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SAl PRIMUS

vier poteen pvire | BATCIHI MANUFACTURING RECORD | I'roduct Code: B05 B:\fch Size: 3,00,000 Tablets

_ : BMR. No.: BMR/1/305-00 | Batch No.: (5] ) @02 o L&

b I 3 J I~ . =] ! O
Fradust BONCIERO 500 Custonier: Generic Health Care Pvt. Ltd.
BATCH MANUFACTURING RECORD COVER SHEET
PRODUCT NAME : BONCIPRO 500
\".
GENERIC NAME ¢ Ciprofloxacin Tablets BP 500 mg Y
[Zach film coated tablet contains: \\

e - . Ciprofloxacin Hydrochloride BP "'-\

LABEL CLAMM * Equivalent to'Ciprofloxacin .............. 500 mg*
T Colour: Approved Colour used.
MTFR No. / Reference Document No.~ : MFR/T/177-00
BMR No. ' : BMR/T/305-00
REVISION No. : 00
SUPIERSEDLES No. : NIL :
]
BMR GFFECTIVE BATCH NUMBER/DATE G\ 920 bs / 0Ol / orpl dons
MIFG:LIC No. v : PON/DRUGS/21 14 4376
STORAGLE : Storc in cool and dry place. Protect from light and moisture.
7
MR ISSUED BY/DATE (QA 3 )

BiVIR 1S / (QA) = s\ e
BMR CHECKED & RECEIVED BY/DATE s Y/Q’
(PRODUCTION) : l s Vol og /2022
SHELY LIFE : 36 Months
BATCH SIZE : 3,00,000 Tablets (220.800 Kg)

MFG. DATE:.......@..\’{.)@D&Q\ ....... C e BKD DATE: 00 C)&[ Rod ...

RECOVERY ADDITION RECORD

BATCH NO MIG EXP . QUANTITY REVISED BATCH SIZIEE

NO—

ALLOTTED BY:

\
\ o ~ COUNTER CHECKED BY: b 3 4\ I o™
QA SIGN/DATE: . //\@\ " QA SIGN/DATE: weeeveereeeeee )0 ©

DATE OF COMMENCEMENT: l[o] ....... :  DATE OF COMPLETION: .l.?}.uz,ls.w.o_....
RELEASED QUANTITY OF TABLETS FOR PACKING . 9 2‘-1 03 Nek

4 N\
RELEASE FOR PACKING STAGE per(d

HEAD OT QA SIGN/DATE:

\\QJY 0 \&\ W~

This BMR conlains 37 Pages + [25 Additional Pages

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance _ Head Quality Assurance
Sign. L o TR Asud= \Lu-"”{/ [/ L
Date 2 ¢)02)] 202> ?{,}\Avo’_l,]\u U 20 1 H ONS 26 / 9% /')09_9_
{ /
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 2 of 37

5 Sl
SAl ;RU S Commung, Puducherry-605009.
e momcn-u\n/vr 7o | BATCH MANUFACTURING RECORD | Product Code: 305 Batch Size: 3,00,000 Tablets
BMR. No.: BMIR/T/305-00 | Batch No.: (G 1S B8
Product | BONCIPRO 500 > il (11500 o
Customer: Generic Health Care Pvt. Ltd.
1.0 INDEX
Sr. No. Content Page No.
Batch manufacturing cover sheet 1
1.0 Index ’ i ' 2
2.0 Flow Chart 3
3.0 | Indent of active pharmaceutical ingredients & excipients 4
4.0 Calculation 5
5.0 Dispensing line clearance checks, Dispensing weighing sheet 6-8
6.0 Linc clearance for Sifting and granulation. 9
70 Granulation instruction, sieve integrily checks, sifting instruction, wet granulation, drying record, sifting 10-13
) and milling record. o
8.0 Blending Line clearance, Blending and Lubrication process, Lubrication material sifting record, 14-15
) Blending and Lubrication records, Weight record, Reconciliation, Release for Compression - )
9.0 Compression Line Clearance 16
Compression instruction, Granules receipt record, compression specification, compression machine
10.0 | running status, initial In-process checks, Compression specification/ Parameters, In-process checks 17-28
’ (Production and IPQA), uniformity of weight checks (Production and IPQA), weight record of )
compressed tablets, Reconciliation
11.0 | Release for Coating 28
12.0 | Linc clearance for Coating solution preparation 29
13.0 | General instruction, tablets receipt record for coating, coating solution preparation procedure 30
14.0 | Line Clearance for Coating 31
Film coating instruction, coating parameter, individual weight checks of pre-warmed tablets, percentage
15.0 | of weight gain, actual average weight of coated tablets coating process, initial coating parameter checks, 32-34
In-process checks of Proteclive coating
16.0 | Releasc for Inspection | 34
17.0 | Inspection Linc clearance 35
Inspection Process instruction, performance checks record for metal detector, tablets visual inspection i
18.0 : b T .. _ 36-37
record, weight record, Reconciliation of inspected tablets :
19.0 | Relcase for Packing 37
20.0 | BMR Review details 37
21.0 | Revision History 37
Prepared by: Checked by: Approved By:
Dept. Production Production QualitylAssurance Iead Quality Assurance
s \ 4 =
Sign. L. = T A Nod—" [/ GLoeeer—x3
Date 20l 92[2022 s ol lderi— " Ro(eljraan
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur
Commune, Puducherry-605009.

Page 3 of 37

BATCH MANUFACTURING RECORD

“Product Code: B05

Batch Size: 3,00,000 Tablets

Product

BONCIPRO 500

| BMR. No.: BMR/T/305-00

Batch No.: 5/2R208 F

Customer:

Generic Health Care Pvt. Ltd.

2.0 PROCESS FLOW CHART

Appearance

Thickness
Length
Width

In-Process Tests:

Individual Weight Variation

Disintegration Test

Dispensing

v

Cross verification of dispensed materials

l

Sifting

}

Dry mixing

Y

Binder preparation

|

Wet granulation

!

Final Drying and Sizing

Y

| Pre-Lubrication |

|

Lubrication ]

|

In-Process Tests:
Appearance
Individual Weight Variation

Compression

7 Thickness
44— |SLength

|

Width
Hardness

Film Coating

Friability
Disintegration Test

¢

Visual [nspection

)

Packing

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Agsurance IHead Quality Assurance
Sign. = U AnuA— S S
Date 30l02)hm= 3e\n2lor2 2o\ ool awos " 2o (03]20 22
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SAT PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur

Page 4 of 37

SAI PRIMU

dreporecn vt o | BATCH MANUFACTURING RECORD

Product Code: B05

Batch Size: 3,00,000 Tablets

Product BONCIPRO 500

BMR. No.: BMR/T/305-00

Batch No.: /5, 1 § RR DL

Customer:

Generic IHealth Care Pvt. Ltd.

3.0 INDENT OF ACTIVE PHARMACEUTICAL INGREDIENTS & EXCIPIENTS:

S . Quantity/ | Std. quantity | OA/ Req. quantity
No. Name of the Ingredient Spec. Item Code Tablets per 3,00,000 PL per 3,00,000
(mg) tablets (kg) (%) tablets (kg)
Dry mixing material: .
1 | Ciprofloxacin Hydrochloride* BP RAI/SP/CO15 582.200 174.660 . 174.660
2 | Microcrystalline cellulose PIT102 ** BP REX/SP/M010 108.050 32.415 - 32.415
Binder Material:
3 | Purified Water IEX NA qs. 83.000 - 83.000
Theoretical Weight of Dried Granules 690.250 207.075 - 207.075
Lubrication Material:
4 | Sodium Stach Glycollate BP REX/SP/S004 21.000 6.300 - 6.300
5 | Colloidal Silicon Dioxide BP REX/SP/C022 1.750 0.525 - 0.525
6 | Magunesium Stearate BP REX/SP/MO11 7.000 2.100 - 2.100
Theoretical Weight of the Lubricated granules 720.000 216.000 - 216.000
Theoretical weight of Compressed tablet 720.000 216.000 - 216.000
Coating Material:
7 zy;‘);’)"y Propyl Methyl Cellulose BP | REX/SP/HOIG | 10.800 3240 25 4.050
8 | Titanium Dioxide BP ‘| REX/SP/T002 1.200 0.360 25 0.450
9 | Ponceau 4R Lake IHS REX/SP/P006 0.600 0.180 25 0.225
10 | Purified Talc BP REX/SP/PO17 1.000 0.300 25 0.375
11 | Polyethylene Glycol 6000 BP REX/SP/P003 2.400 0.720 25 0.900
12 | Purified Water BP NA q.s. 42.500 - 42.500
Theoretical weight of Coated tablet® |  736.000 220.800 - 220.800

NOTE: *API quantity shall be calculated based on potency.

** Excess Quantity shall be compensating from Microcrystlline cellulose PH 102

$ Average weight rounded off.
OA: Overages, PL: Process loss

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance , _Head Quality Assurance
Sign. L. Z(SP T A= ot
Datc 20/0zgl2022 2oz 20105} 8o~ 2o (03 [2020
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s SAI PRIMUS LIFE BIOTECH PYT LTD
: ~ Factory: R.S. No. 4/3, Plot No.33, Kurumbapel Industrial Estate, Villianur | Page 5 of 37
SAl ;P[MUS Commune, Puducherry-605009.
“,rm(,né,, pviimo | BATCH MANUFACTURING RECORD | Product Code: B05 Batch Size: 3,00,000 Tablets
/ . 5- g VO (o | 520 O /o
ot . BMR. No.: BMR/T/305-00 | Batch ‘l\o (HIR9OCED
Customer: Generic Health Care Pvt, Ltd.

4.0 ASSAY AND LOD CALCULATIONS FOR CIPROTLOXACIN HYDROCHLORIDE:
Note: If assay of AP is more than 100%, consider 100% at the time of calculation.

Standard quantity of Ciprofloxacin Iiydrochloride (A): 174.660 Kg

Standard quantity of Microcrystalline Cellulose PH 102 (B) 32.415Kg

Calculation for Ciprofloxacin Hydrochloride:

- 1) Caloylation for Single A. R. No. ,-Assay on dried basis: w/w, LOD: w/w
Exp. Date. ™

Actual Quantity (Kg) (C) = Standard gty. required x 100 x100 = x 100 x 100 = Kg/2
Assay x (100-LOD) x (100- )
LOTI: Kg, LOT II: Q’\ Kg

2) Calculation for Microcrystalline Cellulose PH 102 (B):
Actual Quantity (Kg) (D) = Standard quantity of Microcrystalline Cellulose-RII 102 - Excess Calculated quantity of
Ciprofloxacin Hydrochloride

=32.415Kg - Kg

= - Kg/2. LOTI: Kg, LOT 1I: //‘—’ Kg
3) Calculation for Ciprofloxacin Hydrochloride Multiple A. R. No.:
Sr. A.R.No Available Qty. Assay % LLOD % | Actual Qty.= Available Qty. x Assay x (100-LLOD)
To. Nl ded (Kg) (E) w/w wiw 100x100
Y R empy |90 000 [y | © amie ub. 269
o { f

Bt 1
Nr\
Total Actual Quantity (F) u \o 2 9’8’?

