Safetab Life Science i ASTER COPY. !
BATCH MANUFACTURING RECORD ' Pageiof3i - -
Product: | GRIPEX e 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Su d
Generic: | Hydrochloride, Chiorphenamine Maleate | MFC NO: ST/MFC/136/R1 MF?;&? ®S | ST/MFC/138/R0
and Ascorbic Acid Powder .
G1722056 04/2022 03/2025
Batch No.: Mfg. Date: Exp. Date
BATCH MANUFACTURING RECORD COVER SHEET:
PRODUCT NAME GRIPEX
Each 4.5g sachet contains:
Paracetamol BP 650mg
Phenylephrine Hydrochloride BP iOmg
LABEL CLAIM -
Chlorphenamine Maleate BP 20mg
Ascorbic Acid BP 50mg
Flavour: Lemon flavour used.
PACK SIZE 10 X 4.5 Sachets
STORAGE CONDITION Store in cool and dry place. Protect from light.
SHELF LIFE 36 MONTHS
CUSTOMER NAME GENERIC HEALTHCARE PVT. LTD
EFFECTIVE BATCH NUMBER . DATE: iy .y
‘w»: i‘ /xi f'“{’f-‘ (XX &J 1_)2/1—
MANUFACTURING LICENCE No. 07 22 1807
MFG. DATE: 0/, L 5 ! BMR No. STBMR:134/01
ol 4 N
e Supersedes .
EXP. DATE: 8> /1 /{2 NS BMR No. STBMR:134/00
BMR ISSUED BY/DATE (QA) L Oty . [
e o /0 ] {\/ )
BMR CHECKED & RECEIVED BY/DATE . \N\/
(PRODUCTION) 3 B " s QW

0YB
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ool O\f\‘\ o

This BMR contains 31 Pages + ...

DATE OF COMPLETION: D_ﬂl \‘0\'\\\ 2 Q
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Safetab Life Science

| MASTER COPY

BATCH MANUFACTURING RECORD

R i * | S »J

Product: | GRIPEX :?f'"d = 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Siibersedes
Generic: Hydrochioride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 MF% No: ST/MFC/136/R0
and Ascorbic Acid Powder *
3/2025
Batch No.: E1722056 Mfg. Date: B4/2022 Exp. Date o8
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/001
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
ST/PRVS/001 or ST/PRVS/002 or ST/PRVS/003 or
Vibro Sifter
7 ST/PRVS/004
8 Octagonal blender{2200L) ST/PROB/001
Prepared by: Checked by: Approved by:
Designation QA Executive / Production Head / QA Head / i
Designee Designee Designee i CONTR QLLED C oryY }
& t)/ it =}
Signature with Date | ~ /, @‘ \ok\ly 65:\'}—
N AT TR A »
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BATCH MANUFACTURING RECORD i Page 3 of 31 o
Product: | GRIPEX ;';°f'“°t = 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine : s d
Generic: | Hydrochloride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 | PEIBeCeS | sT/MFC/136/R0
and Ascorbic Acid Powder O
Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date 03/2025
2.0 DISPENSING PROCESS:
2.1 LINE CLEARANCE CHECKS:
S.No CHECKS Cosaruation
store | IPQA
Ensure that all empty containers, labels, used Polybags, hand gloves of previous dispensed Product/ batch \/ v
are removed from the area.
2 Ensure that all dispensed material of previous product / batch removed from the area, v v
3 Ensure that the previcus batch BMR / documents are removed from the area. v v
Check the housekeeping general cleanliness of the floor, walls, ceiling, tube light fixture, electrical fixtures )
4 and its panel surface, pass box, doors and door view panels. of man and material entry of dispensingarea | v~ |
are clean.
5 Check the cleanliness of the working table, cupboard, washing area and waste bin. v [
6 Check the cleanliness of the drain points. vV v
7 Ensure that the dispensing booth is cleaned and it's status. v o
8 Check the cleanliness of the supply and return grill. v = L
9 Check the cleanliness of side wall of the dispensing booth. v v
10 Check the differential pressure of pre filter, intermediate filter and heap filter are within the limit. V, =
iz | Check the cleanliness of the utility line (compressed air, First RO water and purified water). Vv v | ’
12 Check the cleanliness of the SS side panel and SS Stool. v v
13 Ensure that the balances are cleaned and it’s calibration status. Vv L=
14 Check the status board of the area is updated. V4 e
15 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure that the v —
records are updated.
16 Check the differential pressure of the area should be within the limit. v (g
17 Ensure that dispensing tools or accessories like €oops, spoons are cleaned and labeled with “Clean” label. Ve
18 Check proper gowning procedure followed as per the SOP \/ v
19 Ensure the concurrent entries of log book. Vol
20 Ensure that the Laminar of dispensing booth run Not less than 15 minutes after switch on. Y v
Note: Tick mark (¥) if Complies and (X) if Does not comply 7 -
Im,: NO A I
Checked by (Store) sign/date:.....\ “@’ 2{ou- Verified by (IPQA)sign/datez. .0, /\ .
Equipment Dispensing Booth Weighing Balance AREA
N ST/SRWB/001 ST/WB/189 ST/SRWB/002
Equipment. ID No. ST/SRDB/001 (30.0 Kg) (150.0 Kg) _ (620.0 q)
Previous Product& / .
Batch No, AR ~10 - &V - S228%9(0D .

Cleaned By g 4 ,g\, Q,J\,\ (\Z »% %

Checked by Stores ¥ i b
Sign/Date XVL 92 fou o Mv W [ A 22/ [P g nofoA]2

Counter checked b =< 5 A o . (3
ponsee | Sagtonl s> [0 silonlon | Worlonlss BPosioging

2.2 ENVIRONMENTAL CONDITIONS:

Observation Stores Sign
Temperature: 23°C to 27°C 9 \ Qe e \/
Area: Dispensing Observation Stores Sign
Relative Humidity:45%to 55% S L, y K,/\li% f

2.3 APPROVAL FOR DISPENSING BY IPQA: Sign....
R R R ===

Designation

Wy U

Prepared by: Checkedby: |  Approved by:
QA Executive / Production Head / QA Head /
Designee Designee Designee

SONTROLLED COPY |
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Signature with Date | — 7/ .., @f \e A %, c&\ﬂ/
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Safetab Life Science | || MASTER COPY_
BATCH MANUFACTURING RECORD Page 4 of 31" e
Product: | GRIPEX Sty 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Separstdes
Generic: Hydrochloride, Chiorphenamine Maleate | MFC NO: ST/MFC/136/R1 MF% No: ST/MFC/136/R0
and Ascorbic Acid Powder *
03/2025
Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date /
2.4 INDENT OF ACTIVE PHARMACEUTICAL INGREDIENTS:
' Label
Name of the claim per Material Unit Qty Std. Qty per
S.No Ingredients sachet in code Spec {mg) batch (Kg) Vendor
mg
1 ¥ | PeERmgRr 650 | RMAP0D30D BP 650.000 130.000 valiant Laboratories LTD
/ | Phenylephrine s s .
2 Hydrochloride** 10 RMAPQO31 BP 10.000 2.000 Divis Laboratories
Chlorphenamine . 5
3( | Maleate*** 20 RMACO064 BP 20.000 4.000 Supriya Life Science
4 /| Ascorbic Acid**** 50 RMAAQ029 BP 50.000 10.000 Bajaj Health Care
2.4.1 INDENT OF EXCIPIENTS:
: Unit Qty . Std. Qty per
S.No| Name of the Ingredients (ma) Spec Material code batch (Kg) Vendor
5 | Maltodextrin # 2215.00 BP RMAMO044 443.000 Roquette India PVT .LTD
 Hydrophobic colloidal
6 4 aribydrous silica 30.000 BP RMEC0017 6.000 Wacker
7 | gitric Acid Monohydrate 50.000 BP RMEC0020 10.000 Sunil Chemicals
8 1 Orange Pekoe Extract 1200.000 IHS RMEQ0027 240.000 Omni Active Health Technologies
8 /] Sucralose 35.000 BP RMES0034 5.000 Shangdong kanbo Bio chemical
Y 'Lemon lime Premaseal
107 250.000 IHS RMELQO027 50.000 GIVAUDAN INDIA PVT.LTD
(75412-71) ) o
A/ A
(7
@Does not appear in final product evaporated during drying.
* Xk xkk X¥x%% % Refer calculation.
Prepared by: Checked by: Approved by:
. ) QA Executive / Production Head / QA Head / et B
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Safetab Life Science . || MASTER COPY| |
BATCH MANUFACTURING RECORD ‘ PageSof31 = "
Product: GRIPEX ::o.duct b 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine s
Generic: | Hydrochloride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 M‘;’éen' s:,"es ST/MFC/136/R0
and Ascorbic Acid Powder X
03/2025
Batch No.: BlEZ2056 Mfg. Date: 04/2022 Exp. Date i
3.0 CALCULATION:
3.1 Potency calculation for Paracetamol BP :
Q.C AR.No. for Assay of Paracetamol
Paracetamol Expiry Date on dried basis LOD %
rﬂﬁgbkm%MALmeimQ§3~ \2{2cnf, 99. 30 8-0b

