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Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 1 of 33
Commune, Puducherry-605009.

EJS‘LJ:&WWL{TSD BATCH MANUFACTURING RECORD | Product Code: A08 Batch Size: 6,00,000 Tablets
) BMR. No.: BMR/T/107-01 | Batch No.: 1R 0@ 50|
Product Amloperin Smg/5mg - =
Customer: Generic Health Care Pvt. Ltd.

BATCH MANUFACTURING RECORD COVER SHEET

PRODUCT NAME . Amloperin Smg/5mg
GENERIC NAME : Amlodipine Besilate and Perindopril Erbumine Tablets

Each uncoated tablet contains:
Amlodipine Besilate BP

LABEL CLAIM : Equivalent to Amlodipine........c..c.c....... Smg
. ; Perindopril Erbumme BP Sissihdeivasp ot 5mg
EXCIPIENIES .« sousamimnninonin i b e msmmsnas ais 590 43 q.s
MFR No. / Reference Document No. ' . MFR/T/040-00
BMR No. ; :  BMR/T/107-01
REVISION No. .01 ¢
SUPERSEDES No. ' :  BMR/T/107-00
g o - 9 2oy
BMR EFFECTIVE BATCH NUMBER/DATE . GFao0050) \ 2 l {
MFG.LIC No. :  PON/DRUGS/19 13 4323
STORAGE : Store in cool and dry place. Protect from light
BMR ISSUED BY/DATE (QA) : % o
BMR CHECKED & RECEIVED BY/DATE : i
(PRODUCTION) b KRy gslroas
SHELF LIFE : 36 Months
BATCH SIZE : ¢ 6,00,000 Tablets (84.000 Kg)
MFG. DATE: .......... oxlaene " EXP.DATE: ........ 0Nl A8 A3,

RECOVERY ADDITION RECORD

BATCHNO MFG EXP QUANTITY REVISED BATCH SIZE
LS 1/7 J’\l:(\fwu
ALLOTTED BY: /ﬁ COUNTER CHECKED BY: 8 % > >
QA SIGN/DATE: .........~. j\v B ! QASIGN/DATE: .....ccceeneidonnt S0 W
DATE OF COMMENCEMENT: .:2.:».\.\!25 \'wm :  DATE OF COMPLETION: ....2-.} .\v.\.” Jrere
RELEASED QUANTITY OF TABLETS FOR PACKING P ERW\SD Teblap
’ N
N
RELEASE FOR PACKING STAGE )
HEAD OF QA SIGN/DATE: : = K
This BMR contains 33 Pages + _jx. Additional Pages
Prepared by: Checked by: Approved By:
Dept. Production Rroduction ( ) Quality Assurance Head Quality\Assurance
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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 33
Commune, Puducherry-605009.

SAl PRIMUS

resoreivTas | BATCH MANUFACTURING RECORD | Product Code: A08 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/107-01 | Batch No.: -
Product Amloperin Smg/5mg e G} Faitio 50!
Customer: Generic Health Care Pvt. Ltd.
1.0 INDEX
Sr. No. Content Page No.
Batch manufacturing cover sheet ' ' 1
1.0 Index i 2
20 | Flow Chart b 3
3.0 Indent of active pharmaceutical ingredients & excipients 4
4.0 Calculation 5-6
5.0 Dispensing line clearance checks 7
6.0 Dispensing weighing sheet ) 8
70 Line clearance for Sifting and blending, Sieve integrity checks, Lubrication material sifting 9-11
{ record, Blending and Lubrication instruction, Weight of final blend and Reconciliation
8.0 Release for Compression ; 11
9.0 Compression Line Clearance 12

Compression process instruction, granules receipt.record, Compression specification and
parameter, compression machine running status, Initial In-process checks, Compression
10.0 specification and parameter, In-process checks (Production and IPQA), uniformity of weight 13-30
checks (Production and IPQA), Weight record of compressed tablets, Reconciliation of
compressed tablets

11.0 Release for Inspection i 30
12.0 Inspection Line clearance ‘ 31
13.0 Inspection Process instruction, performance checks record for metal detector, tablets visual 32.33
e inspection record, weight record, Reconciliation of inspected tablets
14.0 Release for Packing 33
15.0 BMR Review details 33
16.0 Revision History 33
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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 33

SAI PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

BMR. No.: BMR/T/107-01

Batch No.: (jy F Q¢ © el

Amloperin Smg/5mg

Customer:

Generic Health Care Pvt. Ltd.

2.0 PROCESS FLOW CHART

Prepared by: Checked by: Approved By:
Dept. Production Prodyction | ) Quality Assurance Head Quality Agsurance b
Sign. Lake |G Ao ofl Q) el W
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SAI PRIMUS LIFE BIOTECH PVT LTD \
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 4 of 33
Commune, Puducherry-605009.

SAl PRIMUS

uresotecHpvr o | BATCH MANUFACTURING RECORD | Product Code: A08 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/107-01 | Batch No.: (7 F 2o 4
Product Amloperin 5mg/5mg GrF Lot L]
Customer: Generic Health Care Pvt. Ltd.
3.0 INDENT OF ACTIVE INGREDIENTS & EXCIPIENTS:

; Standard Required
oF Name of the Ingredient Spec Item Code Q'Il‘];l?l:ttsy, quantity per ?’t/ quandty per
No. g ' pec. () 6,00,000 (%) | 6:00,000 tablets

me tablets (kg) ° (kg)

Dry mixing : :
1 | Amlodipine Besilate* BP RAI/GH/A001 6.950 © 4170 - 4.170
2 | Perindopril Erbumine” BP RAI/GH/P001 5.000 © 3.000 - 3.000
3 ffﬁ"{%‘gfﬂlme gellulose BP | REX/GH/M002 | 49.490 29.694 - 29.694
4 - | Misroctystalline gellulose BP | REX/SP/MOIS | 69.778 41.867 . 41.867

PH 200 g

Lubrication: )

5 | Colloidal silicon dioxide . BP REX/GH/C001 0.484 0.290 - " 0.290
6 | Croscarmellose Sodium ° BP REX/GH/C002 3.425 2.055 - 2.055
7 | Sodium Starch Glycolate * BP REX/GH/S001 1.961 ; 1.177 - 1.177
8 | Magnesium stearate BP REX/GH/M001 5.882 ~ 3,529 - 3.529
Average wt. of core tablet 140.000 84.000 - 84.000

Note: *~API quantity shall be calculated based on potency.
OA: Overages, PL: Process loss

Potency calculation:

Theoretical Quantity of Amlodipine Besilate and Perindopril Erbumine required in Kg for a batch size of 6,00,000 Tablets
are calculated.

* Excess Quantity shall be compensating from Microcrystalline cellulose PH-102**A

# Item losses 6% moisture.

Note: 1.39 mg of Amlodipine Besylate is equivalent to 1.0 mg of Amlodipine

Prepared by: Checked by: , Approved By:
Dept. Production MProdyuction(” Quality Assurance Head Quality Assurance
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SAIPRIMUS LIFE BIOTECH PVT LTD
Factory R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Vllllanur Page 5 of 33
Commune, Puducherry -605009. ‘

SAI PRIMUS

uresotecivriio | BATCH MANUFACTURING RECORD | Product Code: A08 Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/107-01 | Batch No.: (5 Qoo 50/

Product Amloperin S5Smg/5mg

Customer: Generic Health Care Pvt. Ltd.

4.0 ASSAY AND LOD CALCULATIONS FOR AMLODIPINE BESILATE:
Note: If assay of API is more than 100%, consider 100% at the time of calculation.
Standard quantity of Amlodipine Besilate: 4.170 Kg (A)
Calculation for Amlodipine Besilate:
Label Claim x Std. Batch Size (in no’s) 5 x 6,00,000
Theoretical Qty = x Equivalent factor = ------m-emmemmeeeeeee x 1.39 = 4.170 kg
1000 x 1000 . 1000 x 1000

1) Caleulation for Single A. R. No. &M61 /e , Assay on dried basis: 919 . w/w, LOD: .04y wiw
Exp. Date.. hL/%.Q.):.Lq

Actual Quantity (Kg) (B) = Standard qty. required x 100 x100 = _ “'11 x 100 x 100 = %373 Kg
Assay x (100-LOD) %G.91 x (100~ 00234

2) Calculation for Amlodipine Besilate Multiple A. R. No.:

Sr. A RN Available Qty. | Assay % LOD % | Actual Qty. = Available Qty. x Assay x (100-LOD)
No. [ . “&NO (Kg) (C) wiw wiw 100x100

Total Actual Quantity (D)

Calculatlon for Remaining Quantity Required (E):

Theoretical Qty. — Actual Quantity (D) = NE Kg
AR.No.: Al , Assay on dried basis: Al w/w, LOD: _ndi=  %w/w, Exp. Date-------—-(-\iit ——————
Actual Remaining Quantity (Kg) (F) = Remaining gty. required (E) x 100 x100 =_aJi X 100X 100 = (A Kg
Assay X (100-LOD) X(100- )

Total Qty. of Amlodipine Besilate to be dispensed (G) =(C) + (F)=__ &~ Kg

Done By/On (QA): \“/ Zn Checked By/On (Production): &{@AW"’Q

n‘/yl
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QS ;"(;—’f% SAI PRIMUS LIFE BIOTECH PVT LTD
Z‘f}’f\ﬁ Factory R S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 6 of 33
SAI PRIMUS Commune Puducherry-605009. )
LIFE BIOTECH PVT LTD BATCH MANUFACTURING RECORD | Product Code: A08 - Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/107-01 | Batch No.: - o0 j
Product Amloperin Smg/Smg (1 200 Sal
Customer: Generic Health Care Pvt. Ltd.

4.1 ASSAY AND LOD CALCULATIONS FOR PERINDOPRIL ERBUMINE: -
Note: If assay of API is more than 100%, consider 100% at the time of calculation.
Standard quantity of Perindopril Erbumine: 3.000 Kg (A)

Standard quantity of Microcrystalline Cellulose PH 102 (B): 29.694 Kg

Calculation for Perindopril Erbumine BP:

1) Calculation for Single A. R. No. Ttatlonay , Assay on dried basis: <, [ w/w, LOD: 0.2 @5 Lwiw
Exp. Date.. h:/ 2. , ;
Actual Quantity (Kg) (C) = Standard qty. required x 100 x100 = %.aan x 100 x 100 =_3.0l0 Kg
~Assay x (100-LOD) .67 x(100- 0.2.925) :

2) Calculation for Microcrystalline Cellulose PH 102 (B):
Actual Quantity (Kg) (D) = Standard quantity of Microcrystalline cellulose PH102 - (Excess Calculated quantity of Amlodipine
: Besilate + Excess Calculated quantity of Perindopril Erbumine)

=29.694Kg—(___ % ¢cl Kg+ =Tzl Kg)
3) Calculation for Perindopril Erbumine Multiple A. R. No.:
Sr. A.R.No Available Qty. | Assay % LOD % | Actual Qty.= Available Oty. x Assay x (100-L.OD)
Na. T (Kg) (E) w/w w/w 100x100
\
\\.
e et
—
Total Actual Quantity (F) : N
Calculation for Remaining Quantity Required (G): -
Theoretical Qty — Actual Quantity (F) = N Kg
i
AR. No.: Wi~ , Assay on dried basis: WL w/w, LOD: _ ~ii—  %w/w, Exp. Date------ ot
Actual Quantity (Kg) (H) = Remaining qty. required (G) x 100 x100 =_ o+ X 100X 100 = o4  Kg.
Assay X (100-LOD) - X(100- i )
Total Qty. of Perindopril Erbumine to be dispensed (I) = (E) + (H) = N Kg

4) Calculation for Microcrystalline Cellulose PH 102 (B):
Actual Quantity (Kg) (J) = Standard quantity of Microcrystalline cellulose PH102 - (Excess Calculated quantity of Amlodipine
Besilate + Excess Calculated quantity of Perindopril Erbumine)

=29.694 Kg—(_Ne—Kg+__ N Kg)

= Ny Kg.

Done By/On (QA):_ ﬁ o Checked By/On (Production): %d"
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Commune, Puducherry-605009.

SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur

Page 7 of 33

Al PRINUS

LIFE BIOTECH BVT LTD

BATCH MANUFACTURING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

I3

BMR. No.:

BMR/T/107-01

Batch No.: (7 fRoo 50|

§ 'Prd:d jct Amloperin 5Smg/5mg
{ ¢ 3 Customer:
i

Generic Health Care Pvt. Ltd.