Calculation for Remaining Quantity Required (G):
Theoretical Qly. — Actual Quantity (F) = 1 . & 2\ Keg

AR.No.: k ]m,U’DQM x5 Assay on dried b’lSlS EQQ 2\ wiw, LOD% "9%? %w/w, Exp. Date--24 -l)-"?la -----

Actual Quantity (Kg) (IT) = Remaining gty. lC(]lIll(,(] (G)x 100 x100 A‘Q‘Fg &;\ 100 }x 100 _TB)O \;h g.
Assay X (100-LOD) 0o X(IOO- *A55)

Total QLy. of Ciprofloxacin IHydrochloride to be dispensed (1) = (E) + (I1) = YQ’L?‘ Saﬁ(gﬂ

LOTI: ﬂ .9 by Kg, LOT IL: ﬁ\g\o?bg Kg

4) Calculation for Microcrystalline Cellulose PH 102 (B):

Actual Quantity (Kg) (D) = Standard quantity of Microcrystalline Cellulose PH 102 - Excess Calculated quantity of

Ciprofloxacin Hydrochloride

=32.415Kg— [ L\ gb/kg

= 0 Xy Kg/2. LOTIL: 1O A9X™ Kg LOTIE |} Q. 25X Kg
Done By/On (QA): YA <1/ | Checked By/On (Production): |+ [eg) 0¢) 20 2%
SN VY
Prepared by: OW Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. ] TP Ao Nassst [ Glemmme—v—
Date R0/ 0212022 adanenoo 20100 ko) 20 (a2 (22>~
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SAI PRIMUS LIFE BIOTECIHL PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur
Commune, Puducherry-605009.

BATCIH MANUFACTURING RECORD | Product Code: B05

Page 6 of 37

-t

SAl PRIMUS

Batch Size: 3,00,000 Tablets

LIFE BIOTECH PVT LTD

BMR. No.: BMR/T/305-00 | Batch No.: (31| R 90 1 (557

Product BONCIPRO 500

Customer: Generic Health Care Pvt. Ltd.

. e
5.0 DISPENSING LINE CLEARANCE CHECKS Date. OQ))QH.\.?\:Time.\H.'...\b

Sr. Checks Observation*
No. ) ., Store IPQA
1 Check and ensurce that empty SS containers, polythene bags, Tags, documents and scrap from waste
bin of previous batch/product are removed from the area. v e
2 | Check and ensure that display stand and weighing balance are clean.’ -.7 7
3 Check and ensure that SS scoop, SS spatula and SS trolley are clean. V I
4 Check and ensure that area (floor, walls, ceiling, doors and windows) are clean. N A
5 Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and e
filters, electrical fixture are clean. v~ ¥
6 Check and ensure that all the sides of dispensing booth is clcan N4 e
7 Check all the gauges of dispensing booth before switching ON. .V/ &
8 Check and ensure that weighing balances and pressure gauges to be used are within calibration due I
dale. \/ v
9 Check that the daily records (Balance Logbook, RH & Temp. record) are updated and signed. v /'
10 | Equipment slatus is updated for Cleancd and Preventive maintenance. v o

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

Equipment Dispensing Booth Weighing Balance Area

ID No. T \DP2loo2 [y \macloo@|2T \aacibod| DI Pectyng Lopthh)

Previous Product 2o NCIPRU — 9 D mq v

B M. CINg 22009

Cleancd by Sign/Date  [8BWHVON losloL

Chceclked by Store 2 o

Sign/Date g b 2 \0AR2Z

Verified by IPQA ,a/—

Sign/Date @ 7/’@\_{) 22—

ENVIRONMENTAL CONDITIONS: Date:(23)a4J2QTime:. 144 ¢ A5 Checked by | Verified by
Observation Store IPQA

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

Temperature (Limit: NMT 25°C) D’ ¢ W 02lo4) L ([L——’O 7_] q['w

Relative Humidity % (Limit: NMT 60%) 8¢ A O204h2 | ([ _or/o] 2y

Dilterential Pressurc (NLT 10 Pascal) uedf % oz00 2 [ _osloulaz

Differential Pressure across the booth Limit: 5 to 20 mm Water 7 yar 5 poule ([L——'OL}M.]??,

APPROVAL FOR DISPENSING BY IPQA: Sl"n....ﬁ//.w:f ................... Date:. Q2 lN‘L{'J—(Q.Z

) Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Ilcad Quality Assurance
Sign. ), Ve R s \lpﬁkv // ) ——

Date 20l02)r02) aalsabhese ao\telddn . | 20 (0t [loza

UNCONTROLLED COPY |




Ad0) (ITTOMINOONA

R9OG & 9 roNnwrg

00-S0€/L/JING **ON "JINE

00§ OUJIONOT

Jnpo.ag

SIIqEL 000°00°€ 9ZIS Yoy

SOE :ap0D PNPoII

QYOOI ONTINLDVINNYIN HOLVE

Q11 LAd HD31018 327

LEJO L 988

"600509-K119yonpn g
‘aunwiwoD) JnueljiA ‘eleisg [ensupuy jadequininy ‘c€ON 101d ‘€/p "ON ‘S K10108]

QLT LA HOILOIT JJAIT SQINTIAL IVS

SNWIId IVS

H y.uf/

——el)59)Co AT LIS PE R 1 Y o Ee———
=/ /| AN O e —~) 7
ueInssy Ajen) pror URINSSY A31end uoinpoIg uonpo.Ig

:{g pasoaddy :Lq paypay) K poacdoag

at] @ \ K} " [5ad a_:D -

P \.\)d\f_gf AP 7] 00 H 090 0991 ' [@kao] -2 A| o1z | 001z | B | LIOWMS/XTY | dd ojeIea)s wnIsOUSLIN |G
RPN R \ rINAA [Fes85[°00°0 519 0 [ haldn| v W] czep | seso | B3 | gz00Mds/Xa | dd 3pIX0I(] UODJIS [¥PIOI[0D | &
éJSE &z&mo\ Y ] \Eso?\\ 022 9|00 @9% ' Qlhicon; = A] ooe9 | ooy | 537 voosiasxay | da a1e][09K]D Youls wnipos | &

) ) [BLIDJLIAT UOLILILIGNT
&l e%\b _\iz%,a | »v | Lém | o] v | [Futocffond [ 001y [ o0s'tr | B3 VN ad | s poylnd | 9
/ < o\ [CLIDUTAT 13 PUig]
] < 3
P ??%%9?:2\%@ P Le 01pec o FHR O (s 10| =ud) ril*, M| sozor | 531 | oT0MVAS/XEY | dE | ZOTHJ 2s0n[[e0 QulEISAI0INN | €
e ey [¢n0es 1\ 00> G297 0 H9T' , o7 S O — ]
DL eSS [P yraf®\ 1050 oMoew S PTT T [5mo0| v} (50 L 0£€'L8 | B | ST00/ISAVY | df apro[yo0IpA utowxopoids) | ¥
. \L\Cr_ J\\x\bﬁ 090 TS TT ﬂﬂ,mqo.ﬁ Fk ;eroyew Surxiw £1q
L : - 107
"G~ f , — - :
el @ _ L __ v _ Vil _ a8t _ +r _ N _\ﬁoo\S\Zﬂoom.z _ 008 T¥ ‘ 83 VN ad _ oY PRHNG | €
7 w
JULIDILIAT .19 yurgg
i _ ol sds [BLIO3V AL 9]
1! .\:m/?ﬁ%«oa e \.\« N\_.?oﬁ_ﬂxmé\n. Oy|@oe QFbh -y (Sto| YUl LL-3| 80791 | 53 | OIOW/AS/XEM | dE | COIHd 9sIn|[20 dul[eisKioolaf | 2
0 , \«%Wﬁ 2R u ﬂﬁao_,ﬁ mwwwv wwm MMM A9 Mwumu%m 0 Ec@ «%ﬂﬁﬁ occLg | 831 | s100/dsavy | dg apHo[yo0IpAL] upExOgoudI) | 1
\wmhm%%.\wﬂﬂu&%w M M% \pzann?C»b‘.m.AA Yok & :enoye Survtw L1
1-107

(e y |(Geqw usig)| (3uQ (3@
uSIS)vOdI| uonsnpoig | p uSig) | 2 usig) 2N EZAN RO . . 40 0 3pod 5 = ON
£q poypo,| Aq papou |[(vOdD Ag saoig g | BN | sl | ssoap | NIV oy |opyg OOy 90 IRpeEEL 1§

Aq papay) sso1) POPRYD | poySroay K10 poussy .
ST TP L[5 IS 7| e BO0PYT| O ar e
:3901[S SurySo Ay Suisuadsiq 1°c
PIT IAJ DIED P[EIV] dLIDUDY Llauwojsny




1400 CITIOUINOONA

T

.NN“IN‘\WIIQ\QM\ et S b e o

—tccz2] ¥ ny °L —weR|galle —uSYLSVPE e

——D ] WL =g ~ " 7 B

UB.MSSY ANjen() pLol 22UBINSSY AJ1[EnQ) uoIpPnpoIJ uodNPo.LJ 1daq

g pasoddy Kq paxpRYD :Aq paaedarg ]
; }_\..,/Cu A/ Vaa/éy.,.n\ﬂ_o\w\. \f\ll:zlll@ aos Tl | enN N[ 8109 d«.?& 00Szy | 0oszy | S VN ds IBjep payLng | ¢
7z = A . =R E e 3 . ¢

Lo\ YV e AR 215000 20" U 50 -0nbloaf00 ]« | o060 | oos0 | B3t | cooaasxant | aa 0009 109419 SuaIfYIAIOd | 1
1o\ s E F I O8] o B o515 % 0 0nfeo-S W |ansoaiyued | sico | seeo | 8 | Liowasxay | dg ool poylnd | €I
O\ A\POIGE TRPORROTED 4120 S| Sa ke ST [(Sn0[1%s| crzo | stro | B3 | 900d/ds/XE | SHI e Wp neeouod | zl
oY OV A\ A iz PO OSARD BEAROBH WA osy0 | 0sr0 | 5 | cooldas/xad | dg oppxorq winguen, | 1

v 3\LY L iuQ \R?m?o “10% | a0 =l0en o [N &~ (sdo 9)

L e et ko Al b Q 20U9| 9 O . T -
at\ \/a/. o\ S P W\ \c& [ | osov | osov | B | oromds/xay | ag ko) [y Kdoig Axompkg | O
el [BLIDJCIN SULOD
(reqy |(eay usis) (g (aeq .
usIS)VOdI| uoyonporg | = usig) | = usig) I R7N RZ\N . . £10 ‘£10 9pod . - 'ON
Lq pagreA | £q papayD |(VOILD) &g 01038 £g PN 1Ly, | Ssoun ONAU'VY ‘boy ‘IS NON woyy 20dg SjudIps.loli] 1S
A PDPD 55000 PRIDYD | PIYBLAL K30 ponssy
*PIT 1A 218D [IBIL] JLIAUID Lurosn)
. 00S OUJIONOE pnpolg
S99 @ &) roNyieg 00-S0€/LATING "ON WING
SPIQEL 000°00°€ :9ZIS [RILg . S0g :2poD 3upoIg QIODTY HONIIALD VIANVIN HOLVE g e
SNWId I¥S
*600€09-£112yonpnJ e~
LE 30 g 95e] Qunwiwoe)) JnuerfjiA ‘agelsy jetnsnpuy pdequinind] ‘€€ ON 101 d S/t "ON "SI 1410108, , 3
o A S———— LT 1Ad HOTLOI TAIT SQNRIL IVS T~




