (1292.000 — 1428.000 mq) M /C Speed:. \.L=RPM
Rbe QG-
Min. weight..“.\.:...}. ........ SL&Q ( ........ Q ..... % Max. weight ... \,'}b\g ..... g \wg\ ...... %
Average weight of 20 Tablets: v blg
Friability :  © \W | NMT1.0%
Done by: ...... Q,éb:\' ........ (Production)
Date: KC'C’L&‘Q" Time: AX Y
Weight of 20 tablets: 2 g Q
1 \» b 8 \« B¢ ¥
2 \» 3C7 9 \ =
3 \+ Req 10 | »>e g
4 \. 2R 11 \* Rbw
5 \ - 2 T4 12 \3¥e
6 \ - 2 bt 13 \» 36
7 N 14 RS

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

!

Min. weight....L.1. 2 gﬁﬁ_g AUSS % Max weight ... 122 0% g Aoo S\ %
Average weight of 20 Tablets: ... LTRT = U g
Friability : 0\~ - [NMT1.0%
Done by: ... E@’*’X" ..... (Production)
Date: \OIO’O[’}Q Time: Q.Q'gf
Weight of 20 tablets: 21 -2S

1 \. L2 8 |- ¢

] 1599 9 .\~ 2o

3 | L9 "1 10 T e b

4 \ =lEq 11 L+ %59

5 - 3o 12 A 3y

6 \-2b% 13 A\ 389

7 L\ S 6 14 {  PRUA
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight.........\..t...}.gb.r....g Q‘Z\rl/% Max. weight \ .....................
Average weight of 20 Tablets: \’;tc\ =g
Friability : o \C/. [ NMT 1.0 %
Done by: ...... K.\Q\' ....... (Production)

Prepared by: Checked by: Approved By:

: ’ QA Executive / Production Head / QA Head / . B S
Pesignaton Designee Designee Designee { C O NT RO L L ED C C P Y
Signature g‘ \Q UJ}C‘J{CL cd&if w\& A L_‘m__ﬁ:__'s___________,__———,____—:,._w
with Date ‘ O-L’ iob“)o)/@ 0& 06\9\_(3()/0 Q\\\@Q

J

\
i



Safetab Life Science B
BATCH MANUFACTURING RECORD Page No.: S30of 78
| Brand Name | GLIDE M 6C/850 TABLETS m"fmd n 1014 Batch Size 5,00,000 Tablets
.| Gliclazide and Metformin Hydrochloride i : . ~ | Supersedes
Generic Nagme: sustained release Tablets 60/850mg L e STMFCIES0/R0 MFC No: L
Batch No.: y Mfg.Date: O& NOLO | Exp.Date: O 13
Gihaso Loy [
11.8-F IN- PROCESS CHECK FREQUENCY: EVERY 1 HOUR BY PRODUCTION
N .
Date: ‘0\6)0\2&2 Time: Z\rgo_.
Weight of 20 tablets:
s, 2 d ~ 2 3 S-f A I
1 Y v 8 [N2YY) 15 \- $42
2 oxe 5 LRk 16 sk,
3 \\\Q}QQ__ 10 !.'B VE 17 e i
z Lo Lo i R A e s
5 2B 2 2o 19 [ 238~
6 L Z2bx 13 LRES— 20 e
7 C2kn 14 N 5 B
Limit: 5%of actual average weight, (1292.000 - 1428.000 mgq) M /C Speed:.[)...RPM
Min. we;ght\‘ggs" O\C‘b_’S/O Max. weight ..... l‘zb? ............. g '\le-h-’f ..... %
Average weight of 20, Tablets: =N - . g
Friability : © 27T . [ NMT 1.0 %
Done by: ..... (Production)
Date: “M;\Za Time: %,“,9/
Weight of 20 tablets: ot |
1 1 Z2by 8
2 L >h2— S
3 . 2Lo 10
4 q\ ok D 11
5 [NE21%0) 12
6 N AT 13
7 S 14
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg)
p 7~
Min. weight \ 12X g “Qlﬁ.fo Yo
Average weight of 20 Tablets: .. L2000 ...g
Friability : DA\ /. [ NMT 1.0 %
DONE BY: covcveliimcacasacsansasne (Production)
Date‘:\\Q,?.E..z..?.... Time: .Q0 20
Weight of 20 tablets: O \FK
1 \ 8 (2
2 Lw2h Y 9 NDN Y
3 w2 L4 > 10 N R
4 b2 11 20
5 s 2b] 12 3% —
6 VWb 3 13 e 205
7 L2 0 14 WS
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight \\ 359’ \ Clo‘ ...... > %o Max. weight
Average weight of 20 Tablets: ... ‘36% g
Friability : ©-~\ 3} <] » [ NMT 1.0 %
DoRE by, 08 . ceveunsssnsnuanunsd (Production)
Prepared by: Checked by: Approved By: [
) ) QA Executive / Production Head / QA Head / 1-_»._-_:-.—_-_7.-;.—:—:—'::;—‘—--_-—, cop % ’a.s
Designation Designee Designee, Designee \ CONT ROLL t;l_)—_:;i;___—:\J
. 5 8 3 5 '0«'_»-___’;—;—:_—-——"
Signature C) lg LLL[C,A[QRQM \\@w s
. Y . . N
with Date / Oji 1Cb s3I 0;‘ 06\&6‘)0 Q\\\%




Safetab Life Sciewce

’ BATCH MANUFACTURING RECCRD Page No.: 53078
rand Name | GLIDE M 60/850 TABLETS productIb ' 1014 Batch Size 5,00,000 Tablets
T 2 .| Gliclazide and NMetformin Hydrochloride . N T/MEC/1 200 | Supersedes ;
Generic Name: sustained release Tablets 60/850mag MEC NO: ST/MPC/130/R0 MFC No: L
)
Batch No.: Mfg.Date: @ B 9D | Exp.Date: ! ‘
G‘LD 26 060[—{ 0« Oﬁ?_@ﬁ_g
11.8-F IN- PROCESS CHECK FREQUENCY: EVERY 1 HGUR BY PRODUCTION
N
Daté\b’c\zp. Time: .Q.\..»}.é..
Weight of 20 tablets: >R I ag]
1 I 3
1 T 2ZiF g Lehr— 15 T 7h
2 AN 9 (Y 25 16 \s 15}
3 s 2% 10 26D 17 3 Y
4 b & 11 \- 260 18- v D bo
5 [ 2N 12 L20) 19 = 262 —
5 Xy 15 Y S 2 AT
7 Lo XY 4 \~ 255 &

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

==
Min. weight....... \‘3§> ............ g C{ﬂq@’% Max. weight ..... \‘g’l’g ....... g \Q'Q‘LELf%
Average weight of 20 Tablets: a2 g
Friability : (N == I [NMT1.0%
Done by: ....... (Production)
N\

Date: \.'\\’h‘°&.»<> Time: {02-1'%3
Weight of 20 tablets: Oy, LEY o

1 \- 240 8

2 \‘\ ggkf 9

3 . 2b] 10

4 \ \s '2 bD——— 11

5 \. 21,0 12

6 2Ly 13

7 \ . 2\—\0 14
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight. \‘ 2 5\"* g CICXJ—PC‘%
Average weight of 20 Tablets: ...} Lo2% ). . . g
Friability : 0.\ ¥ [NMT 1.0 %
Done by: v il eeccrcannens (Production)
Date: visissvisssssasae TiME: cciveverncncnne
)ﬁéigh’c of 20 tablets:
N1 8

)\ 9 L.

5 \ - 10 3

< ni

5 12

6 13

7 14

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

Min. weight e
Average weight of 20 Tablets: o
Friability : [ NMT 1.0 %
17713 - 17 L RS — (Production)
Prepared by: Checked by: Approved By: ”
) ) QA Executive / Production Head / QA Head / e R PV
D t _ . N CIOPRY
esignELan Designee Designee, Designee “CQ N TROL LED (‘ Uy 4
3 g ."_‘__:_.__2,.__..:;-;:"—__:,_--"',-
Signature g K’) { Lﬁia’b{a\qw \\@\\\e\ﬁ I
i ) ; ; N
with Date / Ol} ‘Cb IO 0!1" Ob\&()w “\'\\?
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| Safetab Life Sciewce
i BATCH MANUFACTURING RECORD Page No.: 54 of 78
Brand Name | GLIDE M 60/850 TABLETS :?f’““ R 1014 Batch Size 5,00,000 Tablets
z .1 Gliclazide and Metformin Hydrochloride i | e Supersecfésw N a
SRS S sustained release Tabiets 60/850mg MP< No: ST/MFC/130/R0 MFC No: NI
Batch No.: % Mfg.Date: ™\ " Exp.Date: 2
sitsly o tripa OOhuy sbte Oblogyg | Bebete 0Slecan
11.9 IN- PROCESS CHECK FREQUENCY: EVERY 2 HOUR-BY IPQA -

Date: .«"iﬁk.\:)ﬂ Time: \ A=\0
Weight of 20 tablets: > . 279 .,«} .

1 .2 8 ol — i5 { 22 L0

2 penlg 9 i»'?;:; i6 b 2

3 {io =1, 10 Y L,’./ i7 2l ?

4 .o == 11 i ~o 18- | 26

5 [ 2 2 12 1.20.4 19 | oo (o

6 § x4 13 :-;\v'z =4 | -24 &

7 102 e v 14 S e
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg) = M /C Speed:..\ Z-RPM
Min. weight.....L.2.2H. . TA23.% Max. weight ... ). 271 2. .g W ¥ X AL
Average weight of 20 Tablets: . 2.20.3....g
Friability : & U0 [ NMT 1.0 %
Done by: ........ 5 é’d ....... (IPQA)

I

! B v ’
Date: E3Llobk.ln0 Time: L5000

Weight of 20 tablets: 124 A
1 ,' » C ’_}5 ‘) 8
2 \ o 1_ C) 9
3 { > ‘»\—( D= 10
4 | 2 e 11
5 U2 Lo 12
6 | 2e 3 13
7 P20 ’\ 14
Limit: 5%of actual average weight, (1292.000 - 1428.000 mq)
Min. weight i2S2.5 .o . fz...\:t.;..,%
Average weight of 20 Tablets: S BN A I |
Friability : T " | 2+]- [NMT 1.0 %
Done by: .......m..@.ﬁﬁ:.....(IPQA)
\
Date: ‘C‘.\‘"Q..L) ko, Time: i,
Weight of 20 tablets: _
- 2 - 4
1 YN @) 8 12w | 15 1~27]
2 -0 : i y22~o 25 1z ch
3 |./3€:{4 10 X !,‘?rlﬂ 17 \ De— w2
2 el i —zCe is IR
5 \‘,n(f 12 Ly LOa¢ 19 Y 2
6 120 < 13 >80 s
7 1 P2 S<S La 14 b2 b
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg) M /C Speed:.....).RPM
Min. weight v ig L g 99:12.% Max. weight ... Co A g \E\.§;%
Average weaght of 20 Tablets le ‘«Lf ...... g
Friability : )" | (4 o] [ NMT 1.0 %
‘ /
Done by: ... NYC...aPoa)
Prepared by: Checked by: Approved By:
Do QA Exgcutwe / Productlf)n Head / QA Head /
Designee Desxgnge—‘) Designee
Signature (7\ p ‘ % \quk
with Date 3 01} ’QB 100 0.9 ? Lbo)( \ b\\\




™

Safetab Life Sciewice

11.9-A IN- PROCESS CHECK FREQUENCY: EVERY 2 HOUR BY IPQA

N BATCH MANUFACTURING RECORD Page No.: 550f 78
Brand Name | GLIDE M 60/850 TABLETS . 1014 Batch Size 5,00,000 Tablets
’ .| Gliclazice and Metformin Hydrochloride B T Supersedes
Semeric Name: sustained release Tablets 60/850mg MG 5O =UMRCJ1S0/R0 MFC No: ML
Batch No.: UD R OOLO )y Mfg.Date: Cb\ >0 ) | Exp-Date: O g[ pOLG

Date: QCHQ!OM Time: 232120 »

Weight of 20 tablets: f):-l . li,‘-g Sps

Average weight of 20 Tablets:

1 \+2s% 8 268
2 \» 25 S RS- SN
3 \Bloa 10 o B¢
4 2292, 11 20
5 A\ 2bg 12 \ 2SR
6 \+2Sq 13 \*25)
7 210 14 \ *3bq
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
Min. weight.. x2S\ g % Max. weight ... 1.2 372