Ty

5, (i {S‘?’ENSING LINE CLEARANCE CHECKS
f

v
¢

Date. 17’7’ 2 }?.’..’.”.Txme, Ly <

Sr

e Observation*
iNo= i Store | IPQA
| 1: «'-'«2;C heck and ensure that empty SS containers, polythene bags, Tags, documents and scrap from waste
. “f5bin of previous batch/product are removed from the area. — S
2,‘*-‘ Check and ensure that display stand and weighing balance are clean. ~ v
' 3¢ Check and ensure that SS scoop, SS spatula and SS trolley are clean. il v
“4-[*Gheck and ensure that arca (floor, walls, ceiling, doors and windows) are clean. - ¥
5 Check and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and e v’
filters, electrical fixture are clean.
6 Check and ensure that all the sides of dispensing booth is clean — v
7 | Check all the gauges of dispensing booth before switching ON. Pl v
8 Check and ensure that weighing balances and pressure gauges to be used are within calibration due - s
date. . )
9 | Check that the daily records (Balance Logbook, RH & Temp. record) are updated and signed. -~ i
10 | Equipment status is updated for Cleaned and Preventive mainténance. 7 v
Note: *Tick mark (\/) if Complies, (X) if does not comply and (NA) if not applicable.
Equipment Dispensing Booth Weighing Balance Area
ID No. S‘TJ\DP gloot GraesT] _(Tmnl Jeols | — DM, Dot
Previous Product ’ ; Bl (oo 3 At ! J
B. No.

Cleaned by Sign/Date

‘rw‘;l =vo 1 E

Checked by Store

(Pf/f-J’lnM/M I/ })/ D'r/ on had

Sign/Date ',\f (r\\!\‘, [ 3 -1/1’0\ Jieoto
Verified by IPQA H
Sign/Date Mol 25 o bt

et N

ENVIRONMENTAL CONDITIONS: Date?H/25/%2% Time: Ly, 1$© Cheeked by | Verfed by
Observation Store IPQA
(For Reference SOP No.: QAGN/011) Sign/Date Sign/Date
Temperature (Limit: NMT 25°C) 258 N AJ.., m)fﬂrﬁ,w Mo o PAL7 e
Relative Humidity % (Limit: NMT 60%) P N lm (FMW 1\[\&14 of \pi e
Differential Pressure (NLT 10 Pascal) \orped  Inhods '1 11‘]n\";p,.qﬂ i\l’\m}\\ g qq\f,,
Differential Pressure across the booth Limit: 5 to 20 mm Water g L0 ‘! ; 'lwfoffﬂm N‘\ ik\\ i ﬂ v,
APPROVAL FOR DISPENSING BY IPQA: Sign....] V\“&\/ ............. Date:.... 22, 0.5 0.,
Dispensing start Time ............ Is32s .. End Time ....... 1Lyl
Prepared by: _Checked by: Approved By:
Dept. Production l,l,(ociuction/ Quality Assurance Head Quality Assurance _
Sign. L U Ro b S iy | p AL >@>~%/ W N
Date .7/ 0 {\ \ N Y
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z SAI PRIMUS LIFE BIOTECH PVT LTD
_,;},gf‘ 3 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur Page 9 of 33
SAI PRIMUS Commune, Puducherry-605009. :
uresloteckpvrio | BATCH MANUFACTURING RECORD | Product Code: A08 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/107-01 | Batch No.: (7 | Q 0 ©
Product Amloperin S5mg/5mg - 2teh Nos G1F Q00 50/
Customer: Generic Health Care Pvt. Ltd.
7.0 SIFTING AND BLENDING LINE CLEARANCE CHECKS: Date/Shift: ”"95]""7'01 h 1 oo /&S
Sr *QObservations
No- Checks Time: | {§-\p e Wy
) Prod. | IPQA | Prod. | IPQA | Prod. |IPQA
1 Check and ensure that empty SS containers, polythene bags, Tags and
documents of previous batch/product are removed. v %
5 ‘Check and ensure that Scrap from waste bin is removed and new s
polythene bag is put into it. ’
3 Check and ensure that display, display stand, wexghmg balance are o
clean. ‘ :
4 | Check and ensure that SS storage Cabinet and Drain point are clean. S - \
5 Check and ensure that absence of previous batch/product from area v
below machine M0 v
6 Check and ensure that all equnpment body and inside the vessel are & \
clean il <
7 Check and ensure that Tube light fixture, supply grills, riser grills and 3 \
filters and electrical fixtures are clean |
3 Check and ensure that instruments to be used are within calibration due o
date and earthing connection. sl
Check and ensure that daily records (Logbook, Balance Temp. & RH) \
9 o v
are updated and signed.
10 | Check and ensure that environment condition and record on BMR v s : \
1 Check and ensure that rinse water is released from QC and attached the » -
test request from (TRF)
12 | Equipment status is updated for Cleaned and Preventive maintenance. s | “\' ‘
Note: *Tick mark () if Complies, (X) if does not comply and (NA) if not applicable. AR
Equipment \ Sifter : : Blender Area
EQP. ID No. Po\vesloo | Polpcp Yool he-p
Previous Product ' \\m\n\« g - ML
Batch No. (h92000L €
Cleaned by MU R LYY
Checked by Rl paAns\W2 o
Verified by S LA '
ENVIRONMENTAL Date: 29\)5\ ¥ Time: 122 | Date: arA  Time: " | Date: w~eo Time:- VN
CONDITIONS: . IChecked [Verified ; hecked [Verified . | Checked |Verified
(SOP No.: QAGN/011) Observation by by Wm by - Observation by by
Temperature °C (NMT . _ , |
259C) 23 L o Gﬁ/ i
RH % (NMT 60%) 3 s & g
DP (NLT 10 Pascal) wph | W | -
APPROVAL FOR SIFTING AND BLENDING: ;‘};, I ks
Production Sign/Date: S&l/g;%gg\w‘) \
- ; o
IPQA Sign/Date: & :/mgxwv -
Start and End Time: VA< 1§57 \\
Wy
J}f/»\w\hw
Prepared by: Chesked by: Approved By:
Dept. _Production ’ Production ( } Quality Assyrance Head Quality Assurance |
Sign. [ | .. Sa AN A ybv" Q ;J(’DV) ANY; M
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SAl PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PVT LTD

Commune, Puducherry -605009.

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

Page 10 of 33

BATCH MANUFACTURING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/5mg

BMR. No.: BMR/T/107-01

Batch No.: (7 od 00 5ol

Customer:

Generic Health Care Pvt. Ltd.

7.1 Dry Microcrystalline Cellulose (PH 102) at NMT 105°C for 1 hour if the LOD of the lot used is more than 3%.
LOD Found

09 2./,

Excipients

Microcrystalline Cellulose (PH 102)

7.2 LUBRICATION MATERIAL SIFTING RECORD: Date 2> \”6 220, Shift: ..... 5\’ .......
Weight . Sieve Time Sieve
S. No Irllvarr:;i:r{t before Ssliez\;e ID No. Integrity a7 Integrity | Done by Cbkd
g sifting in Kg before use | From | To |after use y
Dry mixing: L ' "
Amlodipine Cyeisle \soAc0\or [ OR/ ok
Y50
' | Besilate* sk | P Not OK | v4-\< | W3V NotOK | Psavun W
Perindopril OK/ oK/
? | Erbuminer Zo\b | 60F | po\sok b\ | orox 133\ [\Y42 Not OK | Raqy w”
3+ | ooty (e R | B dny| O o e
PH 102*%*AA %ﬁ?ﬁ\t?b%\og”. Yo\@ Not OK , | \A'wy, [\»<3 | Not OK Y)xﬂ\r\(w\,
Microcrystalline [ . gb) A IJ M
o @) OK/.
4 | cellulose 30# a0 c [P
sl 23412 o\ NotOK | yy-4 [\3-01 | NotOK | Raqn
Lubrication: ; P
Colloidal silicon |- ~\o\| OK/ oK/ |
o dioxide 0290 304# QSNBQM > Not 0K | %05 [\% 9 | Not oK Pyowizy Y-
Croscarmellose : :
¢ | Sodium 2-0sC | 40# 3 Rt oé B | W o | RO | B
Sodium Starch O\ Not OK Not OK
! Glycolate 19y |40k | R . AN B A | e Yo~
Magnesium <1 oW\ ok/ L| oK/ |
B | stenmite E 60 {’_O\'BDA@ Not OK |\ | \¥ NotOK | " v
7.3 BLENDING AND LUBRICATION INSTRUCTION AND RECORDS: Date..%D.SXQM.SM[L.....OL...
Step P Tt Time Done | Checked by
No. RS S nIan L Started [Completed | by Prod.
1 Operate the Octagonal Blender as per the current version of the SOP: ODOO\D\ A
Pre-lubrication: ;
Load the sifted Amlodipine Bcsilate, Perindopril Erbumine, Dried \3 2¢ TR
Microcrystalline cellulose PH 102, Microcrystalline cellulose PH 200, PSaven
1 Colloidal silicon dioxide, Croscarmellose Sodium, Sodium Starch y’\}/
Glycolate in to the blender and blend for 10 minutes at 10 RPM (To be , ‘{?cv')u\
established). \3-3X7| \3-ug
Lubrication:
7 Load the Sifted Magnesium Stearate into the above Pre-lubricated blend Do
and mix for further 5 minutes at 10 RPM (To be established). \3u3 | v3.5% 2ot b~
Prepared by: Checked by: Approved By:
Dept. Production Predyction ( \ Quality Assyrance- |  Head Quality Asjurance
T NARGAE
ign. i L e Tic N AP 0 \o NS
Date W2 ~\ 1 o r( ) R \\ odner o \ '),‘\Xf)\' )K -\ /\QA_,V_

T

ENCONTROLLE

VI V) VIV VAV ] B

e

e



SAI PRIMUS LIFE BIOTECH PVT LTD
g, Factory R S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Vllhanur Page 11 of 33
: ' Commune, Puduche -605009.
SAl PRIMUS — :
ure sioteci vT 0 | BATCH MANUFACTURING RECORD | Product Code: A08 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/107-01 | Batch No.: ; 0 50
Product Amloperin Smg/5mg x steliNoi: 7 F il PO
Customer: Generic Health Care Pvt. Ltd.
7.4 WEIGHING OF FINAL BLEND: - }\wa :
Balance L.D. No.: ....R0\goaAwl - Date. ..Shift...A....... Time:.l....".
Cont Gross "Tare . Weighed Cont Gross Tare . Weighed
kd t
No. | Weight |Weight |NetWeBM © po 1 CKABY L v | Weight | weignt |Vt eight| | Ckd by
1 9990 | K-bto 35200 | vau, | Y- S R
2 MOWY |20 [3S7500 | Ry | s 5 T -]
3 Doy |l | V2800 | covde | M- 6 e =
Theoretical weight of Blend: | 84.000 Kg ‘ ”,"&’J\"
Actual weight of Blend: 23 . 500 Kg
Verified by IPQA \/A, -u€\)m
A
7.5 RECONCILIATION:
1.0 | Theoretical weight of blend ' : . 84.000 Kg
2.0 | Actual Weight of blend : ' £3.500 Kg
3.0 Manufactun'ng Loss (Blending stage) @ : 0-50D Kg
In-process samples
A | IPQA Samples
4.0
B | QC Samples .
C | Validation Samples
5.0 | Total samples: (A + B + C) : 0-\bY Ke.
6.0 | Total: 2.0 +5.0) : | 832 bov Kg
7.0 | Yield {6.0/1.0x100}* : t| 99.5a : %
* Actually yield will be calculated after 3 validation batches. ‘ Ly ;
@Total rejects destroyed: ........ RN SR Kg. (Rejected materials shall be destroyed as per SOP: QAGN/048).
Recovery Addition Quantity in Kg———m ------ (Recovery addition materials shall be as per OP: QAGN/047).
Done by Production sign/Date:........ Lol i Checked By IPQA sign/Date:............. Y&~ L(ﬂ]aﬁ‘ﬁ ......
Test request form raised by Prod Sign/Date: .{55. 9‘7\\51’0 .....
Test request form received by IPQA Sign/Date: ....... B i,

8.0 RELEASED FOR COMPRESSION:

Reconciliation checked and blend is released for compression
IPQA Slgné;/ ............. Date:........ 9 o5 l200,
Prepared by: /ijecked by: Approved By:
Dept. Production Productiof Quality Agsurance Head Quality Assurance
sign. | e ‘Ze,i(&&w\&m BT Ll O wadfr
T Y b Vghen ot 1 1 VEF S N >\ 7 . i
Date i dlle el 5 S.) "1\\03'\2@2@ q,v\a- \ X /?\}\ ?
NG B 14344 /(1 4 Vb ONTROLLET 7~
SRS IV AVZ I R ACVIV LERY, Ul \WWIUILLD Ul I
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SAI PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PVT LTD

Commune, Puducherry-605009.