SAI PRIMUS LIFE BIOTECH PVT LTD
- Faclory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur Page 9 of 37
- - Commune, Puducherry-605009. '
SAl PRIMUS . ey - '
uresroteci o | BATCH MANUFACTURING RECORD | Product Code: B05 Batch Size: 3,00,000 Tablets
. . No.: T/305- BatchNo.: ()8 2 § LS
Podici T ——— BMR. No.: BMR/T/305-00 | Batch No. G118 2 9 6068
Customer: Generie Heglth Care Pvt. Ltd.
6.0 GRANULATION LINE CLEARANCE CHECKS: Date/Shift: Oh]o-h’lm E / JI_ DL’IDJM/
- - *Qbservations
Nlo. Checks Time: | [ 7. 22 6’:[ 19O
3 Prod. [ IPQA Px od. | IPQA | Prod. | IPQA
1 Check and ensure thal empty SS containers, polythene bags, st and ; » ;
documents of previous batch/product are removed. A A~ i e
5 Check and cnsurc that Scrap from waste bin is removed and new N
. | polythene bag is put into it. - 7 ~
~ | Check and ensure that display, display stand, weighing b’llan(,c are S ~
| clean. v —
4 | Check and ensure that SS storage Cabinet and Drain point are clean. A 3 o | & \
Check and ensure that absence of previous batch/product from area - \
below machine 2 " \
Check and ensure that all equipment body and inside the vessel arc 4
Ve
6 clean il il
7 Check and ensure (hat Tube light fixture, supply grills, riser grills and - \
filters and electrical fixtures are clean ) v o R
Check and ensute that instruments to be used are within calibration due ,
8 ly. s v A P — _
dale and earthing connection. Tk
Check and ensure that daily records (Logbook, Balance, Temp. & RI) N :
9 ; 5 ” v o
are updated and signed.
10 | Check and ensure that environment condition and record on BMR il i o S
Check and cnsure that rinsc water is released from QC and altached the 1
W test request from (TRF) 3 ! Wb N
12 | Equipment status is updated for Cleaned and Preventive maintenance. < d | /r
Note: *Tick mark (¥) if Complies, (X) if does not comply and (NA) if not applicable.
Equipment Sifter Multimill RMG/Mass Mixer | IFBD/Tray Dricr Arca
EQP. 1D No. Pplves( o1 POl mim) o2 | Polrwia) op | PolBoleo|  |Premdebien Ty
Previous Product Ron &P ~2¢D
Batch No. G)) 2 020b9
Cleaned by Tag < prmay
Checked by y 3 L
Verificd by (i} Aailp .f., N o0
ENVIRONMENTAL Dnte:w“._‘fm,Til’nc: 17:2) Date: OS)M Joo Time: of '99 (D?\tc: Time:
CONDITIONS: Observation | Checked|Verilied ongs | Checked| Verified Obser\ati Checlked [Verified
(SOP No.: QAGN/011) bservation iy Iy ODbscrvation iy by bserkation by by
Temperature °C fi . : :
(NMT 25°C) A8’ - (-1.? 99°¢ | A \
RH % (NMT 60%) 2y | om— | /] 09/, R~ | A1— N
DP (NLT 10 Pascal) (=Yg w—| M} 19 QL A L
APPROVAL IFOR SIFTING AND GRANULATION.‘ PRREVER
Production Sign/Date: %&\W . \Q/n e\o}\\ﬁv K
IPQA Sign/Date: Lol o Rs-oslouher— s
Start and End Time: [ Q_I} | 93 It b1 9E bs ! 2o ]

Preparcd by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. e TP Anvehe NEC |
Date 2olor]roe Ao tle T 201050 9om— || Zofun/2s2a

UNCONTROLLED COPY




™3y SAI PRIMUS LIFE BIOTECIH PVT LTD
o} Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 10 of 37
- Commune, Puducherry-605009.
SAl PRIMUS . Sy ) = :
urzsiorect pvr o | BATCH MANUFACTURING RECORD | Product Code: B0S Batch Size: 3,00,000 Tablets
o . . BMR. No.: BMR/T/305-00 | Batch No.: (5118 9 D0 65
Froduct HONCITROS00 Customer: Generic IHealth Care Pvt. Ltd.

A
7.0 LOT —I: GRANULATION SIFTING INSTRUCTIONS AND SIFTING RECORD: Date.fslpsior-Shift: . Mo...........

Weight . Sieve Time Sieve
IS\; Name of Ingredient before st\c ID No. Integrity Integrity Dl()mc El\d Y{d by
. sifting in Kg| ¢ before use | From | To |after use Y™
Dry mixing: . . .
Ciprofloxacin 4 % | C
1| Hydrochloride 9g-2k3 | 40# | PRpo-$E-uN| o |lnes s3] o PR B~ B
Microcrystalline - . . Not OK _| Not OK i
2 | gellulose PH102 258 404 P(?\B\'S""qul"? 1422 [1143¢] j"‘v\ “a @:)r«
Binder Material: t
5 | Purified Water | Al Jwa [ —F—] Na [<——F—

7.1 MANUFACTURING PROCESS:

Date: pula by - B ;
SI\?:)]) Process Instructions Time ch)mc CIIECI\C(I chblﬁcd
) Started | Completed y y y
Dry mixing: y) ) .
; Transfer the sifted material from step 7.0 (1-2) into the RIMG/Mass :1,', ;_g (lj H gi
Mixer. Mix for 10 minute with impeller at slow speed and chopper off ¢. e i o7 3“’[/& ')j/_, \ef—
Impeller Speed: __Jyg~  RPM P7EEh 0TS
Wet Granulation:
Binder Addition:
2 | Add Purified water into the contents of RMG take 2 - 5 min for water qrgg 5 o 2
addition with impeller slow speed and Chopper OFF. I3 1€ (T“'l/‘k 'ZL
Impeller Speed: _hy ¥~ RPM, Chopper: AN D RPM
After Water addition allow mixing to form a coherent mass. If required
allow mixing for 1 min or till required consistency of granules obtained
3 | with impeller at slow speed and chopper at slow speed. tg¢:ecv | 1810} U”"‘I“\ Q’j{ _—
Impeller Specd: ~ RPM, Chopper Speed:_ 28¢0 RPM
Additional quantity of Purified Water £ n:¢x?2. Kg A
4 | Note the Ampere at granulation end point ..30Q.... AMP. W — |
Discharge the wet mass to FBD bowl or Trz;y drier operating slow speed '
5 | of Impeller and slow speed of Chopper. 1802|181 0% j’ A Yﬁ/ 6\ i
Impeller Speed: ..\, y77...RPM, Chopper Speed..2-8¥%2... RPM | . wj 1/
7.2 _DRYING:
Date : bloy| 20,8 5
Slflcop Process Instructions Time Dl(;"c Chci)ckcd VCll‘)lﬁ(:d
Started | Completed Y v y
1 Load the wet mass into the FBD bow! and air dry the wet mass.
Load the wet mass into the cleaned FBD bowl Dry at inlet e
2 temperature 60-65°c till the LOD reached up to Q0 'Y
1.5 —3.0% whw. 180 | 90t Joa Yﬁ/ .
- LOD checking temperature at 105°C (Auto mode). Observed LOD in % ; v :
2 LOD should be 1.5% - 3.0% w/w. B &3 jog,-(q\ K/ %'/

7.3 T'BD Finger bag Integrity checks:

S. No. Items Integrity before use | Integrity after use | Clhiecked by (Production) | Verilied by QA
T FBD finger bag S . s Nl
2. FBD bowl mesh ol - . Lo
el YXK/ A\
Prepared by: Checlied by: Approved By:
Dept. Production Production Quality Assurance Ilead Quality Assurance
Sign. | e o NI < Pa——
Date R0loslso22 Budsahong solte lyoon 20 (s3] 1022~
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SAI PRIMUS LIFE BIOTECH PVY LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur
Commune, Puducherry-605009.

Page 11 of 37

SAl PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: B05

Ba

teh Size: 3,00,000 Tablets

BMR. No.: BMR/T/305-00 | Batch No.: (51 [& <) 9 66
- > & ¥ -
TEOdnEL FONCERO=00 Customer: Generic Health Care Pvt. Ltd.
7.4 _SET PARAMETERS: ‘
Sr. Overation Started [ Inlet Temp. Outlet Product Completed Total LOD Done |Checked
No. = at (60-65"C) Temp. Temp. at Time (mins) |Observed by By
1. | Air-Drying-I| 180k My M- nma- 18:1k \pming Ma- <7‘"U\ .
2. | . Raking-I 1€:17 NA NA NA té! 20 03 ™y NA g«,,a\ M
3. | Drying-I ||g:9y Leoc ko ¢ ho'C 1921 | bomirmy | 2.84 :[ML.« %
4, Raking-1I ) q s NA NA NA ] 3¢ Q,_‘-'? AU AL NA LTUVV}’* T_)j/
5. | Drying-II 19: 30 éx"C’ % wo'C | 20l s |yc ming -89 j‘”l‘\ i
6. | Raking-Il [~—o NA. Nhvy | NA
Drying-III I o
Total Drying Time (Exclude Raking & Air-Drying time): l1os M ,,-\{ 7]
: - LOD Verificd By IPQA: “f/
Total Drying time: B8 nn'ry

7.5

SIFTING AND MILLING:

ate : Yylew |02

7.6 SIZING RECORD:

S. iy o L. - Done | Checked| Verified
o Process Instructions Tlmlc by by by
Started Completed
Silt the dried granules through 20 # sieve. Record the .
ke observation. 7 - Dot 00 20, %0 “ ‘)wz[]\ YB/ V
Mill the oversized granules through 2.0 mm multi mill
screen filted with (knives forward medium speed) 3
2, followed by sifting through 20# sieve on vibrating sifier 20431 Qe 2§ \J‘\cjmlj-\ E, \T/
and collcct the sifted granules in double polythene lined
cleancd HDPE containers, record the weights.
" Unload the granules in to cleaned HDPE containcrs in
> | double polyfhcnc bag. o2el 39 ot > U‘NJVMA\ g t$/
\

