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Plaees H
BATCH MANUFACTURING RECORD L HPageNoT——mt o
Brand Name | RICHFER CAPSULES Z';"f‘“d = 1047 Batch Size 4,50,000 Capsules
3 _| Carbonyl Iron, Vitamins, Zinc and : N Supersedes
Generic Name: Antioxidants capsules MFC-NO: ST/MFC/135/R1 MFC No: ST/MFC/135/R0O
-| Bateh No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
h BATCH MANUFACTURING RECORD COVER SHEET:

PRODUCT NAME RICHFER CAPSULES
Each hard Gelatin Capsule contains:
Carbonyl Iron
Equivalent to Elemental Iron 100mg
Folic acid BP 500mcg
Cyanocobalamin(coated) 15mcg
{Vitamin B12)
Ascorbic Acid (coated) 75mg

_ LABEL CLIM " | Zinc sulphate Monchydrate BP 61.8mg

{Equivalent to Elemental Zinc 22.5mg)
Alpha Tocopheryl Acetate BP 151U
Sodium Selenate Equivalent to Selenium 65mcg
Approve colours used in empty hard gelatin capsule.
Appropriate overages of Vitamins are added to compensate the loss
on storage.

PACK SIZE TP: 3X10’s blister pack

STORAGE CONDITION

Store in cool and dry place keep away from light and moisture.

SHELF LIFE 36 MONTHS

CUSTOMER NAME GENERIC HEALTHCARE PVT.LTD.

EFFECTIVE BATCH NUMBER GD210207] DATE: ob X p2] 002}
MANUFACTURING LICENCE No. 07 221907 '

MFG. DATE: ([ / , Qﬂ . BMR. No STBMR:137/01
EXP. DATE: ‘0 [ o " 2‘:4'::“:‘::“5 STBMR:137/00
BMR ISSUED BY/DATE (QA) ’)Q\, Z—( Z /Z/ / 9¢

BMR CHECKED & RECEIVED BY/DATE . Q\P\/
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Safetab Life Sciewnce

BATCH MANUFACTURING RECORD Y| 'Page No.: 2 of 57
Brand Name | RICHFER CAPSULES :‘;"f’”“ Ly 1047 Batch Size 4,50,000 Capsules
. .| Carbonyl Iron, Vitamins, Zinc and : Supersedes .
Generic Name: < Srtissidants clapsules MFC NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0
Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024

1.0 LIST OF EQUIPMENTS:

S.No Name of Equipment Equipment ID No. tc be used
1 Dispensing Booth ST/SRDB/001
2 Balance -30 Kg Capacity ST/SRWB/001
3 Balance -620 g Capacity ST/SRWB/0C2
4 Balance ~150 Kg Capacity ST/WB/189
5 Balance ~100 Kg Capacity ST/PRWB/002
6 Balance -100 Kg Capacity ST/WB/205
7 Balance - 220g Capacity ST/WB/202 or ST/WB/207
8 Vibro Sifter ST/PRG/006 or ST/PRG/0Q7 or ST/PRG/008
9 Multi mill ST/PRG/009 or ST/PRG/010
10 Octagonal blender ST/PRG/015
11 Pharma fill A60 ST/PRCF/011
12 Capstile weighing machine ST/PRCF/012
13 Capsule polishing machine ST/PRCF/013
14 Filled le sort
IS CaPSIE SOESE ST/PRCF/014
B rt i
¥5 mpty capsule sorter elevator ST/PRCF/015
16 De dusting unit
A e ST/PRCF/016
17 Unfilled capsule sorter
B ST/PRCF/017
18 De capsulation machine
ST/PRCF/018
. s 4 ST/QADT/002
19 Disintegration Tester ST/QADT/003
20 Vernier Caliper ST/IPV/005
Prepared by: ' Checked by: Approved by:
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Safetab Life Sciewnce
BATCH MANUFACTURING RECORD L= Page No.: 3 of 57
Brand Name | RICHFER CAPSULES :l:f;d"c‘ e 1047 Batch Size 4,50,000 Capsules
< .| Carbonyl Iron, Vitamins, Zinc and 4 ; Supersedes
Generic Name:| ZE0mN o0 ales MFC NO: ST/MEC/135/R1 | iR Sr=e ST/MFC/135/R0
Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
2.0 DISPENSING:
2.1 LINE CLEARANCE CHECKS:
S.No CHECKS Obseryation
store | IPQA

