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EF'?‘J@*:EELQAWL{T% BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/134-00 | Batech No.: (G Flo o e K
- ZIDE 2.
Froduge RAMITHIAZIDES02.5 Customer: Generic Health Care Pvt. Ltd.

BATCH MANUFACTURING RECORD COVER SHEET

PRODUCT NAME
GENERIC NAME

LABEL CLAIM

MFR No. / Rcferencé’. Document No.
BMR No.

REVISION No.
SUPERSEDES No.

BMR EFFECTIVE BATCH NUMBER/DATE
MFG.LIC No.

STORAGE

BMR ISSUED BY/DATE (QA)

BMR CHECKED & RECEIVED BY/DATE
(PRODUCTION)

SHELF LIFE
BATCH SIZE

RAMITHIAZIDE 5/12.5

Ramipril and Hydrochlorothiazide Tablets

Each Uncoated tablet contains:

Ramipril BP....c.ooiieiiiiiiiniinannans 5mg
Hydrochlorothiazide BP............. [2.5 mg
EXCIDICNES s c.x 5965 5558 550 6 665 i m i it e q.s.
Colour: Erythrosine Supra '

MTI'R/T/058-00
BMR/T/134-00

00
NIL

: a\CQ/O\DO/} /9—«5\\\0\909/9
PO'N/DRUGS/I9 13 4323

Store in cool and dry place. Protect from light and moisture.

: &\(z\‘yw

/

s
LG((O(ZDM
36 Months ‘

6,00,000 Tablets (120.210 Kg)

MFG. DATE: ....\° | 9<lo . EXP. DATE: .... 155, l’)/"’ R
RECOVERY ADDITION RECORD
BATCH NO MFG EXP QUANTITY REVISED BATCH SIZE
N\ey R R e
ALLOTTED BY: \%

: S, 1 YO -
QA SIGN/DATE: ....... N, AL

DATE OF COMMENCEMENT: 4] 10. |22 22..

COUNTER CHECKED BY: }E% b\”’
QA SIGN/DATE: ......oveee N0 NG

DATE OF COMPLETION: ... \1.) \\\Mﬂ@

RELEASED QUANTITY OF TABLETS FOR PACKING ) :f_[j Qg@ Mo'\J
RELEASE FOR PACKING STAGE o
HEAD OF QA SIGN/DATE:

e ,\\\L\V’

This BMR contains 36 Pages + W Additional Pages & Lot \
(? (ﬁ( \1) \Il V0o
Prepared by: Checked by: Approved By:

Dept. Production Production 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 36
' . Commune, Puducherry-605009. I "'

EFIS\JIOES;LA!\WL{TSD BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
» ‘ BMR. No.: BMR/T/134-00 | BatchNo.: Cq F L olo o K
? t THIAZIDE 5/12.5 X
Bt RAMI Bl Customer: Generic Health Care Pvt. Ltd.
1.0 INDEX
Sr. No. Content Page No.
Batch manufacturing cover sheet 1
1.0 Index 2
2.0 Flow Chart 3
3.0 Indent of active pharmaceutical ingredients & excipients 4
4.0 Calculation 5-6
5.0 Dispensing line clearance checks, Dispensing weighing sheet 7-8
6.0 Line clearance for Sifting and granulation. 9
Granulation instruction, sieve integrity checks, sifting instruction, wet granulation, drying record,
7.0 By sics 10-12
sifting and milling record
8.0 'Blending Line clearance, Blending and Lubrication process, Lubrication material sifting record, 13-14
’ Blending and Lubrication records, Weight record, Reconciliation, Release for Compression )
9.0 Compression Line Clearance 15
Compression instruction, Granules receipt record, compression specification, compression machine
10.0 running status, initial In-process checks, Compression specification/ Parameters, In-process checks 16-33
: (Production and IPQA), uniformity of weight checks (Production and IPQA), weight record of
compressed tablets, Reconciliation
i1.0 | Release for Inspection 33
12.0 | Inspection Line clearance A 34
Inspection Process instruction, performance checks record for metal detector, tablets visual
13.0 |. . . P . 35-36
inspection record, weight record, Reconciliation of inspected tablets
14.0 | Release for Packing 36
15.0 | BMR Review details 36
16.0 | Revision History ’ 36
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 3 of 36
Commune, Puducherry-605009.

BATCH MANUFACTURING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

Product

RAMITHIAZIDE 5/12.5

BMR. No.: BMR/T/134-00 | Batch No.: GiF Qejool

Customer:

Generic Health Care Pvt. Ltd.

2.0 PROCESS FLOW CHART

Dispensing

3

Cross verification of dispensed materials

l

 Sifting

}

Dry mixing

¥

Binder preparation v

|

Wet grahulation

y

Final Drying and Sizing ;

Y

Pre-Lubrication- :

)

Lubrication :

|

Compression

!

Visual Inspectioh

!

‘Packing

#&— | Disintegration Test

In-Process Tests:
Appearance

Individual Weight Variation
Thickness

Diameter

Hardness

Friability

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
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& ey, SAI PRIMUS LIFE BIOTECH PVT LTD
R \{jj Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 4 of 36
s
SAI PR]MUS Commune, Puducherry-605009. e
ure siotecH pvr o | BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
. No.: - : (HFE Qolool
Product RAMITHIAZIDE 5/12.5 gﬁi mNe(; BMR/T/134-00_| Batch No: Gy 9 0] 60,

3.0 INDENT OF ACTIVE PHARMACEUTICAL INGREDIENTS & EXCIPIENTS:

Generic Health Care Pvt. Ltd.

Sr. ‘ Quantity/ quanstti(ti).' v OA/ Req. quantity
No. Name of the Ingredient Spec. Item Code T?r:lé:)ts 6,00,000 (I;/‘I:) [:::; l6(:t(10(,300
tablets (kg) g)
Dry mixing material:
1 | Ramipril* BP RAJ/GH/R001 5.000 3.000 2 3.060
2 | Hydrochlorothiazide® BP RAI/GH/H002 12.500 7.500 2 7.650
3 | Dried Maize Starch**" BP IRM/SP/M001 61.400 36.840 Lo- 36.840
4 | Lactose Monohydrate BP REX/SP/L003 74.000 44.400 - 44.400
5 | Microcrystalline Cellulose PH 102 BP REX/SP/MO10 30.000 18.000 - 18.000
Binder Material:
6 | Gelatin BP REX/SP/G001 2.000 1.200 - 1.200
7 | Dried Maize Starch BP IRM/SP/M001 5.000 3.000 - 3.000
8 | Erythrosine Supra [HS REX/SP/E005 0.100 0.060 - 0.060
9 | Purified Water BP NA q.s. 30.000 - 30.000
Theoretical Weight.of Dried Granules 190.000 114.000 - 114.210
Lubrication Material:
10 | Sodium Starch Glycollate BP REX/SP/S004 5.000 3.000 - 3.000
11 | Colloidal Silicon Dioxide BP REX/SP/C001 1.000 0.600 - 0.600
12 | Magnesium Stearate BP REX/SP/MO11 4.0b0 2.400 - 2.400
Theoretical Weight of the Lubricated granules { 200.000 120.000 - 120.210
Theoretical weight of Compressed tablet | 200.000 120.000 - 120.210
NOTE: *"API quantity shall be calculated based on potency.

OA: Overages, PL: Process loss

Potency calculation:

Theoretical Quantity of Ramipril and Hydrochlorothiazide required in Kg for a batch size of 6,00,000 Tablets are
calculated.

* Excess Quantity shall be compensating from Dried Maize Starch**"™

| AWRLI

Prepared by: Checked by: Approved By:
Dept. Production Production Qu'llity Assurance Head Quality Assurance
Sign. L $Ch) 0\ \e
Date 26liplr030 nb\1o\e1o )\/% Qe ] N 6N

UNCONTROLLED CCZY




g iy, SAIPRIMUS LIFE BIOTECH PVT LTD

(x

' ’ ~J Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 5 of 36
- Commune, Puducherry-605009.
SAI PRIMUS ;
LIFE BIOTECH PVT LTD BATCH MANUFACTURING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
Pt —— BMR. No.: BMR/T/134-00 | Batch No.: (AF 2otony
Customer: Generic Health Care Pvt, Litd.

4.0 ASSAY AND LOD CALCULATIONS FOR RAMIPRIL:

Note: If assay of API is more than 100%, consider 100% at the time of calculation.
Standard quantity of Ramipril: 3.060 Kg (A)

Calculation for Ramipril:

Label Claim x  Std. Batch Size (in no’s) 5 x 6,00,000

Theoretical Qty = + OVerages = ---------s--mmomeeeee- +2% = 3.060 kg

1000 x 1000 1000 x 1000

Buy lovoyp _ P
1) Calculation for Single A. R. No. ke , Assay on dried basis: 9% < w/w,LOD: -2 wiw
Exp. Date... (/. 2045 o oS
p S /‘

Actual Quantity (Kg) (B) = Standard qty. required x 100 x100 = 2:2L® x100x 100 =_Z06-8 Kg

Assay x (100-LOD) qq.d4 x(100- 0.2 ) £l

X
{\m\’ f

2) Calculation for Ramipril Multiple A. R. No.:

\,Sr. A RN Available Qty. | Assay % LOD % | Actual Qty. = Available Qty. x Assay x (100-LOD)
MNow| S (Kg) (C) wiw wiw 100x100
Total Actual Quantity (D)
| Calculation for Remaining Quantity Required (E): A
Theoretical Qty. — Actual Quantity (D) = Kg .
AR. No.: , Assay on dried basis: wiw, % i %w/w, Exp. Date---------------———-
Actual Remaining Quantity (Kg) (F) = Remaining qty. required (E) x 100 x100 = X 100X 100 = Kg.
Assay X (100-LOD) X(100- )
Total Qty. of Ramipril to be dispensed (G) = (C) + (F) = Kg “
7
Done By/On (QA): Kb P Checked By/On (Production): ;f@(&,ﬁ \ ¥
/qF : 3 Vv\‘\o
o Q/\ﬁ\\’3\
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
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SAY PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 6 of 36
Commune, Puducherry-605009.

“SAl PRIMUS

LIFE BIOTECH PVT LTD BATCH MANUFACTURING RECORD Product Code: R09 Batch Size: 6,00,000 Tabl?fS'“" ¥
: . - . ;If‘ﬁ//,“”'s‘
Product RAMITHIZIDE 5/12.5 BMR. No.: BMR/T/134-00 | Batch .No.. G Das \j '
Customer: Generic Health Care Pvt. Ltd.

4.1 ASSAY AND LOD CALCULATIONS FOR HYDROCHLOROTHIAZIDE:
Note: If assay of API is more than 100%, consider 100% at the time of calculation.
Standard quantity of Hydrochlorothiazide: 7.650 Kg (A)

Standard quantity of Maize Starch (B): 36.840 Kg

Calculation for Hydrochlorothiazide:

1) Calculation for Single A. R. No. Ritsloovi , Assay on dried basis: _ /00,98 w/w,LOD:_ 0.3 wiw
Exp. Date.. ¢ wlzonu ‘

Actual Quantity (Kg) (C) = Standard qty. required x 100 x100 = TL£¢ x 100 x 100 = b 'l.?»/—Kg
Assay x (100-LOD) oo x(100- &2 )

2) Calculation for Maize Starch (B):
Actual Quantity (Kg) (D) = Standard quantity of Maize Starch - (Excess Calculated quantity of Ramipril + Excess Calculated

4) Calculation for Maize Starch (B):
Actual Quantity (Kg) (J) = Standard quantity of Maize Starch - (Excess Calculated quantity of Ramipril + Excess Calculated
quantity of Hydrochlorothiazide)

v 7

A il quantity of Hydrochlorothiazide)
=36.840Kg—(_ &~ Kg+_cvi2 Kg)
-_3L.802 Kg % &/ ~
. . . A

3) Calculation for Hydrochlorothiazide Multiple A. R. No.: <

Sr. A R.No Available Qty. | Assay % LOD % | Actual Qty.= Available Qty. x Assay x (100-LOD)

No. T (Xg) (E) wiw wiw 100x100

=
\ ‘
S
S Total Actual Quantity (F)
Calculation for Remaining Quantity Required (G)
Theoretical Qty. — Actual Quantity (F) = Kg
AR. No.: ___, Assay on dried basis: \w/w,g.:‘OD: %w/w, Exp. Date----------=-u-mmm--
LD N
Actual Quantity (Kg) (H) = Remaining qty. required (G) x 100 x100 = "X.100X 100 = Kg.
Assay X (100-LOD) X(100<_ )
.
-

Total Qty. of Hydrochlorothiazide to be dispensed (I) = (E) + (H) = Kg N

=136.840 Kg —( Kg + Kg) ¢
= K
N\
Done By/On (QA): X\/{S 2 Checked By/On (Production): %Q‘k \ 10
U s s \10170
AN B
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g /4 - Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 7 of 36

Commune, Puducherry-605009.

EF'EAJ PR]ML{TSD BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/134-00 | Batch No.: G| F QO | &0 4
ITHIAZIDE 5/12.5
rﬂsic RABIE b Customer: Generic Health Care Pvt. Ltd.
5.‘ ﬁ NSING LINE CLEARANCE CHECKS Date?«é..‘l.b.\ﬁcl,aTim({.‘pﬂ Lav
Sr{‘ s ' Observation*
No. :'E Cherks Store IPQA
1 Eﬁhec'k and ensure that empty SS containers, polythene bags, Tags, documents and scrap from waste
__[¥bm qf previous batch/product are removed from the area. o v
2 .‘Iﬂgec k and ensure that display stand and weighing balance are clean. e v
3! |*€hekk and ensure that SS scoop, SS spatula and SS trolley are clean. e v
4 ‘I»&hegk and ensure that area (floor, walls, ceiling, doors and windows) are clean. /7 v
5? |&€hetk and ensure that Magnehelic gauges, tube light fixtures, supply grills, return riser grills and
v td Ls, electrical fixture are clean. 7 v
6- |-Chéck and ensure that all the sides of dispensing booth is clean S~ o
7 | Check all the gauges of dispensing booth before switching ON. P o
8 Check and ensure that weighing balances and pressure gauges to be used are within calibration due ! ',
date. e 3
9 Check that the daily records (Balance Logbook, RH & Temp. record) are updated and signed. e o
10 | Equipment status is updated for Cleaned and Preventive maintenance. - o
Note: *Tick mark () if Complies, (X) if does not comply and (NA) if not applicable.
Equipment Dispensing Booth Weighing Balance Area
ID No.