‘i Date : o4 eyl Q02— s E
Mesh and Sieve ID Bnbegrity =G LL\ Tittegrity Checked | Verified
screen size No checked Tine checlked Done by b b
A before use Started Completed After use Y y
204 |pplhese-rloy | ORI NotOK | 2ot 15 90t 3] OK/NotOK |wqnud | - | %—
20 mm_ |pyem-gerofo2] OK/NotOK | gq¢ 34 20:39 OK/NotOK |wiyrwth | a5 | &—
8.0 LOT —11: GRANULATION SIFTING INSTRUCTIONS AND SIFTING RECORD: Dﬂtcc\&(’,&\{i\ﬂ.ﬂ«..Sllil’t: e O
Weight . Sicve Time Sieve
SN' Name of Ingredient before S‘.(fvc 1D No. Integrity Integrity Dl(:"e El\d Vid by
: sifting in Kg| S™¢ before use| From | To |afteruse | Y
Dry mixing: :
Ciprofloxacin j 3 \
: c - Cc . ' 0
! | Hydrochloride 93-263 | O | pplaese 0T g 18500 erzo| e [winal Y- | (L)
Microcrystalline ] ~Lojo7| Not OK . Not OK* 2
2 | cellulose PIT102 Yo 215" | 40F | pgyg S8R0 |90 | 1823 vprel] M- | G
Binder Material:
3 | Purified Watcr | —w—[NA[——TNa [ < J—F—na ] —]—
Lubrication Material:
4 | Sodium Stach Glycollate| }.2wo GO \‘o\do o he 1o luay — bolo| w2 [ B—
= . . e PPN Ry : -V SN N 7 —
5 Collondc?l Silicon Dioxide| 0 S2X" | 60# ¥ sY Not OK YW | Ty Not OK |heka — ‘\\
6 | Magnesium Slearate 2 g\ wso | 60# | W 1422 |1y 24 hde | M~ 1/
Prepared by: Checlked by: Approved By:
Dept. Production Production Quality Assurance Tlecad Quality Assurance
Sigll. L “ l[g— \_?v [:\;_.-\UN\S“—- "\\ )J)V // Q\zr——-:""_—’
Date 2000312552 dolsahaz 20105 S 20 (03] 2222

i

P

UNCONTROLLED COPY




ey

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

Page 12 of 37

SAl PRIMUS

LIFE BIQTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: B0S

Batch Size: 3,00,000 Tablets

BMR. No.: BMR/T/305-00

Batch No.: (1 & R DO6K

roduct BONCI? 500
Troduc ONCIFRD'S Customer: Generic Health Care Pvt. Litd.
8.1 MANUFACTURING PROCESS:
Date: talou\z ool "
SI\EEP Process Instructions Time Dl())nc Ch(lz)ckcd Velb”:md
’ Started | Completed y Y y
Dry mixing: Fipee \ M

1 Transfer the sifted material from step 8.0 (1-2) into the RMG/Mass - F&:357) 18 N K3 |t '
Mixer. Mix for 10 minute with impeller at slow speed and chopper ‘off €. | t8:h5 L8t Ly .’
Impeller Speed: __ j31~  RPM [91uq]| 185 :
Wet Granulation:

Binder Addition: .

2 | AddPurified water into the contents of RMG take 2 - 5 min for water . Q
addition with impeller slow speed and Chopper OFF. leryn | (815 Uevl/‘{ L 3 ’Z
Impeller Speed: __ k¥~ RPM, Chopper: M RPM
Afler Water addition allow mixing to form a coherent mass. If required
allow mixing for 1 min or till required consistency of granules obtained |

3 | with impeller at stow speed and chopper at slow speed. —_ Ceorm |t
Impeller Speed: : RPM, Chopper Speed:_2.8t0O  RPM 82 1| 18rEs 301} n- t
Additional quantity of Purified Water .. 4c.cv?Kg ”

4 | Note the Amperc at granulation end point .. 30.8.. AMP. R {‘1 )
Discharge the wet mass to FBD bowl or Tray drier operating slow speed 7{""

5 | of Impeller and slow speed of Chopper. Qe 19t en 2;_ )
Impeller Speed: ... J...RPM, Chopper Speed. 2-8«0... RPM ' i Jcpv\ L

8.2 DRYING:

Date : sy pu | L — . 2
SI:? Process Instructions Time Dl())nc Ch(;)cl\cd Vc;'ﬁed
] ' Started | Completed y y y
1 Load the wet mass into the FBD bowl and air dry the wet mass.
Load the wet mass into the cleaned FBD bowl Dry at inlet
2 | temperature 60-65°c till the LOD rcached up to 9olls” | 220 Foax M ‘V
1.5 —3.0% w/hv. :
o LOD checking temperature at 105°C (Auto mode). Obscrved LOD in % '7/‘}
3 | LOD should be 1.5% - 3.0% wiw. 9,96 v, Ton | M- | U

8.3 I'BD Finger bag Integrity checks: !

S. No. Ttems Integrity before use | Integrity after use | Checked by (Production) Verificd by QA
1. FBD finger bag o o vy (UA
2. IBD bow! mesh - o\ o Wi { ((}) s

8.4 SET PARAMETERS: {

Sr. Oieration Started [ Inlet Temp. Outlet Product Completed Total LOD Done |Checlied

No. perd at (60-65°C) Temp. Temp. at Time (mins) [Observed| by | By

1. | Air-Drying-1|go' 1y - M A)— 905 Lo Ok P M- [Tz | M
2. | Raking-I [2¢t2] NA NA NA Qot2x” | oMy | NA | Tema | 1
3. | Drying-l [2¢'24 by Je'C qo'e aV\i2b | bo s | 353 [Tayel| N3
4. Raking-II 4130 NA NA NA 2035 | 65 mima NA Tri'end “W
: 7
5. | Drying-Il |5/130 bs'c L We' C 92:90 | g9¢ tvw | 32k |[Taya | OB
6. | Raking-IIl a9 NA NA NA o6F!gq o sSmi” NA | meani —
7. | Drying-III |pp1q; befe A6 A9 ug el Bomi P | 930 myni g
Total Drying Time (Exclude Raking & Air-Drying time): e )
78 2 LLc Mg LOD Verified By IPQA: ‘%
Total Dryingtime:J 4 4 y\alph
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance IHead Quality Assurance
Sign. L. Ve T Aot \i e // o =
Date 0 N ool deMm— | 2o (g2 [lao2a

Sol03/202>
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SAIPRIMUS LIFE BIOTECH PVT LTD

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

Commune, Puducherry-605009.

Page 13 ol 37

SAI PRIMUS

LIFE BIOTECH PVT LTD

3ATCH MANUFACTURING RECORD

Product Code: B05

Batch Size: 3,00,000 Tablets

Product

BONCIPRO 500

BMR. No.: BMR/T/305-00

Batch No.: (118 2 9 ©bY

Customer:

Generic Health Care Pvt. Ltd.

8.5 SIFTING AND MILLING:

ate: & —
S. . s Dite C_Cf\cc:\\?/b = Done | Checked | Verified
No Process Instructions Time b by by
Started Completed Y y Y
Sift the dried granules through 20 # sicve. Record the R . ; ! "
1| observation. ; 0§08 B8 - 1° Karin! q/ /5
Mill the oversized granules through 2.0 mm multi mill
screen fitted with (knives forward medium speed) ;
2, followed by sifting through 20# sicve on vibrating sifter . b ; i !
and collect the sifted granules in double polythenc lined 082/ o8 W q/ ro
cleaned IDPE containcrs, record the weights,
Unload the granules in to cleancd HDPE containers in - 3 ;
a ’ 38 0., q f
24 double polythene bag. bg 17 28 Qe Yari ({’ /%Y
8.6 SIZING RECORD:
. . Integrity | Date: sglow\2orn— Integrity .
SI\C/I;S::I‘;?;L SILI‘\,Z“) checlked Time checked Donc by Ch;dmd Vc:)xﬁcd
' i belore use Started Completed After use y y
20#  |ppysg-si-zobyl OK/NotOK | gg 0 DR Vo OR/Not OK [yt (€= o=
2.0 mm vp[mm--s(-;,:[al @K/ Not OK 0§01 b8: DK/ Not OK Mﬁ )’}’H’ e‘/ m/-
8.7 WEIGHING OF DRIED GRANULES:
S. No. Tare Weight (Kg) Gross Weight (Kg) Net Weight (Kg) Weighed By Checked By
1 [.acb 8. 90 9¢ 480 Yeap 11 Kot
2 |9.9a 30.p00 22490 99 . Fye h"frrh,( g \— " Wk
3 |1.g6n 09 910 424D WKeerin) \— 4
4 |8.00 LAl [%.860 lie KR : = ({o
> 19976 D aeo 39 .70 30 .4 o Ak ((‘1/
.6 19300 Q0. 96n 2§ beo Ka g i \.L
7 la.pee 1767 b 470 Karni —
8 19 9, 2/- 6o 09 080 Koy i qr,»
9 \ i
10 — N — |
Tatul b 090 N

Theoretical Weight: 207.075 Kg

Theoretical Yicld (Weight): Actually yield will be calculated after 3 validation batches.

11-£4 %

Actual Yield (Weight):

bb-o90

Kg % Yield:

\ .
Date: D y o/ /,09 Production Executive Sign. /Date: \(. ﬁ?}v/Vcriﬁcd By IPQA: 'DS'}M)& V)]
Prepared by: Checled by: Approved By:
Dept. Production Production Quality Assurnnqc Mlead Quality Assurance
Sign. i . El:_ S Do \J,./LCMK/ l/ e
Date 2002202 elpahnzn_ golusldo— 23( 02 (2022
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SAI PRIMUS LIFE BIOTECH PVT LTD

Commune, Puducherry-605009.

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

Page 14 of 37

SAI PRIMUS

LIFE BIOTECH PYT LTO

BATCI MANUFACTURING RECORD

Product Code: B03

Batch Size: 3,00,000 Tablcts

Product

BONCIPRO 500

BMR. No.: BMR/T/305-00

BatchNo.: (7 1§ 29 06&

Customer:

Generic Health Care Pvt. Ltd.

9.0 BLENDING LINE CLEARANCE CHECKS: Date/Shift: oﬂvA L?,? T

APPROVAL IFOR SIFTING AND BLENISING:

[ 1yt /
Sr *QObscrvations
Nlo. Cheeks Time| AY0
) Prod. | IPQA | Proed. | IPQA | Prod. [IPQA
1 Check and ensure that empty 8§ containers, polythene bags, Tags and < » ,
documents of previous batch/product are removed. v 4 ‘
Check and ensure that Scrap from waste bin is removed and new
polythene bag is put into it. -
. | Check and ensure that display, display stand, weighing balance are
> | clean, L -
4 | Check and cnsure that SS storage Cabinet and Drain pointare clean. s pd \
5 Check and censure that absence of previous batch/product from area
below machine e 7
6 Check and ensure that all equipment body and inside the vessel are s )
clean 7 of
7 Check and ensure that Tube light fixture, supply grills, riser grills and
filters and clectrical fixtures are clean v i
8 Check and ensure that instruments to be-used are within calibration due .
date and earthing connection. o b
Check and ensure that daily records (Logbook, Balance, Temp. & RH)
9 ¢ . : v |7
are updated and signed.
10 | Check and ensure that environment condition and record on BMR s A
1 Check and ensure that rinse water is released from QC and attached the .
test request from (TRF) 7 /
12 | Equipment status is updated for Cleaned and Preventive maintenance. v 4 2.
Note: *Tick marlk (\f) if Complies, (X) if does not comply and (NA) if not applicable.
Equipment ; , Blender T Arca
EQP. ID No. Polocalood Bloncling —
Previous Product | /' ol plo
Baich No. CiRIInE)
Cleaned by Worht
Checked by 4
Verified by 1 UWorlnaha pio
ENVIRONMENTAL b;\tc: “Q’Z/?/’z?/ Time:jhyto g™ ate: Time: Date: Time:
CONDITIONS: Observation| ChCCKed(Verified | o0 S~ Checked|Verified | .. | Checked Verified
(SOP No.: QAGN/011) ‘ by by 4 | by ¢ by by
Temperature °C : d
i
(NMT 25°C) Jeoe |8 s Ty
RH % (NMT 60%) 99, | QL & |
> f TS
DP (NLT 10 Pascal) 1) . I
¥

Production Sign/Date:

L}

IPQA Sign/Date:

Start and End Time:

% \O 171018

(@//ﬁﬁ/
\ bS e @}JQ\_Q .