Ensure that all empty containers, 1abve!s, used Polybags, hand gloves of previous dispensed Product/ batch

1| are removed from the area. v | v
2 | Ensure that all dispensed materia; of previous product / batch removed from the area. 1 bhed
3 Ensure that the previous batch BMR / documents are removed from the area. A | v
4 Check the housekeeping genera! cleaqﬁness_of the fl(?or, walls, ceiling, pass box, doors and door view 9
panels of man and material entry of dispensing area is clean.
5 Check the cleanliness of the working table, cupboard, washing area and waste bin. A |~
6 Check the cleanliness of the drain points. v
7 Ensure that the dispensing booth is cleaned and it's status. A | v
8 Check the cleanliness of the supply and return grill. Al
9 Check the cleanliness of side wall of the dispensing booth. A AN
10 Check the differential pressure of pre filter, intermediate filter and hepa filter are within the limit A | v
g Check the cleanliness of the utility line (compressed air, First RO water and purified water). WA
12 Check the cleanliness of the SS side panel and SS Stool. [~
13 Ensure that the balances are cleaned and it's calibration status. A |«
14 | Check the status board of the area is updated. i
15 Check the temperature & refative humidity of the area meet as per BMR requirement and ensure that the .‘,
records are updated. el
16 Check the differential pressure of the area should be within the limit. U |-
17 Ensure that dispensing tools or accessories like scoops, spoons-are cleaned and labeled with “Clean” label. A
18 Check proper gowning procedure followed as per the SOP Ao
19 Ensure the concurrent entries of log book. VAN~
Note: Tick mark () if Complies and (O-#fDoesenot comply
i s Q s\}\i& \ \ . & ‘f);"‘;"';' i) 93|
Checked by (stare) signjdate: bt ¥ 4B \ ]".}\\\3—/— . Verified by (IPQA)sign/dates. iaiiasarsar 255
Equipment Dispensing Bodth Weighing Balance
Equipment. ID No. ST/SRDB/001 ST{BS(’;_‘{)VBK/QO)M 2 ggg‘f gé c);oz ?Ié‘(’)‘{%/ ig)g e

Batch

Previous Product&

No, Ry FER - YN =

Cleaned By ‘\;\5\

Counter checked by ;
1PQA/Sign/Date Xa b\ 24 -

Checked by St __1gh @’)\ ol
snpare (9813w (})ﬁ% a1 @Telndon | A8 ) o
) ok 1 X A , - 7’2 ‘r'\‘ \\\ N A

g N \
- ret\ W\ MDA
< \ AN

2.2 ENVIRONMENTAL CONDITIONS:

Observation Stores Sign
Temperature:23°C to 27°C Oc_ ?\
fhstitive Hergity A5 50.55 % Observation \ Stores Sigg
elative Humidity: b to o e
5 Vol / mv\ w\ﬁ\ .
O v— Ml s \7 [
2.3 APPROVAL FOR DISPENSING BY IPQA: Sign......iformeiiees Dateiu el ban il
Prepared by: Checked by: Approved by:
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Safetab Life Science
BATCH MANUFACTURING RECORD Yoo page No.: 4 of 57
Brand Name | RICHFER CAPSULES Z?f’”"t - 1047 Batch Size 4,50,000 Capsules
. .. _ | Carbonyl Iron, Vitamins, Zinc and ] SR i Supersedes -
Generic-Name: Antioxidarits capstles MFC'NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0O
Batch No.: GD211132 | Mfg.Date: 11/2021 Exp.Date: 10/2024
3.0 INDENT OF RAW MATERIALS:
3.1 INDENT OF ACTIVE PHARMACEUTICAL INGREDIENTS:
_ Natrie.of the v ’ tabel claim |
S:No Ingredients Material Code pei; tranbg'et Spec Overages | Total Qty (Kg) Vendor
’ . PARAS ORGANICS
1 Carbonyl Iron RMAC0073 100.000 usp Nil 45.000 SUT.LTD
. 5 500.000 "
2 Folic Acid RMAF0018 meg BP 20 0.270 MCCOY DRUGS PVT.LTD
% ; HEBEI YUXING
3 Cyanocobalamin RMAC0066 15mcg BP 50 10.125gm PHARMACEUTICAL
4 Ascorbic Acid RMAAD029 75.000 BP 20 40.500 BAJAJ HEALTHCARE LTD |
5 | ot RMAZ0009 61.800 BP 20 33.372 SHREEJI INDUSTRIES
Monohydrate
Alpha Tocopheryl ; EMMER
6 Acatate RMAADQ30 151U BP 20 16.200 CHEM/SHREENATH
7 Sodium Selenate RMASQ028 65 mcg IH 25 87.500gm SNA HEALTHCARE
3.1.1 INDENT OF EXCIPIENTS:
. ; Unit dose per
S.No Name of the Ingredients Material Code tablet in mg Spec Total Qty (Kg) Vendor
Hydrophobic Colioidal v
5 | anhydrous silica RIEE09017 3.000 BP 1.350 WACKER
Microcrystalline crystalline
6 cellulose PH 102 RMEMO0038 166.022 BP 74.710 DFE
< ’ INNOPHOS,INDIA
s Calcium hydrogen phosphate RMEDOOQ15 10.000 BP 4.500 PHOSPHATE
8 Purified Talc RMET0012 10.000 BP 4.500 NEELKANTH
9 Magnesium stearate RMEMO0033 10.000 BP 4.500 NITIKA
Prepared by: Checked by: Approved by:
DesigFation QA Exejcutwe / Productr?n Head / QA ﬁead /
Designee Designee Designee ”
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Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 5 of 57

