SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED

(r\ 7 \.39 R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,Villianur
SAl PRIMUS Commune, Pondicherry- 605009 Page 10f2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name BONCIPRO-500 TABLETS(Ciprofloxacin Hydrochloride tablets BP 500 mg)
A.R.No. BS/110422/02
Batch No. G1822068 Batch Size 30L
Mifg. Date Apr-2022 Exp. Date Mar-2025
Sampling Date 11.04.2022 Sample Qty 120 Tablets
Analysis Date 11.04.2022 Release Date 25.05.2022
S.No. TEST RESULTS LIMITS
Reddish pink coloured, oblong, Reddish pink coloured, oblong,
01. | Description biconvex film coated tablet with biconvex film coated tablet with
breakline on one side and plain on both | breakline on one side and plain on
sides. both sides.
02. | Identification
A) By TLC Complies The Principal band in the
chromatogram obtained with
solution (1) corresponding to that in
the chromatogram obtained with
solution (2).
. In the Assay, the retention time of
B) By HPLC Comphies the principal peak in the
chromatogram obtained with
solution (1) is the same as that of
the principal peak in the
chromatogram obtained with
solution(2).
03. | Average weight of tablets 731.60mg 736.0 mg + 5.0%

(Limit:699.20 mg to 772.80 mg)

04. | Uniformity of weight +3.90 % to -3.64% Not more than 2 of the individual
weights deviate from the average
weight by more than = 5 % and none
deviate by more than = 10 % .

05. | Dimensions Min Max Avg.

Thickness 5.39 mm 5.58mm 5.45mm 5.30 mm to 5.70 mm
Length 1736 mm 1740 mm  17.38 mm 17.10 mm to 17.50 mm
Width 7.63 mm 7.68 mm 7.65mm | 7.60 mm to 7.80 mm

06. | Hardness 10.7 kg/cm? NLT 3.0 kg/cm?

07. | Disintegration time 02 minutes 48 seconds Not more than 30 minutes

08. | Dissolution By UV Min Max Avg. Not less than 85.0 % of labeled

9375% 99.49%  96.89% amount.
Tested By Checked By Approved By
Sign 7~ ‘C ; ) (h/ i
Name Kayal ' Ramesh Vallarasan
Date 25/05/2022 25/05/2022 25/05/2022
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SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED

R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,Villianur
SAl PRIMUS Commune, Pondicherry- 605009 Page 2 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name BONCIPRO-500 TABLETS(Ciprofloxacin Hydrochloride tablets BP 500 mg)
A.R.No. BS/110422/02
Batch No. G1822068 Batch Size 30L
Mfg. Date Apr-2022 Exp. Date Mar-2025
Sampling Date 11.04.2022 Sample Qty 120 Tablets
Analysis Date 11.04.2022 Release Date 25.05.2022

09. | Related substances:

Ciprofloxacin impurity C Not Detected Not more than 0.5%
Ciprofloxacin impurity E Not Detected Not more than 0.3%
Any individual impurity Not Detected Not more than 0.2%
Total impurities Not Detected Not more than 1.0%

10. | Assay: Each film coated tablet contains:
Ciprofloxacin hydrochloride Not less than 95.0% and not more
BP equivalent to 103.56 % than 105.0% of labeled claim.
Ciprofloxacin-500 mg

11. | Microbiological limits:
Total Aerobic Microbial count 20 cfu/g NMT 1000 cfu/g
Total Yeasts and mould counts <10 cfu/g NMT 100 cfu/g
E.Coli Absent Should be Absent
Salmonella Absent Should be Absent
S.aureus Absent Should be Absent
P.aeruginosa Absent Should be Absent

Remark : The product complies/net-eemplies with the prescribed standard of quality with reference
to BP/USP and In-heuse Specification.

Tested By Checked By Approved By
Sign = hogod &
Name Kayal ' Ramesh Vallarasan
Date 25/05/2022 25/05/2022 25/05/2022
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SAI PRIMUS LIFE BIOTECH PVT LTD

Issued by

Factory: R.S.No. 4/3, Plot No.3, kurumbapet Industrial Page 1 of 1 ](D%ﬁa) +-3 ( il
SAl PRIMUS Estate, Villianur Commune, Puducherry-605009. L
oL Format No.: F/QCGN/O22/O4
TESTING AND RELEASE OF INTERMEDIATE AND Revision No.: 01
FINISHED PRODUCTS "
TITLE: Review Period: 02 Years

CHECK LIST OF FINISHED PRODUCT

Effective Date:59/» 9/.9, 29)]

Name of the Product;

Bon ctpsio - 500

Analytical Report No. pg [tioy 9o )| o2 . Batch No.  (,4120.2 0bg -

Log entry Verification CONTENTS S.No. No. of Pages

(Put  mark on verified)

Balance log entry -~ Check list- Finished product [\ I

WS log entry 2. Test request form 2.9 o

WS validity entry Oblservatilon during sampling fom_l N A NA .

HPLC Column entry Certificate of analysis 4.5 %

HPLC Ins. logentry Result of analysis (Analytical work record) NA VA

Dissolution log entry Physical parameter sheet Tablet / Capsule / Sachet L 12 o

UV-VIS log entry Graph of UV-VIS spectrophotometer ,:1 -1 b ‘ 2

pH meter log entry Graph of IR spectrophotometer N A NA .