Prepared by:

Checlied by:

Approved By:

Production

Production

Head Quality Assurance

[ e

T Anawd=

Quality Assurance

Nyl

// C/\}Q-:___——-’—f__:__ﬂ

30/p2)2022

2doalwae
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g i SAIPRIMUS LIFE BIOTECH PVT LTD
~ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur Page 15 of 37

o Commune, Puducherry-605009.
SAl PRIMUS . ,
ure soect pvruo | BATCH MANUFACTURING RECORD | Product Code: B0S Batch Size: 3,00,000 Tablets

BMR. No.: BMR/T/305-00 | Bateh No.: (% [§ 20 6K |

Product BONCIPRO 500

Customer: Generic Health Care Pvt. Ltd.
9.1 BLENDING AND LUBRICATION PROCESS: Date. 0 ol 0. shire. T, .
Step . " Time Done [Checked | Verified
No. Froesss Distruotions Started lComp]ctcd by [by Prod. |by IPQA

1 |Use hand gloves and goggles while handling the materials.

2 |Operate the Octagonal Blender as per the current version ofthe SOP No. PDOP/009.

Pre-lubrication:
1 Load the dried and sifled granulcs from step 8.7, sifted Material from o s b ( DR 6
| step 8.0(4, 3) in to the blender and mix at 10 RP'M for 10 minutes. 16138 | At ns e D =
Lubrication: I
Load the Sificd Magnesium Stearate into the above Pre- lubricated
2 blend and mix for further at 10 RPM for 3 minutes. (61X 1! 4 b"( i %\ d‘J -
3 | Unload the lubricated blend in HDPE container having double lined Trey] (70& | bedos e — [/‘ §
9.2 WEIGHING OF FINAL BLEND: Balance 1.D. No.: Po\ B0 | 0.5, Date XlewipShilt... W...... Time:. J 0%,
Cont Gross Tare . Weighed Cont Gross Tare . Weiglied
aht kd a ¢
No. | Weight |Weight |Netweisht =0 | Cldby | 0 Weight | Weigne | o Weight) 0 | Ckd by
1 Ko.7ev |92 | 382-070 | bele o5 0 6 9p-23v |0.330 24909 bola, )
2 3b:2920 [2-210 | 3y-0W0 | fade by 7 32-2F0|2-\vo 3% {70 k-,:ﬂm wm_
3 289w | |9 [27- 00 | Lale n_ 8 S~
4 29+550 | @ [27. 759 | Laks 0 9 —
5 29.27¢ | [-#86[27. 390 hala nL 10 I
Theoretical weight of Blend: | 216.000 Kg
Actual weight of Blend: 214~ 830 Kg
s e Verified by IPQA | (/] nt: !,u\ Lamsp
9.3 RECONCILYATION: [ A
1.0 | Theoretical weight of blend 3 . 216.000 K¢
2.0 | Actual Weight of blend - 2 ,Q]'q 330Kg
3.0 | Manufacluring Loss (Blending stage) @ : ‘ |-s30 Kg
In-process samples :
95 A | IPQA Samples : 0:0580 .Kg.
’ B | QCSamplcs : Q0. Ke.
C | Validation Samples : 0., Q0. Kg.
5.0 | Total samples: (A+B+C) : 0-\uo Kg
6.0 | Total: (2.0 +5.0) s 21« Yy470 Kg
7.0 | Yield {6.0/1.0 x100}* : 9929 %
* Actually yield will be calculated after 3 validation batches.
@Total rejects destroyed: ....[x43:0........... Kg. (Rejected materials shall be destroyed as per SOP: QAGN/048).
Recovery Additien Quantity in Kg---£¢%=__. (Recovery addition materials shall ')o -as pcx SOP QAGN/O-W)
Done by Production smn/Dalc;D%(\'k‘?,’./ ......
Test request form raised by Prod Sign/Date: M\V‘
Test request form received by IPQA Sl"ll/Dﬂfc ..{.
9.4 RELEASED FOR COMPRESSION: :
Reconciliation checl\ul and blend is released for compression
o) 5T
IPQA Sign......... A Date:... V2S00 ,
Prepared by: Checleed by: Approved By:
Dept. Production Production Quality Assurance Ilead Quality Assurance
Sign. Ly V/a, P A= (}_LU\Q/ //" ) B —
Date 20003/ 2052 ks honi Y E 2o (o2 ( 20 22

ul
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P SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 16 of 37
el N -
" Commune, Puducherry-605009.
SAl PRIMUS = e . i : :
uresiotecH pvr o | BATCH MANUFACTURING RECORD | Product Code: B05 Batch Size: 3,00,000 Tablets
BMR. No.: B T/305- b 2 o O6§
—_— N ——— MR. No.: BMR/T/305-00 | Batch 'No )& 220668
Customer: Generic Health Care Pvt. Ltd.
10.0 COMPRESSION LINE CLEARANCE CHECKS: Date: gsfoliern /| gpouls oxe | ooy /7(317/
Sr *Obsecrvations
N; : Checks Time: | /7. ue [ DPB a5 | 06-uo
: Prod.[IPQA [Prod. [IPQA | Prod.IPQA
Check and ensurc that cmpLy SS containers/ containers polythene bags, T'ws
) and documents of previous batch/product aré removed. ~ - — —/ C— \/
2 Check and ensure that absence of tablets of previous batch/product 1'l'om arca 2 '
below machine and inside machine by opening the guard of machine. - il (& . = \,/
3 Check and ensure that the machine body and machine parts like hoppers,
feed frame, dust collection chute, hosepipe and ejection chute and control 7 - | o /
panel are clean. :
4 Check and ensure that absence of tablet of previous batch/ploduct below the - g
weighing balance, check the clcanliness of area and equipment. / -~ / il \/
5 Check and ensure that working desk, analytical balance and other accessorics |
are clean. , / / il \/
6 Check and ensure that Deduster and hosepipe are clean. ol 7| = s P2
7 Check and ensure that Tube light fixture, supply grills, riser grills and filters ' )
and clectrical fixtures are clean. e ol ol s ‘ el \/
8 Check and ensure that instruments to be used are within calibr auon duc date, .
and Punch inspection record -~ i et il v’
9 Check and ensure that daily records (Logbook, Balance, Temp. and RE) arc A "
updated and signed. 7 < e /. . v
10 | Check and ensure that environmental conditions are recorded in the BMR. e |~ | i B
[1 | Area, equipment and preventive maintenance status board is updated. ! < ~ e A
12 | Check and ensure that rinsc waler is released from QC and attached the test . NB
request from (TRF)in BMR < R I L s
13 | Equipment status is updated for Cleancd and Preventive Maintenance label. 7~ i pd # — |
Note: *Tick mark (V) il Complies, (X) if docs not comply and (NA) if not applicable.
Equipment Compression Machipe Deduster Arca
- 187 LDMJ A
BREID NG imer 0 /DED /nof b Corrioyorier = o]
Previous Product Q’im’xprﬁ b
Batch No. GorraoU e
Cleaned by N it s’
Checked by -
Verified by il
ENVIRONMENTAL | DatesfselionTime: ) 7. | Dateaz ], hex Time: ) 9. ows| Date:OP{oyly,Time: @h -
CONDITIONS: — Checked| Verified . |Checked | Verified .| Checked | Verified
(SOP No.: QAGN/011) ODbservation by by ODbscrvation by by Observation - Ty
Temperature °C N - o 1 / ) R firal
(NMT 25°C) oa” / € & L h—r122c | © K/ba
RH % (NMT 60%) s | e oy [ LI e | @ | W&
DP (NLT 10 Pascal) | j gpapnor L o Japee. | |- @/ Wheset | B [C5
APPROVAL FOR COMPRESSION: . —
Production Sign/Date: / oo oy /«nﬂ-f e dmn KDQB‘F/T?(%QI/'?PZJ/
IPQA Sign/Date: > ,\C,\‘\ a2 //L« "1 \s ‘_\\7,09 vl Y 02-‘ 0 l(‘] 1 o4
Start and End Time: ,{?'qrs \ }JL &0 ‘\dy trp— |’ 9 ja. 2@ h?j‘S;b
7
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance , Head Quality Assurance
Sign. J T A= sl A7 P —
Date 3000312522 2 vaNeHM_ 20402800 — Jo (02 (2= 20—
* l"\ﬁ :‘x-\“, i |
Lo :

UNCONTROLLED COPY




SAl ERIMUS

LIFE BIOTECH PYT LTD

Sl

SAI PRIMUS LIFE BIOTECH PVT LTD

FFactory: R.S. No. 4/3, Plot No.33

, Kurumbapet Industrial Estate, Villianur

Commune, Puducherry-605009.