Previous Product

gr', D‘Dr\[’nn A S"T"R: ok | gﬂﬁﬁj /ha rl QT’!KJ! ,/(,x, A DFS?\EMFI‘/‘) l'l‘)ﬁ’}ﬁ

/!2%4.:3 badoaton  fpc i |- f:m#‘d\j

B. No.

Prry 9ong

Cleaned by Sign/Date

A . O/IIsme.p
i, ” - 7

Checked by Store

7

Sign/Date {M% 2 L Jrcis
Verified by IPQA . '
Sign/Date f\w/ 2\, ‘ Vo | 02X
\ <
ENVIRONMENTAL CONDITIONS: Date;),é.ho. [99Times 9.1 6" Checked by | Verified by
Observation Store IPQA
(For Reference SOP No.: QAGN/011) . §_i'gn/Date Sign/Date
Temperature (Limit: NMT 25°C) 949 ¢ ,/fﬁ}, o] SRR\
Relative Humidity % (Limit: NMT 60%) ../;"’ 8 :/' !;n !”V M\}UK Lo\
Differential Pressure (NLT 10 Pascal) I e Qs Jtad ‘J\%\',\gxmﬁ
Differential Pressure across the booth Limit: 5 to 20 mm Water LD rmm /gg N ,’, 3, VR ”
T P= i 25 L Al Q2

APPROVAL FOR DISPENSING BY IPQA: Sign...... Mé‘;ﬁ%/" ........... Date:... ngf R o

Dispensing start Time ..59.2 24 oooveveense. End Time ....... l0toc.enennnnn.

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
g < K%
Sign. [ ks 2% dell SENV.N PN
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g 4 1) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 9 of 36
il c Puducherry-605009
i ommune, Puducherry- ;
SAl PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

. No.: 34-00 | Batch No.: ) .
Product | RAMITHIAZIDE 5/12.5 T o BT T ateh Noit Ly 1 30 {60 &
Customer: Generic Health Care Pvt. Ltd.
6.0 GRANULATION LINE CLEARANCE CHECKS: Date/Time: 5% [jo)ld vy / (Foo /
Sr. Checks *Observations
No. Prod. | IPQA | Prod. | IPQA [ Prod. | IPQA
I Check and ensure that empty SS containers, polythene bags, Tags and
documents of previous batch/product are removed. — —
5 Check and ensure that Scrap from waste bin is removed and new
polythene bag is put into it. |
Check and ensure that display, display stand, weighing balance are -
clean. ' -~
4 | Check and ensure that SS storage Cabinet and Drain point are clean. ~ ~
Check and ensure that absence of previous batch/product from area P
below machine »
6 Sll(:(r:lk and ensure that all equipment body and inside the vessel are # o \\
7 Check and ensure that Tube light fixture, supply grills, riser grills and /L
filters and electrical fixtures are clean yd ol \
Check and ensure that instruments to be used are within calibration due e : ’
8 . . -
date and earthing connection. il
9 Check and ensure that daily records (Logbook, Balance, Temp. & RH) _
are updated and signed. —
10 | Check and ensure that environment condition and record on BMR - e \
11 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. < | /]
Note: *Tick mark (‘f) if Complies, (X) if daes not comply and (NA) if not applicable.
Equipment Sifter Multimill Mass Mixer/RMG | FBD/ Tray Drier Area
EQP. ID No. wlyredany  [PoOlmimladd POl RM oL asl 1 POl FRo/ant [ Anenut kit 1T
Previous Product Pregncieeye Reorn) LQQ Loney
J - 7 J
Batch No. PROD 7 ¢
Clganed by rnlbey \7dhy e
Checked by
Verified by Jr&q _ 9 . Lelholo ]
ENVIRONMENTAL Date':zg,[)ah h lime: | T o (\”\Qlte: Time: Date: Time:
CONDITIONS: . |Checked|Verified . |Checked| Verified .| Checked|Verified
(SOP No.: QAGN/011) Observation hy by Obse%&t% by | by Observation by By
Temperature °C & b
(NMT 25°C) 22 OL‘ Al/
RH % (NMT 60%) LY. i~ Al
DP (NLT 10 Pascal) \gpenen | o= | A
APPROVAL FOR SIFTING AND GRANULATION: \"\fw,.
Production Sign/Date: W?Ja\\k\ 5 ’ -
IPQA Sign/Date: Moy iw\iP (/Z,O'LO
At
Start and End Time: '3 -1o Io\b ] \,
&y
2b) | N
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality, Assurance
Sign. Lk Aob P 0 \\?gfv‘/g A
= N <
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SAl PRIMUS

LIFE BIOTECH PVT LTD

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

Villianur

Page 10 of 36

BATCH MANUFACTURING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/134-00

Batch No.: Q\ T Joloo iy

d C 5/12. . S
Froduct A M T AIDE S/l s Customer: Generic Health Care Pvi. Ltd.
7.0 GRANULATION SIFTING INSTRUCTIONS AND SIFTING RECORD: Date?.-é(LQ]an.Q..Shift: G‘l .............
Weight . Sieve Time Sieve
S.No | Name of Ingredient before Svae ID No. Integrity Integrity ch:ne gkd
) sifting in Kg| S'%¢ before use | From | To |after use y y
Dry mixing:
1 Ramipril* 40#
; 857 (- N [T)o 290 Muthee |- Y
2 Hydrochlorothiazide™ | =.. §9-3 | 40# )% 1.9 Ir#v Qe M b N
3 Maize Starch** | 40# o LK ' ~OKJ J«
86 - Yo Not OK |[2:2/ |/%-25"| Not OK |maun
4 Lactose Monohydrate | 44 .¢ ¢ o 40# J2..24 13-4 0 e T’A
5 Microcrystalline ' 40H ; j
Cellulose PH 102 137 oo J24 ) |13y st )
Binder Material:
6 Gelatin |-9a0 165210 |[6 20 'w?Q‘L\rc_ ‘:ﬂ"‘
7 Mgiae-Statph Roseo NA NA NA l6.9) |16 -29 NA  |vidhve fﬁl
§ Erytlirosine Supra (o osly 1§20 116 Yo Ve \:}‘,‘“
o | Purified Water [ ooing 6o | 12-ba e | I
Lubrication:
Scdium Starch oK/ LK/
1 ; 0. !
10 Glycollate [ T— 6Oft P’?/? Iétfc/a"-'} Not OK | 2.9/ 17 01 | Not OK |peebn /\/\
Colloidal Silicon _OK/ OK/ | /L
11| pioxide o =0 | 30# W/ o5 €é0e]oq Not OK /7, ot, [/7-02. | Wot OK |prah | £
: . 4| oK | OK |
12 | Magnesium Stearate Yoo | go# 1%9/79:@ e’lv/a ) NotOK /309 /7-10 Not OK (p\wfv- J"\
7.1 MANUFACTURING PROCESS:
Step ] . Daie %["’!\w = Done | Checked
No Process Instructions ime by by
Started | Completed
Dry mixing:
1 Transfer the sifted material from step 7.0 (1-5) into the RMG/Mass ] d_\
mixer. Mix for 10 minute with impeller at slow speed and chopper ‘off ‘. [F-sa|]l2 Yollade
Impeller Speed: S~ RPM
5 Binder Preparation: ) ) #\
Take Purified Water and mix Maize Starch to form a slurry. 13-} 19-09 Vi = X
Take Purified Water in Paste Kettle and heat till reaches 95°C and
3 dissolve Erythrosine Supra and Gelatin in it to form a solution. Then . AN
Immediately add the starch slurry prepared in the above step. 120e |17 20T 'Y\gA\‘
Wet Granulation:
Binder Addition:
4 | Add binder solution into RMG/Mass mixer take 1 min for binder addition 19.14 | - &,\
with impeller slow speed and Chopper OFF. .26 \f\w\'
Impeller Speed: __ <x— RPM,
After binder addition allow mixing for 1 minutes. If required allow mixing
for 1 min or till required consistency of granules obtained with impeller at -
s slow speed and chopper at slow speed. ~ {\KL }_.
Impeller Speed: _| , 19 2% 19- 28 [V
Chopper Speed: RPM
Additional quantity of Purified water Fas.... Kg
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
. ~ P
Sign. L s Do = o hah QRNSY:s RV
T 2;[@.’1.@1‘?_,070 '?/L,' 10' Yo //\/; X ALY xc \ o

LUNCO

7 = Y

QLI 1

AN VA

NTROLLED CCZY
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: Commune, Puducherry-605009.

Page 11 of 36

MUS

BATCH MANUFACTURING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/134-00

BatchNo.: (G P 3o leo

Product MITHIAZIDE 5/12.5
paea RAMLT ! - Customei: Generic Health Care Pvt. Ltd.
6 Note the Ampere at granulation end point 2.2_.... AMP.
Discharge the wet mass to FBD bowl/Tray drier tray operating slow speed
of Impeller and slow speed of Chopper.
7 Impeller Speed: ....!.C.S.....RPM H.2 | 19.35 \!\{\'Wk d\\
Chopper Speed....... MA...... RPM
7.2 DRYING: )
Ste Date: 2 6llo'oano
Nop Process Instructions Time Done by Checked
Started | Completed by
1 Load the wet mass into the FBD bowl/ Tray drier tray and air dry the wet mass till solvent smell vanishes.
5 Load the wet mass into the cleaned FBD bowl Dry at inlet g -A(v hi) Vit Y
temperature 50-55°c till the LOD reached up to 2.2% w/w. 19+-00 15 Karad ve Ao
LOD checking temperature at 105°C Observed LOD in %
3 | (Auto mode). LOD should be 1.5 —2.2 % w/w. KRTRVA Koo A=
4 Same procedure should be followed for all the lots. N2 | WD T WA
7.3 FBD Finger bag Integrity checks: - :
= | o Checked by Verified by
S. No. Items Integrity before use | Integrity after use (Pfoduction) QA
L FBD finger bag  ple o~ V\'I -
FBD bowl mesh obe ol A~ A
v
7.4_SET PARAMETERS: =
Inlet Product Temp. Total
;; Operation Sta:;ltted Temp. | Outlet Temp. (To be Com[;lteted T"}“’ Ol}s'(c)rDcd Dsnc CBhCCde
: (50-55°C) Established) (mins) " L
1. | Air-Drying-I 12.4o —— AUTY 19. So | lo oA nhhae /[L‘
2. Raking-l ||1p, t9 | NA NA NA 2 53 | ¥ NA Ao (}\,
3. | Dryingl ||Gpw | 5X o o 450 (5 [ANT (Kaertd R
4. Raking-II L, NA NA NA NA
7 Ty
5. Drying-II N K\—\\ ]
6. | Raking-III NA NA NA NA | T pb—
it Drying-III
Total Drying Time (Exclude Raking & Air-Drying time): kp . .
Total Drying time: by LOD Verified By IPQA: /1}3,
7.5 SIFTING AND MILLING: i
AR -
S. . D '\u DT Done Checked
No Process Instructions Time by by
Started | Completed o
1. Sift the dried granules through 20 # sieve. Record the observation. |14 52| 3o+ 0X Koo i i
Mill the oversized granules through 1.5 mm multi mill screen ; ‘
fitted with (knives forward medium speed) followed by sifting b | Lot QMJ f
2. through 20# sieve on vibrating sifter and collect the sifted H?
granules in double polythene lined cleaned HDPE containers,
record the weights.
Unload the granules in to cleaned HDPE containers in double . . 4
‘Y Lo Y
3. | polythene bag. - 7' do hjm? (i(/
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign N LT A R N RN
Date 2470 /zo;,o blioloor, | Vg AQ\\)vn\MW X’ \ «m\\
I e wa—
LA *‘{a YT (}NGQNTRQLLE“ Cr/Y
T LI 2’4 BRY LXAV IS ¥ N A B
M

Lo -




SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 12 of 36
Commune, Puducherry-605009.

L%:ég,oE&L/}.AWULTSD BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/134-00 | Batch No.: (4 ¥ -0 tvo h
d I ZIDE 2.5
Broddet FLAMETEIAZIDE S/ Customer: Generic Health Care Pvt. Ltd.
7.6 SIZING RECORD: .
Integrity | Date: Jb[1e | dofo Integrity
sl\cjlrisel:las?zde Sieve ID No checked Time checked Done by Ch;cked
before use Started Completed After usc y
204 Tyimee.a0)er | OK/NotOK | 16 o Jorvy OK/NotOK | Yoty |
L5mm ) i | OR/NOtOK | 39,00 g0\l OK/NotOK | Mewgwmin| R
1= :
7.7 WEIGHING OF DRIED GRANULES:
S. No. Tare Weight (Kg) Gross Weight (Kg) Net Weight (Kg) Weighed By Checked By
L RELTS AV 4ty 385 %o Yo frar— o
< A0 EL\X"’QD 34 *S90 Xopdir— -
3 S 0w 37 5y 327280 Koy A —
4 =}
s /L . e e
6 { —_—
Total Nv.190 e el e

Theoretical Weight: 114.210 Kg
Theoretical Yield (Weight): Actually yield will be calculated after 3 validation batches.