Friability : ©\2_v/, [ NMT 1.0 %
Done by: .M (IPQA)
Date: .X.QX.Q\Q Time: 0\56.
Weight of 20 tablets: 19 248
1 A+ 8
2 LRI~ S
3 \~2s5% 10
4 \* >S4 11
5 12k 12
6 (L B0Y 13
7 \ =257 14
Limit: 5%of actual average weight, (1292.000 — 1428.000 mq)
Min. weight. A\ L2234 g CI}S’Q'?—%
Average weight of 20 Tablets: .- a2y g
Friability : 0 » { %/ . [NMT1.0%
Done by: ....... C.J‘( \ ........... (IPQA)
Date: \0\.‘0}9\0.9 Time: O'))‘?ES :
Weight of 20 tablets: 27 2 0\
1 A+ 3S8 8 ' Dlos
2 \ 23S 9 2o
3 =2 A Vealony - 10 R G oY
4 A3y 11 \*2S3
5 \+ 2SR 12 \+ SR
6 \1»872 13 kol
7 AR S 14 \1259 - =
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg) M /C Speed ’32...RPM
Min. weight. A\ +.3S 32 D& bow Max. weight . \.2. 36 ].....g \O9L4T. %
Average weight of 20 Tablets: SO, W21 X o S |
Friability : @ e\ % Y « [ NMT 1.0 %
Done by: U% ............ (IPQA)
Prepared by: Checked by: Approved By: o
Besighation QA Exe‘cutive / Productign Head / QA l-!ead /
Designee Desugnee Designee ~) 4
Signature ?LP UJ? %@\ &‘;}‘g\g} bl
- R
Blth Date < °)-l 10’0 IQOQU Cué 9[9}20}0 N\
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Safetab Life Scie N ;
[ g — : i |
[ e A"Ch MANUFACTURING RECORD | Page No.: 56 of 78 |
Brand Name | GLIDE M 60/850 TABLETS Z‘:fwd o 1014 | Batch Size 5,00,000 Tzblets
- ey .| Gliclazide and Metformin Hydrochloride oy o Supersedes - o j
Coqmiaia Naag: sustzined release Tablets 60/850mg HFC B0 ST/MAC/LA0/R0 MFC No: AL !
i
tch No.: ,, : Mfg.Date: \ Exp.Date: f“ 3
Fateh o N DA o0k )y | Mebate b DESHE ot Q51002
11.9-B IN- PROCESS CHECK FREQUENCY: EVERY 2 HOUR BY IPQA
r o
pate: [Q.0k |0NO Time: L. Ll
Weight of 20 tablets: ). D 14, @ Cq]
1 2 b 8 - 0 p% 15 2 & ]
2 LY 9 [ QLL 16 2 b |
3 DY 10 s 17 5L 9
4 i 2 LC 11 ) D1 18 oL fs
5 1 » QSN 12 (- LS 19 R L.
6 1 ACK 13 \ - SO 20 Zbk L
7 | DT 14 [~ 2 £ : &5
Limit: 5%of actual average weight, (1292.000 - 1428.000 mg) M /C Speed:...l... .RPM
25) 20 10 0. S
Min. weight.... L1 2. 5. 1) Max. weight ... .. 210 . e D021 %
Average weight of 20 Tablets
Friability : 7y | | NMT 1. 0 %
Done by: (IPQA)
" WG} ¥
Date: ..... R0k L Time: Cq‘ZD
Weight of 20 tablets
1 N 8 ¥
2 P+ L O 9 |~
3 |« W 7 10 {
4 1«2 L R 11 Lr
5 | « O, <X 12 | «
6 {* Q Bl 13 [ ¢ °
7 i ,), }/ < 14 |

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

{ ~ a
. ,.\( \¥

Min. weight
Average weight of 20 Tablet's.

9963 %
=362

Friability : (€, [O [ NMT 1.0 %
Done by: ....... &} .............. {IPQA)
Date: \Q &l. ~, Time: ‘UT?)D
Weight of 20 tablets: 97 ) T SC]/
1 ~3HA ’ 8
2 RIS 9
3 -3CE .| 10 »
4 1 ~R8E 11
5 1 -3¢ 12
6 13 13
7 13D 14

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

Min. weight \: 2 g(‘: (fqgg%
Average weight of 20 Tablets: ... J, *3{;2 ........ g
Friability : © (27 » [NMT1.0%

Done by: E‘% ............. (IPQA)

Prepared by:

Checked by:

Approved By:

DesignatEn QA Exgcutive / Productign Head / QA i-_iead /
Designee Designee Designee
Signature g‘ " ] AL ‘dw--
A fa} \ {
with Date l 0 R \
ob 200 3 brdeblme e




Safeta

Life Scievice

|

BATCH MANUFACTURING RECORD Page No.: 57 of 78
Brand Name | GLIDE M 60/850 TABLETS Z’:’?’Ud 0 1014 Batch Size 5,00,000 Teblets
. .1 Gliclezide and Metfermin Hydrochloride A . Supersedes i1
et ot susteined release Tablets 60/850mg MG Hoh kb e i MFC No: tak |
Batch No.: ORe0b0)y | Mgoate: k)0 00 | ExpDate: OSheo o
I 1 T
11.9-C IN- PROCESS CHECK FREQUENCY: EVERY 2 HOUR BY IPQA
Date: ‘@[561%"1” Time: .l%‘g.o '
Weight of 20 tablets: 0 = Q% = (;m ‘
1 20 ] 8 L2750 15 Y %Y 2)
2 Lx SH A 9 L 269 16 (+ 208
3 U 5L O 10 .2 b8 17 [+ 369
< L. &% 11 L+ 2K 18 L+ 2% ~70
5 Ly €9 12 e 290 19 L 5T
2 AL O i3 CZT] 20 HREXS
7 L 269 14 YAy et :
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg) M /C Speed:.I") .. RPM
L
Min. weight ( X g g NT g Q"LL% ....... % Max. weight ...... ’ "2’7’ ...... g 100‘&'1%
Average weight of 20 Tablets: \’ l-\ ....... o]
Friability : O, | *J [NMTi0%
Done by: sessssssssss Qé’ ........ (arQa)
Date: .. .8 JER/2D0 Time: 1&‘2{.
Weight of 20 tablets: ~- 98 9
1. 8
2 9
3 10
4 11
5 > 12
6 RYA 13
7 -2, 14
Limit: 5%of actual average weight, (1292.000 — 1428.000 mg)
0O C~
Min. weight.......| 252 g ﬂ.‘l..';.')EZ«..;..ﬂ/o
Average weight of 20 Tablets: ... B
Friability : 6 ~{ XY _ | NMT 1.0 %
{ (1~
Done by: .../l (IPQA)
Date: .l..ol..(,o.b..[ ) Time: ..‘.SQ’}..‘;»..Q.'S
Weight of 20 tablets: 25 . 24y q
1 l.gce w 8 \-3¢L 15
2 |‘x'>_{n'1 S P EY- ] L i6
3 \\Q‘tL‘ - 10 2t \.,'7{.’2 17
4 -2 11 \“'2,(45 18
5 -2 12 1“3h0 19
6 At 13 IR 20
7 1v3 ha 14 3oy
Limit: 5%of actual average weight, {(1292.000 — 1428.000 mqg) M /C Speed:
Min. weight l=25.b qugl”% Max. weight ..., t?,(,é .......... g
Average weight of 20 Tablets: !\3[9'7..‘ ..... g
Friability : O {20 - [ NMT 1.0 %
Done by: ........ H'@ ..... {(IPQA)
Prepared by: Checked by: Approved By:
Besignation QA Exgcut;ve / Productngn Head / QA ﬂead /
Designee Designee Designee
Signature g\' lg A, c&e{‘ ; A\ 50
with Date I ? b}‘ . L’ ’Cu‘.i . ; . Q\&ﬁ 1
O} [0b (2020 O oblan o W J




Safetab Life Sciewce

ey BA TCH MANUFACTURING RECGRD ' Page No.: 58 of 78
. Brand Name | GLIDE M 60/850 TABLETS r’;:’fj”e B 1014 Batch Size 5,00,000 Teblets
. e .| Gliclazide an¢ Metformin Hydrochloride _— AR Supersedes .
fincnc Slesryes sustained release Tablets 60/850ma PG NO: S e MFC No: BHL
Batch No.: Mfg.Date: 0 \ Exp.Date: 6\
(2o ki k) O9l2vo2
11.9-D IN- PROCESS CHECK FREQUENCY: EVERY 2 HOUR BY IPQA
Date: L(?[Ohf 12 Time: ..QLN\S
Weight of 20 tablets: D i« 2\ q
1 L-20| - g LRSe 15 (YA
2 {265 E \~2h 16 v2by
3 200 10 3kl 17 \- 251,
2 \p ey o EL 1 36D
S 3R 12 V' 2oy 19 w2kl
6 | R I i3 -3k 20 \ 2 A3
7 L2y 14 L 28 ’ :
Limit: 5%of actual average weight, {1292.000 - 1428.000 mg) M /C Speed:.\.0) _RPM
=
Min. weight.... .= 354 g A8 4 Max. weight ... A2 2bbs g LOOAT].%
Average weight of 20 Tablets: As2.b.Qo g
Friability 1 O \«\o ] NMT 1. 0%
Done by: ....... .p«‘,*GD ..... {IPQA)
\
Date: ...'..Q.i..*l.(:./z o
Weight of 20 tablets: - ~ . 9 .«
q A-2.N A
2 2 b L
3 Vs 2 - )
4 \ -2 ’.‘;/ Zy
5 \ Z/ r( (‘
6 1-359
7 -2 63

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

A ~— N A=
Min. weight......l .52 o
Average weight of 20 Tablets:
Friability : ©12 ~/ . TNMT1.0%
7

Done by: ...........’...\..(........(IPQA)
Date: ....‘.L.Z.‘a?..i.i 22 Time: OV 35
Weight of 20 tablets: 7271 . 2. 4 -~

1 . VS 9 2 8 2 <

2 -2 60 9 \-8 5§

3 \ -2 A4 - 10 2126 ¢

4 V% 11 2 &

5 12 2"\

6 354 13 363

7 \-R6S 14 23S G
Limit: 5%of actual average weight, (1292.000 — 1428.000 mqg)

A — " { 21— (ST e |
Min. weight.......\... 2. 5.2 - Max. weight .........2 1 2..g bl
Average weight of 20 Tablets: Sk
=

Friability : & 12 v | NMT 1.0 %
Done by: \r[} ........ (IPQA)

Prepared by: Checked by: Approved By:
el B i
Signature 4 !/ (‘, : @Lr@(LC{‘M c\‘f
with Date ol Ob 293,0 : H{Olafilo')/@ &i\\‘




Safetab Life Sciewce

o BATCH MANUFACTURING RECORD | Page No.: 59 of 78
Brand Name @ GLIDE ™ 60/85C TABLETS Z?d”d = 1014 Batch Size 5,060,000 Tablets
[careric Name] SoE0E 0 WSt BEOHIOe | wec wor | symrcpono | st |
Batch No.: &T\\D(Q) oOke g Mfg.Date: D)()‘ N Exp.Date: A C;T")__QQ 2
A4 \ \ = l —
11.10 IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR BY PRODUCTION:
Date:Q.q,)Q.b[‘:‘?Time:.\h.\:..S.\Q Done by: ....... 14 .Z...@.\.}/. ..... {Production)
WHITE PART [METFORMIN HCL] 22 .U} COLOUR PART[GLICLAZIDE] 7w
: Limit: 1180.000 % 3% [1144.600mg — 1215.400mg] Limit: 180.000 + 3% [174.600mg —185.400ma]
R IR W0 I 0 N o Ml O - 2 A WP s T W O YA < W i B o TV S
Gl I O U< N I I S Vo Mt O WO .~ O S 05 N IO o 5 s G WO i A 20
S N 0 S " I . - VOO Y W Y K o i W M O 01 -0 B AN 4
S I WUN G S Ml U0 0 S it O VR 5 O B O 00 v S il O S0 W S0 il B R 04
Sy 2] A P19 A2 |5 ] bRy [2] pagy [ | ©019
o1 4Ry 1B )19 120] ARk 6] Py [P ety (20 ] O\
7 W\l W3R 7] b\ (M o\ B
Min. wei ht\‘\(\( qQL"SF]% Min. weight....S 2y
Ma:>r<I xé‘ght ..J,...s...x..g.&:........gg Leo. Soow M;x. welight LT W W S
Average weight of 20 Tablets: ... L l¥eg Average weight of 20 Tablets:
Date:&ﬁ\.?b.\:g. Time:.. \XL.EO Done by: ......... g ..‘..ﬁ"..."“‘k.ﬂ’rodudion)
WHITE PART [METFORMIN HCL] Q2 * (oo \ COLOUR PART[GLICLAZIDE]
Limit: 1180.000 = 3% [1144.600mg — 1215.400mg] Limit: 180.000 % 3% [174.600mg —185.400mg] 3 - L&
BRSO - A A L 6 < Y il O S U 20 s o\ (8| O\Yy | | 01\
Gl I o W O O WO O 2 " I Y O X2 T A B o WA V- o YOO B0 B
Sl T VO U -4 Nl T S N S s T S A o Y00 20 el > 1 v (W I B o B s
S T U s 6 el I AN % il R T s £ WO I o\ 1q [M] oWy [ ]| DK\
S| vso [ WR) 7 ©\rz 12| t~\Mk |9 | DO~\¥%
O VAR B [ %) 51 oVgi®] O
LA I T - W Bl B W (N ’ o \¢\ [*] ©Owgo