grand Name | RICHFER CAPSULES ﬁ?_““d " 1047 Batch Size 4,50,000 Capsules

.| Carbonyl Iron, Vitamins, Zinc and : T/MFC/135/R1 | Supersedes ST/MFC/135/R0 -
Generic Name: "~ Antioxidants capsules MFC NO: ST/MFC/135/R MEC No: /MFC/135/
Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
4.0 CALCULATION:
4.1 Potency calculation for Carbonyl Iron:

QO AR No. for Mfg Date Expiry Date Assay of Carbonyl Iron (%)

Carbonyl Iron

wgp)mw):a@ b&loohx | ocila vy 2b 9 b
pe
noo) 2135) 0.6 \o o] oot b od oy aeelobe 18 r =
*The given quantity is based on 100% Assay.
Actual quantity to be added is calculated as:
100.000 X 100
Actual quanitity. of Carbonyl Iron = mg/capsule
% Assay of carbonyl Iron
)‘ L) '
>- 10000 ;)00')')09’ (Y‘Q)CQP}) Q‘)!‘—E'Ogg = )00 ﬁ)ﬂ/d’)g}
Qq-b 18
‘ - 0% )'Z%’\
= 20.63) ™Y ~ 24K .

W%> 5 (255019 W@D

(205 a8

= ):1>(" 082 Kg's

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

*Qty of Carbonyl Iron to be added per batch

A\

Calculation done by(store)/date: checked by(production)/date: _]\\\ Verified by(QA)/date:

- *

1‘}\\'}%: .

-

W
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Safetab Life Science
BATCH MANUFACTURING RECORD " |"Page No.t 6 af 57
Brand Name | RICHFER CAPSULES g a8 1047 Batch Size 4,50,000 Capsules
P | Carbonyl Iron, Vitamins, Zinc and : . .| Supersedes  |...o—
Getieric Name:| Sor00n 0 eles MFCNO: | ST/MFC/135/RI | ptepes ST/MFC/135/R0
Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024

4.2 Potency calculation for Felic Acid:

‘Q.C AR.No. for Mfg . Assay of Folic Acid
e Folic Acid Date Expiry Date On Anhydrous basis Water content %
- :
Pgd anl)&@]/ai?a\oo‘«mb 'Zﬁw)“ Aw)ab Q9.9 i)

-—

— — — {

*The given quantity is based on 100% Assay On Anhydrous basis and without Water content.
Actual quantity to be-added is calculated as: Label claim 0.500mg +20% overages

0.600 X 100 X 100
Actual quantity. of Folic Acid = mg/capsule

9% Assay on anhydrous basis X (100 — water content %)

= 69° . obO %kmg\
3209.33)

*Qty of Folic Acidto be added perbatch = D+ 292 Kg's

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

W
. \
Calculation done by(store)/ daté checked by(production)/date: \q\\ Verified by(QA)/date:
3