Actual Yield (Weight): __ 1101 34, Ke % Yield: 9% by % o
A& [ 1o\ +*
Date: ]} f}p (ﬁm AR Production Executive Sign. /Date:
L0 L
Prepared by: Checked by: Approved By:
Dept. Production . Production Quality Assurance Head Quality Assurance
Sign. = /PO}Q e A Q_\Wad” g c\y"
Date _ 26l10)w00 26l jo |20 /\/vV.An\vm\rg o A l 2\ “\»\
—_ " o ) ] .- —rey

| UNCONTROLLED CC2Y

o - e



SAI PRIMUS LIFE BIOTECH PVT LTD

Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 13 of 36

SA]PJI'QIMUS Commune, Puducherry-605009.
uire srotecH pv Lo | BATCH MANUFACTURING RECORD | Product Code: R09

Batch Size: 6,00,000 Tablets

Product RAMITHIAZIDE 5/12.5

BMR. No.: BMR/T/134-00

Batch No.: Cq = 2o \ob L

Customer: Generic Health Care Pvt. Ltd.'
8.0 BLENDING LINE CLEARANCE CHECXKS: Date/Shift: 9_7-//,, _/;_ozc / 67 / N
S *Observations
N: Checks Time| |2 0
: 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. — -
2 Check and ensure that Scrap from waste bin is removed and new P e
polythene bag is put into it.
3 Sl};:cr:lk and ensure that display, display stand, weighing balance are - i
4 | Check and ensure that SS storage Cabinet and Drain point are clean. e s \
Check and ensure that absence of previous batch/product from area
5 - -~ e
below machine
6 Check and ensure that all equipment body and inside the vessel are - o \
clean N,
7 Check and ensure that Tube light fixture, supply grills, riser grills and _ . A
filters and electrical fixtures are clean il Z ‘
3 Check and ensure that instruments to be used are within calibration due >
date and earthing connection. -~
9 Check and ensure that daily records (Logbook, Balance, Temp. & RH) N
are updated and signed. < <
10 | Check and ensure that environment condition and record on BMR — / \
11 Check and ensure that rinse water is released from QC and attached the pe
test request from (TRF) ol e
12 | Equipment status is updated for Cleaned and Preventive maintenance. &
Note: *Tick mark (‘l) if Complies, (X) if does not comply and (NA) if not applicable.
Equipment Blender Area
EQP. ID No. PO/ 0cR /OO ! [f\vrnmnln?/irn ik
Previous Product \Mqh\u i B T
Batch No. o NS> 500 W
Cleaned by |2 NN N
Checked by
Verified by A
ENVIRONMENTAL Date:‘:):;l.[l,,]w Time: /70 '<D{te: Time: Date: Time:
CONDITIONS: . [Checked|Verified y Checked|Verified . Checked| Verificd,
(SOP No.: QAGN/011) Observation by by Obser}tlon\ by by Observation by b
Temperature °C oz ;
(NMT 25°C) 2.1 (/l‘ i
RH % (NMT 60%) Y. | | A
DP (NLT 10 Pascal) lopanes | d— A
APPROVAL FOR SIFTING AND BLENDING: -
Production Sign/Date: d-/\g ‘Z}—I lo /Lo’Lu —
IPQA Sign/Date: /\ W\\'\\’D\J e v%i\“
Start and End Time: (7 10 \\\‘ e \
2ol
Prepared by: Checked by: Approved By:
Dept. Production Production Quallty Assurance Head QualityzAssurance
Sign. L. s ‘ e AN (&
Date 2 b //0/1020 %]101%’1@ «/\/\/\a\u\wﬁ \2< \ (\\ B

UNCONTROLLED (CZY

Aei =Y
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SAI PRIMUS LIFE BIOTECH PVT LTD

l‘;"’} Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Vllllanur

Commune, Puducherry-605009.
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EF’S‘!,IOE:EWWL{TD BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5125 BMR. No.: BMR/T/134-00 | Batch No.: Cq EYo ook

Customer: Generic Health Care Pvt. Ltd.
8.1 BLENDING AND LUBRICATION PROCESS: DateZ%/a. [Lvl ..... Shift.Y/.......
Step ) ) Time Checked by
No. Process Instructions Sharted ICompleted Donc by Prod.
1 |Use hand gloves and goggles while handling the materials.
2 Operate the Octagonal Blender as per the current version of the SOP No. PDOP/009.
Lubrication:
Load the dried and sifted granules from step 7.7, sifted Sodium Starch 17 )
1 Glycollate and ColloidalSilicon Dioxide from step 7.0 (10,11) in to 7l 3. 24 yobt yAA
the blender and mix at 1@rpm foeS-urifiutes (To be established). j 5 P 1J ,
Load sifted Magnesium Stearate jnto the above Pre-lubricated blend 17.26 . ‘7&/\
2 and mix for furthec 3-sminutes atl0 RPM (To be established). 9, n’\'J e 13- 44 P'”b’ﬁ
3 ;J(;l)?g:gthe lubricated blend in HDPE container having double lined 1250 | J4roo (PTO«LA %ﬁ
8.2 WEIGHING OF FINAL BLEND:
Balance LD. No.: ..20o/Dal [os < Dat@#/lqlia’)u..Shift...&l ....... Time:...[47|®
Sr. No. |.Gross Weight(Kg) [Tare Weight(Kg) | Net weight(Kg) |Weighed by | Checked by Prod. Vcrlﬁed by IPQA
1 B4 -Ybo 2 eo Y. | by Probe \
2 Lh') I(\O 2. lea 271960 {1‘(“4)*/\ E’Lnlh L\E\/ z
4 e
5 Ny
6 R R RN -49)
Total: (o)
8.3 RECONCILJATION: l
1.0 | Theoretical weight of blend 120.210 Kg
2.0 | Actual Weight of blend nwg ,g«boq-]-l%.l(g
3.0 | Manufacturing Loss (Blending stage) @ Y« Co Kg
In-process samples e /
A | TPQC Samples
4.0 g L
B | QC Samples
C | Validation Samples e ;
5.0 | Total samples: (A+ B +C) o- | o Kg
6.0 | Total: (2.0 +5.0) 116 .00 Ke
7.0 | Yield {6.0/ 1.0 x100}* 96 « ' %
* Actually yield will be calculated after 3 validation batches.
@Total rejects destroyed: ... Y, A0e Kg. (Rejected materials shall be destroyed as per SOP: QAGN/048).
Recovery Addition Quantity in Kg-—m ------ (Recovery addition materials shall be as per SOP: QAGN/047).
Done by Production sign/Date: N 244 loJLe22.. . Checked By IPQA sign/Date.............. 2>/6” /.\L?.\?.’.”.?.’f..
Test request form raised by Prod Sign/Date: % L}‘ vl *
Test request form received by IPQA Sign/Date: /‘yA?a\'\_ﬁ,\om -
8.4 RELEASED FOR COMPRESSION:
Reconciliation checked and blend is released for compression
IPQA Sign........q. MetwdeeC . Date:.. 2292
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. ,/_ } A ,@Q (,/2"* PN Q \\W ﬁ\h/’w
?( S \
Date 26 [_/ 0/}29 U 10] 2090 _,)v/n/\n\m\lw Z \ w.,,xo\
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BATCH MANUFACI\‘,[BING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

Product

BMR. No.: BMR/T/134-00

Batch No.: Cy £ Yo Voo |

RAMITHIAZIDE 5/12.5 \

Customer: Generic Health Care Pvt. Ltd.
9.6 COMPRESSION LINE CLEARANCE CH};CKS: Date: ‘1“—}\\0\‘3-(3‘)-0 3 ']U:\im_o /
Sr *Qbservations ‘
No‘ Checks Time: | K130 el '~§:¢ X
) Prod.[IPQA [Prod. [IPQA | Prod.[IPQA
1 Check and ensure that empty SS containers/ containers o o \
polythene bags, Tags, and documents of previous batch/product are removed. A~ A
2 Check and ensure that absence of tablets of przfious batch/product from area \/ - \
below machine and inside machine by opening/the guard of machine. N o
3 Check and ensure that the machine body and machine parts like hoppers,
feed frame, dust collection chute, hosepipe and ejection chute and control Ve 7 \
panel are clean. A -
4 Check and ensure that absence of tablet of previous batch/product below the o A
weighing balance, check the cleanliness of area and equipment. v v
5 Check and ensure that working desk, analytical balance and other accessories | .~ A
are clean. VT N
6 Check and ensure that Deduster and hosepipe are clean. v w | B0 e
7 Check and ensure that Tube light fixture, supply grills, riser grills and filters i il Ly
and electrical fixtures are clean. v L &
8 Check and ensure that instruments to be used are within calibration due date,
and Punch inspection record A g | T _ \
9 Check and ensure that daily records (Logbook, Balance, Temp. and RH) are il \
updated and signed. v - v
10 | Check and ensure that environmental conditions are recorded in the BMR. v“ v | ~T7 |
11 | Area, equipment and preventive maintenance status board is updated. v s |
12 | Check and ensure that rinse water /Surface swab is released from QC and A A \
: attached the test request from (TRF)in BMR v’ A— )
13 | Equipment status is updated for Cleaned and Preventive Maintenance label. 2 | NF T A !
Note: *Tick mark () if Complies, (X) if does not comply and (NA) if not applicable.
Equipment Compression Machine Deduster Area
EQP ID No. D\om\ 80} Mpepps); d \nenlon COmpraXAth ~60 3
Previous Product \( \A wn CY ’
Batch No. NOXDODB'B
Cleaned by
Checked by mqy\\n\w@
Verified by Ao w12 070
ENVIRONMENTAL | Date: 9\iplhooTime: \t 1y | Date: Sﬂ\b\grﬂimc:qﬂ 50 | Date: Time:
CONDITIONS: Observation |Checked| Verified| = " Checked| Verificd| J\ . T Checked [ Verified
(SOP No.: QAGN/011) : by by by by AN by by
Temperature °C o -
(NMI’)I‘ 259C) 0% & F‘ﬁ_ LN 24" K;}, gl \
RH % QMT 60%) oy | & | o | sav. [66 | w \
DP (NLT 10 Pascal) AY Dok el ﬁr— ,MT o c_z»\, AL W 1
APPROVAL FOR COMPRESSION: { \ \
Production Sign/Date: '(f)‘,,)q_ (D\gmﬂ g{%ﬂ\m \
IPQA Sign/Date: LY QF\\,D\Q\QQ\, Vi, \'\\0\9 > \"‘M\
Start and End Time: Np_ Lax ‘oho V& -\ | %L
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality v\\ssm ance
S, L kK | s N
Date 2611012020 r%ho\')ow T 3,\@\"1 ,o\l\vn)‘7 M \‘ _
ik i 1
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BATCH MANUFACTURING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/134-00 | Batch No.: (“(\

Y oloo H

Evies RAMITHIAZIDE Bit2.5 Customer: Generic Health Care Pvt. Ltd.
10.0 COMPRESSION
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: 8.00 mm Circular shaped flat faced beveled edge punches.
b. Lower punches: 8.00 mm Circular shaped flat faced plain punches.
3 c. Dies: 8.00 mm suitable for above punches.
d. Type of tooling - D. ) A0
O ‘ e’
S ﬁ%\eﬂw o
Punch Issued by: sign./Date: Checked and Received 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.
' 6 Collect the tablets of one complete rotation and carry out.In-process checks for thickness, weight and 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 containers/SS container.
8 Check and record the weight of the compressed tablets.

10.2 GRANULES RECEIPT RECORD: \62 \0
Balance ID. No.:_b\p.a \ous Date. Q310008 .Shift... B..... Time: J&:Sb
Sr. No. Gross Weight in Kg Issued By Production Checked by Production
1 3bbo &
2 \bb P q_
3 AL 30 ol D™
4 I —— )
5 B rson R o —
6 o \\ )
10.3 COMPRESSION SPECIFICATION / PARAMETERS: } '*Qam
Sr. Bniston Limits No. of tablets to be checked Frequency
No. from cach side Production IPQA
Pink coloured, circular shaped, uncoated
1. | Appearance tablet with breakline on one side and plain 20 Every 30 min| Every 2 Hr.
on other side
5 Average 200.000 mg+3.0 % 20
* | weight(mg) (194.000 mg —206.000 mg)
y 4,000 g+£3.0% ;
3. | Group Weight (3.880 g to 4.120g) 20 Every 30 min| Every 2 Hr.
4. | Uniformity of | 200.000 mg£5.0%
weight Tablets | (190.000 mg —210.000 mg) 20 Bvery2 Hr. | Every 4 Hr.
NLT 3.0 Kg 2
6 | Hardness (To be established) 4 Every 30 min| Every 2 Hr.
Thickness 320 mm % 0.3 mm :
* (mm) (2.90 mm — 3.50 mm) (To be established) 4 Bvery 30 min{ Hvesy 2K,
9 Diameter - 7.94 mm + 0.1 mm 30 Initial ik
| (mm) (7.84 mm — 8.04 mm) (To be established) : a B
8. | Friability NMT 1% w/w 6g Every 2 Hr. | Every4 Hr.
9. %‘xmgra““’" NMT 15 Minutes 6 Every 2 Hr. | Every4 Hr.
Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality Assumnce
Sign /. B ‘ " o Q \\\1\6{)?'/
Daty _2610]2020 A B AW l T, \J\\

DRy

ACONTROLLED Co7Y

V010
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BATCH MANUFACTURING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/134-00 | Batch No.: (s & 20 lo 0 Lt
Reoduei RAMITHEAZINE 5435 Customer: Generic Health Care Pvt. Ltd!
10.4 COMPRESSION MACHINE RUNNING STATUS:
. Start End M/C Checked
Date Shift Time Time Speed Tablets Output Done By By "
adagn A 1o 10 1214 Ny Ko m 11300 %ﬂ\%ﬁ K wg
— s Qo

10.5 INITIAL INPROCESS CHECKS: (Appearance, Uniformity of Wejght, Thickness & Diameter):

Balance 1.D. No.: PD{‘P;AL‘ ot Date. 2O R£DoShift..... Cv\ ......... Time: 1Q4 00
HS RHS
Sr. A " Weight Thickness | Diameter Sr. % e Weight Thickness Diameter
No. ppearance (in mg) (in mm) (in mm) No. Rpears (in mg) (in mm) (in mm)
1 Ot WX | 351 | }ol 1 DK il R | Al
2 ox S 2.o% QoS | 2 Ok, V00 .08 B-00
3 | 0w 200 3.1 S04 | 3 Ok 199 216 8w
4 oy 200 2.4\ @ 00 4 oK A7 % .99 KOO
5 (ol 200 2.0% | 8.0t 5 oK 200 201 Qal
6 S 2a0 2 0% Qo 6 or 9 0l a-0R Q.00
7 Ok 2o 2,9 R.01 7 oK 9260 3 .ot 00
8 or DOO Aot | Hag 8 ] Dob .08 %00
9 ok A0 2.0 g.00 9 Qi 133 2.0% 2.0
10 Dk 1A% 2.0 Q0! 10 o dO0 2-07) % -0)
11 (3 198 2.0 Aol 11 Bk A% 2.0 8.00
12 oK A% 2.0 Q.01 12 (3114 200 2.9 ?.0l
13 oK 10 2 \0 Qepo 13 ok q 2. R.D2
14 oK 1ax 2.8 2 ol 14 Qe 129 3T RO
15 oy a5 %20 | Q.00 15 ok 206 3R R.00
16 ()% e %20 | g.o0 16 iz 900 8.0 b2
17 oK " | .08 €.00 17 Ol 199 B -0 B0
18 Bl el 20% | .00 18 O blele! 804 202
19 o 1 %.09 %0l 19 oR HO0 2-0% 2.0\
20 o o0 2.0 | R.ob | 20 D Qo 2.0 ] A eony
21 oK Ple») 20X &.00 21 914 ¥ 00 3 o R OO
22 ex i 8.99 | .0l 22 Ok pao | & %-Q0
23 oK 199 2.0¥% | . OD 23 ok 195 208 QO
24 ol (S A\ %eq | R.O0 | 24 QW 200 5.O% 02
25 or oo .0 g.00 25 ox Yoo SR R-02
26 oK doo %09 | %0l 26 pk QO Q A P
27 oK doo 2:e9 | ROD 27 i a4 Q R -0
28 ok o 1o X2 28 DK Do 2 . 0% 8.00
29 ok 30 peto | Rl | 29 O Qo | 3.t 8.0l
30 (] O 2 o0 R0 | 30 e Suae AR Ren2

Note: ™ Write OK if complies and (X) if does not comply.