IR log entr}.' WA LC f:hromatogram 19 - 49 25
Tapped density test report N A N A
KF-Autotitra report VA NA -
Microbiological test report 5o - 55 4 6
Outside laboratory testing report NA NA .
Additional test report if any 5t -5, M
The above product consist of S . pages Total pages-—-E-7 ----------

o= ey

| MASTER COPY |




Issued by ,é%ﬂ—,

e Fia SAI PRIMUS LIFE BIOTECHPVTLTD | Pagelof L} o/ 0 Q) 2tojan
wdy Factory: R.S. No. 4/3, Plot No.3, Kurumbapet Industrial -
SAl E’.RIMUS Estate, Villianur Commune, Puducherry-605009. No.: F/QAGN/026/01
LIFE BIOTECH PVT LTD
SAMPLING POLICY Revision No: 01
Review Period: 2 years
TITLE TEST REQUEST FORM
Effective Date: | ¢ \ 0b)20
Date: jjJoy[ro22
From (Dept): ....... Poedwhion. ... To: Q.C. DEPARTMENT

Name of the Item/:
Product/ Previous:
Product*

B-‘Jﬂc;PYB +tro s o

Quantity sampled

Batch No.*

Batch Size*

2.

1. Losked Saat
2o 2eAd e

Mfg. Date* oy rerr Sampled on: ot\‘ ob(\iz,
Exp. Date* 03 (2005 Sampled by:  Anlu.
Stage* Conkef foblhs Analyzed By: )@,((jq\/,
Analytical Reference No.
s [ 1104 2205

W

htbq{ A

TRF raised by Sign/Date

TRF given to QC by QA Sign/Date

Head of QC Sign/Date

*wherever not applicable write NA
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SAI PRIMUS

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

Issued by ¢ Q ¢—
Page L of 1| Qa/Date: % \o)2>

No.: F/JQAGN/026/01

LIFE BIOTECH PVT LTD

SAMPLING POLICY Revision No: 01
Review Period: 2 years
TITLE TEST REQUEST FORM
Effective Date: | G \ 06)209)
te:
Date B !01; lopo
From (Dept): ........... FRchING......ooovee To: Q.C. DEPARTMENT
Name of the Item/: Quantity sampled
Product/ Previeus- ——
Product* BoNCIPRO Hoo 1 Fanished. Qoedl.
Batch No.* : (l." Rlo S
L saiummma 8 RLR e
G820 0bg
S CNA

Batch Size*

3.a) 4o SN
Mfg. Date* Sampled on: [t "t o (S

o4 [ 24DO / of
Exp. Date* Sampled by: (5 ¢E {1 L 2ugant:

02 ]2ons 1
Stage* Analyzed By: kp.da,\

Analytical Reference No.

fPl [toyosle?

5
1) on Jlono Wt~
TRF raised by Sign/Date TRF given to QC by QA Sign/Date Head of QC Sign/Date

*wherever not applicable write NA

’l)oq



P~

5

o SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
D R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,Villianur

SAI PRIMUS

Page 1 of 2

Commune, Pondicherry- 605009
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No: ,
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name BONCIPRO-500 TABLETS(Ciprofloxacin Hydrochloride tablets BP 500 mg)
A.R.No. BS/110422/02
Batch No. G1822068 Batch Size 30L
Mfg. Date Apr-2022 Exp. Date Mar-2025
Sampling Date 11.04.2022 Sample Qty 120 Tablets
Analysis Date 11.04.2022 Release Date 25.04.2022
S.No. TEST RESULTS LIMITS
Reddish pink coloured, oblong, Reddish pink coloured, oblong,
01. | Description biconvex film coated tablet with plain | biconvex film coated tablet with
on both sides. plain on both sides.
02. | Identification
A) By TLC Complies The Principal band in the
chromatogram obtained with
solution (1) corresponding to that in
the chromatogram obtained with
solution (2).
; In the Assay, the retention time of
B) By HPLC Cuplicy the principal peak in the
chromatogram obtained with
solution (1) is the same as that of
the principal peak in the
chromatogram obtained with
solution(2).
03. | Average weight of tablets 731.60mg 736.0 mg £ 5.0%

(Limit:699.20 mg to 772.80 mg)

04. | Uniformity of weight +3.90 % to -3.64% Not more than 2 of the individual
weights deviate from the average
weight by more than + 5 % and
none deviate by more than + 10 % .

05. | Dimensions Min Max Avg.

Thickness 5.39 mm 5.58mm 5.45mm 5.30 mm to 5.70 mm
Length 1736 mm 1740 mm  17.38 mm 17.10 mm to 17.50 mm
Width 7.63 mm 7.68 mm 7.65 mm 7.60 mm to 7.80 mm

06. | Hardness 10.7 kg/cm? NLT 3.0 kg/cm?

07. | Disintegration time 02 minutes 48 seconds Not more than 30 minutes

08. | Dissolution By UV Min Max Avg. Not less than 85.0 % of labeled

93.75% 9949%  96.89% amount.
Tested By Checked By Approved By
Sign N g
Name Kayal Ramesh Vallarasan
Date 25/04/2022 25/04/2022 25/04/2022
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SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED

R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,Villianur

SAl PRIMUS Commune, Pondicherry- 605009 Page2 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name BONCIPRO-500 TABLETS(Ciprofloxacin Hydrochloride tablets BP 500 mg)
A.R.No. BS/110422/02
Batch No. G1822068 Batch Size 3.0L
Mfg. Date Apr-2022 Exp. Date Mar-2025
Sampling Date 11.04.2022 Sample Qty 120 Tablets
Analysis Date 11.04.2022 Release Date 25.04.2022
09. | Related substances:
Ciprofloxacin impurity C Not Detected Not more than 0.5%
Ciprofloxacin impurity E Not Detected Not more than 0.3%
Any individual impurity Not Detected Not more than 0.2%
Total impurities Not Detected Not more than 1.0%
10. | Assay: Each film coated tablet contains:
Ciprofloxacin hydrochloride Not less than 95.0% and not more
BP equivalent to 103.56 % than 105.0% of labeled claim.
Ciprofloxacin-500 mg
11. | Microbiological limits:
Total Aerobic Microbial count 20 cfu/g NMT 1000 cfu/g
Total Yeasts and mould counts <10 cfu/g NMT 100 cfu/g
E.Coli Absent Should be Absent
Salmonella Absent Should be Absent
S.aureus Absent Should be Absent
P.aeruginosa Absent Should be Absent

Remark : The product complies/net-complies with the prescribed standard of quality with reference

to BP/GSP and In-heuse Specification.

Tested By Checked By Approved By
Slgn' (:j.‘ b"/\dﬁﬁ- (\-4 v
Name Kayal 7 Ramesh Vallarasan
Date 25/04/2022 25/04/2022 25/04/2022
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~ e SAI PRIMUS LIFE BIOTECH PVT LTD Issued by - L
(\& 2 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, ) y C&,
SAI PRIMUS Villianur Commune, Puducherry-605009 Date:
LIFE BIOTECH PYT LTD ’ f [b(.' ‘ 10 ¥1—
RAW DATA SHEET FOR FINISHED PRODUCT
Name of Product:  Ben ¢ iPrs Son
BatchNo: (311990 ¢f8 AR.Number: Ra/jip o o ng
Sample Qty.: 20 Talole Stage:
i t . <
Analysgs Start On: {1 {oy | oo e Specification No: U
Analysis Completed On: tq{oy]res o

D Description: o) thish, Pinte coloecd] eblorg | Bitoovex {ilm contrl fabol coith
(p(aﬁv ON bedh S'I\CL!LL.
2) Identification:

3) Avg. weight of tablet:

ly bae gm 31,
Avg. weight of tablet = . =0 .181b gm equivalent to u.jf_:?‘_l_éf____ mg

20

4) Uniformity of Wt. of tablets:

No. | Weightin mg No. | Weight in mg No. | Weight in mg No. | Weight in mg
1 0.13> |6 O 12 11 013% 16 0. 133
- 6 12y L 0-.1s9 12 O THUS8 17 o T3
3 0112 8 O I 13 0. (oY 18 | p.729
4 0. .16o 9 O Ty 14 o e 19 o . Tos
5 0120 10 o0 29 15 0139 20 0135

oo bb-of M‘j&u@e 0 ko \ Pouenlege | 8.9,

5) Friability: _
) ty wu}% ol towa® 0. 105, O@—c«mﬁw}az —3.64Y,
i) Weight of tablets before test: gm.
ii) Weight of tablets after test: gm.
iii) Weight difference: gm.
Weight difference
Friability = X100 =
Weight of tablets before test
Analyzed By: @_,, - Checked by: |
Date |1 ieq 1&09,@. Date: i loﬂ' s

F/QCGN/022/62



6) Disintegration Time:

Jime t 09 mipukey 4e  gewends.

Page 2 of 7

7) Hardness:
Sr. No Hardness (kg/cm2) Sr. No Hardness (kg/cm2)
1 Q.0 6 H.s
2 [2:0 7 o: 8
3 WD 8 9.5
3 & 9 (. 0
5 12. 3 10 (. s
Mean Hardness (kg/cm2) (5.7 K9 ZC/Y)Z-
N
8) Thickness:
Sr. No Thickness (mm) Sr. No Thickness (mm)
1 517 6 5,S8%
2 ) 7 5,45
3 5. U0 8 =
4 s u> 9 /S
5 5, 89 10 < k3
Mean Thickness (mm) 5 45 som
9) Diameter: gn
Sr. No Diameter (mm) Sr. No Diameter (mm)
1 6
2 7
3 8
4 9
5 10
Mean Diameter (mm)

10) Dissolution:

Dissolution Parameter:

Type Poddlo

Medium oo m | wedan
Volume 900 -
Speed o xp M
Time BO ™ming
Wavelength 24b nm.

Analyzed By: éz_/

Date /oy |dops

Checked by:

Date: ‘clf lrozs

F/QCGN/022/02



% ANALYTICAL DATA SHEET pageNo. 1402

SAI PRIMUS

LIFE BIOTECH PVT LTD

fruptade- laﬂgﬂ)x !

L, 17, 32
[, t7:.38
4 1, |%.86
bl RS A LT 28 mm
g, (4. , :
3/ e g .56 ﬁ
. 1% 38
b, 17:87
lp |- uBQ
5. 1740 %
frexage- wi&f% f
W YN b Tty
a?q -‘f‘@& —i- -:F“é)(D
A?; 7.5 mm
5\ 1“65 E}‘ ':Tf‘ée
11‘ 1563 9 i*ég
6"-| 1‘60"’ o 0—1‘65

Analysed by: ’@ Checked by: (ﬁ
Date:n 'Cf’olf)w Q2

Date: /; (o) [ds22
F/QCGN/003/01-01




Page 3 of 7

Q

Preparation of dissolution medium:

P Mﬁ(lj{oo d WOLLO - -

Chromatographic Condition: N A

Column Description

Column No.