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

Page 12 of 33

BATCH MANUFACTURING RECORD | Product Code: A08

Batch Size: 6,00,000 Tablets

Product

BMR. No.: BMR/T/107-01

Batch No.: ¢1F Qo 50

Amloperin Smg/Smg

Customer: Generic Health Care Pvt. Ltd.
9.0 COMPRESSION LINE CLEARANCE CHECKS: Date/Shift:on /65 hooo  / A Nita
Sr. - - : \"O?servations
No. Checks Time: | [9.0D X 7
Prod.IPQA [Prod. [IPQA [Prod. [PQA
1 Check and ensure that empty SS containers/ containers polythene bags iy
Tags, and documents of previous batch/product are removed. w
2 Check and ensure that absence of tablets of previous batch/product from ) \ 4
area below machine and inside machine by opening the guard of machine. l v .
3 Check and ensure that the machine body and machine parts like hoppers, \
feed frame, dust collection chute, hosepipe and ejection chute and control v
_panel are clean. A
4 Check and ensure that absence of tablet of previous batch/product below the L \
weighing balance, check the cleanliness of area and equipment. v
5 Check and ensure that working desk, analytical balance and other i \
accessories are clean. \-
6 Check and ensure that Deduster and hosepipe are clean. v v \
7 Check and ensure that Tube light fixture, supply grills, riser grills and filters | .~ Aﬁ\
and electrical fixtures are clean. v
8 Check and ensure that instruments to be used are within calibration due date, o . l\
and Punch inspection record | '
9 Check and ensure that daily records (Logbook, Balance, Temp. and RH) are |
updated and signed. S
10 | Check and ensure that environmental condmons are recorded in the BMR. il -~ \
11 | Area, equipment and preventive maintenance status board is updated. > ~ ]
12" | Check and ensure that rinse water is released from QC and attached the test o ' \
request from (TRF)in BMR i
13 | Equipment status is updated for Cleaned and Preventive Maintenance label. | ¥ v X—,TD
Note: *Tick mark (\/) if Complies, (X) if does not comply and (NA) if not applicable. Yy
Equipment Compression Machine Deduster Area
EQP ID No. Pp) oMo o’L ' P Po/oED/ony , 100Dy Lompessterion -0 L
Previous Product Uriz AJ/J:LELUVI/LV) D ' '
Batch No. up gfmc;,q
Cleaned by i\ A
Checked by N Rl 2 3 /o r)re
Verified by o g5 \2T20
ENVIRONMENTAL Date: 29)1’!5)1090 Time: [9:2% [“Date: Time: Date: Time:
CONDITIONS: Bhsaiva tlOnChecked \Verified|Observ~|Checked [Verified (Observ [Checked [Verified
(SOP No.: QAGN/011) by . by ation b by ation by by
Tseéré};erature C (NMT )3 N A Y:'_S(
RH % (NMT 60%) sz |NB B ~0
DP (NLT 10 Pascal) 10 Pasel [ 2 T
APPROVAL FOR COMPRESSION:_ . ' ;
Production Sign/Date: N 9 m\o03) 707 T T
IPQA Sign/Date: Prerolg v 267 o
Start and End Time: 9230 [ \govo [ \/ | b o
&f) "d’)m
Prepared by: Checked by: Approved By:
Dept. Production ,Ergd\uction[\ Quality Assurance Head Quality-Assurance ]
Sign. L I{;a_ \N‘M’\WOW O \(\r’)b‘-l/ A\
Date RS prw i 2\\@5’?%2@ AL % \/Q N

i inid

TN “f-‘wu Vg

[ 7”._

! % g -.._._»aww‘."\
o S AS o i RS

UNCONTROLLES C;J {
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jmz\%. Factory: R.S. No 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 13 of 33

Iiél!loﬁERCLAl:\VTULTSD BATCH MANUFACTURING RECORD | Product Code: A08 Batch Size: 6,00,000 Tablets

SAI PRIMUS LIFE BIOTECH PVT LTD

Commune Puducherry-605009.

Product Amloperin Smg/5mg

BMR. No.: BMR/T/107-01 | Batch No.: (7 F Q0C 50/
Customer: Generic Health Care Pvt. Ltd.

10.0COMPRESSION
10.1 PROCESS INSTRUCTIONS:

Sr. No. Process Instructions
1 Check the cleanliness of area and equipment.
2 Ensure that the correct punch set are issued as per the Punch issue record.
Set the Double Rotary Compression Machine with
a. Upper punches: 6.80 mm Circular shaped standard concave with brcaklme punches.
b. Lower punches: 6.80 mm Circular shaped standard concave plain punches.
3 c. Dies: 6.80 mm suitable for above punches.
d. Type of tooling - D. ~
: 5 09
N/ —\_’F"c :
u? ,,,\»?{ a4 <yl of\l o .y )(QQ\F):‘ _
Punch Iss sxgn /Date: Checked and'LRecelved by Sign./Date: 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.
Collect the tablets of one complete rotation and carry out In-process checks for thickness, weight, diameter and
6 appearance, record the observations in the BMR. Verify the tablets for uniformity of weight and hardness and record in
the BMR.
7 Collect the compressed tablets in double polythene bag lined and labelled cleaned HDPE contamers/SS container. |
-+ 8. |.Check and record the weight of the compressed tablets. :
10.2 GRANULES RECEIPT RECORD: : :
Balance ID. No.:. Ppjpptiolte Date2%. l.....‘}Q?QSlllft L. Time: 19320 . :
: Sr No. Gross Weight.in Kg Issued By Production ) Checked by Production
I 2 . 2Fo : - INES:Y|
2 4o -Lio rh N <RBa/
3¢ 1% .10 - G.D’l/ A *Ra)
4 ettt LRI i
5 [T 3
6 & R AL
10.3 COMPRESSION SPECIFICATION / PARAMETERS: 2 T Zmlog—)r,\%
Sr. P ¢ Limit No. of tablets to be checked Frequency
No. aremelr e ‘ from each side ‘Production IPQA
White to off white coloured, ;
circular shaped, biconvex, uncoated ;
1 Appearance tablet with breakline on one side £l Every 30 min. Byery 2 Hr,
and plain on other side
5 Average 140.000 mg +3.0-% 20
) weight(mg) (135.800 mg — 144.200 mg) : o
7 2.800 g+ 3.0% : :
30 ’ E 2 Hr.
3. Group Welght (2716 gm to 2.884 gm) 20 Every 30 min very.
4. Uniformity of | 140.00 mg+ 5.0 % ’
weight Tablets | (133.000 mg — 147.000 mg) 20 Loy | oBvem et
6 Hardness (N) NLT 4.0 Kg (To be established) 4 Every 30 min. Every 2 Hr.
Thickness [ 3.30 mm £0.2 (3.10'mm — 3.50 : S
T | frni) oo (T b establighud) % SRry 30 mut. || - Everya-HE
8. Friability NMT 1% w/w : 6g Every 2 Hr. Every 4 Hr.
9. %ﬁigtegr O | ST 15 Mirintes 6 Every 2 Hr. Every 4 Hr.
Prepared by: Checked by: Approved By:
Dept. Production INcoduction (\ Quality Assurance Head Quality Assurance o
- = — = I 7 2
Sign TP kP ) 1 OSN A /VQM.M\\p 0 \N@/\_;\v
Date ’lear )c::,o :""'3-\\5\7.;\’20% a0 \)< \
e ‘o Semswna
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(z\\ rs/‘.,«.‘.\ SAI PRIMUS LIFE BIOTECH PVT LTD
actory: R.S. No. , Plot No.33, Kurumbapet Industrial Estate, Villianur age o

E R.S. No. 4/3, Plot No.33, K b Industrial E Villi P 14 of 33

Commune, Puducherry-605009.

SAI PRIMUS i
uresloteci vt ito | BATCH MANUFACTURING RECORD | Product Code: A08 Batch Size: 6,00,000 Tablets
Product | Aslopeiosnaing BMR. No.: BMR/T/107-01 | Batch No.: (i & 00 5o
Customer: Generic Health Care Pvt. Ltd.
10.4 COMPRESSION MACHINE RUNNING STATUS:
Date Shift ,itl?‘:; ' ,Il?l:fe Sl\gégd Tablets Output Done By Ch(};c;(ed
2z josboo | 1%L )0 5130 | 20 5114 oDl |y Ral e
% .\
. —
g
10.5 INITIAL INPROCESS CHECKS: (Appearance, Unlformlty of Weight, Thickness & Diameter): J?@;ﬂ
Balance LD. No.: Pp1R bt 00 Date. 2205 JoP0 Shift...... % ......... Time: .12
LHS - RHS
Sr. A « | Weight | Thickness| Diameter | Sr. A « | Weight | Thickness| Diameter
No. ppearance (inmg) [ (inmm) | (in'mm) No. ppearance (in mg) (in mm) (in mm)
1 oV 1A | 332 £.8) 1 ol L 2-%| 6-2]
2 ol/ 128 53} 43 | 2 ol I 222 b g0
3 ol 3] 3.29 63> 3 ot | i _3-3% £~30
s 912 l91 33 AV 4 or. lyo 225 631
S ol lg2- 3-99 AR 5 olt 199 2% 4%
6 oe . Jvo 331 480 6 ole 139 3-32 482
7 ol Leh— 3 <31 b-82 7 ol . 129 g3 - 61!
8 olt Lyo 33 634 8 ol lyo 2-%0 6-7
9 olC 149 8 09 A 8D 9 olc Ly 2-3) gjgl
10 o 123 B89 682 10 oI Lty 322 | b3y
11 olt | 128 321 | L3 11 olf Yo | 3<3i | 430
12 oll Ve 232 L3 12 olt 129 $-32 Ao
13 oll ko | 22 4282 13 ol 124 2:3) 630
14 DI Vet | 320 631 14 ol lgo 232 hg(
15 . o let 3 %0 632 15 alc 12 2<3| bR
16 o o 230 6% 16 ol Lg/ 332 b B
17 o/ 5 D 3.32 793 17 of Jyr 32| 6B
18 o feg! 2:3) 630 18 ole Lyt 33] £-8y
19 o) yr  [-3.29 63 | 19 ol Iy 332 b8
20 oo Ll 32 |64 20 ol [yt 33} 6 g1
21 ol Ig2 | g0 43| 21 pfc l¢o 31 £\
22 ol [ 3.29 631 22 ol l¢o 3-3%0 53¢
23 ()8 lyo | 3.23 53] 23 ol Lt 399 633
24 oL 127 2-29 b3 24 o el 322 | 63y
25 ol 153 3.3] £-%0 25 ol gy | 334 69
26 at R3] 3.21 h-% | 26 pb. L 3-3) ¢:3y
24 ol Jgl 5.3] A-F1 27 ol Lyt 3-2) 443
28 oL 1Yo | 329 6.9 28 ol 3] 3 31 638
29 olt 1 | 2-3 b- 81 29 ol Lee 3-3/ b 8-
30 oL o | &3> A2 30 0]d Lt 3-34% £.91
Note: * Write OK if complies and (X) if does not comply. -
: CA_, 1 PP
Done by Production Signmate%‘t%ﬁ\wpm Checked by IPQA Sign/Date..... )/))\“"\/ .....
Prepared by: 7}m):l(ed by: Approved By:
Dept. Production Pygdugtion Quality Assurance—~ Head Quality Assurance | |
Sign. || g | % PR = ¥ W, ER
Date Y T (VS/KU ¥ v \\\/() SN

LTI UNCONTROLLEL £
S VA S Ve 1Y & S N A LV R R ] VNG ULV LN Wi oo
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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 15 of 33