Page 17 of 37

BATCH MANUFACTURING RECORD

Product Code: B05

Batch Size: 3,00,000 Tablets

BMR. No.: BMR/T/305-00

BatchNo.: (% | ¥ © Dob6%

. \$ ’ ] '~
raduet BONGIERO SI Customer: Generic Health Care Pvt. Ltd.
11.0 COMPRESSION
11.1  PROCESS INSTRUCTIONS:

Sr. No. Process Instructions
1 .| Check the cleanliness of area and equipment.
2 Ensure that the correct punch set arc issued as per the Punch issue record.
Sct the Double Rotary Compression‘Machine with ;
a. Upper punches: 17.20 x 7.50 mm Caplet shaped with br c'\l\lme on punches.
b. Lower punches: 17.20 x 7.50 mm Caplet shaped plain punches.
3 ¢. Dics: 17.20 x 7.50 mm suitable for above punches.
d. Type of tooling - D. 2/
Punch Issued by: si;:n./Dcfﬂ h/:{ak‘ e, Checked and Rccuvu/I,by )S\T:x’l"/\f)wtc Verified by Sign./ Date:
4 Transfer the blend to compression cubicle. Load the blend into hopper manually. '
5 Operate the Double Rotary Compression machine as per the current version of SOP: PDOP/010 and reject tablets of
the first three round which shall be destroyed as per SOP: QAGN/048.
6 Collect the tablets of one complete rotation and carry out In-process checks for thickness, weight and appearance,
record the obscrvations in the BMR. Ver ify the tablets for uniformitly of weight and hardness and record in the BMR.
7 Collect the compressed tablets in double polythene bag lined and labelled cleaned IIDPE containers/SS container.
8 Chceck and record the weight of the compressed tablets.
1.2 GRANULES KECEIPT RECORD:

coo77’0 %[??Shift...B....Timc: ['LP‘ v

Balance ID. No.: PP [ BHcfof&— Dat
Sr. No Cross Weight in Ko Issued By Production Checked by Production
1 07090 [ [
L 7 2 26-210 v L
3 2., 999 W P
4 S-S0 (V‘-/ L
5 29-27° % I
6 <—25 -I3v M L
7 32 . 270 — s L
8 i
D R M = o T T s e I -7 o T
10 )
{
11.3 COMPRILSSION SPECIFICATION / PARAMETERS:
Sr. e ' I ' No. of tablets to be Frequency
No. S it checked from each side| Production IPQA
L White coloured caplet shaped uncoated tablet with 5 £ A IR 250 )
b | abpeasnge breakline on one side and plain on other side. 3 Every 30 min. | Every 2 Hr.
2 Average weight | 720.000 mg + 3.0 % 20
" | (mg) (698.400 mz - 741.600 mg) ;
3. | Group Weight 14.400 g £ 3.0 % (13.968 g tc 14.832 g) 20 Every 30 min.| Every 2 Ir.
Unilormity of 720.000 mg £ 5.0 % v Tr . .
4| weight Tablets | (684.000 ma — 756.000 mg) =4 Every2Hr. | Every 4 Hr.
5. | Hardness NLT 3.0 Kg (To be Established) 4 Every 30 min. | Every 2 Hr.
S 5.20 mm £ 0.2 (5.00 mm —5.40 mm) o (g S ey
6. | Thickness (mm) (To be Established) 4 Every 30 min. | Every 2 Hr.
7. | Friability NMT 1% wiw Gg Every 2 Hr. | Every 4 Hr.
8. }[)‘ixiiztcgratxon NMT 15 Minutes 6 Every 2Hr. | Every 4 Hr.
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Jlead Quality Assurance
Sign. L L/)T— T A= Y!&Su,/ // C/\/"""f—c——'—:ﬁ—""
Date 20003/5232 ] 3dxdhona 3002 go) — 3o (032022
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7 SAI PRIMUS LIRE BIOTECH PVT LTD
' — Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 18 of 37
- IMUS Commune, Puduchcny 605009
Er’é\g“ﬁﬁ!,’m oo | BATCH MANUFACTURING RECORD | Product Code: B3 Batch Size: 3,00,000 Tablets
o o BMR. No.: BMR/T/305-00 | Batch No.: (r |€ 92 &6&
— . BONCIPRO 500 Customer: Generic Health Care Pvt. Ltd.
11.4 COMPRESSION MACHINE RUNNING STATUS:
Date Shilt Start Time ,ﬁ'{‘l?c IlI‘r))tlll M/C Speed | Tablets Output Donc By Ch’;‘;}im
o flockn. | 5 /3-8 | 3f.95] 98”0 13 298135 | pyrei A
 SEmsme L t
g N
I
11.5 INITIAL INPROCESS CHECKS: (Appearance, Uniformity of Weight, Thickness & Dnmctcl)
Balance 1.D. No. 'b\‘) H;Ji)(, }'O o8 Date. 08'0(-[ /'Ls?fuft ................ Time: [2:.35
LIIS RHS
Sr. T Weight | Thickness| Length | Width [ Sr. " »| Weight | Thickness | Length | Width
No. PPEATANEET (in mg) | (in mm) | (in mm) [(in mm)| No. PpEATaNcE (in mg) (inmm) | (in mm) | (in mm)
1 O)C | —or [ 22 | 1vac7fpo | 1 O 733 | € ay [thog | gse
2 Q. b | Siae | 1o8pah | 2 ok 720 | SSY0Q | ppa7 | 450
3 Ol | —fro | Sat | Msblagee ] 3 Ol T) | Sead| st T
4 Ol | e | < ATt | 58| 4 ©le_ T2r| 39l jTiey| gwe
5 Ol | a1y | Goas | o] 78y| 5 Q. |27 | &23b]|ppoa[~wy
6 Qle. | <izo. | T2z |irar| iyl 6 Ol | 72y | 500 | p72e | gugt
7 O | Joo| Goag| tHteylrey| 7 Ok " 1 o7 | cae |jrob [ 7o
8 Ol | 719 o2y | x| osoh| 8 olc 121 & 39 | f7ey| g By
9 Qb | dig | 29 | \g2y|—zurf 9 ot 99.% | G537 | ftar| gy
10 Ot | Tye| 26 | |Tor| 7.po| 10 ol 2923 | Sryp | AT2b| 52
11 Ol 1 G2y |\ pGh| 1 or 27 | g | ey | 7 Hg
12 ok I | 5230 | 1723 | ey | 12 ol 7™ | &svyo | [T | 9.5y
13 Ob. | Job | 34| Moylome] 13 C Toh | ap | [d2b | 5
14 or T T3 | |72l | <pL5h| 14 (D) 72} -y | [T%e | .5y
15 o NO | b | gy oy | 15 @ 730 §=87 | 7oL o 50
16 Ok g | &Gac | jrex|» | 16 oe T2y | €29 | My | oo
17 Ok | 1Y 50| |Te%| 76y | 17 o | | oo lizas| w06
13 Qoo | _Foh | &vr | fpob|-per| 18 C. Tes— | 36 | g 2y | % BE
19 Qle Tio 53 | [T 7-458] 19 O |72 | cvo |22 | gy
20 olc_ Mo | 5.9 | Ryl iy | 20 Ol 729 Cp | 1796 | V155
21 Cle ~t1b | Lrep |73 | 7 ce| 21 O | < G- up | 179 7 7€
22 ob I3 | T3 ||7-1¥7| 7 x| 22 Oc | Toe | 6oy | ppoy| 72/s
23 ol 72y | Gy ||71-25 | 74b| 23 O | 722 | soyo | p795 | 75y
24 ok | 537 |72 | 752 24 Clc. | day | goop | jgootyl or
25 ale | 79099 | &af | V728 | <pipy| 25 OC_ | o) | g un |[fgel 1 bb
26 AL | cWn| 23 | )7as | iC| 26 Qe [ ~q =29 | |125] 75y
27 Ok /) G-ae—| p7- MG 27 Ok |79y 5-u0 | }7.90] 46
28 Qe =1y 5.3y | p723] 9.5y | 28 Qr. | <Ak ol ;r/ 28 | 7.5%
29 or. & &2 | (7 29] 453 ] 29 OC |wos | 5yo0 | }7eac]| 753
30 e | T20 | g2 |7 96 7 u5f 30 olc | 19 G-27 | 170el 7t
Note: * Write OK if complics and (X) if does not comply. Z ) _
B o loa
Done by Production Sign/Date...... O o Checled by IPQA Smn/Datcrﬁ.ﬂd‘ .............
%
Prepared by: Checlked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. } . Ve T Asod= p 890 // @/‘"f—";i—:':/
Date 20l03l2:22 3doshony s0l02ltom— |" RBe [08/le22
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€7 &g SAI PRIMUS LIFE BIOTECH PVT LTD
' Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 19 of 37
Commune, Puducherry-605009.

\

SAl PRIMUS

ure siotecH pvi o | BATCH MANUFACTURING RECORD | Product Code: 303 Batch Size: 3,00,000 Tablets
. BMR. No.: BMR/T/305-00 | Batch No.: (51 |§ 0 2 © &G
Product 0
Produc PONLIERO 5 Customer: Generic Health Care Pvt. Ltd.
22 3
11.6 COMPRESSION SPECIFICATION AND PARAMETERS: Dntc’.(?.%f.q({..,Shift...../:..;.......Timc:.’.?::.%‘o
Instrument Equip Obscervations of LIS Observations of RIS
Parameters d ID N Lifaits
s | Min | Max Min | Max
White coloured caplet shaped
Appearance Visual NA : ; - uncoated tablet with breakline on
O k- Ol one side and plain on other side.
) . .| Electronic ; 14.400 g +£3.0 %
Group Weight Balance fAf 202 8 /‘q 92 & (13.968 g to 14.832 @)
Average Electronic mg me 720.000 mg£3.0 %
weight Balance SOIBALL ~—fr=2.) “f 24 b (698.400 mg — 741.600 mg)
Individual Electronic oora . o '
weight Balance Tob M |~ 2&TME | 7IQME | £33 MB | 400 000 ma £ 5.0 %
Uniformity Electronic (684.000 mg — 756.000 mg)
of weight Balance ~J400 % 5Dy % |-pgp % Jolq %
Veiilien ) 520 mm+0.2
Thickness Caliner ﬁ‘._\f) B 5 mm | 57 37mm (5 2bmm | S 49 %mm | (5.00 mm —5.40 mm)
Al Eo\” : (To be Established)
e Hardness Wl 2 A Al o~ _al o] ol ~al _, | NLT3.0Kg
Herdness Tester \@ D Y |\ \C NS WS (To bc Established)
il s - { = e B
Triability Friabilator QAO/%\‘IE/ A O- 20"/ O-) 8_ o NMT 1% w/w
s DT » oMY 3T L-¢ olh'H .
D1 . Aty QA/I(D)’I;AI/ G2 Lo NMT 15 Minutes
M/C sct done by Operator Nanie: AR .‘f d'k M/C set up Checked by Prod. Sign/Date:.. » /297/‘\/
M/C Speed:Gf RPM 0 P10
R " , @ peTP I e b T Buaniity
Initial Setting Tablets Dcslroycd by: Sign : TP = Date:.ZM.0... Quantity in Kg. : (2T vantity in No...q.:z ..........
. |
Approval for Bafeh Compression by IPQA: Sign : -——\~'>”'D:1tc:D8 JO‘T‘N’QL'IHHL IB'O’O

et Lo e, et Ce)

\ ' -~
O bhncwvieed  Pewwonautly L&A s o S~£)3\-4-w, JRNS R s PR

Yoo SR WALt Ly
B Revidv we choge P2 4
6 Qv y) 2ot
Prepared by: Checked by: Approved By:
Dept. Production Production Qualify Assurance Head Quality Assurance
Sign. / , ‘[Q_ Ve Aarnt= \J}p}e / // é:)/»,—:/"*‘—"“‘"
Date solo2lrsn> 2dsthaona 2010814020 - 2 w2flozr—

UNCONTROLLED COPY
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SAI PRIMUS

LIFE BIOTECH PVT LTD

R

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

Page 20 of 37

BATCH MANUFACTURING RECORD

Product Code: B0S

Batch Size: 3,00,000 Tablets

Product

BONCIPRO 500

BMR. No.: BMR/T/305-00

Batch No.: &1 1€ 9 9 668

Customer;.

Generic Health Care Pvt. Ltd.