\ ‘i\}'
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Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 7 of 57
Brand Name | RICHFER CAPSULES m’f’““ 2 1047 Batch Size 4,50,000 Capsules
Genéric Name: gigﬁ)‘:{?&’gﬁg”@‘égg"s Z1Rc B “MEC NO: ST/MFE/135/R1 | SUPSrsedes. | .gr/mrC/135/R0
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
4.3 Potency calculation for Cyanocobalamin:
N Assay of
Q'if;'g;;:{n Mfg Date Expiry Date Cyanocobalamin LOD %
Cyar . on dried basis
N
ivgp)mm?a& lao)oodsh | Swlon | Lurlof Q1t | ho02 .
— = = — —~
*The given quantity is based on 100% Assay on dried basis and without Loss on drying.
Actual quantity to be added is calculated as:
0.023 X 100 X 100
Actual guantity. of Cyanocobalamin = mg/capsule

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

= 230
9asb 129

© 005" 09 Joops

*Qty of Cyanocobalamin to be added per batch

= “‘%\O\ gm’s

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

M
Calculation done by(store) /dat@ @ » checked by(production)/date: q\\\ Verified by(QA)/date:
AN
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*Qty of Alpha Tocopheryl Acetate to be added per batch =

353

'6‘(‘])1% Kg's

Safetab Life Science
BATCH MANUFACTURING RECORD PageNor——T€SFB7 - -
Brand Name | RICHFER CAPSULES ::)"f’“‘:t - 1047 Batch Size 4,50,000 Capsules
seid. > .| Carbony! Iron, Vitamins, Zinc and..... . ~/135/R1 | Supersedes.
;Generic Name: Antioxidants capsules L MFC NO: ST/MFE/135/R1 MEC No: ST/MFC/135/R0
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
4.4 Pofency calculation for Alpha Tocopheryl Acetate:
Q.C AR.No. for & i Assay of Alpha
Alpha Tocopheryl Acetate g vt Expiny oate Tocopheryl Acetate (%)
o
J Co O 3
mge)ainola GloBloohq | ©Glm | geelobl  qc-<®
-— e— “‘
*The-given guantity is basec on 100% Assay.
151U equivalent to 15mg.
Actual quantity of Alpha Tocopheryl Acetate to be is calcuiated as: Label claim: 15mg +20%
36.000 X 100
Actual quantity. of Alpha Tocopheryl Acetate = mg/capsule
% Assay of Alpha Tocophery! Acetate
- £.
~ 2600 Rt 3N MB)G% L
—_— —

Note: If the assay of Alpha Tocophery! Acetate is more than 100 %, calculation has to be done only for 100%

\\\\
Calculation done by(store)/date: A « checked by(production)/date: ' Verified by(QA)/date:

" pwls). R

A 'TJ?( b
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Safetab Life Science
BATCH MANUFACTURING RECORD PageNo: g6F57
Brand Name | RICHFER CAPSULES ,‘:‘:f‘"‘i m 1047 Batch Size 4,50,000 Capsules
I - ” Carbonyl Iron, Vitamins, Zinc and ;s . s Supersedes .. | it
|"Generic Names} qricten oo capeles MFC NO: “ST/MFC/135/R1 MEC No: : ST/MFC/135/R0
4 Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
4.5 vPoten‘cy calculation for; Zinc sulfate Monchydrate:
Q.C AR.No. for % Assay of Zinc sulfate
Zinc sulfate Monohydrate Mg Date By Dete Monohydrate (%)
qQ
o] 9120000, )0 b)onbRb | 1wGlot] Twah | 9.8
— = - -

*The given quantity is based on 100% Assay.
Actual quantity of Zinc sulfate Monohydrate to be is calculated as: Label claim: 61.8mg+20%

74.160 X 100

mg/capsule

Actual guantity. of Zinc sulfate Monohydrate

% Assay of Zinc sulfate Monohydrate

L1
492

- 7}’7.‘30‘:’ mg/WI

*Qty of Zinc sulfate Monohydrate to be added per batch

= 33‘ )72? Kg's

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

checked by(production)/date:

W0 ®v

Calculation done by(store)/ date§ %
’ /

)

~
AN
§ Verified by(QA)/date:

R, fu4

Prepared by: Checked by: Approved by:
Designation QA;:S;SZG/ Prodgitsi?gnn::ad / '%»Z s‘;l:::e/ |
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Safetab Life Science