SAI PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: AO8

Batch Size: 6,00,000 Tablets

Product

Amloperin S5Smg/5mg

BMR. No.: BMR/T/107-01

Batch No.: (7 F Q0@ 50/

Customer: Generic Health Care Pvt. Ltd.
10.6COMPRESSION SPECIFICATION AND PARAMETERS: Datmios[???smft..@MQ.Time:(ﬁ 25t
Instrument Equip Observations of LHS Observations of RHS
Parameters ID N : Limits
used m Min Max Min |  Max
White to off white
coloured, circular shaped,
Appearance Visual NA ol ol biconvex, uncoated tablet
with breakline on one side
and plain on other side
. Electronic N . 2.800 g+ 3.0 %
Croup Weight Balance 2805 gm 2 ‘:"q £ gm | (2.716 gm to 2.884 gm)

: Electronic 140.000 mg + 3.0 %
{yerapocipht Balance (W0 25 mg 189 '4’ mg | (135.800 mg — 144.200 mg
Individual * — - :
weight Balance ‘3;?‘\/ 138 B | Jpr ME | MEBIZY |\l ME | 140.00 mg £ 5.0 %

: - . : 3 [ (133.000 mg — 147.000 mg
Uniformity Electronic )
of weight Balance ‘éb (O3 % | 12D %, 1D orys% | nBiE %
T o\, , el e dhe o 330 Mmoo
Thickness SETHEy \&b{ 2-29 mm|3.372 mm (320 mm [232-mm | (3.10 mm—3.50 mm)
! Caliper gk\ ¢ .
(To be established)
] Hardness LAl i NLT 4.0 Kg
Hardness Tester [P S |s54 | 4] 5%]5 |51 |6 K | (To b established)
. | Friability Friabilator |\ pofoo) oy 0.0 Y, NMT 1% wiw
DT \ . 3 S R ; '
DT Apparatus M PTafoo- os— A  |D.4L) ol nuvy §3 & NI.VIT 15 Minutes
M/C set done by Operator Name: Melak........ M/C set up Checked by Prod. ngn/Date.N..f %) g,ajoa—)mu
M/C Speed: tf RPM (To be Established)
Compress;on Force: " ng '
Initial Setting Tablets Destroyed by Sign Y_L‘A\'Y"\ ....... Date: ‘3—9‘}9(1% Quantity in Kg. : D 02 Quanmy in No...I4. bl

Approval for Batch Compression by IPQA: Sign : .

Prepared by: Checked by: Approved By:
Dept. Production Production ( ) Quality Assgrapef Head Quality Assurance |
Sign LK = Gl -l = Ot
Date / ?e‘t‘;'/'i'sisl 3«1.0.9;0'-_. ’ 55'3-\\OS’\‘>/’0’-’/0 ,\m\@é\ _\é \ &\’Yz\/\
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SAl PRIMUS

LIFE BIOTECH PVT LTD

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

Page 16 of 33

BATCH MANUFACTURING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/Smg

BMR. No.: BMR/T/107-01

Batch No.: (7 F QoC 50/

Customer:

Generic Health Care Pvt. Ltd.

10.7 IN-PROCESS CHECKS: (For Production)

Date: 22005 [992°

Appearance W%Eeoé 20 . Hardness Thickness
White to of'f white : '
ime | biconve,uncmsted bl 2508 20% | yngorg g Mmata | g
leth breakll.ne on one 2.884 gm) (To be established) (To be established) 2 'g
side and plain on other ~
side ,
LHS RHS LHS | RHS |-LHS | LHS | RHS /| RHS | LHS | LHS | RHS | RHS
9: 5% o ot p3>d hPpI|S 54514 4 332033 (222 33) |[vP
o ib ple ot b3z p3az|s |se b | 6 3230329 [33p 224, [\
2035 ole ol p34GRYRLS  |o-s |4 |5 [33] 328 |%30 [3-32 N
2P 2 e ol o989 bpz|s |goc |4 5 2:3) |28 (332 |33 nfff‘l
21 %3 ol ble TRIDPIU | < | L |y S 332 (236 2.2 328 N%"\
el ok | pp [239202939 | L |4 |sc | 4 [532 13090 |30g |20 [y
292 Dl ol | ok |39 [23%L| 4 £ 155 6 391 (330|200 |209 [k 9
230 Ol plo 2.92%|2F9) | £ Lo ls-s b 522 329 .[33] 3-&15‘%")
20 3K | ol ol lpIBF>gaL | 4 | A 1SS 4 133) 1332 123> [23) |W°©
06517 ol of PpFtl2dW| b |s los | £ 1332 239 |23 (33 |
Oir 3R ol ole. pysrlbast| b | £ s |4 23] 1332 |33 ggg_\)‘%
lesve| o plo. 2Fhiz3en| 4 | A |S-< |4 231 |3:3) |3-29 |3.93 N"Vf’a
lo29A ol ok |2992|290pl 4 | 4 L s 339 133 |g0e]39) [P
113l pla_ olc.  2.3A9L P3P | 4 b LSS |33 1322 [2.29 83) “,@J
i35 o) 2 ple 9 9RF|2-9F9 | 4 A I 30 330 329 P2V \*‘%
vv..:lj ol of 2. FH AFRD| 4 A1t & 521 [8.29 (3291224 N‘ﬂv}
225 Y _olt B |23 b L L |S 2| 2281209 [2.3) N
12 S~ ol o 29775 D3| b 5 s L 1.3 R34y B-3) |S:32 \"'?"'J
\2:35" ol o 248 Fol| L | L A & 2w [23) B3> (3233 N'W
LB | ok ol |peagsperz|e | £ | £ |« 3yl23lyay |1z [NV
)43 oI | o 129B2I8YI 4 | L b | 234 (2.3 |5.201323) P
Io10l ol el id 993231 b | b | € |5c |82) 904 ]33033) “ﬂy}
(x3n| ok ol AL b | |5 |5 |32 324 (329 |33 a
t
]~ ] L
Palsgy)
Prepared by: Cj,le\cked by: Approved By:
Dept. Productlon Production ( Quality Assgl’ifncqﬂ Head Quality Assurance
Sign. Laldo ?U\M&b w%&?@yﬁ O AV
Date ‘ Ll[a:lzow 2\\o A nenes X \“/Q b
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j‘”}:@% SAI PRIMUS LIFE BIOTECH PVT LTD
QJ;\B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 17 of 33
Commune, Puducherry-6050009. ) '
SAI PRIMUS = ==
ure gloteci vt o | BATCH MANUFACTURING RECORD | Product Code: A0S Batch Size: 6,00,000 Tablets
BMR. No.: B /107-01 | Batch No.: T oo 50
Product Amloperin Smg/5mg i SO ateh No: &7 F 5]
Customer: Generic Health Care Pvt. Ltd.
10.8 IN-PROCESS CHECKS: (For Production) Date:........ MEr...
Weight of 20 .
Appearance Tablets Hardness Thickness
White to off white :
coloured, circular shaped, o &8
Time | Biconvex, uncoated tablet S, e NLT 4.0 Kg 230 mo =2 ; o 8
m > ; (2.716 gm to . ‘ (3.10 mm — 3.50 mm) 2=
with\breakline on one (To be established) . c D
: 2.884 gm) (To be established) a e
side anq plain on other ~
side
LHS \ RHS LHS | RHS | LHS | LES | RHS | RHS | LHS | LHS | RHS | RHS
N
\\
\
\\'\
\\
M‘k\
\\
v, 1/
235,
Prepared by: Chcckcd by: Approved By:
Dept. Production \ Production Quality Assﬁ;a(ceg Head Quality Assurance |
Sign. ’ L . M}D— . Q\M k&%ﬂ ’) X\‘ ﬁ \\\“‘M 5 \V
Date £ '?;(]‘ak*lia,oi.gﬁ ‘l\\pi\z&% SO \( O AL\ Z_ i a—
[ UNCONTROLLE ..




;&’C"E;%\ SAI PRIMUS LIFE BIOTECH PVT LTD
N & \}h Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 18 of 33
SAl PRIMUS Commune, Puducherry-605009. °
urestorecipvTio | BATCH MANUFACTURING RECORD | Product Code: A0S Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/107-01 | Batch No.: F oo 50
Product Amloperin 5Smg/5mg . ateh No: i1 k.60 =5
Customer: Generic Health Care Pvt. Ltd.
10.9 IN-PROCESS CHECKS: (For Production) Date:.cussniviisasie
Appearance wf}i‘;ﬁ:‘g 20 Hardness Thickness
White to off white
oloured, circular shaped, o ; > 8
Ti bidavex, uncoated tablet | 2500 &% 3.0 % NLT 4.0 Kg .30 Tmm 0.5 % B
ime ; A (2.716 gm to : (3.10 mm — 3.50 mm) g =
with breakline on one 2.884 gm) (To be established) *"(To be established) g
side and“plain on other s A
side )
LHS \R_HS -LHS | RHS ['LHS | LHS | RHS | RHS | LHS | LHS | RHS | RHS
\ 4/_\
\\\
AL D
Sy
1P
Prepared by: Checked by: Approved By:
Dept. Production Rroduction () Quality Assmrange;wp Head QualityYssurance )
= c N 4 . Y
Sign. L Ko N ‘Mﬁﬂ O NG a2
Date ... . ,,,.,4.,_2.([ ogl 2.0 Q\\Oﬁ%’?ﬁ ) o \'O X‘ \ ‘../K—) v\.;_T
+ Loy e NIRRT NN T 7 ” - '
P sunssmta st ienesaser o :
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LIFE BIOTECH PVT LTD

MUS

SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur

Commune, Puducherry-605009.
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BATCH MANUFACTURING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

BMR. No.: BMR/T/107-01

Batch No.: () X Qo 50/

P R4

= ?!,,uf,\ n'n{;’:‘ éfﬁ}"“\yfwsv
wiel Py

.

'

1N v,

7

Amloperin Smg/Smg
Customer: Generic Health Care Pvt. Ltd.
10.10 IN-PROCESS CHECKS: (For IPQA) Date:. 22 15.8)a 050
Appearance Wtzl:il':l):e()‘;m Hardness Thickness
White to off white
coloured, circular shaped % o P
: > 2 . +0.
Time | biconvex, uncoated tablet ZéO;) l%i r31;0toﬁ NLT 4.0 Kg G 13 fr?mnﬂ S%me) Foed g,
with breakline on one 5. 5% 4g i) (To be established) (.To be beiabslishis q) ‘& &
side and plain on other: Be ] / B
side ;

LHS RHS | LHS | RHS | LHS | LHS | RHS | RHS | LHS | LHS | RHS | RHS | '
ifljl.:j?T DA A DR |9, Wi [ ) s (7S ALKk .20 | A AN, 1) | 2an\asihy
207 00 81N 7S O < T <7 Y b 5 b ln.se | sl s D Z‘é\”\};;'l.,.
_/Q’;x’.‘L:L: 6 Y~ Al 2. REG| dewial 5 o 5 i he Al %-'Z‘C) D) | AR p.;}},ﬂ.z
lesiwd ' ) 5 : [
0alon O [ 7 A QBN 9. gy 6 i b & R e W IR0 Xe 1 I P A - T ;’3}:%

WA ol 0 D /0. enal 1l 1y 1 L A1 Adge [Ae o | By a‘.zi‘nsh
9! 20 o pr 0. psila.wsgl B [ &5 5 PIAL D@ | AAY LD B @*rﬁzslzjz"
il .
15’ o av O 0 by | dwsal i a G o 2w [aonily [ hane | "lels
1
\\ \
=l
N
\ ]
N
S
({c'\!
b
=
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wth, N\ ?
‘lﬁ’&.\’ //?
Prepared by: ‘ mlced by: Approved By:
Dept. Production Phodystion, /| Quality Asqurance ~|  Head Quality\Assurance
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SAl PRIMUS

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

LIFE BIOTECH PVT LTD

Product Code: A08 Batch Size: 6,00,000 Tablets

Product Amloperin Smg/5mg

BMR. No.: BMR/T/107-01 | Batch No.: (7F Q 0© 50|

Customer:

Generic Health Care i’vt. Ltd.