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

650X 100 X 100

Actual quantity. of Paracetamol = mg/sachet

% Assay on dried basis X (100 - LOD %)

(ﬁjg\o@&»cc
by 0yg

06X . L% mh | PO

=120 hE e

*Qty of Paracetamol to be added per batch

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

~ A
NS e )
\\ MX& Qadlou -
Calculation done by(store}/date: Checked by(production)/date: \ Verified by(QA)/date
pohub SO
V4
Prepared by: Checked by: Approved by:

) ) QA Executive / Production Head / QA Head /
Designation ) . H
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Safetab Life Science | MASTER COPY| |
BATCH MANUFACTURING RECORD i Page 6 of 31
Product: | GRIPEX :?f’"“ L 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Supérsades
Generic: Hydrochloride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 MF% No: ST/MFC/136/R0
and Ascorbic Acid Powder A
03/2025
Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date 3120
3.2 Potency calculation for Phenylephrine Hydrochloride BP :
Assay of
Q.C AR.No. for Phenylephrine
Phenylephrine Hydrochloride Bxpiry Pate Hydrochloride on LOB %
dried basis
WQ,?AW//W%M/@O%*{% ml‘ww 9.1 0.10
— — p— —_—
*The given quantity is based on 100% Assay on dried basis and without Loss on drying.
Actual quantity to be added is calculated as:
10X 100 X 100
Actual quantity. of Phenylephrine Hydrochloride = mg/ sachet

*Qty of Phenylephrine Hydrochioride to be added per batch =

Note: If the assay of Phenylephrine Hydrochioride is mare than 100 %, calculation has to be done only for 100%

Calculation done by(store)/date: K ! ')

22)0n 2

% Assay on dried basis X (100 ~ LOD %)

,L%_Cff'ﬁ(;/ 1 9. to)
9900+ 96
2,00 Kg's

Checked by(production)/date:

ol rfﬁ(/&ﬁ

N

Verified by(QA)/date
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BATCH MANUFACTURING RECORD S T 2 o S
Product: | GRIPEX :’:?“‘t 0 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Su i
Generic: | Hydrochloride, Chiorphenamine Maleate | MFC NO: ST/MFC/136/R1 m-%e;- €S | sT/MFC/136/R0
and Ascorbic Acid Powder N
202
Batch No.: alr22a56 Mfg. Date: 04/2022 Exp. Date 03/2025
3.3 Potency calculation for Chlorphenamine Maleate BP :
Assay of
Q.C AR.No. for P Chiorphenamine
Chlorphenamine Maleate Expiry Pate Maleate on dried LOD %
l;asis
mQ“() oo eusiiie] oo &3 09 !%7/6 d4: Yo 0. R

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

20 X 100 X 100
Actual quantity. of Chiorphenamine Maleate = mg/ sachet

% Assay on dried basis X (100 - LOD %)

(Z%O?@%— s 0. IS wh[Saces
gA03: 19—

*Qty of Chlorphenamine Maleate to be added per batch = 4 ) LS 3‘ Kg's

Note: If the assay of Chlorphenamine Maleate is more than 100 %, caiculation has to be done only for 100%

N

Calculation done by(store)/date: M Checked by(production)/date:

\§) \
V/L ’ 9\g\\\\lerii“ by{QA)/date
M o )< (A .
DM [n2- Q- < /:\ 4+
X \(’ ( L/ ’L\J‘L
Prepared by: Checked by: Approved by:
Designation QADE::cgtxve 7/ Prodgctign Head / QA F.Iead ! - R
ignee esignee Designee || CONTR( LLED Cop Yvi}

Signature with Date
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Safetab Life Science l MASTER COPY
BATCH MANUFACTURING RECORD Ll Page 8 of 31 ‘
ProduiC: | GRIPEX i 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Superssides
Generic Hydrochloride, Chiorphenamine Maleate | MFC NO: ST/MFC/136/R1 MF’:: No: ST/MFC/136/R0O
and Ascorbic Acid Powder .
Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date 03/2025

3.4 Potency calculation for Ascorbic Acid BP:

Q.C AR.No, for _ Assay of Ascorbic Acid
Ascorbic Acid Exgity Date (%)
1 s b PO / — ) & ’ \
9, (-,)/d’-‘\)f:) QL4 /8L R '/D /09 ‘ oy d)["é)J “774 70

The tiven quantity is based on 100% Assay.
Actual quantity to be added is calculated as:

50 X 100
Actual quantity. of Ascorbic Acid = mg/ sachet
% Assay
AT - A LS\ S /» 0. -
~ 00T - So 40 MY/ Sac Ao/
T a7
97~ Fr 0
*Qty of Ascorbic Acid to be added per batch = () 05 0 Kg's

Quantity of Sucrose varies based on assay content of Paracetamol, Phenylephrine Hydrochloride Chiorphenamine Maleate,
Ascorbic Acid for keeping the Fill weight constant

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

3.4.1 Calculation for Quantity of Maltodextrin to be dispensed
**Actual quantity of Maltodextrin to be dispensed

= [Std. gty. of Ascorbic Acid + Std. gty. of Chlorphenamine Maleate + Std. gty. of Phenylephrine Hydrochloride + Std. qty. of
Paracetamol + Std. qty. of Maltodextrin] ~ [Actual gty. of Ascorbic Acid + Actual qty. of Chlorphenamine Maleate -+ Actual gty. of
Phenylephrine Hydrochloride+ Actual qty. of Paracetamol].

A / n 4 g )
= [10.000+4.000+2.000+130.000+443.000] - [0 050 4205 Fotn 010010 4. 13065
*Qty of Maltodextrin to be added per batch = LMl Ll Kao's

Wveri
()/')/\0 Verified by(/QA)/date

Q<H "«
o b gfc/ s

Calculation done by(store)/date: 5 \ »~ Checked by(production)/date;
9)’%“‘)‘ v

Prepared by: Checked by: Approved by:
Desigration QA Executive / Production Head / QA l-fead / =
Designee Designee Designee: | ONTRO L LED COPY ?
. . 54 2 d E—— ;
Signature with Date oy o, @Y ok\ Q\/ q,\)/
%ég{“@g oyt 3 A\




Safetab Life Science

| | MASTER COPY.

BATCH MANUFACTURING RECORD

Product: | GRIPEX ﬁ':f’“‘t = 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Supersedes

Generic: Hydrochloride, Chiorphenamine Maleate | MFC NO: ST/MFC/136/R1 MFC No: ST/MFC/136/R0
and Ascorbic Acid Powder

Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date 03/2025

4.0 AFFIX DISPENSING CARD:

DISPENSING CAR@

Name of the Product : c\ 2w
Material Name : B@de U
Mmzﬁm,fﬁdmoﬂbo GW: 2 \oe
Batch No.: / Lot NOGI qmr/(, T wt. : ©.l0Q
Batch Size : 2&7009@ t :&;Wv Ve

‘ Stores: # Date “Z’)Fv\‘ A
=0 ¢ QA:  Fp Date :Qa,foéf] 2 |

LBST : 001

DISPENSING CARD

Name of the Product :

G‘fm@x/

Material Name :

Biconbe_ ey [BP/P)

AR NMO!W“”‘”‘”,J”\

. wi. :

0237

Batch No.: / Lot No.@“q P )

T. wt. : O 200

Batch Size : Qoovw N. wt. :to,o}o Wy
Stores : Y”AQ‘)/ Date : M\Alw/
Sign :
QA : % Date :/’lstfoq ,7/)/
A

\

LBST : 001

s

|

Dispensed materials label pasted by(production sign/ da?

/
sV

verified by(IPQA) sign/date:

Osloy [0

Prepared by: Checked by: Approved by:
Designation QA Exgcutive / Productis:n Head / QA Head / )
Designee Designee Designee I

Signature with Date

@ }\\ok\’nf
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&‘ &\')"\/

1
g
T
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T
S e
S —

CONTROLLED cnw??