Done by Production Sign/Date

.....

.....

¥
) —

50
Checked by IPQA Sign/Date........ A J\'.\""\oc

. \\'\&‘ badat
Prepared by: Checked by: Approved By:
Dept. Production Production 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 18 of 36
SAl PR”\AUS Commune, Puducherry-605009. :
Ure sotecr pvr o | BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/134-00 | BatchNo.: (4 F 30 \co b
Frodutet SRAMTHIAZTNG SA2.5 Customer: Generic Health Care Pvt. Ltd.
10.6 COMPRESSION SPECIFICATION AND PARAMETERS: _Date. ‘B‘s\“imsmn.....@n ....... Time:104 10
Parameters Instrument Equip Observations of LHS | Observations of RHS
used ID No. Min |  Max Min | Max Limits
Pink coloured, circular shaped,
) uncoated tablet with breakline
AppeamIcs Wigual NA e oK on one side and plain on other
side
. Electronic 4.000g+3.0%
Group Weleht| . gajance %992 . 5999 | (3.880 g to 4.120g)
Average Electronic A 200.000 mg £ 3.0 %
weight Balance $ VAN mg| Q- ] mg | (194.000 mg —206.000 mg)
Individual Electronic Qx P b
weight Balance ] mg | QO ME |\ QA Mg | 2o® ME | 200.000 mg+5.0 %
Uniformity Electronic $ ' aL 5 A (1204000 ng~210.000 0g)
-9 0,
of weight Balance X ~He%| o ‘Dﬁéﬁ =D/ %1p.0l %
; : . ' \Qp\ . _ 3.20 mm £ 0.3 mm
Thickness Vernier Caliper \Qé-’ & O\ mm 2,10 mm |09 mm Q*m mm | (2.90 mm —3.50 mm)
E)?‘ (To be established)
Hardness ) I I B NLT 3.0 Kg
Hariness Tester, 9—9\@\ 2 25| [25]35 &5 (85 (35]30|20 (To be established)
Friability Friabilator ﬁqﬁ\@q 0.0 7" © .0t /| NMT L.0% wiw
DT N OOMIN il
DT Appitins N AN B ARC o9 4¢ C | NMT 15 minutes
MY/C set done by Opcmtor Names: . &C\ M/C.set up Checked by (Prod. Slgn/Date) % fla)
M/C Speed:..2 ..RPM (To be Established) \\‘3
Initial Setting Tablets Destroyed by: Sign: % .......... Date?el'.\}?)?t?ﬂ? Quantity in Kg.ﬂ.‘.D.Q..fQuantity inNo..[00...........
Approval for Batch Compression by IPQA: Sign: ......% é\\w\” Date @:’\\im\:m'é"l‘imc: Aot

Prepared by: Checked by: Approved By:
Dept. Production Production Qu'llity Assurance Head Quality Assurance
Sign. L kq)_ /q))(x]} = a) \\\‘h@l& V\V/\/
\S
Do . Lé (tol2020 ] 2bl1017200 ./\/Q/\o\,\p\ 2 X \ £

Iy AL sty i
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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 19 of 36

‘SAI PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/134-00

BatchNo.: (4 =)o \0O K

e T
“

Fraduct RAMETHIAZIDE. 5/12.5 Customer: Generic Health Care Pvt. Ltd.
10.7 IN-PROCESS CHECKS: (For Production) Date:.%!lm\%%.
Appearance W?Ii‘illl):cotz 20 Hardness Thickness
Pink coloured, circular &
) sh.aped, uncioated tablet |4.000g+3.0% NLT 3.0 Kg 3.20 mm = 0.3 mm = -%
Time V\.llth breakhpeon one (3.880 g to (To be established) (2.90 mm—3.5'0 mm) g_g
side and plain on other 4.120g) (To be established) A e
side ~
LHS RHS LHS | RHS | LHS | LHS | RHS | RHS | LHS | LHS | RHS | RHS
IO\S oK Pk 294Me29%2] 2.0 &5 (20 |25 |8 |205|2.04Reox| NS
10t AR ok Ok 12991 [3AK]3.5 |2 [ 20 [2Y (AR B, |2.0R] 809 gﬁ
uns| ek | ok lsehecls.claclas a0 |ao|s.csel|sos]eg
WAn| Bk Ok 150p4efp |3 sl2s |8 |20 |33/ eR|8 |Bwos | €F
12205 By Ok Aaioldetol3o (35 18035 |8.63[208]209 | 3
12‘,45 ok ok L Q02 Ao2.0 |85 |28 [2-F |2.07[2.0% [a:68 | 3.9 @\3
195l DK % A-00b| AR 85135 (2. | 3.0 [3.08(34F [3:09 |a0k S
2 45| OK Ok Ao |3¢3las 180130 |80 (209340 208 3048 | S
Us | o Ok Ao 85 8.0 (5 [3.S [an%|80] |2.08 |28 S
445 | ok OK 23239 20 |20 (20 3¢ [867]%R [2-0% aws | €
ey | Ok O 2% sy |2y | 2 |3y |3 2N (2% |8k |s) V’x\/
ASAS Ok 814 SVY 3 2ol 20| & |3 863 [LeR| Leq| Lol 3?}
1S | ok ok 2902 [3 92| 2% | 30 |25 | 87 | 3wd |50} | 2t | 2o | K
(Loax | O oK 29212 9% 82 | 20 |30 135 |gep [Do¥| aef | o) g
R | Qe ol 208 [D>W| 25|28 |85 | 230 3¢ |27 | 27 | 2tk ‘S%"
4~ag | ol oV 2egqi 2Nkl 2.0 |80 [Ro | 35 (2 |2l | 28| B3 ‘h/‘
\SUS oK IaYal 2 H02|2. 9] RS |25 |36 | 2.5 |0 Aoy [30% | tao ‘K\'
Rty IR Al Aed[3n [ 2o (2o 27 R [2.e8 |2 [ Arex|aan é
\ \\
T
‘ A
7
Prepared by: Checked by: Approved By:
Dept. Production Production Qu’lllty Assurance Head Quality Assurance
Sign. Az A NP
Date 261101 2000 2] ol n0se | "/V\_XA\UO\\AW Y \_&;ﬁ__"
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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 20 of 36

B s O,

EFIS\JIOEEJAAWL{E, BATCH MANUFACTURING RECORD | Product Code: RG9 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/134-00 | Batch No.: C/\r o Vo0 K
d % 5/12.5
Prigauer RANICTEIAZIDE 51 Customer: Generic Health Care Pvt. Ltd.
10.8 IN-P'KOCESS CHECKS: (For Production) Dateliicraciarereanens
Weight of 20 ;
Appearance Tablets Hardness Thickness
Pink coloured, circular =
_ shaped, uncoated tablet | 4.000 g+3.0 % NLT 3.0 K 3.20 mm % 0.3 mm 28
Time | with breakline on one (3.880 gto (To be estgiblisied) (2.90 mm — 3.50 mm) 2 _§
side and plain on other 4.120g) (To be established) ]
side A~
LHS RHS LHS [ RHS | LHS | LHS | RHS | RHS | LHS | LHS | RHS | RHS
%
/ \\
\'\
N
N
N
\\
=
S
\ <
N »
) ~f N
34
4
\\% “\
Prepared by: Checked by: Approved By:
Dept. Production Production Qu'\hty Assurance Head Quality Assurance
£ \ 3
Sign. L /(J J\?% /"’7\/\1\(‘/‘/\ f\ N - ‘\}\,‘7\/
Date _26// 0 (2020 Q/JJ?IO\ Yo — O, a\y
I &/ - -
| fimarin: Uruegmoumc&rt




SAl PRIMUS

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

Page 21 of 36

BATCH MANUFACTURING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

LIFE BIOTECH PVT LTD

Product RAMITHIAZIDE 5/12.5

BMR. No.: BMR/T/134-00 | Batch No.:

Ch B Jolec |y

Generic Health Care Pvt. Ltd.

Customer:
10.9 IN-PROCESS CHECKS: {For Production) Date:..cceieerennrnnnes
Weight of 20 .
Appearance Tablets Hardness Thickness

Pink coloured, circular o

) shaped, uncoated tablet | 4.000 g+ 3.0 % NLT 3.0 K 3.20 mm + 0.3 mm 2.8
Time | with breakline on one (3.880 g to (To be est'ab“s’fw " (2.90 mm — 3.50 mm) 23
side and plain on other 4.120g) (To be established) 5 o

side ~

LHS RHS LHS { RHS | LHS | LHS | RHS | RHS | LHS | LHS | RHS | RHS

/\

Y
"
s
v
()’2\ )’Ol Yo
Prepared by: Checked by: Approved By:
Dept. Production Production Quahty Assurance Head Quality Assurance
Sign. L iy /\l?\a:) \‘W
Date 241002020 2 [1019e2 /6\\@\&»')/ \X \ 2N, \*

weem%mneefﬂ




SAIPRIMUS LIFE BIOTECH PVT LTD
F actory R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Vllllanur
Commune, Puducherry-605009.

Page 22 of 36

E@J,OES;LMVH% BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/134-00 | BatchNo.: & | Yo Lo K
Erodust RAMITHIAZIDE S12.5 Customer: Generic Health Care Pvt. Ltd.

10.10 IN-PROCESS CHECKS: (For IPQA)

Date:. 41 Ao 12020

Weight of 20 .
Appearance Tablets Hardness Thickness
Pink coloured, circular
. shaped, uncoated tablet |4.000 g+3.0% NLT 3.0 K 320 mm =+ 0.3 mm 2 <
Time | with breakline on one (3.880 g to (To be estz;blisied) (2.90 mm —3.50 mm) 2o
side and plain on other 4.120g) (To be established) Qo =
side
LHS RHS LHS | RHS | LHS | LHS | RHS | RHS | LHS | LHS | RHS | RHS
o RS N ool tasd| 2o |0 | Ao (%0 (B2 |46 ] a7 [ 3019 jadlniafec
thing vyl DL AA4A | Bdmn | fee |2 |25 | 2an lneoa len.nbh [ Bal [#dq 4.’;5\'}’}@
i
12 s (4R o oo [5.A0 ] 28 [A. 6 | 2.0 | 5.5 [A0Y 1510 [Ad2 | 246 mikmcm{
. . N
20 (" Ae (10 2.'0/((1,,- L.033] 2.p 2.p Vo | 2.6 |03 (2,1 [ 309 |3. 09 ‘%.!771/
A0y v (3% Ny :\.Jl(’h\_ ,éxciql Ay 3 '{;\/D 2.6 Bei 7,..1! T O 6 7)'.\’.’. E-'li:\':-.\ﬁﬂ-ﬁ
*
(R A Ok (AR B\t 1ol | AH %0 .0 B.n | hol | B | HoB|Bvoh]| alialfer
p oo 8
1% 15 [ flal's Cwﬁ’ = ARul 2.0 A.S I HL H.5 | a0blnoR[A0A 342 [ slanlses)
' B
iR 2% 0w (S5 AHad | A aegl AB | .0 hes | A0 Mo | ol [ a2 |9 dg ] sthelofoX
{8: AP [al 24 [ ] »Clad i‘.r\»m 5 uin L5 5 n 51K & d b Py 'Y“! A4 "I‘ A< "“ D\Y\‘h'p'l’,cz
: oL
(3} um o i A AU [ enot | 5.6 Al | B Wan PR WA K Y1 214 |30b .1hns»_0>’~
T v V
19K 6 (a3 Qo L L OS] »,65 |vhvn | D03 | heG a6l |50 [ AGA K6 | tofsc
1\
e
\\
S~
\‘
=~y
—
>\\\.\\\
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Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur

SAI PRIMUS LIFE BIOTECH PVT LTD

Page 23 of 36

SAl ;RIMUS Commune, Puducherry-605009.
| e srorecH v o | BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/134-00 | Batch No.: (A & lo o |y
t ; : ‘
ot A it v Customer: Generic Health Care Pvt. Ltd.

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

Date: 8\\\0\10)4 Time : \ptooO Shift: (%
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
T [ a9 8 [ 1a’_ [ 15 e I el 8 | 1o\ 5 | 103
2 152 9 1A} 16 | on 2 S 9 AR 16 | |ag
3 200 10 4 17 000 3 ISV 10 1A 17 v
4 | Do\ 1| 198 [18] \ag 4 Dot 1 1a¢ 8 | o8
5 200 12 20 9| a8 5 90\ 12 A 19 |
6 9201 13 9 o\ 20 [ YA 6 _g 13 A [ 20 | Aee
7 201 14 R e A% 14 153 R
Balance ID No.: PD \Rj\\,\ Do’ﬁr M/C Speed: 9% RPM .
Grou Cght of 20 Tablets:. 3 A ':fﬂ .g. Avg. Group weight of 20 Tablets:... 28 Y. ..g Avg.
wt: l{% {S.mg wt: 133545 . mg
_Limit: 200.000 mg == 5.0 % (190.000 mg —210.000 mg) . Limit: 200.000 mg + 5.0 % (190.000 mg —210.000 mg)
Min weight. \C\,QS mg Max. weight:. 20 L mg | Min weight. ‘q‘l mg  Max. weight:. Q_DO ..... mg
SR : | : LHS RHS vs i
Friability (Limit: NMT 1% after 4 minutes/100 rotations): .0\ © +0O\ Y/:| Equipment ID No.: QA/FRT/ ©O©® 2_
Disintegration Time (Limit - NMT 15 minutes) ! “‘%’% c&bb& Equipment ID No.: QA/DTA/ p g |
Done by: .......... Qé.« ........... (Production)
Date: ey\1o\orno Time: {29k shift: (3
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 \99 8 as 15| Qoo 1 199 8 Sew | 15 4]
2 200 9 98 | 16| op) 2 192 9 | @oo |16 129
3 Qo 10 199 17 | Qom ] 199 10 2%~ | 17 143
4 | aoe 11| \\g [18] <00 4 | goo 1| sod [18] 183
5 1A% 12 198 19 193 5 200 12 29D 19 1%
51 14g ] 2o @loge [o] aa B[ s [20] 3%
Balance ID No. W}bﬁ A M/C Speed: _&5 RPM

Limit: 200.000 mg = 5.0 % (190.000 mg — 210.000 mg)

Groue weight of 20 Tablets....&.ﬁ.?f\ ...... g. Avg.
R3S .mg

Limit: 200.000 mg £ 5.0 % (190.000 mg — 210.000 mg)

Min weight. ... 5. M2 mg Max. weight:. .. 20\...... m Min weight. : L8 mg  Max. weight:. .....204&..... mg
Friability (Limit: NMT 1% after 4 minutes/100 rotations): © O\ Ye| broo} | Equipment ID No.: QA/FRT/ QOD_
Disintegration Time (Limit - NMT 15 minutes) oi‘tu/:@ B&[;mQ Equipment ID No.: QA/DTA/ O |
Done by: ...... Qsﬁ ................ (Production) ' '

“\

Prepared by: Checked by: Approved By:
Dept Production Production Quality Assurance Head Quality, Assurance
: v
Sign L B BRI NI O AGER
: D A
Date 2 5//0/_»;0 2ol 101950 /m&\,«\lnm’r’ \1) \ /&\«,\u\
b Ny
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_SAI PRIMUS

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

Page 24 of 36

ure stotecH vt o | BATCH MANUFACTURING RECORD

Product Code: K09 Batch Size: 6,00,000 Tablets

Product RAMITHIAZIDE 5/12.5

BMR. No.: BMR/T/134-00 | BatchNo.: AT 30 | 00 Iy

Customer: Generic Health Care Pvt. Ltd.