BATCH MANUFACTURING RECORD 10 of 57
Brand Name | RICHFER CAPSULES ;’;fj“d = 1047 Batch Size 4,50,000 Capsules
, .| Carbonyl Iron, Vitamins, Zinc.and ! ) iy s Supersedes sl
Generic Name: Antioxidants capsules 5 ¢ MFC NO: ST/MFC/135/R1 MEC Na: ST/MFC/135/R0
-| Batch No.: GD211132 Mfg.Date: 1172021 Exp.Date: 10/2024
4.6 Potency calculation for Ascorbic Acid:
Q.C AR.No. for e Bves L Assay of Ascorbic Acid
Ascorbic Acid Mig Date: Expiry Date %)
\ o<
m@P)ma:ﬂo &\Me}oo 693 §Eo?a, AVAEN Joo. 21—
2e)120)06, 00 JeoTho- | o)) | Bvor)oxS 99.9

*The given quantity is besed on 100% Assay.
Actual quantity of Ascorbic Acid to be is calculat_ed as: Label claim: 75mg+20%

90.000 X 100

Actual quantity. of Ascorbic Acid = -mg/capsule

% Assay of Ascorbic Acid
N e ' .
Vs Q00 . g0 s JBey, 2D 9092 g, omovs [es.
)00 %9
= 2R.3%% YR = ))e bp_;_’ A Z S
(30913 » 4 (129023 nod
*Qty of Ascorbic Acid to be added per batch = }7 O. f ) q/Kg’s

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

\W

v
Calculation done by(store)/ dat@ ¢ _ checked by(production)/dat ;’l Verified by(QA)/date:
(s N |
) Rz
| — b3 7/K

LN
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Safetab Life Science

BATCH MANUFACTURING RECORD TPageNo  |atofs7 |
Brand Name | RICHFER CAPSULES Z?f’“d‘ 0 1047 Batch Size 4,50,000 Capsules
» & ...l CarbonylIron, Vitamins, Zincand ] T — Supersedes R
| Generic Narwier|. ATDONY. ron VST MFC NO: ST/MFC/135/R1 | puberse ST/MEC/E35/R0
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024

4.7 Potency calculation for Sodium Selenate:

Q.C AR.No. for < Assay of Sodium Selenate
Sodium Selenate Migpus | BxpreDute (%)
( ‘S
wﬂﬂ)aom )a&\oga\ooq | realy| ¥es), 9. X
- - . =
*The given quantity is based on 100% Assay.
188.94g/mol molecular weight of Sodium Selenate equivalent to 78.96g/mol molecular weight of selenium.
Se 155.53mcg of sodium Selenzate equivalent to 65meg of Selenium
Actual quantity of Sodium Selenate to be is calculated as: Label claim: 155.53mg+20%
0.19441 X 100
Actual guantity. of Socium Selenate = mg/capsule

% Assay of Sodium Selenate

P \thh\ - O‘)Qg‘w\ﬁ/&\){p&\
9q-x"

&
*Qty of Sodium Selenate to be added per batch = 8 j“ T>O gm’s

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

Quantity of Microcrystalline cellulose PH 102 varies based on assay content of Folic acid, carbonyl! Iron, Alpha Tocophery! acetate,
Cyanocobalamin, Zine sulfate monohydrate, Ascorbic Acid, Sodium Selenate for fill weight constant

: \ \
M aleutation dere by(store)/date: 9("(’1,“ N checked bv(producﬁon)/date:@dﬂj Veriﬁe}i y{QA)/date
U o) i\ L ]

4.7.1 Calculation for Quantity of Microcrystalline cellulose PH 102 to be dispensed

**Actual quantity of Microcrystalline cellulose PH 102 to be dispensed
= [Std. gty. of Folic acid+ Std. qty. of Carbony! Iron + Std. gty. of Alpha Tocophery! acetate + Std. gty. of Cyanocobalamin +
Std. qty. of Zinc sulfate monchydrate + Std. qty. of Ascorbic Acid + Std. gty. of Sodium Selenate + Std. gty. of Microcrystalline
cellulose PH 102] — [Actual qty. of Folic acid + Actual gty. of Carbonyl Iron + Actual gty. of Alpha Tocopheryl acetate + Actual
gty. of Cyanocobalamin+ Actual gty. of Zinc sulfate monchydrate + Actual gty. of Ascorbic Acid+ Actual qty. of Sodium Selenate].