Safetab Life Science | |MASTER COPY
BATCH MANUFACTURING RECORD Page 10 of 31 = ...
GRIPEX ::of’"d ip 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine s )
Hydrochloride, Chiorphenamine Maleate | MFC NO: ST/MFC/136/R1 M‘,’,’é@"‘f""s ST/MFC/136/R0
and Ascorbic Acid Powder Mo
G1722056 Mfg. Date: 04/2022 Exp. Dute 03/2025

4.0 A AFFIX DISPENSING CARD

TN
DISPENSING CARD@

Name of the Product :

Qmp e

Material Name :LGMWV C/".\kc WREMESG%_CVYQ)L

)

AR. %:v?uubw) ‘5%) 0 \oby G wt:y b 75y
Batch No.: / Lot No. g‘«/g/u;—t T wt. : k< BB
Batch Size : 2@0‘0‘3’0 N.wt: 24, | 5}'—!“’)/

Sign :
QA:

Stores : P QI/ Date : zy/lpq)qﬂ,———
=

Date :'JQQIO‘HZL

A LBST : 001

DISPENSING CAR@-

Name of the Product : 622_1\99

gy

Material Name l‘ ~ C/\m@ PQE'“OS{QQL @mv‘ﬁ

AR Mo lymlnngvd @ 1se|S V128 - et

Batch No.: / Lot No. (.9 &5b  |T.

wt.:t))~ Ll

|-

Batch Size :

wt.: X 000 W

ZomovU N

Stores : MQ)/

Date M“‘Qﬂ/

Sign :
QA: @ Date: no [o/ﬂ 211+
“\ LBST : 001
e S e prmease 4 R UMWLLIUEE DIGETS UGLES vermed by(IPQA) sign/date:
\\N/VL/ ‘/ /
Prepared by: Checked by: Approved by:
QA Executive / Production Head / QA Head /
Designee Designee Designee 1T v
T GONTROL LED COpy }3
SEgnature with Date T /f‘"f £ § & \o k\w &/ &'\i}/ = "“-*--“:4‘-3‘::;“&1-:;:-":‘.;11;7 B
LR AVATY AT, o Y
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4.0 B AFFIX DISPENSING CARD:

Safetab Life Science | IMASTER COPY
BATCH MANUFACTURING RECORD - g Page1iof31
Product: | GRIPEX l';;‘.’f"‘-‘ D 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Supersedes
Generic: Hydrochloride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 MF%QN s ST/MFC/136/R0
and Ascorbic Acid Powder 2
Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date 03/2025

DISPENSING CARD@

Name of the Product :

Cirete

Material Name :

fmrwt/ Ry

AR Rasrerty) Sunbau]ores 06.950)
Batch No.: / Lot No.( \q 05 W T wt 'f 9B B
Batch Size : Q00000 wt. %‘vvyo w1

Sign :

Stores : ymﬂ/

Date :Qu,, \\'Q/Z//

QA:

P

Date : )Q/f Oéﬁ 1 1

" LBST : 001

DISPENSING CARf%)

Name of the Product :

Ctur?n

Material Name -

Faﬂﬁff?w(—/ ByY

AR. N
Nv)uww sm/o prg |G W 05 250 )
Batch No.: / Lot No. { T. |
mreth [Twt: o o
Batch Size : &70000 t. . 92X 000 \95/'
St Stores : WBQ)/ Date WWI‘UZ_/
QA : @, Date : 99[@4] 0% 1
v LBST : 001

+

Dispensed materials label pasted by(production szgn/dﬁ

\\\:{\/ verified by(IPQA) sign/date:

Q
S - ‘ A o2
( _/, U ‘2 D o L
Prepared by: Checked by: Approved by:

Desigaatior QA Exgcutive / Productif:n Head / QA Head / i — s )
Designee Designee Designee || CONTROLLED Cripw |
LY B B e | PREPE LA S

Signature with Date | Cn 4 1 4 . , Al \():\/L«%:ﬁ:mﬂmmlw

S 1y oo ¥




Safetab Life Science | ;“MSTER COPY

BATCH MANUFACTURING RECORD ' Page 12 of 31
Product: | GRIPEX ;’:g“d L 1048 Batch Size 200000 sachets

Paracetamol, Phenylephrine

Generic: | Hydrochioride, Chlorphenamine Maleate | MEC NO: ST/MFC/136/R1 f“;%e;’?"es ST/MFC/136/R0
and Ascorbic Acid Powder LH
Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date 03/2025

4.0 C AFFIX DISPENSING CAl

DISPENSING CA ‘7/,

Name of the Product : C\D\ZWEL
Material Name : @W FE Vel Ddides
R Wetopulocdocnlooaq 1 [& ¥4 277 Jen b,

Batch No.: /Lot No. { yq9qe¥h [Twt: 9. Qg

Batch Size : <?)0!0 o) N. wt. :7,!“00)0\9),
Stores : W Date :VM\“U./

>

Sign : '
QA % Date :}9{04”%/
| LBST : 001
e
DISPENSING CARD 7y
e
Name of the Product : G\Zf V&’

Material Name :

Overge  QEEE Expran

AR. No. : :
pploalacGleerfom ) 4" 97- oo,

Batch No.: / Lot No. 6\7\7?/?/03"’ T. wt. : 5 BDQ W

Batch Size : ?,000\00 N.wt.: 9 5 ool -
N Stores : W‘b('\/ Date : 9 2{ou\U_—
ign :
QA: %, Date : -¢; ;
oo |
A LBST : 001

Dispensed materials label pasted by{production sign/date: \(}\VV‘/ vernitied by(IPQA) sign/date:

Prepared by: Checked by: Approved by:

QA Executive / Production Head / QA Head /

Designation y "
¢ Designee Designee Designee

WA & d 3
et I N PiEa s RA
A 3 TIRUHIA

i PR
| CONTROLLED CopY
Signature with Dat: e A v ’}V L—‘*"‘:;?-T- = =
gnature ate (\%&ﬂ\ok\'ﬂ’ &i\\@
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BATCH MANUFACTURING RECORD

—oPage-d3-of It

PY

Product: | GRIPEX :‘:’f’“a o 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Supkrsedes
Generic: Hydrochloride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 A ST/MFC/136/R0
A MFC No:
and Ascorbic Acid Powder
03/2025
Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date /

4.0 D AFFIX DISPENSING CARD:

DISPENSING CAR[@

Name of the Product : G &U’Ei,

Material Name : @," , /9 Y%C EJ(W

AR. Np, -
Mgﬁby}m_@)

Batch No.: / L (
ot No \12205%

B ize :
atch Size : Y O

N.wt 19 cuovm @,

Stores :
Sign : W

Date :) 9 Joy|22—

0A - s

LBST : 001

Name of the Product :

(Ceree

Material Name

; @m;q;e PEMoE  Caprark

A.R. »

}%JWOJ(SOCP(! G. wt. : 9—, 20 [\«

7

Batch No.: /Lot No. {(*\ngpofh [T wt: 9 - 2o

b

Batch Size : ‘2/0 G000 N. wt. : 2 Nowlly, -
Stores : : '
S s Wl)/ Date : 294pulyy
QA : ' Date :
- 2log)p
il " LBST : 001

G wt. : o< A0 1K

TWt.Q\BSQ \\

Date : ”’ D‘ﬂ '2/)_//
a N
DISPENSING CARD

verified by(IPQA) sign/dat

LH

Dispensed materials label pasted by(production sign/da» v
o R
j /- ( sl 11T
i o3 oyl ¢
Prepared by: Checked by: Approved by:

=l M-

e

» TS9ONTROLLED copy
Signature with Date | "\ @ by N D S
}1\ AT | Gl i 9-\\°k )—\N“




Safetab Life Science WIAS é ER ﬁopy
BATCH MANUFACTURING RECORD i“f’""W T
Product: | GRIPEX Product ID 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Surekedis
Generic: Hydrochloride, Chlorphenamine Maleate | MEC NO: ST/MFC/136/R1 MF':: No: ST/MFC/136/R0O
and Ascorbic Acid Powder *
Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date 03/2025

4.0 E AFFIX DISPENSING CARD:

DISPENSING C‘ARD

Name of the Product :

Creres

Material Name : @W FEI&(E Exd

A.R. No. :

$ip 190y %dgiwobese\ \

G 9. S

Batch No.. / Lot No. G\"l o7t

2+ 3p \

Batch Size :

Voo o0

N. wt. :

Qe o Uy |

Sign :

Stores :

e

Date :22%oulY)

QA:

Date : 9’/f° AFJ n

LBST : 001

Name of the Product :

Material Name :

- T0 A TIAN

ARNO g s ikt |5 25, 9501,
Bsich No Lot No, : C\‘r}m% O~ 050 W,
Batch Size : W t QN NS W
Stores : % Date 1) 5 {on /9}]/
Sign : = -
QA: % Date : 3\ouy |22
\V LBST : 001

Dispensed materials label pasted by{production srgn/da}

S

\\y\/‘/ verified by(IPQA) sigg/date:

sk 3 fegl 1

Prepared by: Checked by: Approved by:
] X QA Executive / Production Head / QA Head /
Deslanation Designes Designee Designee

Signature with Date |{ \

A i 4 \D’
Aoyl @ﬁ V0"

J\,«

.’ e

[conrRenito ey

e oo
"“'"-"' R

W N—--..:;‘.—T—‘., 3

<]