10.11 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR PRODUCTION (Frequency: Every 2 hours):

Limit: 140.00 mg % 5.0 % (133.000 mg — 147.000 mg)

Date: 28lo5|2020 Time : 96 Y |0 Shift: &

LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 %o 8 y gy 15| % 1 129 8 A 15 | (a9
2 1 »8 9 14y 16 | 127 2 j52 9 gy 16 | dpo
3 135 10 Lt 17 | Iegn 3 l) 10 1yo 17 | 1o
4 )33 11 Jugy 18 | luy 4 Jypo- 11 Loy 18 Ly
5 by g 12 Ly 19 | (oy 5 Lty 12 1§ 19 Lgr
6 Ly 13 141 6 \yn 13 ) “YL'L 20 te
7 1y 14 igo 1 7 Ly~ 14 1¢o

Balance ID No.: &pR8-C /50 q M/C Speed: 22 RPM

Group wei §ht of 20 Tablets:.. 25 FIF . g Avg Group weight of 20 Tablets:..23793.....g. Avg.

wt:. “wt:... JEe....mg

Limit: 140.00 mg % 5.0 % (133.000 mg — 147.000 mg) - .

Limit: 140.00 mg + 5.0 % (133.000 mg —.147.000 mg)

Min weight. L \DY . mg Max. weight:

Min weight. :....133.... mg ‘Max: weight:.. .. \4%.....mg /| Min weight. :. [ mg' . Max. weight:. GARY mg
! i : : ey LHS " RHS
Friability. (Limit: NMT 1% after 4 minutes/100 rotations): o-00% | b0
Disintegration Time (Limit - NMT 15 minutes) lpstiks 104 or“/ﬂ‘,cm
RUY,

Done by: l‘}?’q{?\o{\ ......... (Production)

Date: 28 jo5 |99 20 Time : 2-2-) )y Shift: (3

LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 1% 8 o | 151 1 129 8 0] 15 | legy
2 (255 9 ] 16 | oo 2 %o 9 Lte 16 | 14
3 122 10 4o 17 Jegy 3 o 10 | ey 17 | e
4 g0 11 tye 18 lg.0 4 lgr | 11 legr 18 | 1¢ey
) 139 12 (G 19 L1 5 e 12 | It 19 | 1yy
6 124, 13 Jysi 20 | Jeo 6 e 13 legt 20 | 1y
7 Lo 14 | (te | K L 14 | lgx |

Balance ID No.: B/ BAtfeod M/C Speed: 20 _RPM

Grou? wex t of 20 Tablets:..a’.).??’.’.gé ...g. Avg. Group weight of 20 Tablets:..,,ﬂ.‘.?}ﬁ.ﬂ..‘...g. Avg.
............... wti. 395 .mg

Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)

Min weight. :...1%9...... mg  Max. weight:. ......! 144 mg

- . .mg

Friability (Limit: NMT 1% after 4 minutes/100 rotations): ®© %Y
Disintegration Time (lelt - NMT 15 minutes) o%
Done by: . }\d 3}(,\,\ e ‘po‘)&‘roductlon)
Prepared by: Cheglked by: Approved By:

Dept. Production Prodpstion ( Quality An@sg,m’ﬁce 7 Head Quality Assurance _

Sign. LK <o APl Q \alse \,\; 3

Date : s 20 ('a:l‘wma Lo\ so2e \ ; A2 A

v AR o —— : “’? 7
I0qTONT | TNCONTROLLEL €.
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SAI PRIMUS LIFE BIOTECH PVT LTD
FFactory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur
Commune, Puducherry-605009.
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LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product Amloperin Smg/5mg

BMR. No.: BMR/T/107-01

Batch No.: &7 )~ Qo 50!

Customer:

Generic Health Care Pvt. Ltd.

10.12 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR PRODUCTION (Fregjncy Every 2 hours)

Date:9 g [0y 000 Time: pq 30 Shift: &
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).

1 137 8 164 15 Yo 1 Ligo 8 Mg 15 | Jep
2 | o 9 | 16 lgo 2 Lepes 9 Lo 16 | Lyp
3 gy 10 Ay 17 | 3 s 10 Iyo 17 | Tery
4 140 11 lyo 18 leco 4 Lyt 11 Ly3 18 )(\'._0
5 V| 12 <t 19 5. 10e3 112 _lyn 19 Leps
6 | 1@ 13 | jyo. |20 6 140 13 [ 1y

7 1y 14 LD a1 7 1epp 14 Jio
Balance ID No.: ¥01BAL oo M/C Speed: 20 RPM '

Group weight of 20 Tablets: 69*:’ 8) ...... g. Avg.
wt:.. 1 200 mg

Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)

2

Min weight. :....)2¥ ... mg Max. weight:. .

..... mg

(o]

Min weight. :. Ao ’

Group welght of 20 Tablets....Q.—..'SD({

wt: g0 X

Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)

Max. weight:. .... 142.... mg

.g.-Avg.

‘...mg.
: LHS RHS
‘Friability (Limit: NMT 1% after 4 minutes/100 rotations): o o h4n 002
Disintegration Time (Limit - NMT 15 minutes) osnie, o8 m,
Done by: NWZE\DW\ ........ (Production)
Date: 9 (S |y 20 ime: J1:3 Shift: By
‘LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 g 8 1o 151 ey 1 Ly 8 (i) 15 ] ber
2 | g 9 | gt 16 | e 2 [t 9 | e 16 | ten
3 Lyy 10 Lt 17 | jep 3 lyn 10 | jp 17 | Iyy
4 Lt 1 hey2 18 | iep 4 g 11 Iyo 18 | 1
5 T 12 (o7 19 | Lo 5 14y 12 Iyt 19 o
6 141 3] g 20 | jup 6 Jeo o | 13 | Tux [20 [ [qo
7 Lo 14 lgo | 7 L@y 14 ;

Balance ID No.: Pp |pAt g

M/C Speed: 20 RPM

%

' /'q' wﬂfﬂn‘{.’nr‘g‘;/‘“ L]

Vo Tawdlals

UNCONTROLLEZ ... 7

Group weight of 20 Tablets:.. 2. Ti%c)g Avg. Group weight of 20 Tablets:..2.» 8. .2 Avg.
wt:.. \2A) A3 7mg wt:. JEE).....mg
Limit: 140.00 mg % 5.0 % (133.000 mg — 147.000 mg) Limit: 140.00 mg + 5.0 %.(133.000 mg — 147.000 mg)
Min weight. :...13% ..... mg Max. weight:. .../42::.}...mg | Min weight. :. JBo . mg  Max. weight:. ...J43 ... mg
LHS RHS |
Friability (Limit: NMT 1% after 4 minutes/100 rotations): oo |00 |
Disintegration ' Time (Limit - NMT 15 minutes) 05'% oqm “Ec
Done by: .. N2 qg\o(\m....(Production)
Prepared by: Checked by: Approved By:
Dept. Production P‘t*pd,us{ion( ] Quality Assupafice v°|  Head Quality Assurance
Si J 5 A~ NV
ign. Z_ ({9— %\ AN o ) \\ $
Date e e .2,1 1 p:lg/gw mQ,.L,.\. XD eDe ) ¥ ’\ .

Bk Ao MM s ntbs e
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SAI PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PVT LTD

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

Commune, Puducherry-605009.
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BATCH MANUFACTURING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/Smg -

BMR. No.: BMR/T/107-01

Batch No.: & Jwo 50/

Customer:

Generic Health Care Pvt. Ltd.

10.13 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR PRODUCTION (Frequency: Every 2 hours):

Min weight. :...

wt.. A B mg

Limit: 140.00 mg # 5.0 % (133.000 mg — 147.000 mg)
Iha....

mg Max. weight:. ...

Date: 23 [b 5}sp900 ime: (3'3p © Shift: ¢

LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 ko 8§ | ‘o 15 | Upp- I tgo 8 | ' Igo 15 | 4fn
2 leo 9 | luy 16 | lgo 2 Les 9 L) 16 | ito
3 o 10 Atgy 17 Tl 3 i 10 i 17 luo
4 Ly! 11 Lo 18 Iy 4 1er 11 Lyd 18 139
5 Lepo— 12 {2 19 Ly 5 1i6 1 1 2 | ey 19 | Jeo
6 Ly 13 - 20 | 1g3. 6 15911 13 Hro 20 1Yo
7 Llyo 14 1o : a7 10 14 | st

Balance ID No.: £p./Bat/ o9 M/C Speed: 200 _ RPM fo iy

Group weight of 20 Tablets:.. 2 =¥ |.....g. Ave. Group weight of 20 Tablets:...

wt:. 1.29.9...mg

Limit: 140.00 mg+ 5.0 % (133.000 mg — 147.000 mg) *

Min weight. :....

139.... mg

2:3A%....g. Avg.

Max. weight:. ... 142 ...

LHS
Friability (Limit: NMT 1% after 4 minutes/100 rotations): '|'g <o,
Disintegration Time (Limit - NMT 15 minutes) : IV:i?\p A
7

Done by: ... N, ‘?’ﬂ) .\.?ii.‘.y}l’roduction)

Date: ime: \&%5 ! o Shift:  (n

LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg)
1 ) 8 e 15 B9 1 Jto 8 L& 15 Lo
2 lyo 9 gt 16 lgo 2 _leprnt 9 lyp 16 (K5
3 173 10 ltp 17 | Jo: 3 tegs 10 | jyepp 17 A8
4 tteo 11 131} 18 | py 4 Bpd 1l | yp 18 [yt
5 oy 1 12 | 1pp 19 | jgo " 5 | igo 12 | pfs 9] 1y
6 o | 13 | gp |20 | jg 6 | Jgroo | 1B pgen [20] Jyo
7 (Yo 14 | Jgo ; 7 Lo 14 | 1ye

Balance ID No.: 20 LBﬁU‘n 09

| M/C Speed: 1p __RPM

Group weight of 20 Tablets:....a.».£02..g. Avg.
wit.. | g ). 2 2mg

Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)

Group weight of 20 Tablets:....ﬁ.—.r.a.l.?.—:..g. Avg.

wt lf—ktﬂwjmg

Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)

B
.'J)‘;:;Elf

Min weight. :......) 129.. mg Max. weight:. ... J43......mg | Min weight. ;.. \/f0....... mg  Max. weight.. ..... tj""‘ mg
LHS B
Friability (Limit: NMT 1% after 4 minutes/100 rotations): 0 oSN
Disintegration Time (Limit - NMT 15 minutes) 0@%
Done by: ... .N?.?.E@};\.o.ﬂwf@roduction)
50|
Prepared by: Checked by: 4 Approved By:
Dept.  Production Dradyetion /) Quality Aqsu;{qeo Head Quality Assurancc sl
Sign. - % A XN )\J” O \\\\W \h\’\v
Date 0._;',’!:9;4:&,..@-.2\\@;’(%9,0 NS e

[NCON]
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SAl PRIMUS

LIFE BIOTECH PVT LTD

~ SAI PRIMUS LIFE BIOTECH PVT LTD
Factory R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur

Commune, Puducherry-605009.
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BATCH MANUFACTURING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/Smg

BMR. No.: BMR/T/107-01

Batch No.: (71 F oo 50/

Customer:

Generic Health Care Pvt. Ltd.

10.14 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR PRODUCTION (Frcguency Every 2 hours):

Min weight. :...

Limit: 140.00 mg = 5.0 % (133.000 mg — 147.000 mg)

- I

mg Max. weight:. .

Min weight. :.429.....m

Date: .y o ,US)‘JO‘)'U Time : | g5y - Shift: 6,

LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
L | )39 8 Men 15 | \ep 1 | ¢o 8 o 15 | tegp
2 | yaqo 9 UH 16 | 1Yo 2 ) 9 Legy 16 | o
3 o 10 [ Yyp 17 | 1¢p) 3 Lu 10 LYo 17 lyL
4 1M ) 11 L4 18 | \yy 4 4o 11 L 18 | \go
5 Vi 12 | lyn 19| lyo 5 129 12 1t o 19 | 1yy
6 | e 13 | 1yo 20 | Lefd 6 \¢fo 13 )¢ ) 20 | b,
7 | lep o] 14| yeg V 7 Lerd 14 | \yp

Balance ID No.: 79 1B ﬁcﬁ-,g% M/C Speed: 2¢ RPM

Group weight of 20 Tablets:..Q:.'.'?’.—.:?..?.—...g. Avg. Group weight of 20 Tablets:... 9—“%&,’ .g. Avg.

wt:. 27 2mmg wt. 12, .mg

Limit: 140.00 mg % 5.0 % (133.000 mg — 147.000 mg)

143

Max. weight:. ..} .. mg

LHS RHS

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

0~02/, | 00y,

.'Disintegra‘ition Time (Limit - NMT 15 minutes)

A

V2 )

o5 3Dy | Equipme

Done by: .)‘.‘.\.‘Ma/%.\.gﬂ?i’)./(ol’roduction)

Time : Shift:

LHS: Mdual wei

ght of 20 tablets (in mg).