10.12 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR PRODUTION (Frequency: Every 2 hours):

Date: 9,\\\9\309@ Time : \4%2p Shift: @\ ;
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
I 99 8 1A% 15 | ¥g L 4] 8 114 15 | 144
2 LYY 9 19% 16 | 139 2 1 9 144 16 199
3 | ool 0 | on 17 139 3 |88 10 [ 9 17 | 90
4 90D 11 202 18 don 4 2ol 11 909 18 Oof
5 S 12 199 19 136 5 PrVs) 12 119 19 Oarg-
6 143 13 m 20| oob | 6 29 13 L 20 | onf
Balance ID No.: ©D [&AL,\ cc& M/C Speed: x  RPM
Group wexght of 20 Tablets....&..ﬂ.&‘ﬁ...g. Avg. Group weight of 20 Tablets.....g)..'. opl\ ...g. Avg.
t:..199:0.5.mg wt:.\99 : 5 0.mg
Limit: 200.000 mg % 5.0 % (190.000 mg — 210.000 mg) Limit: 200.000 mg 5.0 % (190.000 mg —210.000 mg)
Min weight. : \o\(o mg Max. weight:. .... agl.i... mg | Min weight. s mg  Max. weight:. 9‘0‘ ......... mg
PEHR : £ LHS RHS e :
Friability (Limit: NMT 1% after 4 minutes/100 rotations): ©:02Y- | p 027 Equipment ID No.: QA/FRT/ SR
Disintegration Time (Limit - NMT 15 minutes) ol rage [P 1™ | Equipment ID No.: QA/DTA/Cp
Done by: ........002 PRI, (Production)
Date:g\\m \ Time : J§ \o. & Shift: (_\J'\
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg). ,
1 7R 8 \an 15 lag I 109 8 199 15 - tas
2 19.¢ 9 192 16 198 2 9060 9 \aR 16 A%9
3 119 10 | 99 [17] 9\ 3 | ag 10 | o |17 909
4 148 1 198 18| 197 4 \aa 11 Qg 18 \aa
5 lig 12 | \aq |19 9o 5 | ay 2 | g 19 o9
6 Hq 13 doo 20 | '\O\B 6 \aq 13 \eq 20 O
7 14 19Q i 7 900 14 400 bl Pl

Balance 1D No Polpadon.

M/C Speed: 9% RPM

Group weight of 20 Tablets:...(f}. C]‘},Tg Avg.
wt: V348:30..mg

Limit: 200.000 mg = 5.0 % (190.000 mg — 210.000 mg)

Limit: 200.000 mg % 5.0 % (190.000 mg — 210.000 mg)

Min weight. : \O\’q_ mg- Max. weight:. ..... % \ mg | Min weight. \q—'\’ mg Max. welght.. ()O \ ........ mg

e e e R S e LHS RHS , : : : &
Friability (Limit: NMT 1% after 4 minutes/100 rotations): 0-097- O Q3. Equipment ID No.: QA/FRT/ [ANEON
Disintegration Time (Limit - NMT 15 minutes) W}s“;“;g_g ot 6984 Equipment ID No.: QA/DTA/ g 1
D16 Y v e oo AN e cnies ...(Production) ' ‘

Prepared by: Checked by: Approved By:

Dept. Production Production Quality Assurance Head Quality Assurance

Sign. L ' /\/.'es ,“?w m\N\N:’\ Q) \\)\Fﬂé'\/ ,.\VUV

Date AR ol = G U\, e AT
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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 25 of 36

EF'S\ELIOE&LMWL{TSD BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITEIAZIDE 5/12.5 BMR. No.: BMR/T/134-00 | Batch 'No.: A rYoloo H
Customer: Generic Health Care Pvt. Ltd.

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

Done by: ..c.coevevvenenenene.....(Production)

Date: %\\\ g\qogo Time: \§* gq Shift: Qy
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 \oq 8 \qq 15 | Joy 1 TN 8§ | 9 15 Qen
2 900 9 Qed 16 %0 2 \eQq g 960 16 \en
3 \9R, 10 | oo 17 | \99 3 00 10 a8 17 67
4 DI 11 | o 18 | MR 4 \QY 11 9 18 Va0
5 \q9, 12 209 19 \99 5 99 12 Y| 19 QA0
6 Q00 13 \a8 20| W | 6 \9g 13 NAY 20 PUN0)
Balance ID No.: \?ﬁ\\;\m\\gg:\ M/C Speed: 9w~ RPM
Group weight of 20 Tablets:..g.:ﬂ B%....g Avg. Group weight of 20 Tablets...(.z.)....c.\&‘,a .g. Avg.
wt:.. 1 9. 20 .mg 199.: YSmg
Limit: 200.000 mg % 5.0 % (190.000 mg —210.000 mg) Limit: 200.000 mg £ 5.0 % (190.000 mg — 210.000 mg)
Min weight. :. \,Clg mg Max. weight:. D—B\ ..... mg | Min weight. \0\\-} mg  Max. weight:. . 0@\ mg
Friability (Limit: NMT 1% after 4 minutes/100 rotations): ©-09r. | ©-o9% Equipment ID No.: QA/FRT/ ©OD_
Disintegration Time (Limit - NMT 15 minutes) m“%}f_\wl @%\\l«& Equipment ID No.: QA/DTA/ gpA
Done by: ........ > ... s .\\..\?.....(Productlon)
Date: Time : Shift:
ILHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
L1 8 15 1 8 15
2~ 9 16 2 9 16
3 ] 10 17 3 10 17
4 T 18 4 11 18
5 12 | T~ 19 5 12 19
6 13 ~[-20 6 13 20
7 14 Thaeranamdl 7 14 e
Balance ID No.: | M/C Speed: RPM
. N
Group weight of 20 Tablets:.................. g. Avg. Group weight of 20 Tablets:.................. g. Avg.
WhEsess sunmnoes mg )T R ——— mg\
Limit: 200.000 mg =+ 5.0 % (190.000 mg — 210.000 mg) Limit: 200.000 mg + 5.0 % (1 0:0%210,000 meg)
Min welght .............. mg Max. weight:. ................ mg | Min weight. :............. mg I mg
Friability (Limit: NMT 1% aﬁer 4 minutes/lOO rotations): Equipment ID No.: Q.A/FRT/ T \
Disintegration Time (Limit - NMT 15 minutes) Equipment ID No.: QA/DTA/

Prepared by:

Checked by: Approved By:

Production Production 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
Commune, Puducherry-605009.

Page 26 of 36

“SAI PRIMUS

ure srotect pvT Lo | BATCH MANUFACTURING RECORD

Product Code: R09

Batch Size: 6,00,00¢ Tablets

Product RAMITHIAZIDE 5/12.5

BMR. No.: BMR/T/134-00

BatchNo.: & pJolooh

Customer:

Generic Health Care Pvt. Ltd.

10.14 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR PRODUTION (Frequency: Every 2 hours):

Date: Time : Shift:

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 9 16
3N 10 17 3 10 17
4 11 18 4 11 18
5 12 19 5 12 19
6 N 13 20 6 13 20
> <14 T . 1 Y

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

Group weight of 20 Tablc& .............. g- Avg. Group weight of 20 Tablets:.................. g Avg.

Whiesaes nummanha mg WL oo evriossimasns mg

Limit: 200.000 mg % 5.0 % (190.000 mg —210.000 mg)

Min weight. :............. mg  Max. weight:. ...c.oveeenenns

LHS RHS

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

Equipment ID No.: QA/FRT/

Disintegration Time (Limit- NMT 15 minutes)

Equipment ID No.: QA/DTA/

Limit: 200.000 mg + 5.0 % (190.000 mg —210.000 mg)

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

B
Ny

Done by: civviiuieiiaiiaieieinanss (Production) \\

Date: Time : Shift: ™

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 ~.9 16
3 10 17 3 10 17
4 11 18 4 11 N 18
5 12 19 5 12 | N 19
6 13 20 6 13 - 20
7 14 7 14 B

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

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

Wt mg Whesimsainas siess mg

Limit: 200.000 mg 5.0 % (190.000 mg — 210.000

Min weight. :............. mg  Max. weights. ...ooooooeil

. mg

LHS RHS

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

Equipment ID No.: QA/FRT/

N

Disintegration Time (Limit - NMT 15 minutes)

Done bY: siseseississaesonse R — (Production)

Equipmeﬁt ID No.: QA/DTA/

pi N/
T

m wam

o T A 7

Li/3LN
EREIREY

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Agsurance
Sign. L b o~ Apn O\t Y
Date 26 /{o [2020 . r) oo 94N oo Y NN




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

Page 27 of 36

Q
uﬁ\gloegkcy\p/\wl{% BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
Product RAMITHIAZIDE 5/12.5 BMR. No.: BMR/T/134-00 | BatchNo.: (AP }o o9 iy

Customer: Generic Health Care Pvt. Ltd.

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

Limit: 200.000 mg % 5.0 % (190.000ug — 210.000 mg)

Date: Time : Shift:
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 9 16
3N 10 17 3 10 17
4 11 18 4 11 18
5 12 19 5 12 19
6 13 20 6 13 20
7 14 7 14 &
Balance ID No.: M/C Speed: RPM
Group weight of 20 Tabletx.................. g. Avg. Group weight of 20 Tablets:.................. g. Avg.
Wibss sosveseinus mg WE G samvnsssons mg

Limit: 200.000 mg + 5.0 % (190.000 mg —210.000 mg)

Min weight. ©........ ... mg Max. weighf\,............... mg | Min weight. :............. mg  Max. weight:. ................ mg
A T Ao e N LHS RHS : . : R
Friability (Limit: NMT 1% after 4 minutes/100 rot}tigns): Equipment ID No.: QA/FRT/
Disintegration Time (Limit - NMT 15 minutes) \ Equipment ID No.: QA/DTA/
DOHE BYE cvoisoms b tavaisss vonid (Production) \ .
Date: Time : Shift:
LHS: Individual weight of 20 tablets (in mg). RTLS: Individual weight of 20 tablets (in mg).

1 8 15 1 8 15

2 9 16 2 9 16

3 10 17 3 L 10 17

4 11 18 4 N\ 11 18

5 12 19 5 N | 12 19

6 13 20 6 \ 13 20

- 17 T 5 Y ==
Balance ID No.: M/C Speed: RPM 4

\,~
Group weight of 20 Tablets:..................g. Avg. Group weight of 20 Tablets:.& ........... g Avg.
b R mg WEL. ccinesinniatiinn mg
Limit: 200.000 mg = 5.0 % (190.000 mg —210.000 mg) Limit: 200.000 mg £ 5.0 % (190.000 mg —210.000 mg)
Min weight. :............. mg Max. welght .................. mg | Min weight. :............. mg Max. welght ....... g pes sy mg
Friability (Limit: NMT 1% after 4 minutes/ 100 rotations): Equipment ID No.: QA/FRT/ \/,
Disintegration Time (Limit - NMT 15 minutes) Equipment [D No.: QA/DTA/
Done by: .eoovienininnnns s s anad (Production) '
Prepared by: Checked by: Approved By:
Production Production Quality Assurance Head Quality Assurance
[/ | J “\/7’"\\{\:\;\ A \.\c‘\ IN)
26 / L0 / 2220 2bl1o] 2ons /\§ AN o\‘nn?ﬁ % \' I \wa\"q
LMAS M;;?t.’i{i?{;*;w IRULHAVIS, UNCONTROEEEDCC‘YTI*' ey




™ SAI PRIMUS LIFE BIOTECH PVT LTD
o A \_);3 Factory R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 28 of 36
Commune, Puducherry-605009. ; :

'SAI PRIMUS

LIFE BIOTECH PVT LTD BATCH MANUFACTURING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
i BMR. No.: BMIR/T/134-00 | Batch No.: (A & )0 Vvo iy
S BAMITHEAZIDES/12.5 Customer: Generic Health Care Pvt. Ltd.
10.16 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR PRODUTION (Frequency: Every 2 hours):
Date: ' Time : Shift:
I/HS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
N 8 15 1 8 15
2N\ 9 16 2 9 16
3 1\ 10 17 3 10 17
4 N\ 11 18 4 11 18
5 e 12 19 5 12 19
6 13 20 6 13 20
7 N\l 14 7 14 ST
Balance ID No.:  \ M/C Speed: RPM
Group weight of 20 Tablets.......cccu.eueee. g. Avg. Group weight of 20 Tablets:.................. g. Avg.
Wi mg W v covssimenas mg

Limit: 200.000 mg £ 5.0 % (190.0 Oig— 210.000 mg) Limit: 200.000 mg =+ 5.0 % (190.000 mg —210.000 mg)
Min weight. :............. mg Max. weig 1t\ ............... mg | Min weight. :............. mg  Max. weighti. ....cooeenaen.. mg

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

Equipment [D No.: QA/FRT/

Disintegration Time (Limit - NMT 15 minutes)

Equipment [D No.: QA/DTA/

Done bY: .oveswsvisiisnsssosssasnsons (Production) \

Limit: 200.000 mg £ 5.0 % (190.000 mg — 210.000 mg)

Min weight. :............. mg Max. wclght .................. mg

-Date: Time : "\ Shifi:
LHS: Individual weight of 20 tablets (in mg). \RHS: Individual weight of 20 tablets (in mg).
1 8 15 )N 8 15
2 9 16 3 9 16
3 10 17 3 |\ 10 17
4 11 18 4 \ 11 18
5 12 19 5 12 19
6 13 20 6 N | 13 20
7 14 B | 7 N 14 R
Balance ID No.: M/C Speed: “RPM
Group weight of 20 Tablets:.................. g Avg. Group weight of 20 Tablefbygueeeeinnnnnnnnn g. Avg
Wi asssesss s o mg Wiz ssiiasin mg

Min weight. :............. mg Max. wexglk ................. mg

LHS RHS

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

Equlpment ID No.: QA)F\RT/

Disintegration Time (Limit - NMT 15 minutes)

Equipment ID No.: QA/D"}\Q/

Done by: ....ouuen... s (Production) \
g
Prepared by: Checked by: . Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
. | ~ vl
Sign. [ e e | s O3 NVl
Date 26 /ZO/JLO Abllo]ome T — 94\ plLere NS AW




s i SAI PRIMUS LIFE BIOTECH PVT LTD
Nt B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 29 of 36
- Commune, Puducherry-605009.
~~SAlF PRIMUS : g
ure iotech vt o | BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
) BMR. No.: BMR/T/134-00 | Batch No.: "4 & Jolouo K
Tera s RaMLEHLALIDE SIS Customer: Generic Health Care Pvt. Ltd.