JLEPEEs



Safetab Life Science | | MASTER COPY
BATCH MANUFACTURING RECORD N Page 150f 31 -
Product: | GRIPEX ;2:’"“ o 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Supersedes
Generic: Hydrochloride, Chiorphenamine Maleate | MFC NO: ST/MFC/136/R1 MF%CN o ST/MFC/136/R0O
and Ascorbic Acid Powder -
Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date 03/2025

4.0 F AFFIX DISPENSING CARD:

DISPENSING CARD /%

Name of the Product :

/’4!24,067(

Material Name -

M H 30D

XTI

Y

A.R. No

G wt. :

5. 950

Batch No.: / Lot No. q”’rmiﬁo

T wt. : O~ 0o W,

Batch Size : QAR Wt : 90 o9
it [Stores: W Date : )’L[,Wl for
. T

LBST : 001

b
DISPENSING CARD\/'§

Name of the Product : a RPE X
Material Name : M AL TOOEATRA
A.R. No. ; i
° M{dﬂzzg /fo(h/aijéﬂ G wt S 25, 9SO,

Batch No.: / Lot No. Q) Aoeoct, [T wt: 6. 9250
Batch Size : DR N.wt. : D5 o0

Stores : M~ Date : Z”J(')\{/LQ,
Sign : T

A \ZH Date :Q;{[gozf)g )

{

LBST : 001

Dispensed materials label pasted by(production sign/date:) ” \\\W verified by{(IPQA) sign[date:

Prepared by: Checked by: Approved by:
’ . QA Executive / Production Head / QA Head /i
Designation Designee Designee Designee ] C 0 N Tgo L L E [ ) ¢ Op‘nl
Signature with Date |\ ,ff VI @ in- btk\?’
S8 TN o plox g




Safetab Life Science

BATCH MANUFACTURING RECORD

Product: | GRIPEX :‘:f'"“ D 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Supessedes

Generic: Hydrochloride, Chiorphenamine Maleate MFC NO: ST/MFC/136/R1 MF%eN o ST/MFC/136/R0O
and Ascorbic Acid Powder *

Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date 0312025

4.0 G AFFIX DISPENSING CARD :

DISPENSING CARN %3]

Name of the Product :

Gmmﬁx

Material Name :

M AL ORIV

A.R. No. : : ]
mﬂMuhMJmM$ Gwt: 069804
Batch N /
atch No.: / Lot No. 6\1%%% T. wt o~ 950 |
Eatch Size : 0.QQnaq N. wt. QA Qa9
Stores - Date : :
Sign : W e Q'?/,Ob)/?/@
QA VQ} Date:,,%;l[@tf "I/L/
d==e LBST : 001
n?@)
DISPENSING CARD\ /[§
Name of the Product : O‘ A Fff)(
Material Name : v T DER F;‘(ZM\/
G wt.: R o\,
AR Na.J m& JMW‘OW% X% 06 \
Batch No.: / Lot No. G\’;}‘)A/OY() Twt: ©-980 &,
Batch Size : W t: ?A = \fy
Stores : M/ Date :Q(?/{W/'m/
A)“p/ LBST : 001
\
Dispensed materials label pasted by(production sign/da) ,\/\/ verified by(IPQA) sign /
AR < uzb ot
Prepared by: Checked by: Approved by:
T —_— QA Executive / Production Head / QA Head /
Sigation Designee Designee Designee |

Signature with Date | {

i
e
¥

NS vy d s
AN Lt TR

@ ok

&’\ ~~--..~:‘~‘.~:..:,~—-. T,

NTROLLED COPY )