Flow Rate

Wavelength

Injection Volume

Column Oven Temperature

Preparation of buffer for Mobile phase:

Mobile phase preparation:

Standard Preparation: e 0 o
27.171mg Cfp}(,o_%(/a%(ltgﬁ Streunclastal 38\ oM ¢ A& med Cumn. Ronicak

and makke up w (TR volume e desolfom mgcﬂfum.
vaHﬁ’?EW Alluted om!l  gowifen ﬁo \oom) /Sm% NG oLBSthngcQLoWy)_

Sample Preparation:

1 Tadrlet S o 8
qooml pocckest e\t the Alufon i NDF

/g onge AL o AR = ) "
WoMﬁmOdl\,\Jﬁ\) e olffuted aml o i solwfen (S (oom!| /3”7-{3

Calculation and Results:

Formula:
Analyzed By: M. U\LL Checked by:
Date [y loh ]D.C of- Date: 5 IOLf loe>na

F/QCGN/022/02



Page 4 of 7

11) Assay:
Chromatographic Condition:
Column Description - G(s(g_ sormm X 4. bmm , €M)
Column No. | Ac ~le-blo
Flow Rate 3 e M\/m‘n
* ! s
Wavelength : 9% .
Injection Volume - o5 ul,
Column Oven Temperature | : ) 8%

Preparation of buffer for Mobile phase:

S\)ﬂ\(uia L\\qbiéﬁ @Q) OpA (lar\ g{ooom\% w&l\w . Ac\a«j%l’ PH 2.0
Ut v}rle’fguzgqm(r\o .

Mobile phase preparation:

Acw + Ryt (o bo SCITIN

Standard Preparation:

(D-Va}y&o\\feoq 23 B & ™y ey CQ&YO%CD%CL@ HQ o loo m\ Sme Wit

obilo phee - st Hest Alds 5 m) 4o tco ml ame Lot el le Pl”w,

Sample Preparation: (1) buc&w . \ . u;’ &e
e w e Y\ m “
@d:‘yiol\/eol 2952k F‘Nﬁ &%y Sawv\?\a po I |
7w o ik 'tp. moble p
mole ehhere s Sonicals for Qo rancdes , culdde condh )

?tm*"ﬁw cu(;u:h { ml do Qoo wm\ Setap Lm;\e\ ot be p\«\cog,e,

\r\cu\_,e . F‘l HQ)-,

Sample Preparation: (2)

Gy ssolved 99220 mg ot Seunpls porodin in ton ol sme wia

GLC("—*;L" st inaloh (o pLa&u fl: (e |

‘(Y\ob\1C<1 W. &)M:C&iﬂ r(or O Y\/ljihui@\)l;
Lsdk2. o' b {)\/\w

€ wotd e As G { pal Ao Qoo wl Sme

Analyzed By: ‘cf\/‘a"‘:f"y/" Checked by: CE‘

Date \ ‘3\@ Y \ 2021 Date: ‘5' \,‘DJ_, "J_e;j, 2

F/QCGN/022/02



Calculation and Results:

Formula:

Reten do E‘XQQ& chact

12) Uniformity of dosage unit /Content Uniformity:

Chromatographic Condition:

Page 5 of 7

Column Description

Column No.

Flow Rate

Wavelength

Injection Volume

Column Oven Temperature

Preparation of buffer for Mobile phase:

Mobile phase preparation:

Standard Preparation:

Sample Preparation:

Analyzed By: ‘J @L;’J»\J ’

Date (3 (oq ) DoQ_

Checked by: Cﬁ’

Date: (g LDL, ,%Ql

F/QCGN/022/02

n



(Repeat same procedure for other 9 tablets)
Calculation and Results:

Formula:

13) Related Substances/ Impurities:

Chromatographic Condition: P Q%U-( b N '\&“ﬁ ‘

Page 6 of 7

Column Description

Column No.

Flow Rate

Wavelength

Injection Volume

Column Oven Temperature

Preparation of buffer for Mobile phase:

QQ{;U,( o pas ey

Mobile phase preparation:

P\Q%T'UL( to Has cz,a

Resolution/ impurity preparation:

L)
Analyzed By: ‘?f_ \qu#axj Checked by: (ﬁ

Date 2 [bbt \9D(LL Date: (cl‘c"f loes

F/QCGN/022/02



e P 7 %
Prena Page o
Standard/ Reference Preparation: ge 7 of

Placebo Preparation: 5 \ :
@i«sola;@\ qQ2.718 ma of p!aubo mlloo )l Eme cmx—ejmmo\m&l P)MM'

Sonlceds oy Qo vinuXes L R) \e‘eﬂ.j)\\(i*?\ﬂ teol 40 20 yn\ Sme  wn'dt, oo, o

Sample Prépm‘éti()n: ’ | :
Solw. 8 _‘:Dvé;/s@\\lecl 292. 32 mﬁ ot Sam@b

,Sto"r Ao ‘,,\,\‘qrxu}ﬁg.& . {:“ 14@1 9‘1()& \'Y‘rj’\.¢1 © \
o . (V)1 Re m\ Sme wade. m

P;DLOCQLM (n o0 - Smyg SRS MO\S‘Kg \O\M%Q

. Lo 30 mf SmE PR N moblsto P\“@k
(S(‘)W{Cﬁf
Coln.o - 9\[»&; L vol o ¢l

™\ do o\l Smg L A& v 0o
Sﬁ\n‘fb’. C\)\Lui) L oo\ ©% So\n,ﬂﬁ.\ 40 5 o

(Q\’)\\ (Q P ,/1 Are , EFun FCen CQ;\. LL&.L’,‘

-\\ (51 P\’\ 4R

Lone um—\—e\ ™M b’\oe-&g way?.