Min. weight... .. A0\ 2. . g
Max. weight ... Q.. 1¥ Y. g

in. weight. Y= A M.
mg\x.v:/’veeIigght \\{\Lb ........... g

Average weight of 20 Tablets: ... ‘\KD g Average weight of 20 Tablets:
Date:..‘?fl‘ﬂbhf‘l‘ime:.g.s?j.‘hss/ Done by: .......... K. Lo ~(Production)
WHITE PART [METFORMIN HCL] s COLOUR PART[GLICLAZIDE] G T

Limit: 1180.000 + 3% [1144.600mg — 1215.%67%19]57’7 Limit: 180.000 + 3% [174.600mg —185.400;%] M
I S < O O . G T 0 O G YO o S o T o O IO 0 5
2 e 0 | V@3 (6 A\ 12 ] ec\RY |0 ] pagY |16 | oy
3] Y\ |10 YA |Y7] Yv\R3 |3 O'Wo |1 o~z |V | ©+18%
4 \t1RY (1] Y+\19 18 \$\£\&f‘ 4 O\1y |12 D \\14 18 o.\gt/\‘
S Vs g3 (2] LRy ] AN\RD |5 | ol (P2 bagn | ] T8
6l VIRTIB] Vg [2] V(%46 | 6%y {B] o\ |20 | orlgy
AT BN INTG 7] oMWYy ] b\8U |
Min. weight...\..t...\ ..... }f ...... g CEQ(,L\C\% Min. weight..... D\'\a'i ......... g b LA )
Max. weight 4.2 Ao g 1. XCoy% Max. weight ... AN ....g ez )4 %
Average weight of 20 Tablets: At V€N g Average weight of 20 Tablets: e DAL g

Prepared by: Checked by: Approved By:
Bestaration QA Ex§cutive q Productign Head / QA t-'lead /
Designee Designee Designee

ignature (T L hb&i N .Qﬁ)
fvi%h Sate Q 1’%}; Jok_s (QOPJ-J UJjaZ}: roé/&C’{'LO &%{i@a




Safetab Life Science

BATCH MANUFACTURING RECORD | Page No.: 60 of 78

| Brand Name | GLIDE M 60/850 TABLETS i?‘_j“d m 1014 Batch Size 5,00,000 Tablets

Gliclazide and Metformin Hydrochloride
sustained release Tablets 66/850mg

?atch No.: b\m o x\\/\(\ A—\) Mfg.Date: @}0\4}_@ O Exp.Date: t) g‘! ‘3—(\9\3

U

Supersedes

- / 130
MFC NO: ST/MFC/130/RO MEC No-

Generic Name: NIL

11.10- A IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR BY PRODUCTION:

. =
Date@?}"u% Time%..: ...... - - s
: WHITE PART [METFORMIN HCL] }(g SYY 8“7 COLOUR PART[GUICLAZIDE] Z (L2 k &m
Limit: 1180.000 = 3% [1144.600mg — 1215.400mg] Limit; 180.000 % 3% [174.600mq -185.400mq]

A2 [3 [\AES [T Ve
LS 7 [\ Ss T\
A0 [ T Wb [\
E B RN b

ONST [8 [ 0\ 15 | O\ T
0&‘8% ° 0\\% * 1 0O- éJO
()\p,_% 10 G‘\geo 7 0O
0.8 [u1[ON\Ns [18 | 0
e (@)

0 O

NI O | B W N
N O ut A W N e

L\
Ry [V, B\
%o 13 \\
oM ~

Min. welght’rX%{ g 9%“‘0&7%

: s
Max welght Ao A ST ARy
Date:]@\’.@h‘gﬁ. ﬁme‘o\.\10§‘ Done by: .ot icssisasasosss {Production)
_ WHITE PART [METFORMIN HCL] 2-"5 by 85 o COLOUR PARTIGLICLAZIDE] Brbo X¥ep

Limit: 1180.000 = 3% [1144.600mg - 1215.400mg] Limit: 180.000 = 3% [174.600mg —185.400mg]
TN (B NN \XRR (2] o082 18 [ o\ ET [ [ At¥
T TSk [P [0SR [ W32 [ 00555 | 0\ak [ [ 8%
3] LA8Y o] Wk [7] e 3 oo [] 00 [V | nn ¥
Al o [T\ NS (8] \ng) [4] o NE 1] 0c\opy- (18] A \QY
5LV (2] §Y \ &Y [5 | ouix] (2] 6
] MRS (B o 18 | O 1¥] =
7 ’].\%{) 14 \,M 7 O(‘\&}g 14

Min. weight.......... 1 b\.% g

Min. weightw._uo.:..\. ........

Max. weight ...\ \.. &g Max. weight ...Q.x \ &) ...g T8 N S
Average weight of 20 Tablets: Average weight of 20 Tablets. MC*\EQ ...... g
Date:l&\&‘ﬁ‘gtﬂ. ﬁme:..ﬁ.:%:!.lfp o {Production)
WHITE PART [METFORMIN HCL] 9_3-8‘5’5\5«\4 COLOUR PART[GLICLAZIDE] 2, 5‘]3 5\&\0
Limit: 1180.000 + 3% [1144.600mg — 1215.400mg] Limit: 180.000 £ 3% [174.600mg -185.400mg
LVl [8 [t \Po [15] Y\ [ | 0 \&D (8] g Q0[] onBd
189 5 [\ %] B 8L 2 [0 B<® | 0nds [ ] o0&
ST WYk [ Vel 7] \\E= 3 [a \DD> (0] Oe\BN]7 | pe\&]
AL \\RE [ NAES (28] \\H 4 oS [11] 0\QZ[3B | ac\d
ARDY s RN RS B P S R Bl Y
s IANK] (B \ANE| Ny |8 [ o ¥ [B] KT [0 NS
7] Mgy =] (R 71 MV _[#] pr ¥ [
Min. weight...,...i\ ‘Q%LW ..... g ?9'§%% Min. weight........ O‘\?’é_g\ g S)Q’ '}J°%
Max. weight ... AQ&2 .. g t 0239 o Max. weight ........} '\\‘,fg (52‘5‘?%
Average weight of 20 Tablets: Ii*\"}%" g Average weight of 20 Tablets: O‘\Pr e G
Prepared by: Checked by: Approved By:
. QA ;xgcutive 7 Productifyn Head / QA tjlead /
esignee Designes. Designee

ignature E te 4 [ \ O “4’ LLED cop
vSvi%h ;ate (/\:\pdf ]Ob })og,p %?Hﬁgzﬁo &\;\;@Z\;_ i ki ettt i BRI
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Safetab Life Sciewce

BATCH MANUFACTURING RECORD

Page No.: J 61 of 78
| Brand Name | GLIDE ¥ 60/850 TABLETS f\,?fjuc{ ® 1014 EarchiSiee S00A0 Table=
[ . Gliclezide and Metformin Hydrochlorice Supersedes
. - FC/130/ 4
Gencric Name: sustained release Tablets 60/850mg MPC o ke S B Mo i
Batch No.: Q?’\,B@OO o é—; Mfg.Date: Cj@\")_@)l\ Exp.Date: QC;) 'lbrlg

11.10-B IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR BY PRODUCTION:

Date:.‘..\ ...........

{(Production)

WHITE PART [METFORMIN HCL] Z233.X] 90\9
Limit: 1180.000 + 3% [1144.600mg - 1215.400mg]

COLOUR PART[GLICLAZIDE]

Limit: 180.000 = 3% [174.600mg —185.400mg] i

LIANNES B NS (BT RARST [T T NGy [E ] o \es [5 | Asy)
2L WY 9 [\ngo [ (¥ 12 [0S 5 [ 003 | o\fs
> LN E 0] W [V W8 [P T NP0 ad9>y [7 | 695k
AN &0 []cN\SL [T WA [« T (] (5] 0A%0 [ | 0k
ST (2] WY B WX 5[ O0\D (2] o0& [P ] o\
6] \ (&1 [ el odgo [B] 0F~ o2
7 \“\\Q%_f 14\.Y 17 T o) g/f 140 \ax |

) ) r\ : ) . 0.4 s

Min. we_lght ................. 153 L— g Y B Min. welght......... AR T o i ¢

P Na ek e prasphi ey, 2~ 2%37;;;:9

Date: L‘D(’{",w Time:...2 b: 4y Done by: ..... > .?_1, .......... (Production)

WHITE PART [METFORMIN HCL]

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

COLOUR PART[GLICLAZIDE]

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

SN

Ll 0T B ] tige | jpgy |7t 0142 |8 | 9.8e |¥® | p.ig0
- [ 180 |° 182 |36] ;.t82 |2 °.(1q |° o, |9 |16 O, 15—
3 [t82 [10] 1189 || (%o |3 052 1™ o0.22 |7 | 0.3y
N [f¥y |11] T-td0 [18 L iFe |4 o (33 |11 0.i9% [18 | o.1%%
5 (. 1S 12 ks 19 i (I8 5 PRI 12 - [T 19 e,{%°
6 f‘tg?_, 13 (- (FY 6 0.ifj 13 PN A 20 e, | Fs—
= j.t%84 (14 [+iFGe [ 7 o.i92- |14 °.(gof -
Min. weight........... l{S’-L g 2 Min. weight..?..e.[.}.éf ............ g
Max. weight ... ...l B.4p....g Max. weight ....0.. 83 . g
Average weight of 20 Tablets: ... l-iF.... g Average weight of 20 Tablets:r *.O*I'%ﬁ g
Date: LOle)QA Time: Oq 1o Done BY: bl iadlassiise {Production)

WHITE PART [METFORMIN HCL] 2-3 6O fvfx COLOUR PART[GLICLAZIDE] .01 m

Limit: 1180.000 £ 3% [1144.600 —1215.400mq] Limit: 180.000 % 3% {174.600mg -185.400mg]
loragk (8] 14183 B e [T ] st [B ] o % [B5] 9.199
2] 1.\ |9 [0 |26 1\g2— [2 ] o a9 |9 ] o017 [ | 0.1%_
31 1.1%¢ 10 g (7] Vo0t 3 a.1Q) 10| o.|g9 17 0. 1
4 {‘{-18 11 |-\§L |18 -\ 4 o0.\¢o 11 0.1k 18
S| Vaag (2] )70 197 (g [5 | 0 098 [2] onig |2
ol Vg 3] LI I2] L4b 6 | o jex [B] oatd
7 1) [ gy |8 7 O-\Qo_|¥]| o0.1¢=
Min. weight....... );’\"T»O ......... g e Min. weight..“.p..:.. ~f g  LLoL .......
Max. weight ....1..2.19.2=. g oS 189 Max. weight .9 LS g 2y 2
Average weight of 20 Tablets: ... ‘\B\ ........ g Average weight of 20 Tablets: ... .| €\, 52/
Prepared by: Checked by: Approved By:

pesignation Sl | remeE besome [ CON
Signature ; UJ}( : C{{ | x‘ W\ﬁ%r )
with Date g\ )/%?{ ?Ob {mDD ZZJOCE{» {6&0,1 < \ %ﬂ N