S -J
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Safetab Life Science | MASTER COPY
BATCH MANUFACTURING RECORD ) Page 17 of 31
GRIPEX :?S"Ct D 1048 Batch Size 200000 sachets
Paracetamol, Phenyiephrine
Genesit | Hydrochloride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 | SHPersedes | oryecsi36/R0
and Ascorbic Acid Powder 2
Batclr No.: G1722056 Mfg. Date: 04/2022 Exp. Date 03/2025
5.0 DISPENSING OF RAW MATERIALS AGAINST RAW MATERIAL INDENT:
Dispensing Started at Date _ﬁ%ﬂme JZ__@__
@ >E e ~—~ ° = s ©
o 5% 525 e 22| oZ| 55| BE| B8 35
- B3 EoQ o gz| 25| 22| g5 85| £&
E5 g < sg| gl 8 | =5 67| 8z
© o
Z = =
/ 50 g a8 Ul 43004 Dot ) @
) (773 [ . =
ML/ 1 g IR 4 ’EL’/’ /C’/MZ @)C‘AYO 0450 44700 ¥ h\b\/
r 7/ J}‘\“}L_CC D.&\I‘O “&NS\DD’D ; $
1 Paracetamol BP * NL(/) u//m) /[ Vi 5\ 4 )/F/{‘i 7 AW 0 @W\‘D\QCM@ QWS‘V ?‘M‘/ O
AP, Wg// ] /{3//, [6 00/ 018\A)CaShy S0 hoeed Ragv [T Séy
Pt O Rt/ Arnlird ) oo 7 Lo b | oo [ 165G R U W‘/?go .
5 | Phenylephrine « N D/N)/Qa? /6 [ fa‘ /-AV/ZJD.’\QUL( o160 I 062 &“~(70)7T>%(( M@\/ \VQ =
Hydrochloride BP T
/ " f /f ) / v ) N, gl / L —
3 | Chlorohenamine WIAIEY, //\ LA LR 0043 o3 T80l 03BA RagJ | ynk Fy/
Maleate BP **xx sk - \
/1 ) n / F . i \ !
4 | Ascorbic Acid BP VP "Q"'.Jq‘m (i [ BCRIOBYE 1D .05 0T [0 050wy M\/ %
kK : T Z
FkokK - o . o _ - \ -
L, 0)en s BEREDQ 2050 A5 00 ?
Mol 5] 45 Kl |G R/0pabs 5.0 Wo.ac0lT ocd f\’%‘/ \Aad :ﬂ
> 25 wm? -0 \5‘ 000 ..
oAt m%//,, Je. 2/p00s4 00 2ot o g Vv -
, " , H5axd0-250 |95 0ed oy \\7
vy ‘ﬁ),/ol»{Q-T/!@/ r’l,@(,/?/@@ 064 J\ cocolpolen e papl 1940 | MV | M |-
PP " ; g&Lo 0~ 2&0[ L0 | 4 o5 ﬁ%
RISTINNNA /’///1 //5\/004;6”% = )r’D p-2v0ld coepRof| v W
: bk J o,ub N ooy %
5 Maltodextrin 443.000 /\7 Kﬁ// (\Jd'\/?o ﬂ //1 l /&) C() 1(\\)A\O 0.0.{0 : ’Olﬁm @‘;\KU Y(\h/ o
b A8 s . g 0. 9SG 000l . ‘X}f;
- '1{'(/0,/3\?:3(\’ 3 ﬁ/’/ n /g /',4)/’/[,‘5[76 T 3&‘0 Lp) COL (N 080 @}‘;\ M =
: ol I oAl HEasd o 40000 awe
NOPRINZ/ AL 1 1 lonodd E m%o oo lros [V | Wl 9|
v Yol 270 Lasm /e 6500000 \
U PIAd B/ Alk/Aa/ombl L0457 p ) ol ol Ay | V\ﬁ) )‘)/
g apl g e \ N2
l\h’/)qw?/ hlgck looobd ey pamldc cadV KiZs
A" i /' . x'/~ ) . . . = 9 3
LD Lael v 810608 i lp aool 2 et )| W \x&
Prepared by: Checked by: Approved by: |
Designation QA Executive / Productign Head / QA F.lead S— .
Designee Designee Designe NTRO LLED CO Py
Signature with Date | O/ @)‘ k\)y \QL st ] ——
A 010w lia i e
£ S
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Safetab Life Science MAST& @?Y
BATCH MANUFACTURING RECORD Page 18 of 31
Prod&!t: | GRIPEX e 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Supers edé.s
Gene iy Hydrochloride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 MFC No: ST/MFC/136/R0O
and Ascorbic Acid Powder ) N
- 3/2025
Batcl? ho.: G1722056 Mfg. Date: Ba2022 Exp. Date 034
- -~~~ Bt
@ = o ~ = £ o @ - v
o g 5% E | oZ| 55| BE| 38| 55
5 S5 B~ o sz| 5| =¥ | 2a gff; f;:"&
o9 o™ ¢ o ‘T bt > > >
ES g8 . °g| "2| & | #a| o3| 33
= -
) / , " . _ T B l -
MO (i fari /b et oo Jovroo gon Regw v 1o |
Hydrophobic ) ; ] = ) W g
6 | colloidal 8000 | O/ ael 810 /R 1 R ettt W oo Lawa Wi Robv : \/‘9 B
anhydrous silica L Y/\U/ -
~ A / P /- S ot 5 @ P G, /g ¢ o=
NP /(o /B | /B B plte ) fpo 10100 1) yvnd | MOV @/
o o A e e | i W\@’ v
P 1olol) [0 /B4 0 LT (10 Jon | € Wl 19-0001 a4 1 ‘Y?}
Citric Acid — - — ot Ml - )
7 Monohydrate 10.060 = - ~ ~
'/ A
Y Ty 7-300(l 20 [ds™06Y .
YU SINATINIL I - ;1'%@10(\')@6@ fona v YL o
T, . 7;) 0 p2300 100 WU/ % B
e V% @@.4 1K L, AV 0203/ 4750 xo0 [0 Coal Va2 U
> e Y
NNR W6 /lﬁ (h /ﬁ( RlpoL3/ ?f% 2o/ p [ eoniRg | K -
8 Orange Pekoe o , ) N 1 b # =y
Extract 240000 | My DIRg 1/ Bl /ar RI0a179,1) 23050k CocaDasy | W 4\’?
= e
5 0\ ) |
X Ao 1/t 10 /814 Vo 19 1 1% 300] o300l Carp| R /| W ?v%
Nt Dlegl 1 'AI’A’/M»J‘?/ N2 2D L) 00 WO0OD &”cgg}, Ml/ fw t
] ) 7 f / = — ~ B
/YA /)»/'c) Dol / /éx [l /A ( «fv']/ﬂm?’ £C0| b Jepl 2000 )4 Y w %(}
; 7 \
M D0 /f( Yy L1315 60) 00 e LS oolDo g )| e -
9 Sucralose 5.000 2 £/0gd /r' (2Lh (A [2 /[/C‘Q/j /0| O\ 900k Cﬁ!/ (\V\L ‘T‘}
/ —_
NP i /8 1 B e BAlomd bl YU DDy ovg WA ‘v
= < *
Lemon lime NICL 4.7 //- ‘;, //f ; F / ) [ ~C /h y fj YOO N ‘/\/- 17 L\ % "
10 | Premaseal s0.000 AL 0)dd /w 4 = ALY 1 hfpnld - 00D] a) a4\ ] ‘{V“1 ¥ ‘
- o~/ [ »‘ N / = ’ ~ N A7, 1 £ -
FeRas Maol 93 ) hir o 1B A L8 180l 510 o] b By | YA
— - L = Y
Dispensing Completed at Date__~ 0./ [ L/ [J 1 Time _/ oD
[¥ ok ok ook g refer calculation]
Prepared by: Checked by: Approved by:
el B ol WS- ~
9 g FROLLED Copy |
Signature with Date Oty e s o ] @ \d %\')3’ &/&\wf/ : o
PN ’;\3 Loy N2 V 2N ]
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Safetab Life Science { MASTER COPY }
BATCH MANUFACTURING RECORD Page 190f31
Prode'®: | GRIPEX H S 1D 1048 Batch Size | 200000 sachets
P tamol, Phenylephri
Genesit Hilzar%?:hlg?de, ci?grgﬁeﬁgime Maleate | MFC NO: ST/MFC/136/R1 f;;,%‘?,’;’;f"es ST/MFC/136/R0
o and Ascorbic Acid Powder *
Batchr No.: GLIZA0ED Mfg. Date: 04/2022 Exp. Date 03/2023
6.0 VERIFICATION OF DISPENSED MATERIALS: Date‘g‘&lo\{vn/
Checked b Checked by
S.No. | Name of the Ingredients | 5SS r(";'ght AR.No l;rggt;gtlor}' Si%?}
Sign/date gn/date
%.5599;5&’ MP’QPQ-[@\N l@w’f OlocH *'BLS\C\\WL/ M'\%{m{lﬂwu\
25-2C | maP 000 jou|Qe] 0)osF -_i‘m\‘oqm, A [oYlp—
1 [Pauetos 29 25.2¢  |wup|o122)6W [QIR{ olort as\oxx\fﬂ—;k/»@m b ulpr—
05 -2 |[vP|o122 ] QWIRWL] ovord | Shalot N
5:6%F [maPlaiasjeu]ew®] o1act ¥ oA,y -
, | Phenylephrine 5 .02 |ruPlape Ry lew|oo 8yl —%\OWVQ,,X@}?@ e
Hydrochloride BP NE — Y L
3 | Chlorphenamine A2 A mgPl 0\22 ,@»U{ }@&Q/( 00 823 ——5.2\3\()\’"\Y')/'—/V\Q 0> ("(f( i
Maleate BP . ' ! s ! K
| Toe 2y ) e '
o | nscortic acd o 0:23 |muPlopolew [eR]oloaR 1 Oa3leuAY oopy(pr—
£\ ‘ O ' g‘ il
2% |ruP|2023 /6w 8 R coobh S slourt [ 2Fer}
2% |euolan0 [Bw eeloookb -—qu\mq\m//é@’”/ﬁlp% n~
5 | Maltodextrin BP he o laplan 02 lew /e coob b_\ai?)g\o\{\m———‘gl@’wm\' bl
98 7 |mePlonoa jew 8w ooobbis oy ool
P |meplrofa)ewlew ocobb| Malewl ) 2lfm
Hydrophobic colloidal %\‘OO o P oos ey ‘&UZJ ooPb QJQ&\O\\V}L /k/¥% odq n
6 anhydrous silica 4 ; T
210 |meP12420 [QweWRfnn3b0 Lo\ 22fsgm
10200 |mep] oo |gu|elfooruy | b aloynd Wonly] n
7 Citric Acid Monohydrate 4
BP B —— PR 4 il
= -
5F30 - ”
g | Orange Pekoe Extract %‘37 ?%g MRP 0 02) ‘@U”w Qo9 | —}5") 2\ /\% 2 !5\4\ i
IHS ¢ - i
2330 |mep)oo [ [ew)oor9 | ﬁmg\oq\%/u/ﬁﬁb&%la@/’/
N P 510 ["aPfnoo|ew [6®@) corud el Mo aleu by
L g ST BT = £3
o [monimerensen |22 20 _[DellEs TSP — 1% Soqi ] [y o
( ) 0 - AF maPloozjQuleRlolasc 152 oyl Q(Cp/%iuv, Y
!gk:(te: If any difference in weights same shall be routed through deviation and accordingly investigated and corrective action to be
aken.
Prepared by: Checked by: Approved by:
Designation QA Executive / Production Head / QA Head /
Designee Designee Desigiee—

Signature with Date

;\%1;/ ‘ fy b .
axa.,&\?‘—éé RISETR AR
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Safetab Life Science M;&g”g ER CO ?”3
BATCH MANUFACTURING RECORD Page 19 of 31 (CL')
Prodeit: | GRIPEX ;’;‘f“d o 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine
Geneslt | Hydrochloride, Chiorphenamine Maleate | MFC NO: ST/MEC/136/R1 | SRCreedes | s1/MEC/136/RO
and Ascorbic Acid Powder 5
03/2025
Batcls No.: 61722056 Mfg. Date: 042022 Exp. Date /
6.0 VERIFICATION OF DISPENSED MATERIALS: Date:.2:3} M&Q—ﬁ
G _— Checked by Checked by
S.No. | Name of the Ingredients ro?: ;:/e g A.R.No Production IPQA
g Sign/date Sign/date
/ \/
/ '
1 Paracetamol BP \ \
2 Phenylephrine \
Hydrochloride BP \
3 Chlorphenamine \\ /k\/ \)(/n
Maleate BP i)f) 7 7
vk/ A% -
. : \ ) A’*\/ (’ ‘
4 Ascorbic Acid BP ~ 3 “Yrot
— ‘Z)) Y
: 2y
49 2 mﬂ’&ﬂﬁlﬁ [ ) 2 1000k 4 gm\,m\,m__-@ng’ow e
_%5;_%5 £O00 f 2299 \o'lmwlxﬂ—/améé Sanlan) e /{%/37]@ 1gs
5 | Maitodextrin B8P A A lecce }}Q.Q_g)o?m} Do )oo0bl %y 2\ /\& 25 5//‘4') (o
|26 805 |mopla22a\don\eanlmobh | Rin\elay AMOTH/C [
134y lenop) 899 LY R\ @apimotl | % \aulaa Azl
6 Hydrophobic colloidal // /
hyd ili
anhydrous silica ‘\ \\
Citric Acid Monohydrate T
s BP “\ (N - \o V, g, /}/
g | Orange Pekoe Extract 237390 mep) #0%”&\‘;/\)(900//095—91 1l Rap)etlan X&/“)/BM‘{})?/’
IHS 30 ’ &
e iin ep) 2 ldon] aup) cow] | Raa)ale, e oo [P
9 Sucralose BP ,/\ : /\
~ o r— 2V N
o [ — \&é\w
< -
Note: If any difference in weights same shaH be routed thl@ljgh devxatxon and accordingly investigated and correctlve acti o be \
taken% o PaLm‘& 91'2: i ) &*M\ A ’D‘Z—f:‘ | )% 9) al ou LV
; >
Qf \Jao Y /954 | Bn| sn ) _3.]4'),4;9_ J)L\, o
Prepared by: Checked by: Approved by |
QA Executive / Production Head / QA Head /