10.17 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR IPQA (Frequency: Every 4 hours)':\ P.,,, _

_ Cinm verns )

Date: 0~ /1a /s ans Time: . 1 15 Shift: |
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in ;ng).

1 aA 8 X 15 ta-) 1 aq 8 20) 15 lan

2 204 9 onk 16 rar 2 Son 9 280 16 e

3 210 10 a0l 17 a9 3 nel 10 Aol 17 20}

4 Lao 11 o 18 201 4 Y 11 ont 18 i

5 an 12 ekl 19 oD 5 npo 12 tad 19 5 e

6 1q4q 13 1ae 20 x| 6 i 13 20] 20 | ag

7 2 n2 14 am i B 7 1aq 14 .

Balance ID No.: s /2 a2 oo

M/C Speed: __ i, ;3 RPM

Group weight of 20 Tablets:. 2. 487X .. g. Avg.
wt.. A4%  H.mg

Limit: 200.000 mg + 5.0 % (190.000 mg —210.000 mg)

Group weight of 20 Tablets:..

DK, g Avg.
wt:.. A400....mg

Limit: 200.000 mg £ 5.0 % (190.000 mg —210.000 mg)

Limit: 200.000 mg + 5.0 % (190.000 mg —210.000 mg)

Min weight. :..LA7).....mg Max. weight:. ....0R%2.....mg | Min weight. -....\°L7... mg Max. weight:. .....80.]..... mg
Friability (Limit: NMT 1% after 4 minutes/100 rotations): p.00 % |o.oas | EquipmentID No.: QA/FRT/00 4
Disintegration Time (Limit - NMT 15 minutes) B Queend| 5 secend|>Equipment ID No.: QA/DTA/ec4
= ”

Done by: ........! )\"’ '\\W\ ....... (IPQA) R F\ﬂ L 1_&;.1 ralaties )
Date: % {ag |n w0 Time: (g8m0 Shift: &4
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in n‘lg).

1 taa 8 td-x 15 pen 1 L~ 8 pan 15 laq

2 »m‘f:; 9 1an 16 Dk 2 iqa 9 (4(‘/« 16 (KA

3 ‘fﬂ_"’ 10 KE<HR 17 ‘\f’_ \/‘ 3 102 10 |WeXa! 17 1ar~)

4 ‘ﬂ/" 11 \(\(;" 18 ”-,‘(1. 4 \(4(7’, ll [ 18 tam

5 D et 12 taq 19 Lad 5 ifalel 12 taa 19 m.j

6 BYal 13 24 20 14w 6 PEYa 13 4a~ |20 a4

7 to | 4| onn (BB T | a4 | 14 Rl
Balance ID No.: £3n Jaana Jans M/C Speed: 90y RPM
Group weight of 20 Tablets:....5.. {\%1}....g. Avg. Group weight of 20 Tablets:..«»x 17 ).....g. Avg.
wt.. 1A% .. .mg wt.. AAR. .mg

Limit: 200.000 mg + 5.0 % (190.000 mg — 210.000 mg)

Min weight. :..L4G..... mg Max. weight:. .....4¢.}...... mg | Min weight. ;... 0 .&...mg  Max. weight:. ....20.{...... mg
Friability (Limit: NMT 1% after 4 minutes/100 rotations): aiaotil aund . Equipment TD No.: QA/FRT/ o A
F— . . . . . ] $ n ‘r H .
Disintegration Tlfm (Limit - N’IYfT 15 minutes) @‘; e élﬁ: Q‘M—\* f\:\(’\ " Equtpment ID No.: QA/DTA/ gy 4
Done by: ........ e MO pQA)
Prepared by: Checked by: Approved By:

Dept. Production Production Quality Assurance Head Quality Assurance

Sign. L , klg_ ‘ ; o i, \\‘\}m‘\)/ Va
v I~ . N

Date | ___ 20Lliola0z, o]0 TN g ane AN

A

R

i &
i
KT Y Zslle » A7 2 £ !
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SAI PRIMUS LIFE BIOTECH PVT LTD

u ._ \_3;) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 30 of 36
o Commune, Puducherry-605009
SAI PRIMUS - .

BATCH MANUFACTURING RECORD

LIFE BIOTECH PVT LTO

Product Code: R09

Batch Size: 6,00,060 Tablets

Product RAMITHIAZIDE 5/12.5

BMR. No.: BMR/T/134-00

Batch No.: Ch £ }o ook

Customer:

Generic Health Care Pvt. Ltd.

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

)\
Mna’t, '\QOP':‘\:\»

Date: A ,m /,) .8 Time: ! A0 Shift: é’(\
LHS: Individual wexght of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in rlng).
1 1954 8 97 15 (96 1 199 8 o0 15 Loo
2 |9 9 9% 16 (9% 2 200 9 Qo0 16 | koo
3 gt 10 9% 17 97 3 200 10 e 17 | 900
4 Kot 11 198 18 oo 4 00 11 |92 18 Dol
B lg¢ 12 a7 19 199 5 fo0 12 Q03 19 [98
6 202 13 7 | 20 196~ 6 K00 13 Qe 20 | 197
7_|__j9A 4| 19y |eiaiaien) 7 (94 14 | (99
Balance ID No.: () n /& na Ino>- M/C Speed: __ 955 RPM
5 . 944 /j.. o0l
Group weight of 20 Tablets:...2.:..740....8. Avg. Group welght of 20 Tablets:... 7L 1.757 [...g. Avg
wt: F‘JZ mg wt:A08......mg
| Limit: 200.000 mg £ 5.0 % (190.000 mg —210.000'mg) Limit: 200.000 mg =+ 5.0 % (190.000 mg —210.000 mg)
Min weight. I s .mg Max. weight:. ..¢ 200 .. mg | Min weight. :..J%Y.....mg  Max. weight:. .Z.02X ... . mg
Friability (Limit: NMT 1% after 4 minutes/100 rotations): 00a Y ¢ 17, | Equipment ID No.: QA/FRT/ @ o A-
Disintegration Time (Limit - NMT 15 minutes) imis 3esel| fanks , 260 Equipment ID No.: QA/DTA/gg A
}/
e N
Done by: .......... e (IPQA) N End U oD e
Date: >0/ e lawso Time: 1R \B Shift: ("\
LHS: Individual weight of20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 taaq 8 14 15 Dow 1 lels] 8 tad 15 don
2 1o 9 tac 16 13 2 1an 9 ta- 16 2uf
3 Qe 10 tar 17 lar 3 \ar 10 1aq 17 e
4 tary 3 tan 18 120 4 1a - 1 14 % 18 (e
5 102 12 !n/,? 19 ‘T(_[q' 5 Ji‘} 12 ((l)g 19 1a
6 1aq 13 ta~ 20 oan | 6 heD 13 lag 20| iaq
7 Loy 14 da) - [PEESERS i 7 Bl 14 1a- b
Balance ID No.: ﬂ nlay l(\(\" M/C Speed: 5~ RPM
Group weight of 20 Tablets:...... qﬁ?/g Avg. Group weight of 20 Tablets:....3.:.‘.1'.'[,’....g. Avg.
Wi )92:1mg 192-5 .mg
Limit: 200.000 mg = 5.0 % (190.000 mg —210.000 mg) Limit: 200.000 mg + 5.0 % (190.000 mg —210.000 mg )
Min weight. :..... 194... mg Max. weight:. ... XU mg | Min weight. S i O mg  Max. weight:. 3"0 ....mg
Friability (Limit: NMT 1% aﬁer 4 minutes/lOO rotations): & (\”/ Sox ok Equipment ID No.: QA/FRT/060 4-:.
Disintegration Time (Limit - NMT 15 minutes) Q,L 1{}(;:?( e ;‘l“",‘; . | Equipment ID No.: QA/DTA/ o4
Done by: .. ’\F\(\.. PNy (IPQA) ‘
o
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Qualltv Assurance
5 ! < "
Sign. I e fd A}@ﬂ A N \! - b4 ’J
Date ?’[/m/?f?/@ 2bl10 o T VA \ﬁ N~

3
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 31 of 36
Commune, Puducherry-605009.

SAl PRIMUS

ure sioteci vt o | BATCH MANUFACTURING RECORD | Preduct Code: R09 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/134-00 | Batch No.: (4 = Jo loo K
Product Z1D . g *
rodue RAMITHIAZIDE/S/12.5 Customer: Gencric Health Care Pvt. Ltd.
10.19 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR IPQA (Frequency: Every 4 hours): , HHua e BOM
Date: 7,1,al>n2® Time: {9+ 410 Shift: ‘
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 tan 8 1a 15 aa 1 141 8 g 15 fslsi
2 a4 9 L) 16 1a 2 a 4] 9 144 16 Ad
3 lah 10 \ad 17 Laa 3 tar 10 tad 17 La
4 {as 11 taq' 18 200 4 1ar T taa 18 1ac
S [¥ela) 12 (0/4' 19 aa 5 1(gq| 12 N 19 aA
6 1ag 13 £l 20 | 14 6 2.0/ 13 tqe 20 | _aq
7 1(;01‘ 14 nph SiAe e R e 7 200 14 tar s A
Balance IDNo.: () » /2 b LZI\{} 2 M/C Speed: __»0 RPM
Group weight of 20 Tablets:. 5.2 70, ... g. Avg. Group weight of20 Tablets...c.g..'..ﬁ.$f."f....g. Avg.
wt...[9%... mg sl s am
Limit: 200.000 mg % 5.0 % (190.000 mg — 210.000 mg) *| Limit: 200.000 mg + 5.0 % (190.000 mg —210.000 mg)
Min weight. :.195......mg Max. weight:. ... 201 .. mg | Min weight. : o i Y I mg  Max. weight:. .. 20T, mg
Friability (Limit: NMT 1% after 4 minutes/100 rotations): VAR Equipment ID No.: QA/FRT/ &g 4
Disintegration Time (Limit - NMT L5 minutes) ©1 "“1,;7)_ 01 ,l";:f‘x'_ . | Equipment ID No.: QA/DTA/ 0 4-
RO
Done by: ...... Fi‘%{\\g .......... (IPQA) N Ly uy Ren b a0 )
Date: vilinbnad Time: ol A0 Shift:
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 lae 8 laq 15 1ad 1 wan 8 lae 15 Qe
2 tas 9 la 16 Lar= 2 s 9 1aq 16 14~
3 1A 4 10 tag | 17 ta- 3 1a 10 Lad 17 -
4 (a4 11 1ax |18 1an 4 tan 11 rad 18 1%
5 1a- 12 non | 19 iadq 5 144 12 1% h 19 tae
6 144 13 tad | 20 laq | 6 10l 13 taq | 20 200
7 anmn 14 \qd AR ) 7 1aq 14 2o e e
Balance ID No.: ("'. alebrlnoe M/C Speed: _{»  RPM
Group weight of 20 Tablets:....2:. 9k 5....g. Avg. Group weight of 20 Tablets:....3. 84...g. Avg.
wt:. JA8..25 .mg wt:.... 99 mg
Limit: 200.000 mg 5.0 % (190.000 mg — 210.000 mg) Limit: 200.000 mg 5.0 % (190.000 mg — 210.000 mg)
Min weight J"W mg Max. weight:. .. 0% ... mg | Min weight. .. |%.....mg  Max. weight:. ...22670... mg
Friability (Limit: NMT 1% after 4 minutes/lOO rotations): T VP . Equipment ID No.: QA/FRT/ ¢ 0 -4-
Disintegration Time (Limit - NMT 15 minutes) o1 ;';‘_‘“'\ ol 2y :‘ ; ::ﬁ.(,/ Equipment ID No.: QA/DTA/ 60 A
Done by: ... e\ T (IPQA) ‘
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Agsurance
- D Y
Yz gyl O RN
Datd 2.4 (10l202 2bliologw /\/QR \\Jivq\lnvaag ?5 \ //\\‘V o
AN St ;i e N y