11.7 IN-PROCESS CHECKS: (For Production
Appearance Welzhe afag Hardness Thickness
[penis Tablets ‘
White coloured caplet 1o g = &
DZ‘@& shaped uncoated tablet [4'40,0 ekl NLT3.0Kg s o.20.am & 0 e
Time o S ; (13.968 g to Z . (5.00 mm - 5.40 mm) . ==
with breakline on one side A (To be Established) ; g
< e 14.832 g) (To be Established) =
and plain on other side. Ay
LHS RHS LHUS | RHS | LUS | LUS | RUS | RHS | LHUS | LUS.| RUS | RIS
A sa19 15T (a6
49 g9 ol ol 1B-150]j 913125 |1a o |12 140 |29 [$2I8F 6 |6 /
9910‘””” _ N
2.0 Ole Ok lty-3@|laz9) [41570 |1y 5| /60| J&o (532 |Craplg-ae|Chgn | @2
i2-Bo ok ok T1Y.29914.220| 1S o |iu.o 1y.5|Is o [ oS- Yo |TaAC|S$-24 L
o
9.8 ok % 19 -Ylollu-3lojlu-s ju- 8 jy.o fy-SOo [£.29[5.73 | 22 | 75 f
1y.3S ol ok lg.230|ly. 2590ty . o (o |IY-[c|l4-50| 838 | Yo|S-34 | g .19 L ;
1S1o ok ol j9- 2ol 11|19 S lla. T |IS o | laso|lsyo | .18 £ 2¢ | .74 ,L
Yol ok ou [4.290l1y.9S0|1 4 -0 [lae |140 ||u.g |S4) |5~2] [$123]C-3F
16. /o0 Tk ok 147301y 290 1y o[ 190 iy s [\4- 5227 [$: 36 [sa( [5:26 L
s&:\tl ok ok 14 .90dlv.190| S fallu Jo {4 S6|)uy. 5o 3615748 w0 | & .uj L
I+ - )< ol ol o -Ylo 1. 3al) & -Sol 1S e |14 to ¢ (¢~ |40 .44 |K- 37 |8 -2 ¢ L
7.us|! o ol e ilollu-220| )Y - s8| I8 -0 [IN.So[ 14 o] §39 |5 4| So |57 L
8 20] ok ol 9. 6Follu.diollu.o lu. Sell ol vs [6-29 |8 Yo U | syo Ll
17-So o ok 1Y9-090|18-Ho | o 148 l1e.0l )¢ 0 S 2 sg]) e 26l uy L
15 10 ok oK 4. 021U il (42 fu. T lu.s 15 0 [SI3|525 |-G |54 .L
i5-5° ok ol la-1%=2jYUdbo|(u-s [\ ohu - [1a-o [S2T|0.36)5-3) ] ¢.29 L
90 20| ok oK 4 -2lo 19 Mo |t S0l VU 0. § [Vu. 0 [$™Yole 1l |3l 19 L
Ro.-So| oK ol et 130\ - Syol ) S0 lU- Sy - & |y S s e a2b|eg2 (526 L
9.). 26 oht ok o Zlo\u.goli s Oflu. 0 (4.0 .0 [SMT|S2]]| 29| 3F L
]
~——_|
LIV ivas
V4
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Ilead Quality Assurance
Sign. 1. [{:@\ P Anes = \!__yj,““" 7/ ~ e——
Date 20/0zl3032 adssens 201w do% — 240l [le22

UNCONTROLLED COPY




&~ i SATI PRIMUS LIFE BIOTECH PVT LTD

& B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur Page 21 of 37
SAl EP“\/ US Commune, Puducherry-605009.
e siorect miie | BATCH MANUFACTURING RECORD | Product Code: B0S Batch Size: 3,00,000 Tablets
_ BMR. No.: BMR/1/305-00 | Bateh No.: (7 )& D QX 0AG
b I J '~ A
Ereduet BONCIERG S06 Customer: Generic Health Care Pvt. Ltd,
11.8 IN-PROCESS CHECKS: (Ifor IPQA)
3 Weight of 20 _— i G0
Appearance Tablets Hardness Thickness

White coloured caplet

s & L300 j ] 5
Da{c . shapcd uncoated tablel 14'409 ££3.0% NLT 3.0Kg _ 3.20 mm_:L 0.2 e
Time . . ’ ,(13.968 g to . S (5.00 mm — 5,40 mm) e
with breakline on one, side 14.832 ) (To be Established) (To bé Established) 5 &

and plain on other side. 0258 o)

LHS e, Rﬂ@\ o LIS RIS | LHS | LIS | RS | RIS LHS | LHS | RUS | RAS
T\ i )
O'T)‘D“{_lv L Ol ole. | 1239114417 80| s |[l2a.5]12.0 FE40|5.52|5. A1 5 ca|s k

e

Oz)l(,,‘ﬁgy-:;&—' Ly Epﬂ) “")‘_
1220 (al’s Ote. 14021437 19.5] 2.0 8.7 12.0 |Fab|s.44 5505 S| &
. D 1Y)
13:0b T 14.393| ozl 1o | |95 | 12.0| (2.6 |5.42] 5. 49 5.4b 5. 93| _\<
NG ()
3t1o 0K c;/K 16386| hsaq] R0 | [4:0) 3. 0| 120 |A 525 85|5.5605- 53|\
e tjlveline 42 r
|8 e okt . o |14.367|14.292.1 |5-0| I&0 | [8:0 [[4:6 | 535|584 ]832 |5 34 _(_Af_
Full Hoppetl ’ 5 _ —
(3::20 0k ole  |lpaialla422l W51 130 (2.0 125 |5.A5| 5.4 5.42| 5 .22 (5 ,
| ‘ &)
Jg! 30 0l _9C  |ort| polzl s 13.0] 125|180 |s.38| 5.4 5.40 5~4\)‘.‘_(8__:
3 Mid Hoppor 1t . &
11130 Ole O 14.0b7| 4018|225 | 15 [25] 30 |5.43] 5.50] 540 5.42|
149295 ol @ a Doz fubif V<] jpo] o<l ig.e | |ctib| < usl <t | Hi
= b E}’t_'{ \_l(:.*oppal ¢ _ i} T
0} % ol € ? o Maobd Mot 132 | lao | jo-x | 1< |mu2| S| Siug| Sué | o
compoLiie y
2130 ow | fm. la 11914188 |2.0| (3o [2.5]| 1230 |5.41|5.52 5.50 |5.48 |4s

N

\
\\
N
N
[
N~
MR
Y
=
Ny
\
R
™
N
\\
R
s \
%
™~
<] /'
Prepared by: Checked by: Approved By: At
Dept. Production Production Quality Assur:mc‘c IHead Quality Assurance
Sign. L ' !ﬁca- Ve {:\\guvb ‘J&“«‘Q/ /f W —
\ ) ' = /

Date 20022001 adeshern - | solonlacs - Dofa3 [Zo2 1
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(A~ G SAI PRIMUS LIFE BIOTECH PVT LTD
3 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 22 o 37

) i Commune, Puducherry-605009. _
SAl PRIMUS 3 : ; ) ) pry e . -
LIFE BIOTECH PYT LTD ATCH MANUFACTURING RECORD | Product Code: B03 Batch Size: 3,00,000 Tablets
o BMR. No.: BMR/T/305-00 | Batch No.: (1 1§ 2206k
Pinduet BONCIFRO-500 Customer: Generic Health Care Pvt. Ltd% «
11.9 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR PRODUCTION:
Date: @& 04| Time: 53 . go Shift: &
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 —1& 8 -2 15 4 2/ 1 & 8 1vh [ 15 Y2y
2 = 9 e [16 [ /8 | 2 <19 | 9 TS .16 | ok
3 <21% | 10 4 & | 17 N/ES 3 T |10 st | 17 | 74
4 2% 11 Tl | 18 716 4 24 | 1 T2 | 18 "2k
5 —Hlb 12 71y 119 177 5 iy | 2 |7 )y 19 —~2r
6 Ty 13 -] 20 /20| 6 e |- 13 T2y [ 20 | /e
7 il 14 125 7 19| 14 E)

‘ b
Balance ID No.: i?‘b I hdps &

M/C Speed: i2 RPM

Gl’OLlJ) weight of 20 Tablcls:..[Q.:.S,g.Z{g. Avg.

wti. 1) ...mg

Limit: 720.000 mg= 5.0 % (684.000 mg — 756.000 mg)

Group weight of 20 'I‘ablets:/..(‘/..‘..(.’.(.%. g/g Avg.
wtil 1Y) mg

Limit: 720.000 mg £ 5.0 % (684.000 mg — 756.000 mg)

Min weight. t”j . ...... mg  Max. weight: 726 mg

LIS RHS

Friability (Limit: NMT 1% after 4 minutes/100 rotations):

01av. |9-227 | Equipment ID No.: QA/FRT/ QT 2

Disintegration Time (Limit - NMT 15 minutes)

0/55\;’;‘; QI{‘(’:;’, | Equipment ID No.: QA/DTA/ Q0/

Done by: coevvennnniis @ .. = 2 (Production) .

wt FEenImg ¢ c¢

Limit: 720.000 mg = 5.0 % (684.000 mg — 756.000 mg)

Date: &% | s loeamin Time: J§~ 2 & Shift: 2

LIS: Individual weight of 20 tablets (in mg). RIHS: Individual weight of 20 tablcts (in mg).
1 +lo 8 714 15| a)o 1 |0 8 Ho 15| 20
2 295~ 9 220 16 | g« 2 2 ¢ 9 2 < 16 | 9)¢
3 243 10 —zs 1171 2y 3 F90 10 HO 17 | 24 &
% 27 11 o | 18] g9 4 54 11 69g 18 | He
5 29 12 fac | 19| M 5 458 12 459 19 | Fo
6 Z20 13 £549 20| 490 6 2] € 13 | f50 20 | 37§
71 29 4] (g 71 2k 4| 655

Balance IDNo.: Pp /74 lloey M/CSpeed: [ RPM

4 Ty 3) Yy 2.0
Group weight of 20 Tablets:...[s4rf)=2.g. Avg. Group weight of 20 Tablets:.. =M 87 TPl g Avg.

wtZEIF = me 1lo.os

Limit: 720.000 mg £ 5.0 % (684.000 mg — 756.000 mg)

Min weight. 693’ mg Max. weight:. ...-g‘.g.‘g.q.mg Min weight. J’ﬁ‘o ..... mg  Max. weight:. 337 mg
LHS RHS

Friability (Limit: NMT 1% after 4 minules/100 rotations): o-uY'%, | o | Equipment ID No.: QA/FRT/5 5 1 ¢
Disintcgration Time (Limit - NMT 15 minutes) 2 }Z'\'F“ Of,';‘;\ Equipment ID No.: QA/DTA/ g,
Done by: ......... l»f ............. (Production)

Prepared by: Checked by: Approved By:
Dept. Production Production Qun]jtv ASSm'ml_cc Head Quality Assurance
Sign. L . )_’,e— G e\&_twb- \\ 23%, / /f @—;:“_‘;—-:—’——
Date 20l¢7)ro22 2\ vaha2a_ solea\dom |7 2s/oa[Zo22
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e~ _ s SATPRIMUS LIFE BIOTECH PVT LTD
Kurumbapet Industrial Estate, Villianur
Commune, Puducherry-605009.