Designation

Designee

Designee

Designee

Signature with Date

P o8 g ) ) .
é’ﬁib&\f«f e ha

@( %\\ " k’\"'y :
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Safetab Life Science

BATCH MANUFACTURING RECORD

A ﬁmébe 20 of 31

H i N }3,6 3 2—‘7’}//
Signature with Date f [{1\,4{/}\/:; ; ;}(\ %\ ‘)“\\0 {

.%’B N

Produtct | GRIPEX gl 1048 Batch Size 200000 sachets
. Paracetamol, Phenylephrine Supersedes
Gener’ic Hydrochloride, Chlorphenamine Maleate MFC NO: ST/MFC/136/R1 MF% No: ST/MFC/136/R0O
and Ascorbic Acid Powder .
Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date 03/2025
7.0 MANUFACTURING PROCESS:
7.1 LIME CLEARANCE CHECKS:
. Check Observation
Production| IPQA
1 Ensure that all empty containers, labels, used polybags, hand gloves of previous Product/ batch are
removed from the area. A— /)
2 Check whether the scrap from waste bin is removed and new polythene bag Is put into it. v— /3
3 Ensure that the previous batch BMR/ documents are removed from the area. — 7
" Check the housekeeping general cleanliness of the floor, walls ceiling, tube light fixture, supply grills, _,/7
riser grills, filters, electrical fixtures and its panel! surface are clean. L '
5 Check the cleanliness of the doors, door view panel, SOP stand and compressed air filter outer
surface. L />
& Check for absence of previous batch/praduct from area below reachine and inside the vessel. " )
7 Check whether the equipment body of Sifter, RMG, FBD and Multimill, Utensils are clean. g =)
8 Ensure that the balances are cleaned and it's calibration status. )
Check whether the Equipments/ Instruments to be used are within calibration/preventive - 9 P
9
maintenance due date. Vi
10 Check the cleanliness of the utility line (compressed air, First RO water and purified water). \— Fa )
11 | Check the cleanliness of the drain points. L & )
Check the status board of the area is updated. 7
12 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure that v
the records are updated. )
13 Check the differential pressure of the area should be within the limit N < /
14 Ensure the concurrent entries of log book. Yt <)
15 Ensure that all empty containers, labels, used polybags, hand gloves of previous Product/ batch are 2
removed from the area. v )
Note: Tick mark (V) if Complies and {X) if Does not comply A&\)f L‘L
Checked by (Production) sign/date:.., ?&\W\W Verified by (IPQA1sign[date.........r...h). }0& '
Balance Balance
Equipment Vibro sifter
e 100.00Kg 6000.0g
Equipment ID No: Qv | PRVS } 00 \
Previous Product: DNpHlo N (N)
Batch No. < 29_8':";0‘\0S) "
Cleaned by: Mani kand o 4
Checked by: Production: | | IPQAT Y
v Date: DX |OU\Y) TimeT 1 : D) | Date: Time:
7.2 ENVIRONMENTAL CONDITIONS Observation Production Sign Observation Production
Sign
. o ] <
Rl eipeisty Temperature: 23°C to 27°C QXD C | % L
version of SOP Relative Humidity: ; TVTRN
45% to 55% LY. — B |
7.3 APPROVAL FOR GRANULATION: .‘2’??
LY
Production Sign/Date:()..... s ey \0\1\/\[)/ SN
)
IPQA Sign/Date: . ,,m oA \“{\
Prepared by: Checked by: Approved by:
Designation QA Exgcutlve / Production Hea: / QA Head /
Designee Designee Designee= S

ROLLED ("'7"" b
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Safetab Life Science

MASTER COPY
g GIER GUPY |

BATCH MANUFACTURING RECORD Page 21 of 31
Prodfltt: | GRIPEX :‘;“f’"c‘ D 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine P— .
GeneTlk; | Hydrochloride, Chiorphenamine Maleate | MFC NO: ST/MFC/136/R1 MF% Nor | ST/MFC/136/RO
and Ascorbic Acid Powder :
04/2022 03/2025
Batct® No.: ClIaz05e Mfg. Date: / Exp. Date d
7.4 MANUFACTURING PROCESS INSTRUCTIONS: Date: I_).__&)O\ﬂ (I
S. NO PROCESS INSTRUCTIONS
1 Check the cleanliness of the mechanical sifter and RMG and FBD.
2 Use hand gloves while handling the materials.
3 Carryout the operation as per current version of SOP.
& Check the integrity of sieve before and after sifting and record in the BMR,
5 Collect sifted and dried materials in cleaned containers in polythene bag.
6 Attach the dispensed material label in BMR.

7.5 SIFTING AND SIEVE INTEGRITY CHECK:

Integrity Checked | verified by | Integrity Checked | vorified by
S. No| Name of Ingredient| MeShsize | fod By 1PQA/ checked oy 1PQA/
of sleve before use P:"océuact’ion/ 0. date after use Procél;ctgon/ date
Phenylephrine oK/ % R oK/ _’é? o ~ f

1 | Hydrochloride BP o Motk T\ oMY (m( Dubyt NetOK— - q\O\l_WL/;q&'~ b
Chlorphenamine OK/ /&a OK/ : :

2 | Maleate BP 30 Not OK— _| %\O\\VYL{‘-&//B( I wetox— /tf 2\ou \"7‘—"%@5 bylp—

. OK/ ) V"1 oK/ 2 ' J&\_Q )

3 | Ascorbic acid BP 30# NotOK. g)\oq\M, 7/5l o] roror— | AT 2304 /y,_~

4 | Paracetamol BP 20# “Och/I: N 3‘0\&\‘/}/1, \r/ 2»5"‘"‘” i Ngt—%l(-— ——’%R\C\KVH— /(/W) ’J O I)L

oK/ A v g OK/

5 | Maltodextrin BP 304 b ——/oiib\c\\\%' &(9,) oI worore 15 oNeyyn ] % Aldn
Hydrophobic ).

oK/ ( o oK/ M .

6 | colloidal 204# Pa g Lo ol | a2f 1/
anhydrous silica Dkl "q%\ C\Q\M’ &%5{"\1' v Hot-oik- "%\CWWL’ = ke
Orange Pekoe oK/ [ il O

7| Extract IHS el NOtOK- - 3\@\\\4/1—//,1&@5(@% "7 Not OR— J-?o;wm/ )w& Ao

oK/ L oK/

8 Sucralose 60# _Not 0K _%@\0\\ V’rL/ /Q/Kﬂﬂ\ ‘O b{ v I/NGQ"QK— Q\Q\{n— ?/-9;&; Y] M
Cltric acid OK/ _OK/ ' .

s " _ :

2 Monohyldrate 204 Not-Ok— ~/Q,_$\‘C\Q\M’ (:'\@ 5"’ ks Net—@!(——(———%glg\l\\’)’\._—/;%\(zj o) 1 (%
Lemon lime \

OK/ ) & oK/ N PAN

10 | Premaseal 60% NoA-O— AN 9 HM W Y )
(75412-71) %\U‘W g ‘ W«’ﬁ\oq Vi ol

Note: If any sieve damage observed same shall be reported for further course of action.
Prepared by: Checked by: Approved by:
Designation QA Exgcutive / Productif)n Head / QA t?ead {
Designee Designee Designeg| C 0O TROLLED cCoPY :
) i e ) 3V ' - e
Signature with Date NE/ ; & \gk\ Q/ %
LAEHA _ ) (3
’ A""\\’ip\,’, fgu‘ _/\),3‘ 9 3'\\ V_J



Safetab Life Science LOPY {
BATCH MANUFACTURING RECORD Page 220f31
Prod&lt: | GRIPEX R AR 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Stbatisdes
Gene iy Hydrochloride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 MF% No: ST/MFC/136/R0
and Ascorbic Acid Powder ”
Batcts No.: G1722056 Mfg. Date: 04/2022 Exp. Date 02/2023
8.0 BLENDING AND LUBRICATION PROCESS:
8.1 LINE CLEARANCE CHECKS:
= Observation
S.No Checks production| IPQA
1 Ensure that all empty containers, used polybags, labels, hand gloves of previous Product/ batch are -
removed from the area. \— | 7
2 Check whether the scrap from waste bin is removed and new polythene bag Is put into it. \— —
3 Ensure that the previous batch BMR / documents are removed from the area, p —
4 Check the housekeeping general cleanliness of the floor, walls ceiling, tube light fixture, supply grills, —
riser grills, filters electrical fixtures and its panel surface are clean. -~
5 Check the cleanliness of the doors, door view panel and SOP stand. g >
6 Check the cleanliness of the utility line (compressed air, First RO water and purified water). i e
7 Check the cleanliness of the drain points. -
8 Check for absence of previous batch/product from area below machine and nside machine by opening >
the guards of Octagonal blender. l -
9 Check whether the machine body and control panel of octagonal blender is clean. \ 7
10 | Ensure that the balances are cleaned and it's calibration status. g S
11 Check whether the Equipments/ Instruments to be used are within calibration/preventive maintenance #
due date. Y=
12 | Check the status board of the area is updated with cleaned label. g i e
13 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure that
the records are updated. v |
14 Check the differential pressure of the area should be within the limit. i ﬁ
15 | Ensure the concurrent entries of log book. i P
A
Check the functioning and cleaning of return riser. "
16 g g L A
17 In case of materials / Intermediate products transferred between Block A and Block B, ensure that the
containers received are clean and free from contamination. | il

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

Checked by (production) slgn(date:......E.._Q&k?.}&\.’xL/

Equipment

Octagonal blender

Verified by (IPQA)sign/dates.’...\ Q;.?.zj.??