Safetab Life Sciewce

o BATCH MANUFACTURING RECQORD Page No.: 62 of 78
| Brand Name | GLIDE M 60/850 TABLETS e 1014 Batch Size 5,00,000 Teblets
Generic Name: g‘;’:zgiz f‘e"!iaﬁtfroa’;‘;;;Z%%"chfggde MFC NO: ST/MFC/130/R0 f(‘;‘ée;f:des NIL
Batch No.: ubgl DQ\'\‘CA—\ Mfg.Date: % \ 0OQD T | Exp.Date: Q“;\ NOOY
{ T [
11.10-C IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR BY PRODUCTION:
Date:‘,.t.!.a..'?.'.'20 Tme\c\DO Done by: ........ /R? ....... {Production)
WHITE PART [METFORMIN HCL] O 3_L) F5n COLOUR PART[GLICLAZIDE] >, 6/ §
Limit: 1180.000 = 3% [1144.600mg - 1215.400mq] Limit: 180.000 + 3% [174.600mg -185. 400mg]
! 1-129 o 1479 151 [s)18e. 2 0.18) 8 | oz |35 | ©.1%3
2 L)"tv; 1 ath (] LARF 2] PNy | | 0.18) | | o.)gc
3] lwvis |10 10T (Y] (%0 (3 | oadg |2 2-ie |17 | 5.1&8]
4 180 1] Jyd4 [B8] (182 |4 ] oM@ || ©-1@y |18 | o.\gy
5 |1 8e—|12 UsVrfs— |19 ”H(O 5 .19 12 o,hﬂq 19 O3y
G 1a&e B3] 1.4k |20 PRERE °-18) [B] oy [20 | olaq
/ 1§3 1] (.1%0 @ 1’| ©18 (™| ©°IRofd s
Min. weight.... l J —F": ....... g Min. weight....... \7_]0 g
Max. weight _....]...2. JSE g Max. weight ....()....] g
Average weight of 20 Tablets: N X . Average weight of 20 Tablets: ... .&.:l
Date:.(.p) Ob) ime: 1 5 %'/ Done bY: coeeeee PR e {Productiocn)
WHITE PART [METFORMIN HCL] DZB Lot o COLOUR PART[GLICLAZIDE] R, ‘Qe :{_M
Limit: 1180.000 % 3% [1144.600mg — 1215.400mg] L|mtt 180.000 + 3% [174.600mg —185.400mg]
1 \"2*0 8 [,’gg 15 (> ] &4 1 vlg'B 8 ’\’80 15 O/Cg)
2] Ly (% 111 Llge |2 ] oagy [° [oldy |16 | 020
3 1915 101 1439 7] |ligyg 3 O:.]~y |10 o.)79 17 | o) &2
4] g (1] LU [ 4 o-ds 1] 0.1y |8 90N
=1 fslg) 1% [eif e 5 OAE |12] ©0)8y || O
6| l.eo [B] (.11g - 0.182 |B]| oc.fp | |01
7 BN 17 O-|§o || 0.1y T
£-2r
Min. welght...«.. [ ‘*2‘ g i Min. weight.......... 0 ’ \'7 g %
Max. weight ... IR .. "or Max. weight ...() 2 | 8.3 g oty t’/L .....
Average wenght of 20 Tablets ........... I 2] Average weight of 20Tablets: _ ... & 1o g
Date:!.b )0 6/29 Time: 1= 35" Done by: cececinceccdeaeedaannnns (Production)
WHITE PART [METFORMIN HCL] 23y COLOUR PART[GLICLAZIDE] Leb Aol
Limit: 1180.000 + 3% [1144.600mg — 1215.400mg] Limit: 180.000 £ 3% [174.600mg —185.400mg]
Ll dge) 1% 1 q.tpt (¥ \ 12,5 |1 od82 |8 | odey |35 | o145
£l 3.,0%0 §° Loty 1959 1,184 4 oA80 |9 | o 1@0 |3 | 5.18X
Sl I o N il N WP O ) 1" |® | Sy [10) outh Y| o.lg7
5 L8 (2] g R (¥ vag |5 oOlfe 12| o.%s |19 Q -\ &
g Lies |8 (ag2 | L)ty [ O-1yo|1B| o182 |20 O-1 §1
7 |80 |14 [.)&r ’ o-l&7 || .
Min. weight..... ‘ Y‘FS/ ........ g Cﬁﬂ'v/ Min. weight..... O ’q{ ..... C’i %
Max. weight ....).2). 85 . ....g [Re:MZ °/: Max. weight ...0.. \ES . 5 ]%Q ;.72(1 °/:
Average weight of 20 Tablets: ... T!XG ....... g Average weight of 20 Tablets: ... A.«..].X’.’D ....... g
Prepared by: Checked by: Approved By:
Desinnatan QA Executive / Production Head / QA Head / i
sERah Designee Designee__ Designee 1’,‘ CO
Signature q & Uu\f G \a( Eaki &gg&@'\gﬂ\}ﬁ'*"*
| with Date oY lo}o 0,0))v wéj,;)c [9} Redo \; Qﬁ
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A

Mt | BATCH MANUFACTURING RECORD Page No.: | 62 of 78
Brand Name | GLIDE M 60/850 TABLETS foﬂua 4 1014 Batch Size 5,060,000 Tablets
. Gliclezide and Metformin Hydrochloride PR Supersedes
I - Z ST/ i3
Generic Namie susteined release Tabiets 60/850ma MFC NO: ST/MFC/130/RO MFC No: NIL R
Batch No.: oL Mfg.Date: @b}D-OJO Exp.Date: Ogr N
CtD20060oH | 023

11.10-C IN PROCESS CHECK FREQUENCY FOR INDIVIBUAL LAYER: EVERY 2 HOUR BY PRODUCTION:

Date:\.‘?f[..Q&S.ﬁ?.. Time:. M2

(Production)

WHITE PART [METFORMIN HCL] 2% oo, COLOUR PART[GLICLAZIDE] : )
Limit: 1180.000 = 3% [1144.600mg — 1215.400mg Limit: 180.000 * 3% [174.600mg -185.400mg] ? bcs/
11 VX% 8 Is Yoty |15 1\ T 1 LR |8 T 15 O \"y
2lv\te 19 v (%] vy [2 ] ey 9 ey %6 | matg
3 \’\e\g 10 |+ \"\Sf 17 1 \Xo 3 0‘\'-\‘\ 10 b\T 17 o \\.Z\‘
ARy [P veige (1B vigy (4] eate [T sy |8 | o wo
1 vvRe [P page [ a2 [S ] oy [2] oy [ | o v
°l pid [P 40k [2] 1.V%3 [6 ] 0wy [B] 6y |2 | oawy
/ ‘\ My \e\g | = N O \RY |4 ] b.\%)\ - =

Q-4 . %

Min. weight.. 2.\ 1.5 g g

Max. weight .\.2.4. 8 . ..g loo: X% g AR
Average weight of 20 Tablets: S WO s s WO g Average weight of 20 Tablets: e DAAXO g
Date:.].gl.ﬁ.hl}ﬁ Time:.g.-g..;;?ep Done by: ........K‘..@?ﬁl’...(Production)

WHITE PART [METFORMIN HCL]

o N\cOF—+ o COLOUR PART[GLICLAZIDE] 2 '&D
Limit: 1180.000 =+ 3% [1144.600mg — 1215.400mg] Limit: 180.000 * 3% [174.600mg —-185.400mgj ¢’ 7
Plyetey 18 1 [y ey [P exe (8] 0onc [5 ] oy
21V 19 v [] (b wy 21 by |° ey %] coxe
g (Wl v 17 gy, [P o [P0 6wy [ [ eing
dlyetg (1109 [1B] (+1K3 < ooWw¢ (M|« 7g (18 | ©.\19
>V WC (2] oy [19] vy S eoxr [P pge |19 p- 92
1l WO B8] 1vge [2] V8o [6 ] o7y [B] oiye 20 g o
7] AR [ M (Rl - K e o [M] o
Min. weight“...\...'....\j..g. ........ g Min. weight... QNN g
Max. weight .\.x...E k. .. g Max. weight .0 NYX . g it

Average weight of 20 Tablets:

Average weight of 20 Tabletd;

Date:.\?.\h&’.\&:?.. Time:. 220035,

DONE BYE wvvusiiorvsssssnssinsiss (Production)

WHITE PART [METFORMIN HCL] D2 &
Limit: 1180.000 + 3% [1144.600mg — 1215.400mq] '

M g

COLOUR PART[GLICLAZIDE] 2.ko
Limit: 180.000 % 3% [174.600mg —185.400mg]

LA 18 AT \nRos [T T 0\@ T8 0,08 [15 | 0.15%
21 \SX 10 [ Whpd [3] A& T2 4085 (9 [ caxe |5 ] 0.0k
>l e\ [] VYA [07] WY [5 T )ind (9] 0.(o5 [7 | o (F
L AWST 2] WNFo [BT VAT [# o\ Y 5] 0.180 | o\ ¥
> W\ (2] V2O Wk |5 [ ¥ (2] 5 8% [P | ol
6 Bl E (,\\é;}] 20 \’Lxl\ s | oX 13 N NF
71 L\pg [ 71 onge (%] 5.\

Min. weight........ \ "?T >/— g

Max. weight .. \.s..L. & ... g \
Average weight of 20 Tablets:

Average weight of 20 Tablets:

Prepared by: Checked by: Approved By:
Besignation QA Exe'cut;ve / Productxf)n Head / QA !*_lead / I S,
Designee Designee Designee S OpY |
7 ONTROLLED CPPY i
Signature \ ! X o 6 ; . %@— DX C h O ——1
with Date : 1(;}03 00 u‘ié ' N (;Q’\/ W e
H Js]ob) Red© SO

¥



Safetab Life Sciewce

N BATCH MANUFACTURING RECORD Page No.: 62 of 78
| Brand Name | GLIDE M 60/850 TABLETS z?fj”“ i 1014 Batch Size 5,00,000 Tablets
X .| Gliclazide and Metformin Hydrochloride ) 5 Supersedes : ; =
Generic NaTe' sustained release Tablets 60/850ma B RO ST/MFC/130/RO MFC No: NIL N
Batch No.: Ofb 960 &)LP Mfg.Date: 0 b D_O’),D Exp.Date: @ﬂ')ﬁ)_}
f Ay l

11.10-C IN PROCESS CHECK FREQUENCY FOR INDIVIBUAL LAYER: EVERY 2 HOUR BY PﬁODUCTION:

Date:\l\?&&?f.. ‘l‘ime:..‘b.b.l._ki.ﬁ-

2

Done by: el ... (Production) 5

WHITE PART [METFORMIN HCL] /—5
Limit: 1180.000 = 3% [1144.600mg - 1215.400mg]

32} Gvr

COLOUR PART[GLICLAZIDE] 2 b 3.8,,.,
Limit: 180.000 * 3% [174.600mg -185.400mg]

2 AR S o[BS VAR [T T pAR2 T8 [ 0 (2[5 | hoWd
2B, 9 [\ X2 12 [ SANL[® [ pulRx [ |
AN gL NS <N EA MY TR ER N SRS Sl 04
TSR TN #1815 [ 0.0 7] o b8 [T ] old6
ROV AR 7N MW RN MR el Wony J&
6] 1% (%9 | X 5] oNdg [B] orig¥

7 \c\%/ e 7 | o &[] oY

Min. weight Min. weight.......... 0‘\ )o g

Max. weight ........ .g Max. weight ... 22 . g
Average weight of 20 Tablets .......... Average weight of 20 Tablets:
Datesassssvss TiMeloieeencacaanaas DONE DY covssssssmsvmsssnsatisasss (Production)
WHITE PART [METFORMIN HCL] COLOUR PART[GLICLAZIDE]
Limit: 1180.000 % 3% [1144.600mg — 1215.400mgq] Limit: 180.000 + 3% [174.600mg —185.400mg]
‘1\ 8 15 1 8 15
2 \ 9 16 2 9 16
3 10 17 3 10 17
4 N 18 4 11 18
5 = 19 5 12 19
6 13 \ 20 6 13 20
7 14 7 14 <
Min. welght.....ccccivmmrmcrn Min. weightu. oo a
MER, WEIGDE oo smsmmstvssssssa Max. weight .o g
Average weight of 20 Tablets: Average weight of 20 Tablets:
Datelacan. Time: DOHE DY cuveassussivsssunsimomsini (Production)
WHITE PART [METFORMIN HCL] COLOUR PART[GLICLAZIDE]
Limit: 1180.000 + 3% [1144.600mg — 1215.400mg] P Limit: 180.000 £ 3% [174.600mg ~185.400mq]
1 8 15 T 8 15
2 S 16 q2 9 16
3 10 17 3 10 17
4 11 18 ANle — N | 18
5 12 19 \ 12 19
6 13 20 6 13 20
7 14 1 7 14
Min. weight..oo e g Min. weightu oo, g
Max. weight ..o, Max. weight ..ccoveervoeeoereecceenn,
Average weight of 20 Tablets: ... g Average weight of 20 Tablets:
Prepared by: Checked by: Approved By:
Designation QA EXG_SCUUVG / Product:gn Head / QA ﬁead / —— .
Designee Designee Designee ‘ co NTP OLLED capry e
Signature ! / N & {6t w\ { - "L-__;____._‘__.__._:;___,____,_..__—____,———————* e
with Date "oy o»bk 00O u‘é i \ T \.\Q'»
: & B[v) Bedo NN