Calculation and Results:

Formula:

Known impurity:

Jnknown impurity:

Cotal impurities:

lyzed By: ] - faeg ) Checked by:
(3{ b%l Qe Date:

l‘fl‘”f’?ox—
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SAI PRIMUS LIFE BIOTECH PVT LTD
PHOTOMETRIC REPORT

14/04/2022 18:01:31

File Name:

D:\UV DATA\Data\DATA 2022\APRIL-2022\140422BONCIPRO_500_COATED.unk

Sample Table
Sample ID WL276.0 Comments
BLANK 0.000 | BONCIPRO_500mg
2 STD 0.578
3
[Wavelengths] Software Information
Wavelength Name: WL276.0 Software Name:  UVProbe
Wavelength: 276.00 nm Version: 2.70

Mode: Security Mode

[Calibration Curve] )

Cal. Curve Type: Raw Data Data Information
Filename: D:\UV DATA\Data\DATA 2022\APRIL-2022

[Measurement Parameters(standard)] . \1 4042022\BONC|PRO_SOO_COATEDunk
Title: DISSO_STD

[Measurement Parameters(Sample)] . Analyst: KAYAL

Data Acquired by Instrument Date/TImeZ 14/04/2022 1651.59

Delay sample read: Disabled Comments: DISSO_500

Repeat: Disabled .
Instrument Information

[Equations] Instrument Name: UV1900 .
Instrument Type: UV-1900 Series

[Pass Fail] Model (S/N): UV1900 (A12425780886)

[Method Summary]

Title:

Date/Time: 14/04/2022 16:38:58

Comments:

Sample Preparations:

[Instrument Properties]

Instrument Type: UV-1900 Series

Measuring Mode: Absorbance

Slit Width: 1.0 nm

Light Source Change Wavelength: 340.8 nm

S/R Exchange: Normal

Analysed By : N\ \JGD . Page 1/1

Date:  1y\104)9002 2

Checked By :
Date : lg ! ol 'loﬂ;,



SAl PRIMUS LIFE BIOTECH PVT LTD
PHOTOMETRIC REPORT

14/04/2022 17:50:52

File Name:

D:\UV DATA\Data\DATA 2022\APRIL-2022\14042@2BONCIPRO_500_COATED_spl.unk

Sample Table
Sample ID Conc WL276.0 Comments
1 JAR_1 99.541 0.676 | BONCIPRO_500mg
2 JAR_2 99.383 0.675
3 JAR_3 95.748 0.651
4 JAR_4 93.691 0.637
5 JAR_5 94.941 0.645
6 JAR_6 97.998 0.666
7
[Wavelengths] Software Information
Wavelength Name: WL276.0 Software Name:  UVProbe
Wavelength: 276.00 nm Version; 270
Mode: Security Mode
[Calibration Curve] .
Column for Cal. Curve: WL276.0 Data Information
Cal. Curve Type: K Factor Filename: D:\UV DATA\Data\DATA 2022\APRIL-2022
Cal. Curve Unit: mg/l . \14042022\BONCIPRO_500_COATED_spl.unk
Selected Wavelength: WL276.0 Title: BONCIPRO_500_COATED
Calibration Equation: (Conc) = K1(unk abs) + Analyst: KAYAL
KO Date/Time: 14/04/2022 17:50:30
K1: 147.1741 Comments: disso
KO: 0.0000

[Measurement Parameters(Standard)]

[Measurement Parameters(Sample)]

Data Acquired by:
Delay sample read:
Repeat:

[Equations]

[Pass Fail]
[Method Summary]
Title:

Date/Time:

Comments:
Sample Preparations:

Instrument
Disabled
Disabled

14/04/2022 17:40:00

Instrument Information

Instrument Name: UV1900

Instrument Type: UV-1900 Series

Model (S/N): UV1900 (A12425780886)

Analysed By : \\ . \J-@~
Date : I\H oi\\o_ﬁg il

Page 1/1

Checked By:
Date :

9loy]s00s
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Sample Set Method: 13042022_BONCIPRO_AS_FP_SS

; i of : Method Set / ' Run
Vial | Vol Injs SampleName Function Report or Processing Tlme
(uL) % _J g % Export Method (Minutes)
125 (250 1 BLANKAS Inject Controls | BONCIPRO_AS_FP_MSET Normal 20.00
2 ‘2—537250 s \ STANDARD_ASijﬁ | Inject Standards | BONCIPRO_AS_FP_MSET Normal 20.00
325 |250 1 BLANKAS | Inject Controls | BONCIPRO_AS_FP_MSET Normal 20.00
4 |27 1250 1 BONCIPRO_250_G1822069_SP_01 | Inject Samples | BONCIPRO_AS_FP_MSET Normal 20.00
528 1250 1 BONCIPRO_250_G1822069_SP_02 | Inject Samples | BONCIPRO_AS_FP_MSET Normal 20.00
629 250 1 BONCIPRO_500_G1832068_SP_01 | Inject Samples | BONGIPRO_AS_FP_MSET Normal 20.00
7130 |250, 1 BONCIPRO_500_G1822068_SP_02 | Inject Samples | BONCIPRO_AS_FP_MSET Normal 20.00
8 31 |250| 1 BONCIPRO_750_G1822075_SP_01 | Inject Samples | BONGIPRO_AS_FP_MSET Normal 20.00
932 2560 1 BONCIPRO_750_G1822075_SP_02 | Inject Samples | BONCIPRO_AS_FP_MSET Normal 20.00 |
0 Inject Standards BO_NCIPRO_AS_FP__MSET Normal 20.00
fr | Condition Column | WASHING SOLUTION_C_MSET 150,00
2 | Condition Column | WASHING SOLUTION_D_MSET . 50,00
3 | Equilibrate SHUTDOWN_MSET 0.01
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Instrument Method: BONCIPRO_AS _FP_IM
Stored: 08/04/2022 11:07:39 IST |