Code No

Previous product

S~ |PP OR[00Q]
DR N

Batch No Q 222F30|0D
Cleaned by: Q WT@JQ)
Checked by: Producﬁong.é) ............ IPQA:.... @Ll
. Date: D A \Ou | e: )5 QL | Date: Time
8.2 ENVIRONMENTAL CONDITIONS: Observation Production Sign Observation Production Sign
. . € b
o Tem;?erature. 23°C to 27°C QQD\J_ S | &\ -
version of SOP | Relative Humidity: TO Y/ — e
45% t0 55% o :

243)oy

8.3 APPROVAL FOR BLENDING AND LUBRICATION: ,

< 0\\\’,Y\/ / ) Al ov | N
Production Sign/Date:...o2.2.\ PO Sign/Date.:....(./‘,@.. 20

Prepared by: Checked by: Approved by:
Designation QA Executive / Production Head / QA Head /

Designee Designee

Signature with Date

Designeel] ~
7

v
@wx\”&

V\\ ; NTROLLED COPpY §
A\ R R G T AT S o )
5\

=
D



Safetab Life Science
BATCH MANUFACTURING RECORD Page 23 of 31 -~
Prodeld: | GRIPEX et 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine
Genesit: | Hydrochloride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 f,,‘;%’,‘;’:“’ ST/MFC/136/R0
and Ascorbic Acid Powder N
Batcty No.: G1722056 Mfg. Date: Baj2022 Exp. Date Dalelies
8.4 BLENDING PROCESS INSTRUCTION:
Date :
o Process Instructions Time Done By Checked by
Started ] Completed
1 Operate the octagonal blender as per current version of SOP,
9 Step (i): Co-sift Phenylephrine Hydrochloride,
Chlorphenamine Maleate and ascorbic acid through —: | &= ) .
304, 15 1S [ 15135 Ralaa EELN
3 Step (ii): Mix step (1) material with maltodextrin in
geometrical dilution method by sifting through . . .
30#. | 10:5% | e [palai  |—B
4 Co-sift step (ili) with paracetamol through 20#. 3 ¥ o
\>5F | \bds— [badarg I
- Step (iv) Load the above sifted material into the
octagonal blender and mix for 20 minutes and then . o \
sift through 20#. \i 10 1# DO bQXCQ\ 9\
6 Step (v) Hydrophobic colloidal anhydrous silica and : . o
Citric acid Monohydrate through 20#, \'4— e \’% Dl bO\&Q(X\ \95
i Step (vi) Sift sucralose, lemon lime premaseal i
75412-71 and Orange Pekoe Extract through 60#. | | R 00 | 12 2 | \5palar) %
5 Transfer the sifted material step (iv), step (v) and
step (vi) into the octagonal blender and mix for 20 . O : .
minutes ® \ B- 5 \ 9 10 \_')CLR_QQ\ ‘&
g Unload the final blend into double polybag lined _ : . =
container with Proper status label. \ q . 20 \ q - 4.& \() O&Qﬂ( \‘ ——)
8-\ 5% BlAdA = i
Ll 1 N s rat V. tas 1 Bele _»
Prepared by: Checked by: Approved by:
T | e | |
o -SONTROLLED COPY |
p IL \"Av4a A . .
5 i £ ’ A N
Signature with Date LT \'}f* %J L
c._\\\ w\ /[ . 1 k Q,(
& ,ki{;\{w éi,g b @‘m\v WO




Safetab Life Science ']
BATCH MANUFACTURING RECORD Page 24 of 31
Prode’®: | GRIPEX e 1048 Batch Size 200000 sachets
Generit; 53?@?%12’1?&7’&%?&3?222&sne Maleate | MFC NO: ST/MFC/136/R1 ﬁl‘;‘:f;‘;d“ ST/MFC/136/RO
g and Ascorbic Acid Powder
Batcty Yo.: GlJ2205%0 Mfg. Date: 04/2022 S, il 03/2025
8.5 WEIGHING OF LUBRICATED BLEND: Date: D‘&XO\{/{/}/
Conrz‘z;"?er Grosi?' ;'(vgight Tare weight in Net weight in kg Conlﬁzlner Gross &'Zglght in | Tare v‘v(tzght in Net w:;ght in
1 0AQ3] D bo| 22-33] 30 )
2 202390 o2-30| 2360 a |\
3 2880 o-34 | Qb \d | 32 |\
4 X082 o9.00]| 3§92 33 LY
5 2@ 29y | 3byy | s N\
6 29-9b| 30A| 32bq)d ]| 35 \
7 Aowoa| o Bo] 2F oAl 3 \
8 2029 o 29| 2F-S0| = \
5 2934l oqs| 3bRYy| 3
0 | A2a3j| 2-93] 3q50] 3
11 324¢| 2-49| 29.3ct 4o \
12 2q4'bq] 2R | Bbx) | #u \
13 A0\ o Bo] RN | \
14 2223 2.10| 2)FR | 4 \
15 20 A2 So2| abal 44 \
6 | ASAT] 2\t | 423D \
7| a0c3| oQ3| 3Fby | AT
18 32kt odby| 800)| 4 il
19 230-qs| o.uy | DR-40| 48 \
20 2239 2 00| 35-19] \
21 3) 3\ 2by| DgoD| 50 \
22 A0%2| 200 AF9)] s \
23 2033 o%3b | 23y s \
2 | 209b| O-bkc | 03| | s \
25 2R 213 | 35F| | s 3
26 2384 | 2300 3BARY s
27 ~___ 56
28 N - 57
29 T~ 58 ]
Weighed by“(\&m}‘ﬁﬂﬂ)bﬁ Checked by%
Total weight of lubricated biend gq s g‘»o
Intimate to IPQA for collect the Lubricated blend sample. Sample withdraw t&): IPGA.
Production Sign: ... ¥ ... Date:...%.@QXO\\\/”L IPQA Sign:.. /%4 ..... Date:.. 3/" Y.
Send Test request form and Lubricated blend sample to QC for analysis purpose.
Prepared by: Checked by: Approved by:
Designation QA DE;(Sei:cutive / Production Head / QA Head /
gnee Desighee = Designef[ CO TF?O LLED COPY ﬁ
Signature with Date 1{\1, {,\ ;i;j; g s @ ').\\ok\ %’\Q\;\\'\&V
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Safetab Life Science
§ 3 i
$ il ; !
' BATCH MANUFACTURING RECORD ... Page 250f31 |
Produit: | GRIPEX B 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine ‘ Supersedes
Generlt Hydrochloride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 MFC No: ST/MFC/136/R0O
and Ascorbic Acid Powder *
2025
Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date 930
9.0 RECONCILIATION:
1.0 Theoretical weight of Lubricated blend 3 q O 0 o0 Kg
2.0 | Actual weight of Lubricated blend % g4R. <0 Ka
3.0 Manufacturing Loss (1.0 ~ 6.0) x 0 < 4 % Kg
In-process samples
A | IPQA Samples < . Kg
4.0 B | QC Samples . O . O i Kg
¢ | validation Samples + 1 Of(c( & Savn 7 : 0.20 + ©O. 2% C Kg
D | Others e ((L t e S«H&LLJ ©-5o
5.0 Total samples: (A + B + C) A oo Kg
6.0 | Total: (5.0+2.0) : % qq.x e
6.0
7.0 % Yield = 0% 100 .
(Limit- NLT 99.00%) = q gy %

Yield reconciliation Done by Production sign/Date:.....f%s..D«gQX(o.gwt/ Checked by IPQA sig

n/| Date;:’,f..

’ ...,,g,ﬁ/ﬁ.o.nf Jon-

Total rejects destroyed: OA >...Kg.

(Rejected materials should be destroyed in th; presence of QA.