Safetakb
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b | " BATCH MANUFACTURING RECORD Page No.: 63 of 78
Brand Name | GLIDE M 60/850 TABLETS o — 1014 Batch Size 5.00,000 Tablets
. .. Glicizzide and Metformin Hydrochioride _— o Supersedes 7
Generic Nawie: susteined release Tablets 60/858mc PG B0 b MFC Na: ML
- Batch No.: ! ‘T\‘%&OO\WQ)—\‘ Mfg.Date: d\) NE0g | Exp.Date: L 8) )DQDB\
11.11 IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL L AYER: EVERY 2 HOUR BY IPQA:
—
. ” A M/
Date:.ij.].C;(:.(.%Time:ifi.‘..;}u.... Done by: ......... h ( ............ ..(IPQA)

WHITE PART [METFORMIN HCL]

LG U),r?—

COLOUR PART[GLICLAZIDE]

T

Joomg1”E

Limit: 1180.000 = 3% [1144.600mg — 1215.400mqg] Limit: 180.000 % 3% [174.600mg -185.400mq] 2 S3
! l»\q£ € {»\g - LigC ! P' S1 g AL < 12 QA
2 L\ ° ey 16 \ai 2 A'\’H(‘ 2 gl o 1 (ol bl L o |
S e [P0 e Y 4y, |3 Atzg 190 a7 ] nime
- l1go ™ 1 e - IEA L ) - E~\“‘!é - £ 3550 = N:1 9230
5 1IN 12 \ AR | P v\ > oine |12 n“‘:\:f 19 0 ¢
e VoY - ° O'ncl|?t A q~i\l/ 20; By &
d Lrje [ 17 ~ngat [l 187'
Min. weight.......12. 1‘1?/ ........ 5.9 20<% Min. weight..... 010 g S 242 %
Max. weight ... 1.8¥%.... JEOR W L >3 8 Max. weight ... 0 ...L SO < 1022 3%
Average welght of 20 Tablets Al g Average weight of 20 Tablets /’7x\i4 g
Date: “‘*L\OE‘!”' Time:. L9} 25 Done by: . R s {IPQA)

WHITE PART [METFORMIN HCL] COLOUR PART[GLICLAZIDE]

Limit: 1180.000 % 3% [1144.600mg — 1215. Limit: 180.000 = 3% [174.600mg —185.400mg] 2 b 2§ 5
. bigz 1% 1 vGeg 121 lagy 1P punyg 2] or) [B] pegs
L oeng® 10 L aewey L] e 121 gk 91 o [ ] pums
3 el - eS| 17 "\*\ij 3 n'R |19 0\R i Q-9
L o tme [P vge |8 vigy |2 Oed [P ogs]’8 QNP
- - 3 N 1 ) A
> (1R |12 18 |19 ST poamf |12 0 18] 1 G LAY
2 v | B Y ien. ° W TN K <
d lgad ] vy : 2 B
Min. weight... 1115 ... g Min. weight.... (/. ‘\Th ....... g v 1 &
Max. weight .1 ). 2 < . Max. weight ... () 1R.C g W o 7
Average weight of 20 Tablets: Average weight of 20 Tablets: et [ WK<
Sl by - ”n
Date:.£.5..¢ U‘N Time:. o gl Done by: .......... ?j(/rg ...... (IPQA)
WHITE PART [METFORMIN HCL] 7-2 L g ol COLOUR PART[GLICLAZIDE] p
Limit: 1180.000 £ 3% [1144.600mqg — 1215. 400mg A Limit: 180.000 + 3% [174.600mg —185.400mg] 7’ - J Al
1 [Py 8 {54 15 - g1 A 18 ' 15 G s 2 ]
122 - \y & AR A'INg (D 2y ¥
2] vagl 1% | v |3 \ng) |2 olg) |° c) M/v | arms
7 \~1gq |19 lago |V M2 |3 0'1ge |19 0 i?z 71l 0 ep
4 Rt N e 1199 18 aps |4 al 'l\l% 1 O* Lx‘/ 18 017
i A b . =
> A LA - \lpg | 19 (LN > N - Q’?‘ L 780 B>
N bt |13 - 0oyl B AN pl %
7 '
A NPy e T R S
Min. weight...... ‘;'16 ......... g Min. weight.......@..L.J...Ti.é; ..... g 0 1:.77) %
Max. weight ... L1 &H.S Max. weight ......Q. &g L] \.02. 2._2/%
Average welght of 20 Tablets Average weight of 20 Tablets: 0L {'ﬁ) 0....

Prepared by: Checked by: Approved By:
oesgratcn | O reee] % i
Si_gnature q {2 ‘ U—Lf J &4\ Q@\L‘) § I~ -
LWlth Date . oL 10&) 4020 J—{Q‘Cb &Q_‘),O (\C\\ } :J,.\:'.”
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?
v BATCH MANUFACTURING RECORD Page No.: 64 of 78
Brand Name | GLIDE M 60/850 TABLETS Z'O"f’”d m 1014 Batch Size 5,00,000 Tablets
e | Giiclazide and Metformin Hydrochloride 3 . . Supersedes ,
Gureric Name: sustained release Tablets 60/850mg sl STHFRLLSGR0 MFC No: RIL
Batch No.: KS\D@ 00}(\033\\ Mfg.Date: B )O\ N0 I Exp.Date: b%\‘ 50 D_(\<
11.11-A IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL { AYER: EVERY 2 HOUR BY IPQA:
Date:...ﬁ.k?.@.k.f?ﬁmez...z.z}..}.ﬂ < Done by: WC-’S’\J( .......... {IPQA)
WHITE PART [METFORMIN HCL] 2% 5@‘.‘-)/ COLOUR PART[GLICLAZIDE] ‘s Lot )/
Limit: 1180.000 % 3% [1144.600mg - 1215.400mg} Limit: 180.000 £ 3% [174.600mg —185.400mq]
1] A8 ) 8 | W1n2- |35] \1 80 4 oVib |8 | o183 || ok
2 yan9 1% | vy (] veig2 (2] o8y % | ez [T ] eny
4 W86 110 vigs [T i 3 o'\50 || oIS |7 ©'\\Q
A1 vy [P nge |8 savgx |4 o\ (1] ey |18 °' €O
2 vigo 2] vz [P w4 5 oVis 12 o3y |19 0 i% A"
6] e (B3] vk [P gt (6] ovs2 [B] 0vgy |20 | o8
7] v (M VR 17 | oVt [¥] o \Fo ' :
Min. weight........ p)’\’—- ..... g Min. weight... Q.2 Y33 g

Max. weight ......... AKX g
Average weight of 20 Tablets:

Max. weight ..Q.L\T. .5 ...
Average weight of 20 Tablets:

Date:. (Q["’ﬁb?T ime

= & L‘l.\ %

Done by: .....‘QL%.....-(IPQA)

B WHITE PART [METFORMINHCL 25+ £36%)~ - COLOUR PART[GLICLAZIDE] 2 65V )

Limit: 1180.000 % 3% [1144.600mg — 1215.400mg] Limit: 180.000 % 3% [174.600mg —185.400mg]

1] avb (B an&s [P wnb 1] oma B enss [P | o018

2] vy |° wvigo %] i’ 2] ey |2 | oage (18] o 1%3

3 vigo 0] v Y] 4agy = ong® [0 s Y7 | g0

N k3 (2] gy |{¥] pigo |4 ety || o1y |38 o 1BN

51 s 2] avsal®] g |5 ] 00E3 [P] o2 [P | oA

0 g | B3 BV 2] W Re | oo B o33

s VWVigo (]| 1\Fh K e \82 || o116

Min. weight........\. s A g Min. weight. g

Max. weight ... \.2.1.3.5\..g Max. weight . 0. V& S ..g ©.2

Average weight of 20 Tablets: Average weight of 20 Tablets: ... 5 ..:.(ﬁx. st

Date: \O]")&’ 22 Time:.. 22045 Done by: c.c.e C ‘.\.'.k ....... (IPQA)
B WHITE PART [METFORMIN HCL] 25 &1 3 _. COLOUR PART[GLICLAZIDE] = 606 1
Limit: 1180.000 = 3% [1144.600mg — 1215.400mg] Lirit: 180.000 + 3% [174.600mg -185.400mg] 'S

1T Ana |8 [y |5 s |E e |® | evxa |B ) o9

2] g2 |2 ] V83 | 483 |2 o \E2%2 | 2 g0 |1 | o1 5O

31 g3 0] javgy [Y] A%y |3 g0 |0 o1 | ] o0V82

A1 yaxs [P AvagR B vavXe |4 ontg |1l o3y [ ]| o\¥0O

= NS (21 v [P vige | o' V8Y [12] o8 |1 ©:¥¥3

6 \1\8\ 13 \\\80 20 '\~\‘8)(‘ 6 o\ RO 13 0“._‘0‘ 20 o-'\'\%’

7 Ao (¥ 11ne 4 ey ] V83

Min. weight..)2. Y VA g
Max. weight .. )2 1. 3. 6.....g
Average weight of 20 Tablets:

Min. weight.... 8 1) 6.
Max.
Average weight of 20 Tablets:

B > 0. 5t SR SO

weight

. g

Prepared by:

Checked by:

Approved By:

letlogyo

Deicrhation QA Executive / Production Head / QA Head /
g Designee Designge—, Designee
Signature C; \/% ( ) UA}quLabw \X\Q\\&\%‘?
i 1 < 4 % N
with Date ’H Qb sp30 O . N}e\o




Ly Safetab Life Science

BATCH MANUFACTURING RECORD Page No.: 65 of 78
Brand Name | GLIDE M 60/850 TABLETS ;::’fj”d i 1014 Batch Size 5,00,000 Tablets
y .| Gliclezide and Metformin Hycrochloride | _, . ) - . Supersedes it ]
Genesic Names: sustzined release Tabiets 64/850mc B RO ST/MFC/130/R0 MFC No: Bl
Batch No.: Mfg.Date: | \ Exp.Date:
Shne DR o0 s o) sPxe | B0y | Beoate Wls023

11.11-B IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR 8Y IPQA:

“"\\1\44 0/\,,7;,1,/ ‘/{

Date: L0 XW Time:. 2. L2 2T Done by: ......... B e lipm— {IrQA)
WHITE PART [METFORMIN HCL] 1 2 5 1} (] COLOUR PART[GLICLAZIDE] ')\ Y H M4
Limit: 1180.00C £ 3% L1144 600mg 1215. 400mg] ( Limit: 180.000 £+ 3% Il74 GOOmg —-185 400mq] )
Tt dy [8 ] 193% [B] (099 [T ] 0192 [ ] 6010 [ | 0151
2 | 371 4 S Ve |~ |16 v M2 2 N 177 9 C‘\'IIZ; 16 (“‘-45{
3 A1) i0 foys |17 1122 |3 A T 10 M ) 17 O 1 L
AT a0 [T TLB w9 [* | dis [=] 61k [ ] 6u1g
5 1+ ) O 12 5 !-*‘-8\ i2 ,ﬁj TC' i9 O [47T
6 e i3 6 YO i3 VTG 20 Y. & o
Voot A 8_ OV T (‘\K/\
7 2 7 N ERE R 7
Min. weight... ’}’11&

A X Max. weight
Average weight of 20 Tablets Average weight of 20 Tablets
Date:.’..Q[.?!:],?D... Time:. 09 LAL N Done by: <oooo... A apoa)

Limit: 1180.000 + 3% [1144.600mg — 1215 400mg] Limit: 180.000 =+ 3% [174.600mg -185.400mg] ¢

[ WHITE PART [METFORMIN HCL] 3: ()64 COLOUR PART[GLICLAZIDE] 34> i

L1 1-€8 fS L 1) i Y R [P [ eqR [T e FF
2] 1R) i L A S I s 2] (8 |° ] prige (3% | @ (82
SRy 0 8 [T vate B ] o tFT (0] o008 [T | priRS
a0 A I T A O e A Sl I A R T R T2
> | 1'[8e 21 QY 1] iR |15 | elfo 2] &8 19 | A9
° 7'1"?1;7 = rnéu 2] IgC j c \én’ li @-(g 20 | o S0
1 (R L18K) . p8e 4l e =

Min. weight.........\... % ....... ; Lt& % Min. weight.......... (ST S g
Max. weight ... L T g P?% )% Max. weight .6 1. ..g

Average weight of 20 Tablets: BO........ g Average weight of 20 Table&
Date:. IJHQD 'rme..........yia Done by: ........... B‘k ......... (IPQA) |
" WHITE PART [METFORMIN HCL] % 2 6*18‘3) COLOUR PART[GLICLAZIDE] YR
lelt. 1180.000 * 3% [1144.600mg — 1215 400mg Limit: 180.000 % 3% [174.600mg —185.400mg] © /

] 1183 18] 1Tg [t 1082 | e8I (8] #\8g B[ o1l |
21180 % | 183 1] g (2] o8 |9 ] o & | s 0\IL
3 ’ lﬁ 10 f[gD 17 ( [C!O 3 o rf—c_’ 10 c rﬁ 17 Clg\‘)
1 P (AP TRE 1351 317 *l el8 |Y] o0& 18 | e\&)
il I O el I O S T > | elsp [ ef° |*® | ol
51 peifs (%= L (BT 1 618 Bley 2] 6ldo
71 8o (#1119 “lolk  [¥] el
in. weight.........\... l"g ......... ‘ in. wei
manx.ijveigghhtt ....... [(‘30 ............ g $ Q“ A xax uzggt ...... £ l& | — g
Average weight of 20 Tablets: f ......... g Average weight of 20 Tablets:
Prepared by: Checked by: Approved By:

Desianati QA Executive / Production Head / QA Head /

SoRHEn Designee Des:gne,e\ Designee

2020 U7®H %O &‘\LZ&

Signature A
P ¢4
with Date 9(‘;;0” ’Cb




| Safetalb Life Science A
it BATCH MANUFACTURING RECORD | Page No.: 65 of 78

Brand Name | GLIDE M 60/850 TABLETS Z;Ofmd 0 1014 Batch Size 5,00,000 Tablets
_____ . .+ Gliclazide and Metformin Hycrochloride . 2 =5 . | Supersedes |

s Name.a sustained release Tablets 60/850mg MEC NG SHMFLAINRG MFC No: - .