Method Information
Method Comments NEWINSTRUMENT CREATED
Method Modified User MONICA

Method Locked No

Method Id 4028

Old Id

Method Version 1

Method Edit User

Source S/W Info Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 2530846615

W2489 Instrument Setup

Wavelength Mode Single Wavelength

Lamp On On

Channel A
Comment .
Wavelength 278(nm)
Sampling Rate 10(points/sec)
Data Mode Absorbance
Time Constant 0.1(sec)
Autozero On Wavelength Change Maintain Baseline
Autozero On Inject Start Yes

Analog 1
Sensitivity 2.0000(AUFS)
Chart Polarity Positive (+)

Voltage Offset 0(mV)
Enable Chart Mark Yes

Run Events Yes

Pulse Width 1.0(sec)
Rect Wave Period 0.2(sec)

_W2690/5 Instrument Setup_

Type W2690/5

Instrument Status On

Channel Name 2690/5

Description 278

Use Channel Monitor On

Monitor Parameter System Pressure
Analysed by : 31 ‘g_cbx_(s_\ﬁ Checked by:: d;'
Date : Date : Y eloyl

& b\(\%QL glolineds-

Reported by User: KAYAL (KAYAL) Project Name: 2022\QC_HPL_003\APR-2022

Report Method: INSTRUMENT METHOD
Report Method ID: 1056
Page: 1 of 3

Printed Date: 13/04/2022
Printed Time: 18:06:36 Asia/Calcutta



Stroke Volume 100uL (flow rates <= 3.030 mL/min)

Chart Out %A
Syringe Draw Rate Normal
Depth Of Needle 0.0
Degas Mode On
Pump Mode Isocratic
Flow 1.500
%A 100.0
%B 0.0

%C 0.0

%D 0.0
High Limit 5000.0
Low Limit 0.0

Enable Sample Temp True
Enable Column Temp True
Bubble Detect True
Pre Column Volume 0.0
Sample Temp Target 25.0
Sample Temp Range 5.0

Sparge A 0.0
Sparge B 0.0
Sparge C 0.0
Sparge D 0.0

Column Temp Target 40.0
Column Temp Range 5.0

Flow Ramp 2.00
Column choice No Change
Column Equil Minutes 0.00
Needle Wash Normal
Switch 1 No Change
Switch 2 No Change
Switch 3 No Change
Switch 4 No Change
Use Events False
Solvent A

Solvent B

SolventC

Solvent D

RGVVISIOI’) H/story
Version 1 08/04/2022 11:07:39 IST User MONICA Created method 'BONCIPRO_AS_FP_IM. NEW
INSTRUMENT CREATED

- _ - _Method Version Summaries
I J' Method Name - { Method Ty pe‘[ Method Comments Method Date Method Modified User

Method Locked #
No

T

il BONCIPRO  AS FP M Instrument NEW IN‘S‘,‘TI'\?UMEF\IT‘ER;EATFED‘ 58/&1/2052 11:07: 39_|~ST MONICA

Analysed by : “5\&/%& Checked by : CFF

Date 9] ou 060 Date  1tleylres,
3|

Reported by User: KAYAL (KAYAL) ProjectName: 2022\QC_HPL_003\APR-2022
Report Method: INSTRUMENT METHOD Priied Dats: 1870419095

R t Method ID: 1056 . .
epo.r oo Printed Time: 18:06:36 Asia/Calcutta
Page: 2 of 3



Method Version Summaries

~ ['Method 1d | oid 1d
i 1 4028 |
] . |

Mé{ri)d Version

Source S/W Info
1 : Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 2530846615

Analysed by: 8~ klm/::fcﬁ

Date 1&1&&(]0@O‘L

Checked by:
Date
| goxlaos,

Reported by User: KAYAL (KAYAL)
Report Method: INSTRUMENT METHOD
Report Method ID: 1056

Page: 3 of 3

ProjectName: 2022\QC_HPL_003\APR-2022
Printed Date: 13/04/2022
Printed Time: 18:06:36 Asia/Calcutta
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SAMPLE INFORMATION

Sample Name: BLANK_AS Acquired By: KAYAL

Sample Type: Control Sample Set Name: 13042022_BONCIPRO_AS_FP_SS
Vial: 25 Acq. Method Set: BONCIPRO_AS_FP_MSET
Injection #: 1 Processing Methoc BONCIPRO_AS_FP_PM

Injection Volume: 25.00 ul Channel Name: W2489 ChA

Run Time: 20.0 Minutes Proc. Chnl. Descr.. W2489 ChA278nm

Date Acquired: 13/04/2022 19:16:24 IST

Date Processed: 15/04/2022 11:37:18 IST

Auto-Scaled Chromatogram

0.00020- i
: i
0.00015-
0.00010-
D - |
< f i bl
0.00005- _ , I i
. ; |
i U fandl 1 I ‘u
0.00000-{ ™ Ayl e, il W ol sl
! f i ‘ ot eanddt T
H L ol RN s e i b, i Pl ,W,h“,«(,,“,um s
i i, i b i, !
-0.00005~ T
T e e e e e e
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
- Peak Results
| J[ Name IInjectlon RT | Area %AreaJ
‘1 CIPROFLOXACIN HCLI 8.600 |