Y rem- UNCONTROLLED (T2




SAI PRIMUS LIFE BIOTECH PVT LTD
474 Factory R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 32 of 36
- - Commune, Puducherry-605009. -
SAI PRIMUS :
Lre siotecHpvr o | BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
. No.: BM 134-0 i )
Product | RAMITHIAZIDE 5/12.5 BIVIR o BMRI/134:00 | Beth Nows (€4 B, Yl iy
Customer: Generic Health Care Pvt. Ltd.
10.20 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR IPQA {Frequency: Every 4 hours);\ L i Aa b i) e
Date: &1 {in laaso Time: L ARRe) Shift: 6\ J
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg)
1 l(‘((«! 8 (Va/( 15 [n..! 1 i(‘\/1‘ 8 ‘4" 15 (/‘q
2 (aﬁ 9 A e 16 mzx‘ 2 4 9 latl, 16 aR
3 tab 10 s 17 BN 3 (Afn 10 Ek 17 149
4 tad 11 tact 18 1ac 4 Qaa 11 Leto) 18 20on
5 1o 12 Lar 19 {a-f 5 21l 12 L4t 19 taq
6 tac 13 taq 20| tan. | 6 ono 13 ta- 20 | am
7 tas 14 \(\"_i R : Sy 7 r\(! 14 '4(4' A A A o e
Balance ID No.: ¢ s /e o oo M/C Speed: _ »p= RPM
Group welght of 20 Tablets:.... 3 %U ...... g Avg. Group weight of 20 Tablets:. ... 3:9h. g. Avg.
wt:..... [ %...mg 192 ).mg
Limit: 200.000 mg =+ 5.0 % (190.000 mg — 210.000 mg) Limit: 200.000 mg + 5.0 % (190.000 mg—210.0'00 mg)
Min weight. :....[96. ... mg Max. welght.. S0 mg | Min weight. ;.1 3.b.....mg - Max. weight:. ..2%%.]........ mg
Friability (Limit: NMT 1% after 4 minutes/ 100 rotations): Aaaa . | oena v | Equipment ID No.: QA/FRT/ 00 4-
Disintegration Time (Limit - NMT 15 minutes) 0’:,‘:‘;&‘ “:;_\E:l 1:',‘ Equipment [D No.: QA/DTA/ 0Q 4
. r}‘:"’:)' d
Done by: ...... 'Q“)\,;’"\\\G ........... (IPQA) A Lovwo Bard na’. R eall
Date: 5 halonao Time: 1%y Gis Shift: &\
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1 taq 8 iad |15 144 L 1ac 8 1ae 15 Laqg
2 \Qh 9 (aq 16 144 2 1a- 9 140 16 -
3 1Qd 10 by 17 ool 3 Lag 10 \a 17 la<
4 ad 11 ta | 18 nnm 4 200 11 las 18 lag
5 {Ok 12 1a4 19 ST 5 00] 12 ag 19 50T
6 N4l 13 aon |20 | 44 6 DY) 13 ong |20 | taq
7 200 14 EYYa) el 7 14 14 PYal| S RERRSIG,
Balance ID No.: ¢34 (oon e [ono M/C Speed: 055 RPM
Group weight of 20 Tablets:....2 ».13...g. Avg. Group weight of 20 Tablets:.3.2.1.77......g. Avg.
Ja2 k.mg wt:. 92+ Z...mg
Limit: 200.000 mg £ 5.0 % (190.000 mg —210.000 mg) Limit: 200.000 mg £ 5.0 % (190.000 mg —210.000 mg)
Min weight. :..... I¢ {’ mg Max. welght ....... P01....mg | Minweight.:...J07....mg  Max. weight:. 2G.i....... mg
Friability (Limit: NMT 1% after 4 minutes/lOO rotations): AT ‘Equipment ID No.: QA/FRT/ 00 4
Disintegration Time (lelt - NMT 15 minutes) %;'Z‘{}T o :{ "(’\" Equipment ID No.: QA/DTA/ €0 4.
Done by: ...... 9 s \WON T (IPQA)
Preparced by: Checked by: Approved By:
Production Production Quality Assurance Head Quality Assurance
T
/ ks M L Neeny O\ RNVl
g “~-. 3 N \h
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)
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet [ndustrial Estate, Villianur
Commune, Puducherry-605009.

Page 32 of 36

SAl PRIMUS

LIFE BIOTECH PVT LTD BATCH MANUFACTURING RECORD Product Code: R0O9

Batch Size: 6,00,000 Tablets

Product RAMITEIAZIDE 5/12.5 BMR. No.: BMR/T/134-00 | Batch No.: GIF 20 /00

®)

Customer: Generic Health Care Pvt. Ltd.

10.20 UNIFORMITY OF WEIGHT INPROCESS CHECKS FOR IPQA (Frequency: Every 4 hours):

Date: =, [,1 0 l’ AR Time: \q ! n0O Shif: @y
LHS: Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in H\g).
1 Laq 8 1ot 15 \aL 1 fee 8 Dl 15 laaq
2 Aaq 9 lad 16 tay 2 \(H 9 200 16 101,
3 1a- 10 tar 17 1 3 1 10 lag 17 Qe
4 1aq 11 taa 18 tal 4 Ladi 11 tar 18 g
5 Rlak 12 1Al 19 4 5 lad 12 \qe 19 tad
6 G 13 la’ 20 144 6 2 /AN 13 1ad 20 1q42
7 laa, 14 Ta I R DA 14 1a®
Balance ID No.:_@) 4 [@ni]aon M/C Speed: 95 RPM
Grou wexght of20 Tablets:. 5 AS5A......g Avg. Group welght of 20 Tablets.....sﬁ... at J..g Avg.
A% wt:..[9%:. H. . .mg
Limit: 200.000 mg £ 5.0 % (190.000 mg —210.000 mg) Limit: 200.000 mg £ 5.0 % (190.000 mg — 210.000 mg)
Min weight. :..)9%......mg Max. weight:. .. 3%....... mg | Min weight. ;... 1Tk...mg  Max. weight:. ... 28.]..... mg
: S LHS RHS PR
Friability (Limit: NMT 1% after 4 minutes/100 rotations): a0 2 | oea o | Equipment ID No.: QA/FRT/OC &
Disintegration Time (Limit - NMT 15 minutes) OL'VTL‘"" e 1‘:\‘ «Z{r Equipment [D No.: QA/DTA/ o8 A
= 4 ! .
By po?
Done by: ‘R.’\'\zc\ ..... (IPQA)
Date:, Time: Shift:
LHS:\ Individual weight of 20 tablets (in mg). RHS: Individual weight of 20 tablets (in mg).
1> 8 15 1 8 15
2 o 9 16 2 ' 9 16
3 a0 17 3 10 17
4 11N 18 4 11 18
5 12 | 19 5 12 19
[ 13 | 20 6 13 20
7 14 T 7 14
Balance ID No.: S M/C Speed: RPM
Group weight of 20 Tablets:.......c.....o.... g. Avg. ~Group weight of 20 Tablets:.................. g. Avg.
A4 RN 1 14 wt\\ ..... mg
B
Limit: 200.000 mg + 5.0 % (190.000 mg — 210.000 mg) Limit: 200.000 rﬁg.ﬂ,:,g.o % (190.000 mg —210.000 mg)
Min weight. ©............. mg Max. weight:. _............... mg | Min weight. :.......... }mg Max. weight:. ............. mg
=5
e : N LHS RHS N :
Friability (Limit: NMT 1% after 4 minutes/100 rotations): EquipkmerEI‘D\No.: QA/FRT/
Disintegration Time (Limit - NMT 15 minutes) Equipment [D NBE\QA/DTA/

Done by: coviiiiiiaiiei s (IPQA)

Ny

\_ Lo
7 NS
o
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality \Assutance
Sign. IRy» /\WX) N\ e
Date 26010l 2020 lﬂuml%no B )/9/&\\\ m\lW \( \\‘%\ \k
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SAIPRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 33 of 36
Commune, Puducherry-605009.
SAl PRIMUS : _ -
LIFE BIOTECH PVT LTD BATCH MANUFACTURING RECORD Product Code: R09 Batch Size: 6,00,000 Tablets
/ . ) .
i AN TS5 BMR. No.: BMR/T/134-00 | Batch .No.. Olf‘ Jolooh
Customer: Generic Health Care Pvt. Ltd.
10.21 WEIGHING RECORD OF COMPRESSED TABLETS:
s ; Net weight - Checked by Verified
S. No. Gross Weight (Kg) |Tare Weight (Kg) (Ke) Weighed by Production by IPOA
1 W - 900 2:9.60 94-300 Eotlegy T A
2 91 .80 9960 94.980 Sy D M
3 29.00 0 9 900 Q) 00 Qe Sip, & bi
4 93 %510 Q980 Q\: 2\ 0 BEIRY T bl
5 A - 10 ).400 2% -310 P«m\é R T iy
6
7 \
8 e,
9 ] e na—
10 7
10.22 RECONCILIATION (COMPRESSION STAGE):
Average weight of Uncoated Tablet: ..2.80..mg
1.0. | Standard Batch size 120.210 Kg. - 6,00,000 No.
2.0 | Actual weightof Lubricated granules “bngKg % JABOD Nos.
3.0 | Weight of compressed tablets 15 .-0%0. Kg H3b L HE0  Nos.
4.0 Rejection during Compression @ ‘ ;
In-process samples of all stages
5 A | IPQC Samples : Q-280.. Keg.
’ B | QC Samples 0-0tN...Kg
C | Validation Séinples 0-000Kg
6.0 Total in process samples: (A+ B+ C)
7.0 | Total: (3.0 + 6.0) %13990  Nos.
8.0 | Yield {7.0/1.0 x 100}* A28 %

* Actually yield will be calculated after 3 validation batches

@Total rejects destroyed: ....... B . QbeKg (Rejected materials shall be destroyed as per SOP No.: QAGN/O4§)
Done by Production Sign/Date: ........(.g/‘o\\\'}‘h Checked by IPQA Sign/Date: .......<:%. %\\\An(v\‘
Test request form raised by Prod Sign/Date: % g\\ﬁ\qogcp
Test request form received by IPQA Sign/Date: .. ;./.M\\r 4 o
10.23 RELEASE FOR INSPECTION:
Reconciliation checked and Uncoated tablets released for inspection
IPQA Sign........... W\Lf;\\%‘\’”ﬁ ........ Date:...< M\ .m.t’?.e.c)ﬂ ..........
Prepared by: Checlied by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance |
Sign. j_ L :D@&L o Aen e O\ \W \\,e}‘/
= T
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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 34 of 36

BATCH MANUFACTURING RECORD | Product Code: R09

Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/134-00

Batch No.:

NE Do \bohk

duct RAMITHIA § 5/12.
Produ M ZIRESALS Customer: Generic Health Care Pvt. Ltd.
11.0 INSPECTION LINE CLEARANCE: Date/Shift/Time: ’\\\ \,\\‘)_Bm /
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. \/ i3
2 | Check and ensure that absence of previous batch/product from area below machine and '
inside machine. v '
Check and ensure that machine body, machine parts and control panel are clean. N4 N \
4 | Check and ensure that absence of previous batch/product below container weighing \/
balance. v
Check and ensure that working desk, analytical balance and other accessories are clean. \/ o \
6 | Check and ensure that Tube light fixture, supply grills, riser grills and filters, electrical \
fixtures and Derain point are clean. v/ s
7 | Check and ensure that instruments to be used are within calibration due date. i - ‘\
Check and ensure that daily records (Logbook Balance, Temp and RH) are updated and \
.l b %
signed. -0 v €.
9 | Check and ensure that environmental conditions are recorded in the BMR. 7 N \
10 | Check and ensure that rinse water is released from QC and attached the test request e
from(TRF) in BMR il &
11 Equipment status is updated for Cleaned, Qualification and Preventive maintenance. \/ iy 3 \
Note: *Tick mark (\/) if Complies and (X) if does not comply. g%
Equipment Inspection Belt Metal Detector Areca
EquipmsntID No. RAWESATY! Do \woeled L adion pal b1
Preyieds peactict V‘Tﬁﬂha(\ oy \rwrm& QAQAA
Batch No. Pofaol §
Cleaned by \\O\MA
Checked by Production
Sign/Date: %\\\\\‘)&%
Verified by IPQA Sign/Date: AL A NSO
‘ Date: \\\ \-\\ﬁﬂ‘)ﬂ Time: \3)99 pate: Time:
ENVIRONMENTAL CONDITIONS: . Prod. | Verified - Prod. | Verified
Sign. | by IPQA Sign. | by IPQA
(ROGfeI:ItO Temperature °C Limit: NMT 25 °C ')i & ¥ ¥\ g
SOP No.: = y }
QAGN/011)| Relative Humidity % Limit: NMT 60% Ty . 8 | W et
APPROVAL FOR INSPECTION: J

Production Sign/Date:...... {_&T \,\\\\)%‘l‘v

A N Y
End Time/Date... \\'\f)g}“\\/\\% N

Prepared by: Checked by: Approved By:
Production Production Quality Assurance Head Quality\Assurance
v
[k \ = W B
2.6/c0lr020 2h)10 1010 )/ PAVCALZLV T X \ (\\
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SAI PRIMUS LIFE BIOTECH PVT LTD
) Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 35 of 36
- Commune, Puducherry-605009. ,
SAI PRIMUS [ -
uire rotech pvr Lo | BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/134-00 | Batch No.: C) £ 2.0 jeD by
\ 0 2:
Rt RANELIRLZIRE 5025 Customer: Generic Health Care Pvt. Ltd.

12.0 INSPECTION PROCESS
12.1 INSTRUCTIONS

S. No. Process Instructions
1 Carry out visual inspection of tablets on inspection belt area as per the SOP No. PDOP/019.

Collect inspected tablets in containers lined with polythene bags. Weigh the containers and record the weight.
3 Intimmate In-process Quality Assurance.

12.1PERFORMANCE 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.
Date & | Trial . Metal Dcst:c.tolr D [;Io.l: P;)/ME;D/BD.‘).&PDMED/.V.P::... Checked by | Verified
Time No. Ferrous ainless steel| Non-Ferrous } y Production | By IPOA
(0.3 mm) (0.5 mm) (03 mm) Non-metallic | Result , y IPQ
\9:% 1 T \4 A X Do & LA
S |2 ~ v/ 7 X st | B n
903 3 v Vv v o noss B i
L ! / o/ 5 ! b
WO ~ [ TabAN N D
Yy 2 v ~ N4 X \llﬂag T R
L oo 3 v N o2 X o S .
[z
3|
1
2 e N
1 I 1
2 \\
3 ~=
Note: Put ¥ mark for detection and x mark for non-detection J
If during the test Metal Detector fails to reject any of the Standard chips then mention the corrective action taken.
o B G B e i 15 A T L T 5 e Ui gea s i e b S aie (To be filled by Production)
Note: Take QA Approval before proceeding to next stage
12.2 TABLETS VISUAL INSPECTION RECORD:
Praté Container No Time Total Quantity | Tablet Inspection Checked
‘ From To Started | Completed Rejected Done by/Date by/Date
ghiboss | 0V Taw | ygwg[weas [ o-og0 [ adiome |[Elilog,
‘\
\ —
\\:4{‘
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality\Assurance
T e R
Ddfc 2Ll0l2020 2ol olres T, Ve o 9V v
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BATCH MANUFACTURING RECORD

Product Code: R09

Batch Size: 6,0¢,000 Tablets

Product

RAMITHIAZID E 5/12.5

BMR. No.: BMR/T/134-00

Batch No.:

CiE2alaan

Customer:

Generic Health Care Pvt. Ltd.