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

Page 23 of 37

SAl PRIMUS

LIFE BIQTECH PVYT LTD BATCH NI}\NUFACTUR}NC RECORD

Product Code: 305 Batch Size: 3,00,000 Tablets |

Product BONCIPRO 500

BMR. No.: BMRR/T/305-00

BatchNo: (i (@ 29D04Z
Generic Health Care Pvt. Ltd.

Customer:

11.10 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR PRODUCTION:

Date: 07 /o< fwr Time: /9-.20

Shift: 2

N

‘v,
/

i
7

%

LIIS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 Zlo 8 fso0 [ 15| )¢ 1 he 5 8 | Seo 15 | 655
2 F1< 9 659 16| n/¢ 2 4979 9 | 2 16 | gso
3 Ho 10 695 117 a0 3 455 10| 9300 17 | psa
4 o 11 Fof 18 | 7,4 4 £s% | 2.9 18 | fs4
5 209 12 Y oo 19 | 297 5 2o S 12 s 19 1 f5¢
6 655 13 209 20 |41 0 6 Foo 13 JASED 20 |lgsg
7 s 14 210 7 Io) 14 | f94
Balance ID No.: P@ /B, ﬁ)y/@’G)? M/CSpeed: t? RPM
gy vy * \ ; ,,1\—‘5‘
Group weight of 20 T'lblcts....l.’."."h’.;f‘.ﬂ... Avg. Group weight of 20 Tablets:. fkf=r ... g. Avg.
Wt Fehoe S .mg o . wi: %‘L"fn" bas. &5
Limit: 720.000 mg + 5.0 % (684.000 mg — 756.000 mg) Limit: 720.000 mg+ 5.0 % (684.000 mg — 756.000 mg)
Min weight. 5‘60‘ mg  Max. weight:. ..7Zt. 4.....mg Min weight. : (‘70 mg  Max. weight:. ... .8, mg
; ; , LHS RHS
Friability (Limit: NMT 1% alter 4 mingles/lOO rotations): o-12%1a. ‘/_7_ Y Equipment ID No.: Q/\/["R’I’/o e
Disintegration T imeﬁ(LimiL - NMT 15 minutes) ol mz:d 0/9“""_'\‘(_&_ Equipment ID No.: QA/D lA/c-*oj
| Dione by . vvvvanes 7 ,JZ[ ............ (Production)
Date: 09 Jou/ian Time: /9.90 Shift: 2
LIS: Individual weight of 20 tablets (in mg). RIIS: Individual weight of 20 tablets (in mg).
1 240 | 8 {52 15| 990 1 Rac 8 | 9wy 15| fso
2 220 9 {ss 16| 2)¢ 2 fae 9 | gyo 16| 499
3 25 |10 {52 17 | 24 3 270 10 | 297 17] 2s
4 Qoo 11 f9o 18 | 710 4 22) 11 | 9q¢ 18| 956
5 )5 12 | s [19] a3c¢ 5 Z40 2 |9yo V| o
6 210 13 )¢ 20 ] %2yo 6 9] 13 | 93¢ 20| 2y e
7 bs ¢ 4| 02 7 Fas | 14 | %0¢
Balance 1D No.: PD//?QL/@ ¥ M/C Speed: | RPM
Group weight ol 20 Tablets:...}.¢ 1..5’?) Q.. Group weight of 20 Tablets:. ]t }!g§g Avg.
wiF eSS, wt: Mo 25 mg
Limit: 720.000 mg = 5.0 % (684.000 mg — 756.000 mg) Limit: 720.000 mg 5.0 % (684.000 mg — 756.000 mg)
Min weight. 6lo..... mg Max. weight:. ... k% 2....mg Min weight. .. b, do..m Max. weight:. .29, .. mg
LHS RUIS
Friability (Limit: NMT 1% after 4 minutes/100 rotations): o - /1_' '/‘ o [a2Y, Equipment ID No.: QA/FRT/ 5 e
Disintegration Timg(Limit - NMT 15 minutes) o /1'“"" 4 {AMG%;_ Equipment ID No.: QA/DTA/ a/;‘

Done by: ....cueeune l-/ ........... (Production)

Prepared by: Checled by: Approved By:
Dept. Production _Production Quaglity Assurance Head Quality Assurance
Sign. L. = P Al \ T | R —
Date 30/037) 1022 . 2 01082 4o 2 [03 [102 1

UNCONTROLLED COPY
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LIFE BIOTECH PVT LTD BATCIL I\IANUFI'XCrI UR[NG RLCORD

Product Code: B03

Batch Size: 3,00,000 Tablets

Product BONCIPRO 500

BMR. No.: BMR/T/305-00

BatchNo.: (1§ & QOGS

Customer:

Generic Health Care Pvt. Ltd.

11.11 UNIFORMITY OF WEIGIIT INPROCESS CHECKS FOR PRODUCTION:

Date: m?/o L{/q_;,q.'&.. Time: 9/, 9.

Shif: 3

LHS: Individual weight of 20 tablets (in mg).

RHS: Individual weight of 20 tablets (in mg).

Limit: 720.000 mg = 5.0 % (684.000 mg — 756.000 mg)

1 H o 8 £%o 15 | /47 1 Zlo 8 | A94 15 | 7)6
2 s2/a_ 9 |- 721 16 | §97 2 2yg 9 | #059 16 |2,¢
3 Yoo 10 1) 17 | §5.1, 3 216 10 | 904 17 1954
4 | 675 11 | 2/ 18 | 9o1 4 ¥4 11 | go» 18 |9y
5 | £52 12 | 92)¢ 19| 36 5 2L 12 | 240 19 |g7.
6 852 13 | 29¢ 20 | Mg 6 2)o 13 | H 20 |15~
7 655 14 7 L 7 P15~ 14 | )&
Balance ID No.: «7’0 [ Ro [/a oy M/C Speed: . 2. RPM
- el S D
Gloup wcwht of 20 Tablets:. f‘ L'i- GrFe.g Avg. Group weight of 20 Tdblels [-‘-f""‘l‘l‘) .g. Avg.
wt:. ..Mg —bs. o \VL:%...ﬂW L -
Limit: 720.000 mg= 5.0 % (684.000 mg — 756.000 mg) Limit: 720.000 mg + 5.0 % (684.000 mg — 756.000 mg)
Min weight. 67.39..... mg Max. weight:. .. 7FP=........ mg Min weight. G"l? mg  Max. weight:, =M. mg
LHS RHS
Friability (Limit: NMT 1% after 4 minutes/100 rotations): o.26Y%|0.20 2 Equipment ID No.: QA/FRT/ 5
Disintegration Time (Limit- NMT 15 minutes) of Z’Qy_’_ O/S’:;,;’U‘ Equipment ID No.: QA/DTA/ o6\
Donc by: ......... A ............. (Production)
e: Time : Shift:
LIIS\fmywdml weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 8 15 1 8 15
2 9 16 2 9 16
3 17 3 10 17
4 11 18 4 11 18
5 12 19 5] 12 19
6 13 ~20 6 13 20
7 14 7 14
Balance ID No.: M/C Speed: RPM
Group weight of 20 Tablets:.......ccvveenee. g. Avg. /9(}0 weight of 20 Tablets:.......iceeeniiens g. Avg.

Min weight. toooeeiiinn mg Max. weights. ..oeovneninne. mg Min weight. :.ouevnen.... mg X. weight:. v, mg
LIS RIS
Friability (Limit: NMT 1% after 4 minutes/100 rotations): Equipment ID No."QA/FRT/. .

Disintegration Time (Limit - NMT 15 minutes)

Equipment ID No.: QA/\h\

Done by ssmmssssussvensanass s (Production)
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurange Head Quality Assurance
Sign. L ; '[;,\ - N \,\});v‘:‘k\/ // ’ W
Date S0lez] 202 ‘3‘\\:{5\%’2/1_, 20102 [ ou) ?d / 42 /'7/6 s o
{

o

UNCONTROLLED COPY
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SAl PRIMUS

Gtesoreci v p | BATCH MANUFACTURING RECORD

Product Code: B05

Batch Size: 3,00,000 Tablets

BONCIPRO 500

BMR. No.: BMR/T/305-00

Batch No.: (118 D D065

Product

Customer:

Generic Health Care Pvt. Ltd.

11.12 UNIFORMITY OF WEIGIHT INPROCLESS CHECKS FOR IPQA:

b
Pre. —Comavre Ay

wii.. L3R .mg

Limit: 720.000 mg + 5.0% (684.000 mn —756.000 mg)

Date: * %ptll;-, ol/] 1o Time: 2L o Shift: 2

LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 e 8 ~f2e 15 | —phs 1 b 8 | by 15 | 712
2 hi.l; -~/ 9 . “_tg 2 16 i 2 ~fA¢- 9 ° ‘njﬁ 16 ~Jol—
3 o 10 ~2.2 17 126 3 Jii 10 1t 17 <62
4 126 11 “lob 18 Wi 4 WL 11 L 18 | 739
5 1o 12 ig 19 ) 5 T 12 |  —ips 19 | b
6 T 13 Jol, 20 7130 6 132 13 3] 20 | =92
7 1l 14 ~tith 7 J0S5 14 2

Balance IDNo.: Kla[RAr]op2z_ M/CSpeed: _j&  RPM

Grou[}w wcwlﬁof 20 Tablets:. “ i1 (':‘. CSg Avg. GlOUp wcmht of 20 Tablets:. ](l'(\“ ....... g. Avg

Limit: 720.000 mg + 5.0 % (684.000 mg — 756.000 mg)

Limit: 720.000 mg + 5.0 % (684.000 mg — 756.000 mg)

Min weight. : WOLJ ..... ‘mg Max. wcmht.. \'H-!‘mg Min weight. H}O?/ mg  Max. weight:. -vH: L» mg
: LS RIS
Friability (Limit: NMT 1% after 4 minutes/100 rotations): 0.2V ©.] | EquipmentID No.: QA/FRT/ ¢ g
Disintegration Time (Limit - NM’I‘ 15 minulcs) ol mz'{lchc olm i,?'? Equipment ID No.: QA/DTA/ Q©/ .
| Done by: ........ & A 01l (IPQA) L« Ppm
Dite: G 2] 04| 1092 Time: {3' 05 Shift: ]
| LTS: Individual weight of 20 tablets (in m a). RUS: Individual weight of 20 tablets (in mg).
1 I 8 ~fad 15 | ~jwb 1 165 8 | HI9 15 | i
2 ~1:0/ 9 _|_q 16 | 530 2 | td > | 3] 16] Yo
3 132 | 10 | oy 17 | 76 3 730 10 | 93, 17 |: ol
4 i 11 120 18| 7ir 4 418 11 ] 91 18 | F4¢
5 i 112 & 19 | ot S 490 12 | 422 19 | HJog
6 120 13 7ﬂi 20 3¢ 6 Hod 13 | 316 20 | G
7 k) u 14 7| 499 14 | 446
Balance ID No.: (A} f‘P\ﬂ( l()o’)/ M/C Speed:  {®  RPM
<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>