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

1

8

15 8

15

™~

16 9

16

10

17 10

17

11

18 11

18

12

19 12

19

AW

13

7

14

NN BN —

204

Balance ID No.:

Min weight. :

Group weight of 20 Tablets:.................. g. Avg.

Limit: 140.00 mg # 5.0 % (133.000 mg —

mg Max. weight:.

147.000 mg)

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

Disintcgrationiin'le (Limit - NMT 15 minutes)

| BIe]1 T o) (Production)

Prepared by: Checked by: d Approved By:
Dept. Production Produetion ( \ Quality Agsm,al{c\qp Head Quality Assurance
5 : 1%
Sign. Y. AR O—bed¥ 5\
Datc- i | l\\mﬂ% D o ! 194 X) \ &\vy

U _ FYRVIVTY




SAl PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PVT LTD

Commune Puducherry-605009.

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

Page 24 of 33

BATCH MANUFACTURING RECORD | Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/Smg

BMR. No.: BMR/T/107-01

Batch No.: (7 F Q0¢ 5¢

Customer:

Generic Health Care Pvt. Ltd.

10.15 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR PRODUCTION (Frequency: Every 2 hours)

\Qate

Time :

Shift:

Lﬁ‘ﬁ Indmdual welght of 20 tablets (in mg).

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

Limit: 140.00 mg + 5.0 % (133.000 mg

L% 8 15 1 8

2 N\ 9 16 2 9

3 e = 10 17 3 10

4 11 ‘18 4 11

5 N 12 19 5 12

6 \13 20 6 13

7 i b N 7. . 14
Balance ID No.: e M/C Speed: RPM
Group weight of 20 Tablets:.....\........... g. Avg Group weight of 20 Tablets:.................. g Avg.
W eeienn mg W i mg

Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)

Min weight. :......

.. mg Max. weight

Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)

Min weight. t....onnnn.. mg

Min weight. : ..mg | Min weight. :............ . mg * Max. weight:. .
LHS ~ RHS
Friability (Limit: NMT 1% after 4 minutes/100 rot?x‘ts'\ons):
Disintegration Time (Limit - NMT 15 minutes) =\
I‘L(

Done by: ............. TR A . (Production) ﬂ\ .

Date: Time : Shifi:

LHS: Individual weight of 20 tablets (in mg). RHS\ Individual weight of 20 tablets (in mg).
1 8 15 1 8 15
2 9 16 2 Dy 9 16
3: 10 17 3 N 10 17
4 11 18 4 i 18
5 12 19 5 12 19
6 13 20 6 13 20
7 14 7 N

Balance ID No.: RPM\

Group weight of 20 Tablets:.................. g. Avg. Group weight of 20 Tablets:....\..covvunee g. Avg

WE . vesvesaonna mg wt ...Ing

Max. weigh

(O~

i\n..m Aoy

% t LHS RHS

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

Disintegration Time (Limit - NMT 15 minutes)

DONE bY: eviviiiiiiiee e (Production) Aoy

Lo T%
Prepared by: Checked by: Approved By:

Dept. Production P,x;od[qction/ ) Quality A\SSUMCC 2 Head Quality Assurance A
Sign. ¥ elde H X e «(’&é\ W N .\MA)/ \V
Date ([)05[3.@7,9 'Q\\OS—KD/OQG ﬂ‘)’\o ]. y - \‘)Q 2

UNCONTROLLE. 2.1
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SAI PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PVT LTD

Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur
Commune, Puducherry-605009.
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BATCH MANUFACTURING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin 5Smg/5mg

BMR. No.: BMR/T/107-01

Batch No.:

(1F oo 50/

Customer:

Generic Health Care Pvt. Ltd.

10.16 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR PRODUCTION (Frequency: Every 2 hours):

Date

Time : Shift;

\H\S Individual weight of 20 tablets (in mg).

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

RN 8 15 1 8 15
2 | O 9 16 2 9 16
3 N 10 17 3 10 17
4 X 11 18 4 11 18
5 N\ 12 19 5 12 19
6 NE 20 6 13
7 | * 3 12N 7 , 14

Balance ID No.: N M/C Speed: RPM

Group weight of 20 Tablets:......\¢......... g. Avg Group weight of 20 Tablets:.................. g. Avg.

WL o enviive vy mg Whissoneyasvensss mg

Limit: 140.00 mg + 5.0 % (133.000 mg ~\|47.000 mg)

Min weight. :............. mg Max. weight:. ..\ ..........

Min weight. Soommpymensnys mg

Max. weight:

Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)

... g

Limit: 140.00 mg + 5.0 % (133.000 mg —

Min weight. :..

147.000 mg)

..mg Max. weight:

Min weight. :............ .mg

Limit: 140.00 mg 5.0 % (133.000 mg —

Max. weight:

g LHS RHS
TF riability (Limit: NMT 1% after 4 minutes/100 rotat\on)
% ‘Disintegration Time (Limit - NMT 15 mmutes) \ ‘
B0 [ o) ZP R N B (Production) \
Date: ' ‘ Time : Shifi:
"LHS: Individual weight of 20 tablets (in mg). RH& Individual weight of 20 tablets (in mg).
1 el 8 15 1 8 ' 15
2 9 16 2o N 9 16
3 10 17 3 N 10 17
4 11 18 4 N 11 18
5 12 19 5 X 12 19
6 13 20 6 2 13
7 ‘ 14 7 NE
Balance ID No.; M/C Speed: RPMA,
Group weight of 20 Tablets:.................. g. Avg. Group weight of 20 Tablets:......\¢.:-......8. Avg
W et mg Wi sao s mg

ey St b b

" 1-\ ;"Dr?‘l

UNCONTROLLE?

of

; LHS RHS
Friabiliq‘/ '<L:imit: NMT 1% after 4 minutes/100 rotations):
Disintegration Time (Limit - NMT 15 minutes)
Doneby: ..ooooiiiiiiiiiein (Production) ™
N
o
Prepared by: Checked by: Approved By:
Dept. Production Pfodyction ( / Quality Assurance~ | Head Quality Assurance P
Sign. Ll .c AL A ‘V% M A \Q.\yp& 35\""0
Date Ztl ol lD\\b\.‘?PDAoDo (\/‘Y\D é; (Q \

I TN

D

e

BT AVLES I

Wi

AYA 29l ‘.‘l
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SAI PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PVT LTD

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

Commune Puducherry -605009.
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BATCH MANUFACTURING RECORD

Product Code: A0S

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/Smg

BMR. No.: BMR/T/107-01

Batch No.: (1 F 200 50

Customer:

Generic Health Care Pvt. Ltd.

10.17 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR IPQA (Frequency: Every 4 hours): Yi1{| he ppeoy

Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)

Date:™ D9 farlopna 00 lonho™ Time: 5n!p0) Shift: Qo nevia]
LHS: Individual weight of 20 tablets (in mg). RHS :Individual welght of 20 tablets (in mg)
1 %9 8 o 15 Lo 1 15.% 8 {13 15
2 12145 9 if) 16 (149 2 hgg 9 | A 16
3 {10 10 [STX) 17 fuy 3 1134 10 154 17
<k i) 11 Atagy 18 1180 4 Uty 111 1441 18
5 LAn) 12 ;_.-,5(\ 19 {11 5 L’?a(ll 12 1R 19
6 (111 13 11sn 9. Ay 13 U411 0
7 {11y 14 140, 7 Lya 14 n
Balance ID No.: i)a [ poy M/C Speed: _\c RPM
Group weight of 20 Tablets:...% 80.5....g. Avg. Group weight of 20 Tablets:..a.=1Q)....g. Avg.
wt:... [ Hf...mg wti... A1 Q....mg
Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg) Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)
Min weight. :....1%9... mg Max, weight:. .....l#\.....mg | Min weight. ;... 4%.& .. mg  Max. weight:. ...lk4}... mg
,' o ] LHS
Friability (Limit: NMT 1% after 4 minutes/100 rotations): rind v a
Disintegration Time (Limit - NMT 15 minutes) 05 Min Jiooo
Done by: ....... XP@h ‘?.‘?.\).’.(IPQA) - ‘\lmm D:m A mf
Date: 9% ln 7l “cdg Time: naq ! #C Shift: K‘w nea)
LHS: Individual Weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (ih mg).
1 1ITo N 8 120 15 1m4 1 2R 8 fAsy 15 v
2 1 9 o 16 120 2 e 9 _1nq 16 1o
3 {hay 10 a 17 [TIRA) 3 sl 10 (R 17 in
4 Mits 11 o 18 iy . 1y 1 114 18 L1
5 !’3\(‘, 12 o 19 “!‘,“ 5 \'},(,\‘ 12 (R 19 1un
6 104 13 _juz 20 \ ok 6 Lo 13 \ho 20 121
7 u o, 14 AR 7 120 14 122
Balance ID No.: (ﬂ\n Jaal i;qm, M/C Speed: RPM
Group weight of 20 Tablets:...4:.80g ... g Avg Group weight of 20 Tablets:....! Y ‘@O—Jg Avg
wt:.... Q... .mg wt:....J10...mg

Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)

ot
L

Min weight. :....1%5.¢... mg Max. weight:. .....] 2. mg Min weight. ;.. {A/2....mg = Max. weight:. ...is)... mg
Friability (Lifmit: NMT 1% after 4 minutes/100 rotations): A0 A h/ YL
as MAn [

Disintegration Time (Limit - NMT 15 minutes) l”\i“'ﬂ"‘( a1 2gr [EQUPIOCICIDS
Done by: ..... X"YQ NeTT ...(IPQA)

\\\/ ”

‘} /\ r‘\n’i‘:’c
pay
Prepared by: Clrecked by: Approved By:

Dept. Production Pyoaduetign ( ) Quality Assudap<t. pl  Head Quality Assurance ]
Sin Ll T2, U N SOl @A o\ pL W
Date Z‘[ c";b/aza: Q‘\’\vﬂ%% Vv X \ ZQ D

AT

D\

N e AU 2 N - 8 e

a3 TP

UNCONTROLLES £..Y
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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.
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BATCH MANUFACTURING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/Smg

BMR. No.: BMR/T/107-01

Batch No.: (1 [ Q ©& 50)

Customer:

Generic Health Care Pvt. Ltd.

10.18 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR IPQA (Frequency: Every 4 hours) M qh Byl

Date: oL s Iaans

Time:

WS

(\ [ LY L"V';’,

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

RHS :Individual weight of 20 tablets (in \ng)

1 11 8 Lok 15 l 1 8 (et L5 |

2 lyo 9 e 16 2 1130 9 119 16 {24
3 ing 10 [ 17 3 12 10 e 17 | aun
4 bis § 11 51 18 4 fia 11 T 18 [ e
B) (LYl 12 1) 19 5 {144 12 IMy 19 i0.4
6 (e 13 K% 20 6 o 13 184 “ 20 Ly
T ) ®otgpye | 14 1 | 7 tay 14 N

Balance ID No.: {) @ M/C Speed: _ 95 RPM

Group weight of20 Tablets:....Z\).f..'Zﬁ'f}....g. Avg.

1a...

Limit: 140.00 mg £ 5.0 % (133.000 mg — 147.000 mg)

wt..... WO mg

Group weight of 20 Tablets:..

ALE02 g Avg.