12.3 WEIGHING RECORD OF INSPECTED TABLETS:

Container Gross Tare Net. Container Gross * Tare Net.
No weight Kg weight Kg weight Kg No weight Kg weight Kg weight Kg
L 9L 800 | 900 | 23-0A0uH0 6 |
2 93120 0 -0 00 QA - 490 7 e
3 9231190 | 5o Q0 990 B —
4 02,500 0-000 A\ 200 9 N—
5 26560 | 9 .000 2% - %00 10 I
Total | \\5.0¢ 0 Kg Total Kg
<> _ Grand Total \\\,) 309 Kg
Weighing Done By: ....0.. .\i\\\Checked By Prod./ Date: ........ QS\‘.\\\\()Q Verified by IPQA Sign./Date: . .,(\ \"C s
12.4 RECONCILIATION: (INSPECTION OF TABLETS)
1.0 Theoretical weight of Tablets 120.210 kg 600000 No’s
2.0 Tablets transferred for Inspection W% . 950 k_g "5':‘_% 95n No’s
3.0 Total weight of good Tablets 15990 kg '\5 3 eom No’s
4.0 Rejected Tabléts ' 0050 ke 250 No’s
5.0 *Yield =— x 100 Gm) Y- %
*Actually yield wnll be calculated after 3 validation batches.
Total rejects destroyed: ....... 9'@3;0 ..... Kg.
Rejected materials should be destroyed in the presence of QA.
Done by Production sign/Date: ........ \'\\\N)D .....
Checked by IPQA. sign/Date: s seseese M deelo
12.5 RELEASE FOR PACKING:
BMR reviewed by IPQA Sign/Date : ...... gx,r.\':\p\'\:&'!’f‘. S e e
BMR Released for packing by QA Head Sign/Date: ............ %’Y" ...............
hY
13.0 BMR REVIEW DETAILS:
Reviewed by Name Sign./Date

Production Executive

T/\ QJ\A;LAIQ:Q An awd’h-

C@—hl\ U\Qﬂﬁlﬂ
A

QA Executive

O b oo

Production Assistant Manager/ HOD

B ao:Qrp romencon L.

]
'(_‘J. TC#
QA Manager/ HOD r
4.0 REVISION HISTORY: ot
1 REVIS QRY /\\\K\\\w
Sr. No. Document No. " Reason for Revision Supersedes No.
1 BMR/T/134-00 New Document Nil
Prepared by: Checled by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. [k k) | O N\ o
- P
Date _2[1//0/)_920 b 1ohew T _/‘\)1\;\\’,\ m\'n',g']fo \)5 \ Nw\’

DS Coary

o

{1yl
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SAI PRIMUS LIFE BICTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur
Commune, Puducherry-605009.

Page 1 of 36

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: R09 Batch Size: 6,00,000 Tablets

BMR. No.: BMR/T/134-00 | Batch No.: & 5 Q013207
Product AN LR IDT G125 Customer: Generic Health Care Pvt. Ltd.
BATCH MANUFACTURING RECORD COVER SHEET
PRODUCT NAME RAMITHIAZIDE 5/12.5‘
GENERIC NAME Ramipril and Hydrochlorothiazide Tablets
Each Uncoated tablet contains:
Ramipril BP.....cooviiiiiiinian, 5mg
LABEL CLAIM Hydrochlorothiazide BP............. 12.5 mg
EXCIpients.....coouveiiiviiniiiiicinnne. q.s.
Colour: Erythrosine Supra
MFR No. / Reference Document No. MFR/T/058-00
BMR No. BMR/T/134-00
REVISION No. 00
SUPERSEDES No. NIL ,
BMR EFFECTIVE BATCH NUMBER/DATE c QB2 \vo4 /9—4:\ \0\ 2020
MFG.LIC No. : . PON/DRUGS/19 13 4323
STORAGE Store in cool and dry place. Protect from light and moisture.
BMR ISSUED BY/DATE (QA) %’”\
BMR CHECKED & RECEIVED BY/DATE
(PRODUCTION) : P
r))-\\\
SHELF LIFE : 36 Months
BATCH SIZE 6,00,000 Tablets (120.210 Kg)
MFG. DATE: ......... 1R) 2oz ... EXP. DATE: “}%0/3 .............
RECOVERY ADDITION RECORD
BATCHNO MFG EXP QUANTITY
s e[ M2 — o =
ALLOTTED BY: ' o COUNTER CHECKED BY:
y : % : .
QA. SIGN/DATE: . %\ QA SIGN/DATE: ..o ) VL :

RELEASED QUANTITY OF TABLETS FOR PACKING

RELEASE FOR PACKING STAGE
HEAD OF QA SIGN/DATE:

— Ag\g\ww

DATE OF COMPLETION: .&bhﬁ.‘i&ﬂ@..

59050 toblelx

This BMR contains 36 Pages + m Additional Pages

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Qualitv Assurance
N D 2 :
Sign. L. piva o Nt o
i \
Date 2 b1 ol2000 bl rone Ao\ \(J)/Qlf? \ ) /(Y\ o\

Y".’ )") (GO RPIY PP

i vmmmmﬂ




] s, SAI PRIMUS LIFE BIOTECH PVT LTD
“‘;_-3%;’ B Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industria! Estate, Villianur | Page 2 of 36
SAl PRIMUS -Commune, Puducherry-605009. N— o
ure siotecH pvt 1o | BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/134-00 | BatchNo.: & £9.0) .07
t ZIDE 5/12. :
Produg RAMITHIAZIDE S/ 125 Customer: Gencric Health Care Pvt. Ltd.
1.0 INDEX
Sr. No. . Content Page No.
Batch manufacturing cover sheet 1
1.0 Index 2
2.0 Flow Chart 3
3.0 Indent of active pharmaceutical ingredients & excipients 4
4.0 Calculation 5-6
5.0 Dispensing line clearance checks, Dispensing weighing sheet 7-8
6.0 Line clearance for Sifting and granulation. 9
70 Granulation instruction, sieve integrity checks, sifting instruction, wet granulation, drying record, 10-12
) sifting and milling record B
8.0 Blending Line clearance, Blending and Lubrication process, Lubrication material sifting record, 13-14
: Blending and Lubrication records, Weight record, Reconciliation, Release for Compression )
9.0 Compression Line Clearance 15
Compression instruction, Granules receipt record, compression specification, compression machine
10.0 running status, initial In-process checks, Compression specification/ Parameters, In-process checks 16-33
) (Production and IPQA), uniformity of weight checks (Production and [PQA), weight record of B
compressed tablets, Reconciliation
11.0 | Release for Inspection 33
12.0 | Inspection Line clearance 34
Inspection Process instruction, performance checks record for metal detector, tablets visual
130 §. : : L : 35-36
inspection record, weight record, Reconciliation of inspected tablets
140 | Release for Packing 36
150 | BMR Review details 36
16.0 | Revision History 36
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality, Assurance
. ~. =
Sign. L o Ve W L= A 0O \\"i‘\d\};\- Q\:\f‘
| Date . 2 b liolpors 2.bljolnore /gé \ 2\ X- | AT
T




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 3 of 36

BATCH MANUFACTURING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

Product

RAMITHIAZIDE 5/12.5

BMR. No.: BMR/T/134-00

Batch No.: (i Q0 1c) 7]

Customer:

Generic Health Care Pvt. Ltd.

2.0 PROCESS FLOW CHART

~ Dispensing -

'

Cross verification of dispensed materials

l

Sifting

I

Dry mixing

L

Binder preparation

|

Wet granulation

v

Final Drying and Sizing

Y

Pre-Lubrication 4

)

Lubrication

}

i/ -Compression

¢

Visual [nspection

!

Packing

In-Process TcstS' :
Appearance

[ndividual Weight Vanatlon
“Thickness

Diameter " ¢

Hardness S

Friability -~
Disintegration Test

Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
- ~ <
Sign. = P (_W Q N~ <
Date 2601002020 210 | yano /\gAU\V;m\W x \NWV
.wﬂ e . argliy ]NGONIROLLE“P{\/V
‘\, {. VAR E WP, | TAAVAY ] 9 |
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SAI PRIMUS LIFE BIOTECH PVT LTD

Commune, Puducherry-605009.

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

Page 4 of 36

SAl PRIMUS

LIFE BIOTECH PVT LTD

BATCH MANUFACTURING RECORD

Product Code: R09

Batch Size: 6,00,000 Tablets

Product

RAMITHIAZIDE 5/12.5

BMR. No.: BMR/T/134-00

Batch No.: (5 F90 0 12.0

Customer:

Generic Health Care Pvt. Ltd.

3.0 INDENT OF ACTIVE PHARMACEUTICAL INGREDIENTS & EXCIPIENTS:

Sr. ) Quantity/ quanstti(ti;r ner 0A/ | Req. quantity
No. Name of the Ingredient Spec. Item Code T&l:lgc)ts 6,00,000 (I:/EJ) [::ll;lf;t(lﬂ(,l(:g)
tablets (kg)
Dry mixing material:
1 | Ramipril* BP RAI/GH/R001 5.000 3.000 2 3.060
2 | Hydrochlorothiazide™ BP RAI/GH/H002 12.500 7.500 2 7.650
3 | Dried Maize Starch** BP IRM/SP/M001 61.400 36.840 - 36.840
4 | Lactose Monohydrate BP REX/SP/L003 74.000 44.400 - 44.400
5 | Microcrystalline Cellulose PH 102 BP REX/SP/M010 | 30.000 18.000 - 18.000
Binder Material:
6| Gelatin BP REX/SP/G001 2.000 1.200 - 1.200
7 | Dried Maize Starch BP IRM/SP/M001 5.000 3.000 - 3.000
8 /lérﬁhrosine Supra IHS REX/SP/E005 0.100 0.060 - 0.060
9 | Purified Water BP NA q.s. 30.000 - 30.000
v Theoretical Weight of Dried Granules 1190.000 114.000 - 114.210
Lubrication Material:
10 | Sodium Starch Glycollate BP REX/SP/S004 5.000 3.000 - 3.000
11 | Colloidal Silicon Dioxide BP REX/SP/C001 1.000 0.600 - 0.600
12 | Magnesium Stearate BP REX/SP/MO11 4.000 2.400 - 2.400
Theoretical Weight of the quricatcd granules 200.000 120.000 - 120.210
Theoretical weight of Compressed tablet | 200.000 120.000 - 120.210

NOTE:

*~API quantity shall be calculated based on potency.

OA: Overages, PL: Process loss

Potency calculation:

Theoretical Quantity of Ramipril and Hydrochlorothiazide required in Kg for a batch size of 6,00,000 Tablets are

calculated.

* Excess Quantity shall be compensating from Dried Maize Starch**"™

M

(O ARTI0aTIAN Y

Prepared by: Checled by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance
Sign. L.l ey oot Q Nw{};\ RN
Date 26l10l2020 Ab\1d 1o AN AN I
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¢ =N SAI PRIMUS LIFE BIOTECH PVT LTD
\39 Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page S of 36
Commune, Puducherry-605009.

SAl PRIMUS

ure siotecHpyvtr o | BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
Broduct RAMITHIAZIDE 5/12.5 BMR. No.: BMR/T/134-00 | Batch No.: Zizic) 2w

Customer: Generic Health Care Pvt. Ltd.

4.0"ASSAY AND LOD CALCULATIONS FOR RAMIPRIL:
Note: If assay of API is more than 100%, consider 100% at the time of calculation.
Standard quantity of Ramipril: 3.060 Kg (A)
Calculation for Ramipril: :
Label Claim x  Std. Batch Size (in no’s) 5 x 6,00,000
Theoretical Qty = + OVerages = -----memmemmmmcmemene- +2% = 3.060 kg
1000 x 1000 1000 x 1000

AL 904
1) Calculation for Single A. R. No.ﬁ h 11 99001 » Assay on dried basis: __ <J9.{t, w/w,LOD: _ .| w/w
Exp. Date...ﬂv.zt’.s"ré'.?:‘! ;

Actual Quantity (Kg) (B) = Standard qty. required x 100 x100 = 3.2fc  x 100 x 100 =_8.00q9 ° Kg
Assay x (100-LOD) A6 x(100- B )

2) Calculation for Ramipril Multiple A. R. No.:
S Available Qty. | Assay % LOD % | Actual Qty.= Available Qty. x Assay x (100-LOD)
No. \A ks (Kg) (C) wiw wiw 100x100

R

\ Total Actual Quantity (D)

Calculation for Remaining Quantity Required (E\ S
Theoretical Qty. — Actual Quantity (D) = ~Kg

AR.No.: , Assay on dried basis: w/w, COD: Yow/w, Exp. Date----m-m--eemeeeeeot
Actual Remaining Quantity (Kg) (F) = Remaining gty. required (E) x 100 x100 “=-_ X 100X 100 = Kg.
Assay X (100-LOD) TNX(100- )
\\
Total Qty. of Ramipril to be dispensed (G) = (C) + (F) = Kg \
B
\\\\\
o
Done By/On (QA): 4:‘.3’/\‘_;;'# ' Checked By/On (Production): R@( \\V\W
}-’l:)/ V\A
' P
Prepared by: Checked by: Approved By:
Dept. Production Production Quality Assurance Head Quality Assurance ls
Sign. = P — A R R
. ] 3 o
Date 2 (- // D/P,/:).v )k,l IO"J-mo /\Q’/‘%\,\ﬁ\wc X‘ \ A v‘“\\
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Villianur | Page 6 of 36
Commune, Puducherry-605009.

%f\éloﬁﬁ‘!\p’\\,HTSD BATCH MANUFACTURING RECORD | Product Code: R09 Batch Size: 6,00,000 Tablets
BMR. No.: BMR/T/134-00 | Batch No.: G| 9c 207
2 - 0
: loduct RATALLELAZINE 022 Customer: Generic Health Care Pvt. Ltd.
4.1 ASSAY AND LOD CALCULATIONS FOR HYDROCHLOROTHIAZIDE: : =

Note: If assay of API is more than 100%, consider 100% at the time of calculation. i
Standard quantity of Hydrochlorothiazide: 7.650 Kg (A) '
Standard quantity of Dried Maize Starch (B): 36.840 Kg

Calculation for Hydrochlorothiazide:

Label Claim x  Std. Batch Size (inno’s) 12.5 x 6,00,000

Theoretical Qty = + OQverages = ---------esmmmmmmmaa- +2% = 7.650 kg

1000 x 1000 1000 x 1000

Ruzp] 000977 .
1) Calculation for Single A. R. No. , Assay on dried basis: __ 1991 w/w,LOD: _ buy wiw

Exp. Date.. &s[. 2025

Actual Quantity (Kg) (C) = Standard qty. required x 100 x100 = J.be  x100x100 = 1.4 9 Kg
Assay x (100-LOD)<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>