Batch No.: GT Mfg.Date: B Exp.Date: o ¢

Dascbpyy 092000 092023

11.131-B IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR 8Y IPQA:

Date:\. 0,6 WTlme\gH ¢ Done by: ....... W ...... {IPQA)

WHITE PART [METFORMIN HCL] 9.3 |, L{,r@m COLOUR PART[GLICLAZIDE] T3 P

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

Limit: 180.000 * 3% [174.600mg —185.400mg]

Average welght of 20 Table1$

Lyl 8] LgT ] 1AG [P ] o g9 (8 [ o [ (82
2 H‘“T‘T | L 1KO (%] i€ (2] D48 |° Olte | | 0. (9]
3 A8 o) L3 JejgT |3 OvgO [19] O -}\79]Y D reb
‘] ledgo [2] 13y [38] 17y 4] ©8\ [ poqy [ [ O]
s V1g) [12]1\v1gn L7 (> | 08 [2] Pyg9 | | © HB
51 1183 [ ] [ ]gq : BBl 0761 [ pJd8O
71 laen | W80 {7 Odp (] ©1¢0
Min. weight.... \ ‘~1 g Min. weight.... O \_T
Max. weight ...[.8 \ % ................ { 16 O Max. weight ...C0. [%Q/ ...... =
Average weight of 20 Tablets s \‘ g@ g Average welght of 20 Tablets gk
Date: \g) ("(; e)!u Times... G Done by: .......) M. (‘L ........ (IrPQA)
WHITE PART [METFORMIN HCL] 98- Skeq COLOUR PART[GLICLAZIDE] 2 - .
Limit: 1180.000 * 3% [1144.600mg — 1215. 400mg] Limit: 180.000 % 3% [174.600mg -185.400mg]
1 178 8 I8 [35] 1-7% 1 o153 8 a1 PP 15 618
2 1+ X° 9 T ?«)S‘ 16 P - *jr‘ L 2 o ? 9 A } ’\‘t 16 0 7L
3 i ‘7\), i0 | ,\,I; 17 \ o f‘i; 3 .- QU 10 &- 119 74 s 5?}@
4 1180 19+ % 18 I 4 ~ (&€ 11 6-i7C 18 e 1 TS
5 PP PR 12 117G 19 1-1 % 5 e K0 12 ] & %o 19 & %D
6 -0 13 ( 6 ’( e &G
7 \~ &2 14 7 ] i
Min. weight......... ;‘ wy;‘
Max. weight ... >3- SH

Date:..fd[.o.b.[}.a Time:..!.ﬂ.‘:.l..;.

WHITE PART [METFORMIN HCL] ‘L_‘%‘-bcdl COLOUR PART[GLICLAZIDE] :

Limit: 1180.000 + 3% [1144.600mg — 1215.400mgqg] Limit: 180.000 % 3% [174.600mg -185.400mg] % - ol
Pl \agy 18] fage 1B gagy . |2 AT I Rl P SF -l Kl VNS
Gl I e 1o S I O S-S el BN VS Beigy 1% 1wy |16 ] oajque
3 LAy |10 Ly |V viE 5 3 origg |10 o\l |17 Q" lys
Bl IR 0 N VTN Il I WS LT VA Bl ERPITEOT 2 K Q' 187
- Vige 112 Aol yapo | 0 vy | 22 agn |2 &\
. Ligo | BB (AT : O gy {+
d gy | iy |7 oign | M
Min. weight..... i\‘!‘l g Q\‘ﬁ "Lﬁ % Min. weight... L ‘“\L ;
Max. weight ... \.")8X..........g ; LQ\‘D('), % Max. weight ... { el
Average weig ht of 20 Tablets: \ ............ Average weight of 20 Tablete: 8\ g

Prepared by: Checked by: Approved By:
Desgraton | ¥\ Bemne [ roducion e e N
Signature \ LU%W'/“’QMV X(\XQ&J Vg l.:‘ ):‘ w“inl L s ¢
with Date g (o l2020 pit) oblach o \ Tae T




b

Safetalb Life Sciewnce
oF BATCH MANUFACTURING RECORD | Page No.: 65 of 78
Brand Neme | GLIDE M 60/850 TABLETS e 1014 Batch Size 5,00,000 Tablets
. Gliclazide and Metformin Hycrochloride . e _.. | Supersedes )
Generic Name: _ i ined release Tablets 60/850mg PEFC o STMPLASG/RD | pere pge WL
Batch No.: G’PD MG)OH Mfg.Date: thog_o Exp.Date: ng%lB
T [ »
11.131-B IN PROCESS CHECK FREQUENCY FOR INDIVIDUAL LAYER: EVERY 2 HOUR BY IPQA:
Date '\.\./ ° Q)') DTimet e h s © Done by: ..... MC ........ (IPQA)
WHITE PART [METFORMIN HCL] 2.5 + 625 4— COLOUR PART[GLICLAZIDE] g . 5o\
Limit: 1180.000 + 3% [1144.600mg — 1215.400mg] Limit: 180.000 * 3% [i174.600mg -185.400mg] 3
g 3
il TR e s T vaes [Pl vk og |°® 6:'\34 43 o 1%4
2|1 yige |9 | 132 |1%] y\gq |2 ervg) [° | onx2 || ongo
3 Wigs (19 vavoe {71 vav3Y |3 ogo [10] engo 117 | en1ER
4 1Ay — {2 | b | 183 |4 o3 || onb |18 ]| 18O
5 jago |12] g1 |10 R i ox®) |2 og ] ek
6 L {138 vy | ¥ Lt | oL (B iy |20 6Ly
Min. weight......... A2 g Min. weight.... Q... \Y . g
Max. weight ...\ AF. ... Max. weight ... € 118 4. .g
Average welght of 20 Tablets Average weight of 20 Tablets: ... Q.0
i TN LY O L.,
Date:... Y C‘"'lﬁgrme. E W Done by: ....... R (IPQA)
WHITE PART [METFORMIN HCL] 22 6259 COLOUR PARTIGLICLAZIDE] O
Limit: 1180.000 * 3% [1144.600mg — 1215.400mg] Limit: 180.000 % 3% [174.600mg -185.400mg] % - 527 b
: AP 5 gL 1 VY . S \X 8 o\ 15 o'r\3sS
Z v A & RN 1 iR 2 o 9 o3 |16 1R 2
3] 320 |20 e 17 vwwe 13| o 0] onna |7 | ..a
41 y..14 1] 8o (28] 1% |4 o Hi oivgs | o-\RT
5 VR 9 12 X« A YTO. 19 1o\ j(; 5 o 12 o
6 \ ﬂ/ L‘ 13 6 o 13 ISR
7 ARG |1 7 o .
A
Min. weight.... Min. weight... 0
Max. wexght : Max. weight ...
Average weight of 20 Tablets: Average weight of
Date:.... b “Time: A4¢e Done BY: cecccoredion (‘ Y {IPQA)
WHITE PART [METFORMIN HCL] 22 . tORa— COLOUR PART[GLICLAZIDE] > &l
Limit: 1180 000 * 3% [1144.600mg — 1215. 400mg] i Limit: 180.000 % 3% [174.600mg -185.400mg] — Al 4
. 8 | \.’L |5 L ooma [B] ov3< |35 | owgs
2] y23 |2 ] 130 (%) vk |2 ] ovgY |9 | R0 |3 ]| ©\R)
1 a8 [T yv3 (Bl ko 4] oot (] 8o [18 | o013
ST 10280 |122] 1082 |1 fint 5 ~%2 2] ente [ | a\BA
] wina |#1 WwE6 i * |l eyag 1181 o M als)
7 1.4 9 14 \ XA 7 o 1R 14 .
Min. weight . g Min. weight... .2 2 g
Max. weight ... 0. L8 X ... g Max. weight ... L L . S

Average weight of 20 Tablets

Average weight of 20 Tablets:

Prepared by: Checked by: Approved By:
vesraton | O Besie /| Frodsdon ead ] [ConaoLid.
Signature ) \Q eu,/cqugu\f \%\f\;@ % e ’ .
with Date S( ol ’ob 2020 Q()) o AR




Safetab Life Sciewnce

BATCH MANUFACTURING RECORD Page No.:

66 cf 78

Preduct ID

11.12 WEIGHING RECORD OF COMPRESSED TABLETS:~

Brand Name | GLIDE M 60/85C TABLETS i 1014 Batch Size 5,00,000 Teblets
; .| Gliclazide and Metformin Hydrochloride ] i e/ anpn | Supersedes i -
__Generlc Name:| g stained release Tablets 50/850mg i ST/MPC/I30/RO | mee No: L
52 Mfg.Date: Exp.D s
Batch No Q;_“ R QQ’)DQA—\‘ ifg.Date %\11333% xp.Date % " D.CD.Q

2 Gross Tare Net i . Gross Tare Net 4

Conrgimer "]Vrf’ggt V;’figgt Vg’:i?(gt We;)gyhed (;i;%:?: Con;!aomer V\i’si*g(gt V'VfE ;t viv:igzt We;sthed %f;t/egl;f:
1< ebr | \'So | \e@a{Teeen [Saean | 31 [1F%Y 180 | lboYy Fvar [E1CT e
2 " ye30 | AR0 | los Koo [B00T 32 b | V80 | 1S bf e B
3 Jyteo | V80 [ |G 20fee (€855 | 33 Y | V%O | jb3s [Buvaes fooeid
4 ~\gok | |\80 \b 2l R B8R 3% [1@%0 | 250 [1L-2D [Tuvaser \
5Nt go | \¥0 | \b oo |[fave~ | ETER] 35 rs3b [0,bo |22 |svawd PRy
6 Ng.lo |\ | 1030 |Tyyana o] 36 P44y X0 |08 Ba;»;)nwy (M
7 D Qo] W80 \L.00 Dayoner] Yd 37 bhee |2.b0 |23.Yo Dw‘;%w\/ \\\u W
g (242 [ 80 1522 PavancdTaad 38 a3k [2h0 21.3% Miunuact Fanud
2 \(>T~g‘° \*SQ \b.b® YQ\QMM e~ 39 02 20 2;&)0 2\ \C Yzl:njw @ ,]:&%‘
10 [\pbor [ B0 | (5.8 Bevnmor [Bowd 40 ¢ - |
11 \2.00 | L8 [l frmordfiame] 41 [\
12 5. (QQ fh.yo Y,L\\“anod ﬁ;@@}o a2 \
13 \L\S‘ \‘8_’0 \\5\’\9 :Buuuw DA 43 \
14 8= v o [l MecBamd \
15 1930|132 15 508 amec] Koot 45 \
16 [V [189 |14 88 Fuanst a6 b
17 13 %o | L3 hhiv Buvaned Feapd 47 %
18 [ 1744 18 [y bbo|pober oy ol 48 X
19 N | U [ 163 [ svnriapulibtis 49 i
20 122 1. |‘o-39,\/:’3’anw%%ﬁ7cw2n 50 \
21 1b 49 1.22] 14.59Vitarant PRubiko 51 3
2 1b.29y |.2] 14 m Vidsund®pic]stlb, 52 .
23 [\ )L | Vo5 [ 142t Vizewwrdbpioloblp, 53 'R
24 13 US| 1494 iy e ohllh, 54 N
25 lvl;Gl LB | {4 & ViToend e ol Lo 55 il
26 1t bal .2 | ] @ iz £opialotla, 56 ‘7]/ N
27 11896 | 1-¥0 | 1b-&b [Savava [k Bwieate 57 okl 2o AN
28 |1%:9c] \-¥o | \C\O Lqon £lyodhtia] 58 ! LY
29 |\§ do| \"¥D| |bGo [favane |e&elbn] 59 i
30 [1T1e ]| V%o]1S % Bwan [2plctid 60 al

Total weight of compressed tablets:

hasp2

Intimate IPQA to

w the sample.