Analysed by : J% J Checkedby:cﬁ

Date
Date (B")OL{ \O’QQ 78 'c' laHh-Oﬁﬂf
Reported by User: KAYAL (KAYAL) Project Name: 2022\QC_HPL_003\APR-2022
R Method: CHROMATOGR D
eparciihng LHROMATOBRAPHICDATA Printed Date:  15/04/2022
Report Method ID: 5808 . i ,
Printed Time: 11:43:07 Asia/Calcutta

Page: 1 of 1
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SAMPLE INFORMATION

Sample Name:  STANDARD_AS Acquired By. KAYAL

Sample Type: Standard Sample Set Name: 13042022_BONCIPRO_AS_FP_SS
Vial: 26 Acg. Method Set: BONCIPRO_AS_FP_MSET
Injection #: 1,2,4,5,3 Processing Methoc BONCIPRO_AS_FP_PM

Injection Volume: 25.00 ul Channel Name: W2489 ChA

Run Time: 20.0 Minutes Proc. Chnl. Descr.: W2489 ChA278nm

Date Acquired: 13/04/2022 19:37:37 IST, 13/04/2022 19:58:37 IST, 13/04/2022 20:19:35 IST, 13/04/2022
20:40:32 IST, 13/04/2022 21:01:29 IST

Date Processed: 15/04/2022 11:37:18 IST

Auto-Scaled Chromatogram

o‘oafir - J
| >
0.06- 3
|
2 o.o4—’1' | k\
0.02 i'
, |
L i I - s ——— v - o N R
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
- I ~_Peak Name: CIPROFLOXACIN HCL o
: ‘ Peak Name | Injection| RT Area USP Plate Count| USP Tailing
f 1 CIPROFLOXACIN HCL 1 8.693 | 1220571 8251 1.4
j 2 ‘[ CIPROFLOXACIN HCLL\ 2 8.687 | 1219009 8245 14
| 3 '[CIPROFLOXACIN HCL ‘L 3 8.696 | 1220191 8236 14
‘L 4 CIPROFLOXACIN HCL 4 8.701| 1222646 8204 1.4
l' 5 | CIPROFLOXACIN HCL 5 8.690 | 1226967 8169 1.4
. Mean | | 18.693 | 1221877 | 8221 1.4
| — Y B - - {, — e T S
| Std. Dev. | * 0.005|3133.417
e S . N ISR N = — —
,} % RSD | 0.1 0.3
| S SRR . ———— ; -
Analysed by : r§}< [QQH?)-E*-D Checked by : o]
Date ; Date : lole
&-ﬁ oy |00 RO,

Reported by User: KAYAL (KAYAL) Project Name: 2022\QC_HPL_003\APR-2022
Report Method: RSD REPORT SYSTEM SUITABILITY Printed Date:  15/04/2022

Report Method ID: 1367 . . .
. Printed Time: 11:45:06 Asia/Calcutta
Page: 1 of 1
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CHROMATOGRAPHIC DATA .. ro s
SAMPLE INFORMATION

Sample Name: BLANK_AS Acquired By: KAYAL

Sample Type: Control Sample Set Name: 13042022_BONCIPRO_AS_FP_SS

Vial: 25 Acq. Method Set:  BONCIPRO_AS_FP_MSET

Injection #: 1 Processing Methoc BONCIPRO_AS_FP_PM

Injection Volume: 25.00 ul Channel Name: W2489 ChA

Run Time;: 20.0 Minutes Proc. Chnl. Descr.: W2489 ChA278nm

Date Acquired:

Date Processed:

13/04/2022 21:22:34 IST

15/04/2022 11:37:18 IST

AU

Auto-Scaled Chromatogram
0.00015- j
f
|
f'
0.0001 0‘» o
¥
. { | |
0.00005- ||
) ‘ { hyy
1, i it A ’I I; :»A‘\ ’ikut":' i "(hww-
0.00000-|'; T “n}"'w“‘ " "J’IJ i
1 ‘1"‘_ [} {’ iw‘}"]‘
h ﬁdi\ M( “ j f
(il ‘M;h;,‘{ ‘
-0.00005- !
T \ \ R (L L T I
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
B ~__Peak Results
; Name Injection RT | Area ! % Areaw
i T |
1 CIPROFLOXACIN HOL| 1 8.600 | |
Analysed by : (aa kc'u :J) Checked byzoc
Date : Date :
A flO\f\O‘og . ley)ron

Reported by User: KAYAL (KAYAL)
Report Method: CHROMATOGRAPHIC DATA

Report Method ID: 5808
Page: 1 of 1

Project Name:

Printed Date:
Printed Time:

2022\QC_HPL_003\APR-2022

15/04/2022
11:45:28 Asia/Calcutta
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SAMPLE INFORMATION

Sample Name: BONCIPRO_500_G1822068_SP_01 Acquired By: KAYAL

Sample Type: Unknown Sample Set Name: 13042022_BONCIPRO_AS_FP_SS
Vial: 29 Acq. Method Set: BONCIPRO_AS_FP_MSET
Injection #: 1 Processing Methoc BONCIPRO_AS_FP_PM