Rejection destroyed by Production s:gn/Date) Q.r}\Q\&\/l/

e
Checked by IPQA sign/DateM......D..,j.Q{’] i ol g

9.1 BLEND APPROVAL CHECK FOR SACHET FILLING AND PACKING.
Reconciliation checked and blend released for sachet filling and packing

w
(/b
Production sign/Date: . . M« «omes IPQA sign/Date:..... \ VRN \y vY

Prepared by: Checked by: Approved by:
Designation QADE;;ei;:g:e d Pmdgz?r:\:ee o ?32: e::
o %Lg LEONTROLLED copy §
Signature with Date \\(}/ ;;x A b s @‘ Y »(\LV ’A@)F/ — -
ALY A ] BU D A
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Safetab Life Science | ;
i
BATCH MANUFACTURING RECORD Page 26 of 31
Prodistt | GRIPEX :':f’"':t 1 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine
Generit | Hydrochloride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 | pRersedes | gymec/i36/r0
and Ascorbic Acid Powder ’
Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date 03/2025
10.0 PROCESS HISTORY
9
(Ld\o\'\
Prepared by: Checked by: Approved by:
Designation QA Executive / Production Head / QA Head /
Designee Designee Designee] N
ONTROLLED cOpy Q
Signature with Date (N _Ar ;o Ahy %{ V% = L
B L Lol sy R\ N




Safetab Life Science

BATCH MANUFACTURING RECORD

) Page 27 of 31.

Prodel® | GRIPEX 2 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine S
Generit Hydrochloride, Chiorphenamine Maleate | MFC NO: ST/MFC/136/R1 MF':: No: ST/MFC/136/RO
and Ascorbic Acid Powder *
Batchs No.: G1722056 Mfg. Date: 04/2022 Exp. Date 03/2025
Checked by Reviewed by
11.0 Folowing the BMR records in additional attached.
Production Head QA Head
1 Raw Materials dispensed labels ' =
2 Lubricated blend analytical report e ~

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

? Q —
This Batch Manufacturing Record reviewed on date}‘llo\(\ *
Production Head or designee sign/date.UJ—{.CH—.f wafesss

This Batch Manufacturing Record received, reviewed and batch is released for Filling and packing on date...."/

II
[

,l,

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

Reviewed by QA Head...é’.A..,.,/.W"'.\.......

Prepared by: Checked by: Approved by:
Designation QA Executive / Production Head / QA Head /,
Designee Designee

Signature with Date

@ ')«\\°b(\ LV

cesgnes | CANTROLLED GOPY |

A o




Safetab Life Science

BATCH MANUFACTURING RECORD

ProdifC: | GRIPEX il 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Supersedes
Generic Hydrochloride, Chlorphenamine Maleate MFC NO: ST/MFC/136/R1 MFC No: ST/MFC/136/R0
. and Ascorbic Acid Powder N
Batch No.: G1722056 Mfg. Date: 04/2022 Exp. Date 03/2025
12.0 ABBREVIATIONS
S.no s;’:fn:t Abbreviation S.no Short form Abbreviation
1 BP British Pharmacopeia 19 Spec Specification
2 BMR Batch Manufacturing Record 20 SOP Standard Operating Procedure
3 MFG | Manufacturing 21 °C Degree Celsius
4 QA Quality Assurance 22 % Percentage
5 Kg Kilogram 23 wB Weighing Balance
6 g Gram 24 LOD Loss On Drying
b 4 Min Minutes 25 AR.No. Analytical Report Number
8 RMG Rapid Mixing Granulator 26 IPQA In Process Quality Assurance
9 FBD Fluid Bed Drier 27 TRF Test Request Form
10 B.No Batch number 28 1D no. Identification Number
11 mg Milligram 29 Std Standard
12 Qty Quantity 30 No's Numbers
13 QcC Quality Control 31 Sign Signature
14 IHS In House Specification 32 MFC Master Formula Card
i5 NMT Not More than 33 L Liter
16 * Plus or Minus 34 IR Infra-Red
17 ST Safetab 35 RO Reverse osmosis
18 Exp Expired 36 598 Stainiess steel
Prepared by: Checked by: Approved by:
Designation QA Executive / Production Head / QA Head /
Designee Designee Designee
R ONTR A |
Signature with Date {}‘3, &\ ; @ \ok\w'y %/\?.\\&\-‘?%m:— - O)!;Lj{) CO!" Y &
X A;?@z thuylua W I\ il




Safetab Life Science

BATCH MANUFACTURING RECORD

Page 29 of 31

Test Results

Produf®: | GRIPEX :':fm‘* D 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Supersedes
Generi¢ Hydrochloride; Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 MFC No: ST/MFC/136/R0O
and Ascorbic Acid Powder )
Batch Mo.: G1722056 Mfg. Date: 04/2022 Exp. Date 03/2025
[ BMR _COPY/QUALITY CONTROL COPY |
13.0 TEST REgUEST FORM FOR LUBRICATED BLEND:
From: Manufacturing Department To: Q.A. Department
To be filed by production To be filled by IPQA
20905
Quantity Sampled :....<l.. rorser bl
Date of Mfg.: O ‘4 \QOQ:L-Date of exp : 03. } ........ _3/ /
Sampled by el on date:.. ()/ 1% L(
Test Request for .:Complete analysis
\ \W_— No. of containers 9/}" ..........
~4F raised by on dates»bo\\
To be filled by QC /< \ o 8]
TRF & sample received on Sign and Date : ,}’
Sample tested on }“—‘\Hb“'n/
Limits

Falh AX0O™

ﬁﬂ&ﬁaﬂ .
phenylephiine. Hel T 994 m}@g

6373 smﬂ 98.
Chlovpheraming malgale ;

\5 Avenwlal (@y1eu 1A

pave tef omme)

20.26MS
{

'3\-93113/on

Nen e pud

Analytical Reference no.: (AD 00'*‘{‘1' ,’7 0)2—

Analysed By . on 93’\9.\\)030’

e

Space for QC Approval (Stamping and Signing)

Ria

Prepared by: Checked by: Approved by:
Designation QA;:;;:::;e Vi Prod;ctit?n Head / QDA t:ead Yy -
esignee - Des gngp 0 NN
= = TROLLED CopY |
Signature with Date Gl '{i ‘ - a ,g\\' \}/\0\@ - Mg At B
LS SN TN N




Safetab Life Science
BATCH MANUFACTURING RECORD Page300f31
Produtd: | GRIPEX O 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine P —
Gener'it Hydrochloride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 MF!:: No: ST/MFC/136/RO
and Ascorbic Acid Powder *
Batch No.: SlEasioe Mfg. Date: 04/2022 Exp. Date 03/2025
14.0 BATCH MANUFACTURING RECORD REVIEW CHECK LIST
S.No. No. CHECK POINTS Status
A\

1 The entire Page no: ' te 3\ are avalilable, verified and found correct. ,_@ / No

2 Batch numbers available in all pages verified and are corract. \ﬁes/fNo

3 Manufacturing and expiry Is correctly allotted verified. Yes//‘No

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

5 Dispensing Cards attached. Ye/s / No

6 Line clearance is taken prior to all dispensing and manufacturing activities. Yes/ 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. Yes/ No

9 All wrong entries if any have been strike out and signed and verified. Yes7/ No

10 Actual equipment used is as specified and verified. Yes/No

11 Blending reconciliation is filled and variance is within acceptance limit. Yes/ No

Note: If any abnormalities noticed during batch manufacturing record review it should be brought to the notice of QA Head.
»%v#’i 1|0y )2
Batch Manufacturing Record reviewed by IPQA Sign/Date: c.auedseeaanmensd
/ L)dﬂ,’l/
QA Head Sign/Date: Q(/‘“‘/’V;)V
Prepared by: Checked by: Approved by:

Designation QA Executive / Production Head / QA Head /

Designee

Signature with Date o

g

e
g/

{
v

M

NA 31

©{ w\\ek\’y

Designee , C
I

D o,
NT“ROLLE.—Q copu

\x\a‘&\"’v

'




Safetab Life Science

Signature with Date

(“N\c /{ 7 A
1 oy oo

@4/ %\ok\"’v

Paymdwi'd
BATCH MANUFACTURING RECORD | or3d’ |
Prodel@: | GRIPEX g 1048 Batch Size 200000 sachets
Paracetamol, Phenylephrine Eunerasdes
Generic Hydrochloride, Chlorphenamine Maleate | MFC NO: ST/MFC/136/R1 MF':: No: ST/MFC/136/R0
and Ascorbic Acid Powder :
2
Batcis Mo.: Hgene Mfg. Date: /2922 Exp. Date 03/2025
15.0 REVISION HISTORY:
Date of Effective Batch Effective
Revision No. Revision Changes Made No. Date.
00 13.11.2020 1. New product refer change control no: ST/CC/20/074. NA NA
} ; 1. Bill of material changed. Refer change control no: 77 e Ch / /
91 Jloufie ST/CCI22/028 . (] TR0 | o [0y /o)
Prepared by: Checked by: Approved by:
Designation QA Exe.cutwe / Production Head / QA Head/ |
Designee Designee Designee

LConTROL e cB;TVI, }

e