............. Déte:...ik&@&&.?/q IPQA

N\
Sign:....\.....'..

Sample withdrawn by IPQA.

5»".‘4 Date..........._;.?..[:? -0

Production Sign:_X
=

Send Test Reguest Form for analysis of compressed tablets to QC department.

| with Date C/\( \gog Io,k )gog,o

Wess a&%ﬁa

O,H obloocio

Prepared by: Checked by: Approved By:
Besionziion QA Exgcutnve / Production Head / QA ﬂead / ——
Designee Desrgneg_\ Designee I ~A
Signature

AN B




Safetrab Life Sciewce

il BATCH MANUFACTURING RECORD Page No.: 67 of 78
| Brand Name  GLIDE M 60/850 TABLETS E?fj“d i 1014 Batch Size 5,00,00C Tablets
5 .| Gliclazide and Metformin Hydrochloride i - Supersedes
Genenc Name: sustained release Tablets 60/850mg B B ST/MFC/130/RO MFC No: L
Batch No.: (‘ )\m O (\\\Q> A—\‘ Mfg.Date: {))D] e O  Exp.Date: \“ﬁ'\\)*)_itm N
12.C RECONCILIATION: o
1.0 Theoretical weight of Compressed teblets 680.0C Kg 5060000 No's
2.0 Actua! weight of Compressed tablets ‘O 4 g 03 Kg (_' \?f \” 2%
- o
3.0 Manufacturing Loss (1.0 - 6.0) . AT x‘\.' \f Kg 22 \ 3 (7,
< [
< F
In-process samples
A | IPQA Samples \ . 8—0 O Kg ‘ 8 O’D
4.0 2

B | QC Samples

0.1830 | \0O

C | Validation Samples

1-A96 «| oo

5.0 Total samples: (A+B+C)

g, 0

6.0 Total: (5.0 + 2.0)

8.;;\250 Ko

4)Fb, 88

6.0
% Yield = P x 100
Limit: NLT 95.00%*

7.0

Q<. 2 %

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

Aftfb QA investigation and approval proceed to the next stage.

*Tentative limit

Total rejects destroyed: 2 “g\lﬂKg by Production sign/Date: 23\ 0%\

(Rejected materials should be destroyed in the pr%oﬂ{QA.)
Yield reconciliation done by Production sign/Date:. .....i\.\n. \9/0 A

12.1 COMPRESSED TABLETS RELE@ FOR INSPECTION:

Checked by Production Sign/Date: ...... a3 \el] 2220

IPQA sign/Da’ce:..:f?%f.(‘f)ﬂ.,I.Q..éj , 2020

Prepared by: Checked by:

Approved By:

_— QA Executive / Production Head / QA Head / |
g Designee Designge Designee *
Signature gz &7 / U—'z)tuj ,\q ; WWW
with Date * é‘” iOb 209D @;\'OL’ 00 o @D
¥




| Safetab Life Science
‘ BATCH MANUFACTURING RECORD Page No.: 68 of 78
Brand Name | GLIDE M 60/850 TABLETS g;"fj“d i 1014 Bukich Sine 5,00,000 Teblets
= . Gliclazide and Metformin Hydrochloride . s s Supersedes R
! Genenc Name sustained release Tablets 60/850mg MPC N ST/MFC/130/R0 MFC No: PEE
Batch No.: Mfg.Date: Exp.Date: N
| Baskeh s LD 90gh ol gDate: |\ \nang | BxeDate oS ad
T O( AW \ l T — i 3
13.0 TABLET INSPECTION: <o
13.1 LINE CLEARENCE CHECKS:
i N
' S.No Checks Ob_servatzon
Production IPQA
1 Check whether empty containers, polythene bags and documents of previous batch/product
are removed from the area. i v
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. T e
3 Check the absence of tablets of previous batch/product in the container and surrounding P
area. v~ 4
4 Check whether the area (floor, wall, ceiling, door, windows) are clean. W P
5 Check whether the tubelight fixture, supply grills, riser grills, filters and electrical fixtures o Ve
are clean.
6 Check whether the daily records are updated and signed. T 7
7 Check the environmental condition and record in BMR v -
8 Check whether area and equipment status board is updated. s
Note: Tick mark () if Complies and (X) if Does not comply
3o ( alabbh
Checked by (Production) sign /date:«......-.\ﬁgq 0[ i Verified by (IPQA) sign/date:..2-. 1 0b1o}o
Date: O] | [Ae 20 Date: { 0\oblomos
13.2 ENVIRONMENTAL CONDITIONS 8
Observation Production Sign Observation Production Sign
Temperature: 23°C to ; %
Refer Current 27°C 3—"\1 - 2\ \r
version of SOP Relative Humidity: o ‘ i
45% to 55 % 52>y ¥ =Y ‘
13.3 APPROVAL FOR If‘\{SPECTION:
Production Sign/Date:.......\ﬁ..o‘*.\a](,l 2022
Line clearance IPQA Sign./Date.:.......... 4 ¢ o \otpe30
S. No Process Instructions
1 Carry out visual inspection of tablets on tablet manual inspection area.
2 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 Total Quantity Tablets Inspecti
Date . pcaon Checked by/Date
From To Started Completed Rejected Done by/Date v
0ok l2e2- | O 0% 20145 | 21.5% 0.09 \c& \Camgmd ks
" oL
Nm‘é‘aJc\ Yo o9 { /J" e
e\ 2o 2o o] v . s & ‘ \
\0\ 0\9\ 6 {)»g_ n‘o ~30 1\ ‘Q;Q 0 \(‘3 \(k m(/\r\‘\J\,&\? ]mé,jlq‘\c\;z \'l !O)G[o\)_gp
Wetas2e | 26 23 |oL.36 | V1200 015 ¥ lrnemiude el . A\n@Io
\ N \\} J ¥ LR ¢ v \\ \0 o\
Prepared by: Checked by: Approved By:
Dl QA EXG‘CUtIVE / Product»?n Head / QA l-.iead /
Designee Designeg, Designee » .
Signature 9‘% 1 WU—‘;/&,C{M W\;ﬂ CONT
with Date Lol [oblaose oy ebjo.os0 N




Safetab Life Sciewnce

W BATCH MANUFACTURING RECORD page No.: | 65 of 78
| Brand Name | GLIDE M 60/850 TABLETS zz::d”d A 1014 Batch Size 5,00,000 Teblets
Generic Name:| Clence end Hetorn gediond® | wrcwo: | sTrc/s0Ro | GRSGE |
Batch No.: &/‘S\'D/Q)QQ}“B é_\ Mfg.Date: Q&\ 5 LN Exp.Date: Qﬁﬁ (\'Qgg
, } !
13.5 WEIGHING RECORD OF INSPECTED TABLETS: Date: ..83)0kl2220
: Gross Tare Net N ; Gross Tares Net . i
Conﬁ;mer V\i’siggt "i"r’fi%‘t V;fi]g(gt We;)g:ed (f:)r\ﬁg;i:: Con;lzmcr V;':iggt ?figgt ";’:izgt Welt?;ed (éf\}e/agla(i:
T hebe [V [ \b2olbep |\ aXT7 31 NT.821\.So | [b.0210p PIRE
2 VR:208 [ V. | \L.Se Cmi"‘) \\0\0\0\"? 32 ||7.40 | IR [)S5.62 (pP) VY =
3 \1.00 |\.ge |15.20 | Gep) vad?” 33 Ko [ ).%e [16:3% Uor)’ NS
4 \8-05 | 1.@0 [\.25 Mo?) RV T T K- - LR A T (10?3 Nk lpe”
5 1T 1@ | 1000 Lepl |saad?” 35l 35 2.v0 29075 [bop) AL gt
6 \3ae | \-Fo L0 et [ Naae” 4" 36 |aa.ac] Z.b0 |2).8S \M’\ (RNICAE das
7 Lgo | 1.9 |[b00 | 0ep) Mypaa>P 37 |12%.c0l 2.0 12340 (m?) el
g 1910 | \-So | 1b:3= | Uep) INpadwe® 38 192 3L 2o 21.25 (ofi |\ pel$e?
9 { @] S0 | (hooolUedl [Nawte ¥ 19906012 be 19} 5O (V.‘ﬁ’?) el
10 levs | V.8 [1aR9 \;\av“\ Vv, Ao 40
1[92 | 1.9 (W0 loep) [ \vaghp? 4 %
2 [iige | Lose 1L ool 0o [eosbbr 2 |\
i \b qel V.0 |NS.je WoRl [N\ aoeiq> 43 \
14 o920l 1.3 11S.00 W) | \owlh 44
15 1 7.2 1. IS 2o (r\ﬂ‘?\ Ao pe 45
16 |ik.bs | Las |1a 2| Ush | \eoro\r” 46 \
17 17.80 1 V.go (e 1) 9)71 Va2 il N\
18 Vv.as | I [1Ses bom Valepue 48 N\
19 Rao | te 11632 laop) o o 49
20 Wwas | 1 (/e b5 Ymv\ \,\ il 30
21 | |y.28 [ V6 | frag h,;v\ el 51
22 [1%.10] V3o | v, nov» Voret)sde 52 i\
23 |\bgg| 1S [In2g wm \\oar) 242 53
22 [1bos| Lso [lage | hofl [\t 54 \
25 1bb0| 180 | larol (1ot | Mammp 55 \
26 Yi.b2l 1B | \S4> | (A”P.) \"\\\di\\eb)‘b‘“ 56 \
27 Ras | V.ge jloss | MD\ \ﬂ\n\;io\%w 57 N
28 |\LSo | 1ge | Sao \)\0\7\ Catabl? 28 \
25 \go | \-go | 9o | Lol I\ aar® 5
30 | 1100 | b3 | €30] Uopl [N et?” 60 RO
Total weight of inspected tablets: L)L\‘ R ‘b 4 kg

Prepared by:

Checked by:

Approved By:

Designation

QA Executive /
Designee

Production Head /

Designeg™

QA Head /
Designee

Fa

Signature
with Date

g\;&oj,‘ ldo?@ol@

t/u?w/m‘m M

Joblaes0

D\ s

c)\\'_ CRNTHUL

Vop20



g Safetab Life Science
i
BATCH MANUFACTURING RECORD Page No.: 70 of 78
Brand Name | GLIDE M 60/850 TABLETS :‘:’fmd = 1014 fiskch Sive 5,00,000 Tablets
. .| Gliclazide and Metformin Hydrochloride . CT/NMECT120/R Supersedes ;
EEhiG B sustained relesse Tablets 60/850mg MFC No: STHIPGAS%R0 MFC No: REL
h No.: \ #Mfg.Date: Exp.Date:
Batch Ko R ookl (M2 | Dbl o |®e0*e  [onaedsy
14.0 RECONCILIATION: (INSPECTION OF TABLETS) -
1.0 Theoretical weight of teblets ‘7%0 00 kg SGG000 No's
2.0 Tablets transferred for Inspection ’0 4. Bsg 02 kg 4—1 O 2% No's
3.0 Rejected tablets o O, 29 kg 23 F No's
4.0 Total weight of good tablets (\744_‘ b L)- kg A‘s'T 4000 No's
&
4.0
5.0 % Yield = oy x 100
QQ—-, 3 %
(Uimit- NLT 94.0%)*

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

*Tentative limit

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

Yield reconciliation done by Production/Date: .‘,.\.’.‘:\\\c.\o\

90

X hecked by 1PQA/Date: ... (o 11

\

. //“\
Total rejects destroyed: 05%4(9 by Production/Date:\.f. xl@‘ﬂ”w Checked by IPQA/Date: x{//ﬁ
\

1lo

ADEPIZ

14.1 RELEASE FOR PACKING

Compressed tablet report checked and released for packing

IPQA Sign/Date

HA 10)0b) 2ede

Checked by Competent Staff Sign/Date: .5\ X

Prepared by: Checked by: Approved By:
el o Wil !
Signature 9 Lg ) U;acw[ctbbg”’ (}\’%
with Date ol \QJ: 2020 GH\OE 300 4{";\\9“