R

Limit: 140.00 mg % 5.0 % (133.000 mg — 147.000 mg)

-

VR .

g g e—

Min weight. .. 1A% ... mg Max. weight:. ....{H4.l......mg | Min weight. :....\?>%..mg  Max. weight:. ...|42~ mg
i @ LHS RHS
| Friability (Limit: NMT 1% after 4 minutes/100 rotations): antel laca s,
| Disintegration Time (lelt - NMT 15 minutes) 05";12!}\ , |05 “ﬁl\ﬁg&{ DN i
Done by: ......... K‘.’.A(/./,;z;\n%.\’....(IPQA) _ SMugh heldnes ! th &
Date: o }A Elsnnd Time: " ec _ Shiftt  Gjeneda]
LHS: Individual weight of 20:tablets (in mg). RHS: Individual weight of 20 tablets (in'mg).
1 (e 8 ihq 15 1 1Q 8 0 15
2 il 9 i NIV 16 2 iy 9 144 16
3 i) 10 {20 17 3 lia 10 141 17
4 i 11 tup | 18 4 s 11 wn | 18
5 iy 12 L 19 5 et 12 i1y 19
6 Lt 13 e | 20 6 1aq 13 wy | 20
7 | BT 14 (&AL 4 14 14 ‘\h'r\
Balance ID No.: (@ [ [ne M/C Speed: 9n _RPM
— 4
Group weight of 20 Tablets:.. £ :. £.0].....g. Avg. Group weight of 20 Tablets:..R...K.0 XK. .z Avg.
wt....lhQ...mg wt... JiL L....mg
Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg) Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)
Min weight. :.... /5 4... mg Max. weight Min weight. :... {4 ...mg  Max. weight:. ...{1w2. mg
: LHS RHS
Friability (Limit: NMT 1% after 4 minutés/lO(? rotations): A nh J A AL
Disintegration Time (Limit - NMT 15 minutes) 05 Mw job dan [
Done by: ...... /X% Aorv (IPQA)
Prepared by: Checked by: Approved By:
Dept. Production Production \ \ Quality Assu ran’ceﬁ,? Head Quality Assurance u
Sign Lls |z N N RN ANV,
Date ziloclions] AN oXinonoe| O g}(y\o X - | /“J>
VO SRIY P A 1 e AT s---—-—-—-u-,‘ ™ "
3 T T;“n/ﬂ" — LTNCT{.\INTRWL_EU vvll




SAl PRIMUS

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

LIFE BIOTECH PVT LTD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product Amloperin Smg/Smg

BMR. No.: BMR/T/107-01

BatchNo.: (7 F Qoo 50)

Customer:

Generic Health Care Pvt. Ltd.

10.19 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR IPQA (Frequency: Every 4 hours)»\ (M4 L.mnm ]

Limit: 140.00 mg £ 5.0 % (133.000 mg — 147.000 mg)

Date: 9 3% /0 51oann Time: RIEYS Shift: 6'\0 n L\Ml

LHS: Individual weight of 20 tablets (ln mg). ' RHS :Individual weight of 20 tablets (in mg)
1 dhe 8 LN 15 T 1 ) 8 1220 15 | ma
2 it 9 lue 16 tha 2 L i 9. 1A 16 (ST}
3 1D 10 (0 17 U9 3 P 10 it 17 14!
4 o 11 ind 18 (e 4 Y] 11 {ign 18 | 1ien
5 ina 12 124G 19 144 5 e Yar | 12 A1y 19 . (K]
6 L 13 1131 20 6 1.0«‘-, 13 (2q '
7 TN 14 a4 |7 (3¢ 14 (Y

Balance ID No.: @g [th ne lows M/C Speed: __ 4«0 RPM

Group weight of 20 Tablets:.. ... 20 ...g. Avg. Group weight of 20 Tablets:....07. 3 \0....g. Avg

wt....lhl...mg wt:.. M0+ 5. mg

Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)

Min weight. ... {44..... mg Max. weight:. ... [&1....... mg | Min weight. :....($4. Max. weight:. ...LH2~: mg
Friability' (Limit: NMT 1% after 4 minutes/100 rotatxons_): g J
Dlsmtegratlon Time (Limit - NMT 15 minutes) ol 03\,:‘ ,\f .
Done by: .. ’wx/g T -(IPQA) N A pun haotd pes &g W
Date: fAVVa) ,nr‘-! )(1){‘ Time: ~ (Al s Shift:  Quv~wain \ ‘
LHS: Individual wei ght of 20 tablets (in mg). RHS: Individual weight of 20 tablets (it mg).
1 no 8 iy 15 TN 1 12 8 it L5 {nn
2 Uy 9 ity 16 i2q 2 T 9 RLeYY 16 Ay
3 A 10 (12 17 duh 3 1131 10 1o 17 11=Ya)
4 154 11 1) 18 Ly : 154 11 i 18 i
5 ity 12 LIV 19 | hun 5 (P2 12 (1N 19 \2q
6 | wn 13 12y 20 un 6 (20 13 2} 20 n
7 iDa 14 1A i q i 14 g
Balance ID No.: ﬁ S AL [ney M/C Speed: 3¢ RPM
Group weight of 20 Tablets:... A R00 ...g. Avg. Group weight of 20 Tablets:...qA C\M\ﬁg Avg.
wt.. A1 .mg wti.... 0. mg

Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg) Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)

Min weight. :..4A.% .... mg Max. weight:. .....{}.2=...mg | Min weight. :..12%....mg  Max. weight:. .1} 2... mg
LHS RHS .

Friability (Limit: NMT 1% after 4. minutes/100 rotations): L AR YL

Disintegration Time (Limit - N,MT 15 minutes) Qi?’ﬂ “;l/‘? Oshfjl‘f: N

Done by: ........ % B (IPQA)

Prepared by: Checked by: . Approved By:
Dept. Production Praduction / ) Quality Assucance ~|  Head Quality Assurance |-
i ; \) ~ A=
| Lo QO AZT U T B
Date B Q/\\bg”fao% ) A\ ﬁ \ .\)/

%
i
i
1
]

v 7~

W ] 4

UNCONTROLE

Ll’m Vwvi I
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Commune, Puduche

P SAIPRIMUS LIFE BIOTECH PVT LTD
ﬁ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate Villianur
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SAI PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: A08 Batch Size: 6,00,000 Tablets

Product Amloperin 5mg/5mg

BMR. No.: BMR/T/107-01 | Batch No.: 51 200 5@/

Customer:

Generic Health Care Pvt. Ltd.

10.20 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR IPQA (Frequency: Every 4 hours): Fm A L apped /

Date: ) » [nslanns _ Time:  t5 140, Shiftt Qg nain )

LHS: Individual weight of 20 tablets (m mg). RHS :Individual weight of 20 tablets (in mg).
1 [ 8 (2n 15 12 1 o 8 ks 15
2 ?.‘A(’l' 9 AL [ERY SN 16 {an 2 '(L\’ 9 Vl(f’ : 16
3 111 10 i} 17 120 3 e 10 By 17
4 110 1 Ly 18 I8y 4 124 11 e | 18
5 : (1.\\‘ 12 \12'&] 19 ”“; 5 ni) 12 iy 19
6 Y| ¢ 4o 13 10 20 150 6 e, 13 1 20
7 L4nin 14 Wy 7 Sy 14 iny ;

Balance ID No.: _f)A- [ ng agy M/C Speed: _ 9y ~ RPM

Group weight of 20 Tablets:... Q. 3A7 . ...g. Ave. Group weight of 20 Tablets:...2.1.X05...g. Avg.

wti...lHQ...mg wti... k) omg

Limit: 140.00 mg + 5.0 % (133.000'mg,— 147.000 mg) Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)

Min weight. :....[A% .. mg Max. weight:. *-..[%)....mg | Min weight. :...A.9... mg ~ Max. weight:. ...\%}.. mg
: i LHS RHS
. Friability (Limit: NMT 1% after 4 minutes/100 rotations): s de L Nn /L"
‘| Disintegration Time (Limit - NMT 15 minutes) o5 Mim 05;,’:"2, o
[Done by: ... VAR S .. (IPQA)
| Dite: : Time: Shift:
| LAS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
L] ke 8 | 15 1 8 15
2 N 9 | 16 2 9 16
3 L ID 17 3 10 17
4 1 18 4 11 18
5 12 | ™~ 19 5 12 19
6 13 ~. | 20 6 113
7 14 | |7 14
Balance ID No.: R M/C Speed: RPM
Group weight of 20 Tablets:.................. g. Avg. Group weight of 20 Tablets:.................. g- Avg.
W o sabiad mg a1 o mg :
Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg) Limit: 140.00 mg + 5.0 % (133.000 mg — 147.000 mg)
Min weight. : mg Max. weight:. Min weight. \ mg  Max. weight:. ..mg

LHS

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

Disintegration Time (Limit - NMT 15 minutes)

Done by: filiiigeiiaeniiamsanssaves (IPQA)
R(u\ ,\,)_\:7“ \/
'ﬁ
Prepared by: ,Glmpked by: Approved By:
Dept. Production d@tlon( Quallty\Astcc.\r} Head Quality Agsurance
Sign. Lo ZQAVM <A B AL O N o
Date 2ulosbero] DMlovlowoo [ YV N VER WAV
g b 3 g L ) ~/

Ul . w vui [
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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
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BATCH MANUFACTURING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/107-01

' Batch No.: [+ o :
Product Amloperin Smg/Smg atchNo: 61 Q00 S
Customer: Generic Health Care Pvt. Ltd.
10.21 . WEIGHING RECORD OF COMPRESSED TABLETS:
Cont| Gross | Tare .|  Net }o-n.t\ Gross Tare Net Y at|  Gross Tare Net
No | Weight | Weight '| weight No SWeight | Weight Weight \Slgo\. Weight Weight weight
e | x| aw | N [Twg | ) (Kg) TNKe) Xe) | (Kg)
1 198,496 | 9.30n | 2]-29n]| S N 9 -
2 lo%:h%0 |2 oo |24 .3En| 6 sl 10 ~_
3 120090 [230p )F-90 | 7 1
4 120136 [2.00p |-Gt 8 \ 12 ;
; 7. 820 ¥ ~ Total Net Weight | 3 . e
Weighed by Vo1 L _ | Checked by Sign./ Date: p » Mjm | Verified by IPQA Sign./ Date: V*ﬁmq\p S\
10.22 RECONCILIATION (COMPRESSION STAGE):"
Average weight of Uncoated Tablet: {J{}r23mg
1.0 | Standard Batch size 84.000 Kg | 6,00,000 Nos.
2-0 Actual weight of Lubricated granules .. 83.:500Kg 591150 Nos.
3.0 | Weight of compressed tablets $3. 550 i R 531%F)L Nos.
4.'0 Rejection during Compression@ 080 Kg,
5-0',5 In-process samples of all stages
A | IPQA Samples
B | QC Samples
C | Validation Samples
6.0 Total in process samples: (A + B+ C) -
7.0 | Total: (3.0 +6.0) B3 FFKg. 59304\ Nos.
8.0 | Yield {7.0/1.0 x 100} * ' AR BY %

@Total rejects destroyed: ..

* Actually yield will be calculated after 3 validation batches
02080,

Done by Production Sign/Date: . W

Test request form raised by Prod Sign/Date: .... W@w]odw 4
Test request form received by IPQA Sign/Date: ... %% {..‘.?.’.‘.'....\i’:f'.?/v

@)

vee

..Kg. (Rejected materials shall be destroyed as per SOP No.: QAGN/O48)