Injection Volume: 25.00 ul Channel Name: W2489 ChA

Run Time: 20.0 Minutes Proc. Chnl. Descr.: W2489 ChA278nm

Date Acquired: 13/04/2022 22:25:35 IST

Date Processed: 15/04/2022 11:38:17 IST

Auto-Scaled Chromatogram

, |
0.08- 3
<
i o)
0.06“
jo ]
< 0.04-
0.02-
0.00- ‘
000 200 400 6.00 ' 8.00 4000 1200 14.00 16,00 1800 2000
Minutes
7 Peak Results
.r Name |injection| RT | Area |%Area]
1| CIPROFLOXACIN HCL | 1 8.706 | 1329650 100.00’
Analysed by : '&Y(beuﬁ_«D Checked by : |
Date : L )”‘\OL( \ Y00 2 Date ' l‘t(on 'Jo)-x-
Reported by User: KAYAL (KAYAL) ProjectName: 2022\QC_HPL_003\APR-2022

Report Method: CHROMATOGRAPHIC DATA
Report Method ID: 5993
Page: 1 of 1

Printed Date: 15/04/2022
Printed Time: 11:46:53 Asia/Calcutta
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SAMPLE INFORMATION

Sample Name: BONCIPRO_500_G1822068_SP_02 Acquired By: KAYAL

Sample Type: Unknown Sample Set Name: 13042022_BONCIPRO_AS_FP_SS
Vial: 30 Acq. Method Set: BONCIPRO_AS_FP_MSET
Injection #: 1 Processing Methoc BONCIPRO_AS_FP_PM

Injection Volume: 25.00 ul Channel Name: W2489 ChA

Run Time: 20.0 Minutes Proc. Chnl. Descr.. W2489 ChA278nm

Date Acquired: 13/04/2022 22:46:37 IST

Date Processed: 15/04/2022 11:38:17 IST

]

<

Auto-Scaled Chromatogram

0.08-

—8.716—

0.06+
0.04-
0.02-

0.00

7 ‘ — e . - T T — —r—r——
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes

Peak Results
: Name Injection | RT Area | % Area
‘ 1 l CIPROFLOXACIN HCL} 1 8.716 | 1330705 | 100.00

Analysed by : 6( M/ Checked by :

Date S s ley|ae0t s : H’v#,naz

Reported by User: KAYAL (KAYAL) Project Name: 2022\QC_HPL_003\APR-2022
Method: CH P
Report Method: CHROMATOGRAPHIC DATA Phinted Date:  15ibA/052

Report Method ID: 5993 o 11400 '
Page: 1 of 1 : :49:03 Asia/Calcutta




RSD REPORT

INFORMATION

Date Acquired:

Date Processed: 15/04/2022 11:37:18 IST

Acquired By: KAYAL

Sample Set Name: 13042022_BONCIPRO_AS_FP_SS

Acq. Method Set:

BONCIPRO_AS_FP_MSET

Processing Methoc BONCIPRO_AS_FP_PM

Channel Name:
Proc. Chnl. Descr.:

SAMPLE
Sample Name: STANDARD_AS, STANDARD_AS_BKT
Sample Type: Standard
Vial: 26
Injection #: 1,2,4,5,3
Injection Volume: 25.00 ul
Run Time: 20.0 Minutes

W2489 ChA
W2489 ChA278nm

13/04/2022 19:37:37 IST, 13/04/2022 19:58:37 IST, 13/04/2022 20:19:35 IST, 13/04/2022
20:40:32 IST, 13/04/2022 21:01:29 IST, 13/04/2022 23:49:43 IST

Auto-Scaled Chromatogram

0.08 |
A P
0.06- 5
2 0.04
0.02: !k
| |
1 | |
0.00 L A I .
0.00 2.00 4.00 1 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
Peak Name: CIPROFLOXACIN HCL
| Peak Name anectlon RT Area USP Plate Count| USP Tailing
1 :-CIPROFLOXACIN HCL 1 8.693 | 1220571 8251 14
2 |CIPROFLOXACINHCL| 1 |[8.722]|1229577 8216 1.4
' 3 CIPROFLOXACIN HCL 2 8.687 | 1219009 8245 1.4
4 CIPROFLOXACIN HCL 3 8.696 | 1220191 8236 1.4
5 CIPROFLOXACIN HCL 4 8.701| 1222646 8204 1.4
6 CIPROFLOXACIN HCL[ 5 8.690 | 1226967 8169 1.4
N —— EN— ,J‘, LS .
Mean i | 8.698 1223160 8220 1 4
' Std. Dev.| | 0013 4211.497 |
i I § o
% RSD | 0.1 0.3 |
Analysed by 8‘ J Checked by: d
Date % Date : ’
\S Joy |9e92 tloylos,

Reported by User: KAYAL (KAYAL)

Report Method: RSD REPORT SYSTEM SUITABILITY

Report Method ID: 1367
Page: 1 of 1

Project Name:

Printed Date:
Printed Time:

2022\QC_HPL_003\APR-2022

15/04/2022
11:50:01 Asia/Calcutta
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Processing Method: BONCIPRO_AS FP. PM

Type: LC

_Method Information
Method Comments
Method Modified User
Method Locked
Method Id
Old Id
Method Version

Method Edit User
Source S/W Info

Integration Algorithm

MS Ret Time Window

MS Ret Time Presearch

MS Search Depth

Start Mass Limit

End Mass Limit

PBM Search Mode

Duplicate Spectra

PBM Ref<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>