Safetab Life Sciewnce

i BATCH MANUFACTURING RECORD | Page No.: 71 0f 78
| Brand Name | GLIDE M 60/850 TABLETS = 1014 Batch Size 500,000 Tzblets
- .| Gliclezide and Metformin Hydrochlofﬁég 1 = ; ' ) ”Supersedes .
Generic Name:| ctiried eelesse Tablets 60/850ma il ST/MPC/130/RD | aec No: WIL
Batch No.: \j\ D@\QQ‘\_\D)_\ Mfg.Date: &»0\ Q_D(lm Exp.Date: \DR\ D_()g
\
e “
15.0 PROCESS HISTORY
E’b%u desialion Yoo gt DR\ 20({0T0
. g
Prepared by: Checked by: Approved By:
DGR QA Executive / Productr.on Head / QA ﬂead /
Designee— Designee
Signature ’ / \,LL}\ ‘ [o(}’&/"i‘j
with Date )’f obﬁ;\ﬁb 51?”5)519»0)40




Safetab Life Sciewce

- BATCH MANUFACTURING RECORE‘; Page No.: 72 0f 78

Brand Name | GLIDE M 60/S850 TABLETS i;"fj“d 5 1014 Batch Size 5,00,000 Tablets
. .| Gliclezide and Metformin Hydrochloride | _, ) T - Supersedes :Nm T

Gurraric Names sustzined release Tablets 60/850ma FIFC ROz ST/MFC/130/R0 MFC No: NIL

a {o.: fg.Date: z - @
Batch No \;\D 9 OOXQ‘Q)—\’ Mfg.Date Q\\'\ID'Q N | Exp.Date O 'F)_‘] N 02

R R . Checked by Reviewed by
16.0 Following the BMR records in additional attached.
Production Head QA Head
1 Raw Materials dispensed lzbels ’ o \/-
2 Granulation stage analytical report ) P /
. i
3 Compression stage analytical report 2 \/

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

This Batch Manufacturing reviewed on date.......[.[l.@g’,l).\mo

Prepared by: Checked by: Approved By:
Designation QA Exgcutxve / Productngn Head / QA ﬁead /
Designee Designee Designee

ignature A, 1 . P
ii?h Dtate 9( \QOH (05 ,‘2020 U/‘) &Zﬁl(gzﬁja \XQ\C“S\;:\N




- Safetab Life Sciemce
BATCH MANUFACTURING RECORD PageNo: | 730f78
Brand Name | GLIDE M 60/850 TABLETS zg‘f““t = 1014 Batch Size 5,00,000 Tablets
ceneric Name: | S e Syioabma~ | MFCNO: | symrcisoreo | Gupsaedes |
Batch No.: 1 T\D’@ QCX‘QQ*\‘ Mfc.Date: O\Q\“l oOT Exp.Date: ~ V’;)D_QD_'\)\J
17.0 ABBREVATIONS
S.No. | Zhort Abbreviation so. | i Abbreviation

1 BP British Pharmacopeia 19 | AR.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 SOoP Standard Operating Procedure

8 g Gram 26 mm Millimeter

9 lts Liters 27 NLT Not Less Than

10 Min Minutes 28 NMT Not More Than

11 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

15 mg Milligram . R 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:

Desgraton | O Eieaive | Frodecon fead] ]
Signature q (& (,Llj CJO(}‘({ (\q AL
with Date b 1{\0‘0 rﬁ@ﬂ@ @H 0(3,&@,16 \ o




Safetab Life Science
\__ | BATCH MANUFACTURING RECORD Page No.: 74 of 78
 Brand Name | GLIDE M 60/850 TABLETS § e 1014 Batch Size 5.00,000 Tablets
? 5 .i Gliclazide and Metformin Hydrochlorice A - N Supersedes -
Generic Name: sustzined release Tablets 60/850ma $FG N S1/MEL(330/R0 MFC No: AL
| No.: ' Mfg.Date: \ Exp.Date:
Bt o SADRcokom Mo | b \ooyp| Beeste [ OB)qg o
[ 8MR 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 ey

Quantity Sampled ‘E/@\{m
Date of Mfg.: &‘l QJO.’),U Date of exp : 05'\34013 A 7

Test Request for .:.......

&)

Sampled by

No. of containers

7
A i.<\ jon date:. @é ﬁ

."w\)

To be filled by QC ' \
TRF received on 1,(6& ;Vo y
Sample tested on ... \ ,ac- a0
Test Results Limits
p J
'
a4 L ‘\‘Q(\,N‘o" \))kw (’“(-\)_
/v $ ‘ A iU\ © ,
- / ' A
v v {A‘ " ,‘w’“&
K ' . ' ]
.\{’(4,}\:‘\ - r . [ PPV PP K .
b %) \ ek Yoo v ey
FE0 Hebgoymn oy o V10 04

Analytical Reference no.: .,n f 8

) 4 ')
Analysed By bw on OAB;Q. U\ o

0.2k

Space for QC Appreval (Stamg@ng and Signing)

Prepared by:

Checked by:

ApprovedBy:

Besigration QA Exe.cutive i Productif)n Head / QA Head F C O AN
Designee Desiggee—~ Designe
: LY i Y
Signature 9 DZ t ) A Mj W\/@
ith Date < } 00 / W a0
" C4 ob (2020 047]%’1:1020 A




Safetab Life Sciewice

ki BATCH MANUFACTURING RECORD Page No.: | 750t 78
Brand Name | GLIDE M 60/850 TABLETS E:ff’”‘i D 1014 Batch Size 5,00,000 Tablets |
5 . Gliclezice and Metformin Hydrochlorice 3 s 3 Supersedes .
cEReric Name sustained release Tablets 60/850mg HFE Nk ST/MFC/130/R0 MFC No: B
Batch No.: A i Mfg.Date: / Exp.Date:
PJ0s60Y 06 Wa)o Aol 3
[ BMR COPY/QUALITY CONTROL COPY |
19.0 TEST REQUEST FORM FOR LUBRICATED GRANULES [GLICLAZIDE PART]
From: Manufacturing Department To: Q.A. Department
To be filled by production To be filled by IPQA
\ UATI A

Date of Mng’b\QoQU? Date of exp 0{\209-3

Test Request for CQ(\’IQ‘\&‘

TRF raise’d BYs K,/) on dateogﬁof?‘g—o bo

Quantity Sampled :.5=.0

Sampled by
No. of containers

Sample received by :

. To be filled by QC

TRF received on :.. pg’veb\'}" ?
Sample tested on : Qb 2! 2°
Test Resuilts Limits
) \omy \oimcaled
(‘ ’r\( s r,u '
i (W ara) U‘A"s
Y . X
,P%\- ’ 1 Lx: \ » ‘(_“ ’1 * »—Q _ . N
. , 5% 21 P . y -0 HO,\]/Z'S
(j ( fal s . Q 7
1) ~
A - 2 .
(a0
3 L
[ /: a ] ?o';'.}?if} 4 <> | Space for QC Ap ovauStampmg and Signing)
a ce no.: .. YT ' ot
nalytical Reference no.: - i | !-‘\ o T
Analysed By : et on:. g, 2wt

v

Prepared by:

Checked by:

Approved By:

Desianation QA Executive / Production Head / QA Head /
7 Designee Designee, Designee
X
Signature g \X \/Uj Cetgor {Q&L} O\ 4
with Date - Vg )obz.a/o:m Yl

O4lobhpa o




: Safetab Life Science

N BATCH MANUFACTURING RECORD Page No.: | 76 of 78
‘Brand Name | GLIDE M 60/850 TABLETS product 1D 1014 BatchSize | 5,00,000 Tablets

. Gliclezide and Metformin Hydrochiorice B Supersedesm .
2 2 /MFC | i

Genetic Name: susteined release Tablets 60/850mg HMECNO: = WMFC/E30IRD MfFC No: AL,
Batch No.: Mfg.Date: Exp.Date:

ks LR 00L oM 9 ) \ornp | Bxeoate D51 00

i n s - Al IO l A}

[ BMR COPY/QUALITY CONTROL COPY |

20.0 TEST REQUEST FORM FOR COMPRESSED TABLETS

From: Manufacturing Department

To: Q.A. Department

2

To be filled by production

Date of Mfg.:..C6l 220 Date of exp -..0S].

Test Request for ......Conteanl

To be filled by IPQA
Quantity S]ampled :

ja}; /C)M

. ‘ f
M@ on date:..,.C:if../.@.[:‘/?

Sampled by

No. 'of containers

TRF raised by.... K> e(wa .. ondate. EAl0b]. 20

Sample received by &/ on date:..g.?.\?(..g\ E

To be filled by QC \
i M no
TRF received on :..%

Sample tested on !0 ie. fof DY 2

Test Results | Limits
Eavh onioded Bilrgored Sestaired olaic
-‘o};(c § rordafnd
a 2 P o Vs |
. )HL_ Eian /49.‘, /
h%.' “1))%0(((\41\ H\.R '(r>.. { '
‘oo e cR.o2ma (b1
D\S&&%ev | - ) sadien IAV?,
(/‘“(\l \t\ "gf Tive J "
ol v 12 23y 2eT
i L ‘_!(B‘L I} &31."2 s LRYVA
s iy Bouy BA9% 85.3 7
i g *
 e$40y N Ye ! . Hin P r‘?‘d
w’ b ssay 9Ny 25k
.3»‘,»'-" b peTL [ba Ay e “’"’.
\"“““\.'l QA€.u.r ?;3,:. s fl‘ 20, | -’:
R s SF?\ F“ 065 % Welat Space for QC Approval (Stamping and Signing)
na ytical Reference no.: =
S ¥dr J"c
S8 T R & o fobl20
Prepared by: Checked by: Approved By:
. . QA Executive / Production Head / QA Head /
Designation Designee Designee Designee
; 3 ; P
Signature S u ’ (& QB
i " L& ’ 4 S
with Date . iy )Qb (0020 7('&/@“"0&) (\Qé\()




Ea{efas Life Sciewce

| 77 of 78

g BATCH MAN‘ ‘CACTU RING RECORD Page No.:
Brand Name | GLIDE M 60/850 TABLETS ;’;}"f’ua i 1014 Batch Size 5,00,000 Tablets
s | Gliclazide and Metformin Hydrochloride i V‘W\,P Supersedes
Generic Name: sustzined release Tabiets 60/850mg MFC ne: STAFCI0/R0 MFC No: bR
3 #Mfg.Date: Exp.D. # —
Batch No U9 QNnDL) g m\obﬁ 20 | Bxp-bate S\ 0
21.0 BATCH MANUFACTURING RECORD REVIEW CHECK LIST
S.No. No. CHECK POINTS ‘ Status
1 The entire Page no: &) ( to 72}{ are available, verified and found correct. Ye//No
2 Batch numbers available in all pages verified and are correct. Ye%\lo
3 Manufacturing and expiry is correctly allotted verified. Yé&s / No
4 Dispensing carried out on calibrated balance verified. Xa// No
5 Dispensing Cards attached. )fé-/ No
6 Line clearance is taken prior to all dispensing and manufacturing activities. Vé/ No
7 Dispensing is carried out as per indent of raw materials are correct. Yes/ No
8 Environmental conditions comply during all the manufacturing steps. Yg%\lo
9 All wrong entries if any have been strike out and signed and verified. W)(/ No
i0 Actual equipment used is as specified and verified. }é/ No
11 Dry mixing, compression and coating reconciliation is filled and variance is within acceptance fimit. ?es// No
12 If any deviation and change control raised related to this batch attached with Batch record. Yeg'/ No / NA
Note: If any abnormalities noticed during batch manufacturing record review it should be brought to the notice of QA Head.
Batch Manufacturing Record reviewed by IPQA Sign/Date: Q.Vi...
2 % 5,0)'0
- £13 “ 0
QA Head Sign/Date: \J ..... é()\ep
Prepared by: Checked by: Approved By:
Pesignation QA Exgcutlve / Productlfm Head / QA Head /
Designee Desngnee Designee oo
£ N
Signature 3 15; } LL{/’ &M \géz.‘ ;
with Date « Olf }05 0020 m B 903@




Safetab Life Sciewnce

BATCH MANUFACTURING RECORD

22.0 REVISION HISTORY:

Page No.: 78 of 78 s
Brand Name | GLIDE M 60/850 TABLETS 2??““ - 1014 Bateti Sive 5,00,000 Tablets
. _| Gliclazide and Metformin Hydrochioride . Supersedes i
Generic Name: sustained release Tablets 60/850mg BIRC O ST/ R MFC No: Rt
Batch No.: 4 Mfg.Date: { , Exp.Date: -
atch D 2o me g &b 9090 il o |nen R

G

Revision Noc.

Date of Revision

Changes Made

Effective Date

00

ST/CC/20/21.

1.0 New product introduced, refegéﬁange control no.

U1 e\ > ©

Prepared by:

Checked by:

Approved By:

Designation

QA Executive /
Designee

Production Head /
Designge™>

QA Head /
Designee

Signature
with Date

% \%’L{lch)aew

e b

et

=