---------------------------

11.0 RELEASE FOR INSPECTION:

Reconciliation checked and Uncoated tablets released for inspection

Np©
IPQA Siga........... oS Date:..... 20 052000, ...
AN E
R
22109200
Prepared by: r{Eh‘«s)cked by: Approved By:
Dept. Production ProdfAictio Quality Assurapce? Head Quality Assurance
- >
Sign, . . L[{%— = Al o Nj)g»&{ X @) \\i\r’fd A2
Date' 1 /alo+ ZUlosliosa] p)loToene | NV 7N X\ O NS
o AR X ;‘ Y - v -
% Ve ' 2‘ TRTAARTIN AT ¥ e smyy
Lo ] NCUNTRULLE. o
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SAIPRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 31 of 33
Commune, Puducherry-605009. §
SAI PRIMUS - :
ure siorech vt o | BATCH MANUFACTURING RECORD | Product Code: A08 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/107-01 | Batch No.: E ,
Product Amloperin Smg/Smg = Sl G} Floo 50/
Customer: Generic Health Care Pvt. Ltd.
12.0 INSPECTION LINE CLEARANCE: Date/Shift/Time: 2.3{e]: [ty I we
Sr. Checks " *QObservation
No. , . Prod | IPQA [“Prod | IPQA
1 Check and ensure that empty containers, polythene bags, Tags and documents of previous
batch/product are removed. v \/
2 | Check and ensure that absence of previous batch/product from area below machine'and | -
inside machine. o
Check and ensure that machine body, machine parts and control panel are clean. L i3 \
4 | Check and ensure that absence of previous batch/product below container weighing o :
balance. v
Check and ensure that working desk, analytical balance and other accessories are clean. | v o \
6 | Check and ensure that Tube light fixture, supply grills, riser grills and filters, electrical | |~
fixtures and Derain point are clean. ; v
7 | Check and ensure that instruments to be used are within calibration due date. v’ b : \
Check and ensure that daily records (Logbook, Balance, Temp. and RH) are updated and | - Fx
signed. & 5
9 .| Check and ensure that environmental conditions are recorded in the BMR. v Ri2 %
10 | Check and ensure that rinse water is released from QC and attached the test request o o \
. | from(TRE) in BMR : N
i “11 | Equipment status is updated for Cleaned, Quahﬁcatlon and Preventlve maintenance. S v 7{SJ>\
: 2
Note *Tick mark () if Complxes and (X) if does not comply. ‘P/ﬁ/rk
Equipment' Inspection Belt Metal Detector Area >E,,
Y WED %
Eq‘“pme“‘ DN, P INBlool D/ B/ o] Turbedion N-Ed
Previous product 4{@;_ tr fv:Y\/\—é N
|| Batch No. C)D‘)—D'IDDLE
Cleaned by N,d/x).l}—
'| Checked by Production
J e
Sign/Date: N ‘Zax %Z, 05_}50
Verified by IPQA Sign/Date: VJ:,A 2l eB\ae-0
Date2> o5 hpoTime: 09" 4o [“Bate: Time:
ENVIRONMENTAL CONDITIONS: ] Prod. | Verified | Observat.| Prod. | Verified
Observation : . :
Sign. | by IPQA ion  [\Sign. | by IPQA
(Refer to Temperature °C Limit: NMT 25 °C 929 C N \ZA P
SOP No.: Relative Humidity % Limit: NMT 60% =29 g f‘gﬂ VM\ \
QAGN/011)| Differential Pressure (NLT 10 Pascal) Ry N “ECI P N
APPROVAL FOR INSPECTION: \,\, ’ JW
Production Sign/Date/N.s. W Q«B’Ofmw 2R "6'7km
o
Line Clearance IPQA Sign. / Date........'..f.'.'l:“.\.\!»ﬁ%?.'?..
Start Time/Date... 0.9, 25, / 43105— I[ ................ End Time/Date..lQ.—.l.QQ/.‘?.—Ez/anlzw
Prepared by: Clrecked by: Approved By:
Dept. Production Drodyetion (| Quality Ass(\ura}:(‘_p Head Quality Assurance |
Sign. [ la T A S\_}gy AP A \\W.VLN/ NV
Date © = Q,([ [LDlé 2\ \.@g( 2O \ v_;___f\ \P>
g ‘~-~‘n‘-‘ g i | . " / . S
g UNCONTROLI R



{1\ SAI PRIMUS LIFE BIOTECH PVT LTD
i, ”’ 3 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 32 of 33

SAI PRIMUS Commune, Puducherry-605009.
uresiotecipvT o | BATCH MANUFACTURING RECORD | Product Code: A0S Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/107-01 | Batch No.: (7 F 200 5¢/

Product Amloperin Smg/Smg

Customer: Generic Health Care Pvt. Ltd.
13.0 INSPECTION PROCESS
13.1 INSTRUCTIONS
S. No. Process Instructions
1 Carry out visual inspection of tablets on inspection belt area as per the SOP No. PDOP/019.
2 Collect inspected tablets in containers lined with polythene bags. Weigh the containers and record the weight.
3 Intimate In-process Quality Assurance.
13.2PERFORMANCE CHECKS RECORD FOR METAL DETECTOR:
Sr. No| Process instructions
1. | At the start of the activity, after each break and at the end of operation/shift) as per SOP No. PDGN/022.
2. | Testing frequency: Startup, End of the activity and after every break time.
3. [ Acceptance Criteria: 1. Ferrous, Stainless steel & Non-Ferrous shall be detected & rejected.
* 2. Nonmetallic shall not be detected.
Dicie & | el Metal Detector ID No.: PD/MED/za) . &PD/MED/..M. ... Checked by | Verified .
Time No. ?(i;r;u;) . Stzz:)rge[ss:lt)eel No(l:)-.lgel:gls Non-metallic | Result | Production | By IPQA
1 L Mokl [ x |~ [ w | X [o [Fonn|oar B g
&éwz/k/%/xxw@wvsm~w %o
oA 3° et sl oo N = M x| % |dpans | o Bl Y
gl L e L@ Lo luwile | o [ & (@nan as o R ¥r
el 2 [~ I T [n i T [ o [ 1ppad (& B O
\D \ 3 —~ X |~ P pos X /S X s | N B Vo
— | 1 ‘
| e L
1 R | :
2 \\
3 Y i
1 ‘ .
2 5 . ~_|
3 : 5 P
Note: Put ¥ mark for detection and x mark for non-detection IR S e : b2 7‘*’-”/;.,\
If during the test Metal Detector fails to reject any of the Standard chips then mention the corrective action taken. :
............................................................. M i e cesisses (To be filled by Production)
Note: Take QA Approval before proceeding to next stage

13.3 TABLETS VISUAL INSPECTION RECORD:

Container No Time Total Quantity | Tablet Inspection
< Checked by/Date
bale From To Started | Completed Rejected Done by/Date i y
)5 20 of ey loarge |V3C 0080 [\ peul | | N Bl a2ot]s
ey N
\\.
\\?_&_\Y\
=
Py ]
Jer] dor
Prepared by: hecked by: Approved By:
Dept. Production /ﬂ\pdﬁqﬁox( ) Quality Assyrance Head Quality Assurance
Sign. . v
g L Us Iez\ \X (T’{b[v /\Wv Q \\\q.\m N 5\
Datl o . 21 (05 2o dlocinene. Vv\ - VAR
PRl R Y e i, 3 - 1 " i ~ ey
1 ™/ ‘
U
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Vllhanur
Commune, Puducherry-605009.

Page 33 of 33

BATCH MANUFACTURING RECORD

Product Code: A08

Batch Size: 6,00,000 Tablets

Product

Amloperin Smg/Smg

BMR. No.: BMR/T/107-01

Batch No.: ] [F X0 5 )

Customer:

Generic Health Care Pvt. Ltd.

13.4 WEIGHING RECORD OF INSPECTED TABLETS:

o Gross Tare Net Gross Tare Net T Gross Tare Net
“I:I):t' Weight | Weight weight ?’;"\ Weight | Weight Weight \ng{ Weight Weight weight
No| &) | ko) | a2 | M| km | o) (Kg) N Ke) (Kg) (Kg)
1 199,480 | 2300 |2}:130 5 9

2 |2%.uno | 5300 |2b. )40 | 6 o 10

3 120200 |2-%0p [{F.000]| 7 a1l AL

4_ |20. tholp-300 | 1% -lbo| 8 [ 12

Total Net Weight |2 2, .cpD

Neighed by: o i

[ Checked by Sign./ Date: & “BAI22]5 b4 Verified by IPQA Sign./ Date:

13.5 RECONCILIATION: (INSPECTION OF TABLETS)

ﬁl/(/ N~
P

1.0 Theoretical weight of Tablets 84.000 kg 6,00,000 No’s
2.0 Tablets transferred for Inspection 22 <Bpke 59{¢ILNo’s
3.0 Rejected Tablets O oFoke 5L NO'S
4.0 Total weight of good Tablets 23.Sop kg 599 )spNo’s
50 | *Yield = -—x 100 A8 53 %

* Actually yicld will be calculated after 3 validation batches
Total rejects destroyed: ....... 0,.02%0.... Ke.

- Rejected materials should be destroyed in the presence of QA.

- Done by Packing sign/Date: N%%\ 2205 125 b
.. Checked by IPQA sign/Date: .

14.0

RELEASE FOR PACKING:

BMR reviewed by IPQA Sign/Date : ......

BMR Released for packing by QA Head S1gn/Date

15.0

BMR REVIEW DETAILS:

=— ””/\/9%\0(\5‘5‘7

Production Executive

ZMaan 'bu*(wnzvq> /??@Qn?cf ’ Nojo
g 3 .“.
QA Executive R’Hﬂ ¥omnan A&)/glm FW%
Production Assistant Manager/ HOD @ ALASU D R ANLANV A 5/&@4\337‘2 2} 9080
A Manager/ HOD : N b ;
4 ¢ ,S (/M A P s T L
16.0 REVISION HISTORY: ’ — \
Sr No
1 BMR/T/107-00 New Document Nil
2 g Manufacturing Formula revised to improve the granules flow 107-
s property. Change Control No. CC/20/006 BMRLII0T-00
Prepared by: Checked by: Approved By:
Dept. Production Plodpetion ( Quality Assuramce Head Quality Assurance -
Sign. L Lo KPRV NP S WY
Date 2Uoclros ] Nodoooe i A % /Q e
TINO Ty
Ul . wvvi l

12lovh




T~ i SAI PRIMUS LIFE BIOTECH PVT LTD
B ’27 p Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 1 of 33
N
SAl PRIMUS Commune, Puducherry-605009.
wresorec v | BATCH MANUFACTURING RECORD | Product Code: A08 Batch Size: 6,00,000 Tablets
; _ BMR. No.: BMR/T/107-02 | Batch No.: &7 = T T o k.
Product Amloperin Smg/5mg - IE 0670k
; Customer: Generic Health Care Pvt. Ltd.
BATCH MANUFACTURING RECORD COVER SHEET
PRODUCT NAME Amloperin 5Smg/5mg
GENERIC NAME . Amlodipine Besilate and Perindopril Erbumine Tablets
Each uncoated tablet contains:
Amlodipine Besilate BP
LABEL CLAIM Equivalent to Amlodipine............ sesdbein 5 mg
Perindopril Erbumine BP ......c.c.ccccunvine. 5mg
EXCIDIOIES 01 o2t 3588 i it s wreg st o dom s 204 q.s
MFR No. / Reference Document No. MFR/T/040-01
BMR No. BMR/T/107-02 '
REVISION No. 02
SUPERSEDES No. BMR/T/107-01
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PON/DRUGS/19 13 4323
Store in cool and dry place. Protect from light
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L‘ \{5"7}1,10'7]1029

SHELF LIFE 36 Months
BATCH SIZE 6,00,000 Tablets (84.000 Kg)
MFG. DATE: ......... 2.0 2242 ....... EXP. DATE: oo B[ 224 e
RECOVERY ADDITION RECORD
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SAI PRIMUS

LIFE BIQTECH PYT LTD

BATCH MANUFA

CTURING RECORD

Product Code: A08

Product Amloperin Smg/5mg

Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/107-02

Batch No.: G)FQCOWOLy

Customer:

Generic Health Care Pv’t. Ltd.

2.0 PROCESS FLOW CHART
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SAI PRIMUS LIFE BIOTECH PVT LTD :
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BATCH MANUFACTURING RECORD

Product Code: A0S

Batch Size: 6,00,000 Tablets

Product «

Amloperin 5Smg/5mg

BMR. No.: BMR/T/107-02

Batch No.:

GF 2007015

Customer:

Generic Health Care Pvt. Ltd.

3.0 INDENT OF ACTIVE INGREDIENTS & EXCIPIENTS:

_ . Standard Required
ST | Name of the Ingredient s ftom Code | Xablety | auanticy per br. | auantity per
No. ¢ Ingredien pec et (mg) 6,00,000 (%) | 6:00,000 tablets
& tablets (kg) o (kg)

Dry mixing .

1 | Amlodipine Besilate* BP RAI/GH/A001 6.950 4.170 - 4.170

2 Perindopril Erbumine” BP RAI/GH/P001 5.000 3.000 - 3.000

3 g@{c;%;?jii”me ¢ellulose BP | REX/GH/M002 | 49.490 29.604 : 29.694

4 Microcrystalline cellulose BP REX/SP/MO18 69.778 41.867 = 41.867

PH 200

Lubrication:

5 | Colloidal silicon dioxide BP REX/GH/C001 0.484 0.290 - 0.290

6 | Croscarmellose Sodium BP REX/GH/C002 3.425 2.055 - 2.055

7 | Sodium Starch Glycolate BP REX/GH/S001 1.961 1.177 - 1.177

8 | Magnesium stearate BP REX/GH/MO001 5.882 3.529 - 3.529

Average wt. of core tablet 140.000 84.000 - 84.000

Note: **API quantity shall be calculated based on potency.
OA: Overages, PL: Process loss

Potency calculation:
<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>