= [0.270+45.000+16.200+10.125gm+33.372+40.500+87.500gm+74.710]-
L D2292 "5 ‘}"f' \Og} = ! F“ oda, ? A0 Pels, gm.-r 33 h%q +... ho" ;"\L;&‘J‘f{ogﬂ’j‘)
! - . >
CER i B 331
*Qty of Microcrystalline cellulose PH 102 to be added per batch = % Ka’s / .\\‘ i
AL

i Cap

(7 .
anr /4/..
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Safetab Life Science L

BATCH MANUFACTURING RECORD b ‘Page No.: | 15 0f 57
Brand Name | RICHFER CAPSULES :ro"f’“d = 1047 Batch Size 4,50,000 Capsules
i | Carbonyl Iron, Vitamins, Zincand . i | Supersedes . ...
Generic Name: Antioxidants capsules MFC NG: ST/MFC/135/R1 MEC No: ok STYMFC/135/R0O
-| Batch No.: GD211132 | Mfg.Date: 11/2021 Exp.Date: 10/2024

6.0 DISPENSING:
6.1 LINE CLEARANCE CHECKS:

o CHECKS Observation
store |IPQA
1 Ensure thqt al} empty containers, labels, used Polybags, hand gloves of previous di'spensed Product/ batch /
are removed from the ared. —
2 Ensure that all dispensed material of previous product / batch removed from the area. ~— i
3 Ensure that the previous batch BMR / documents are removed from the area. \./ -
4 Check the housekeeping general cleanliness of the floor, walls, ceiling; pass box, doors and door view R P
panels of man and material entry of dispensing area is clean.
5 Chetk the cleanliness of the working table, cupboard, washing area and waste bin. — 7
) Check the cleanliness of the drain points. ~— P
7 Ensure that the dispensing booth is cleaned and it's status. [ &
-8 Check the cleanliness of the supply and return grill. — P
9 Check the cleanliness of side wall of the dispensing booth. — P
10 Check the differential pressure of pre filter, intermediate filter and hepa filter are within the limit ~ i 5
11 Check the cleantiness ‘of the utility line (compressed air, First RO water and purified water). ~ <
12 | Check the cleaniiness of the SS side panel and SS Stool. e -
13 Ensure that the balances are cleaned and it's calibration status. N 7
14 Check the status board of the area is updated. P P
15 Check the t’emperature & relative humidity of the area meet as per BMR requirement and ensure that the P
j records are updated. -
16 Check the differential pressure of the area should be within the fimit. N -~
17 | Ensure that-dispensing tools or accessories like scoops, spoons are cleaned and labeled with “Clean” labei. ~ -
18 Check proper gowning procedure followed as per the SOP (9 Pl
19 Ensure the concurrerit.entries of log book. ~
Note: Tick mark (V) if Complies and {X) if Does not comply
Checked by (store) sign/date:. @W (a3 1 1244 Verified by (IPQA)sign/ datga%“@”ﬂ
Equipment Dlspensmg Booth Weighing Balance
Equipment. 1D No. ST/SRDB/001 ST(/_;T’&‘S’BK/Q (;01 ST/(E%"’% ‘)302 | ?Ié‘g%/ ig? AREA
Previous Product& i
Batch No. MOVASTar ASP 3¢ S2nobSokhix " &

Cleaned By ‘ijy QU ‘Q_C % E‘:U\' A

Checked by Stores o\ ™ A L : 2
Sign/Date &)\ el todd | A ol 1odos Q’)ﬂv\@’u’ Wi [ ot tp)ss @&GE’ W
Counter checked by /Y A& /% : )'(
1PQA/Sign/Date Lol e 02l i) 0342l Y42l ro. o
X P
6.2 ENVIRONMENTAL CONDITIONS:
Observation Stores Sign
Temperature:23°C to 27°C DY, e D
1, Ot
s S, S e Observation Stores Sign
elative Humidity: b to o e s =
) §23% O~
6.3 APPROVAL FOR DISPENSING BY IPQA: Sl%%'ﬁ Date:_...mg.z.?..?:jm
Prepared by: Checked by: Approved by:
pesignation QA Exgcutlve Vi Productifm Head / QA ﬁead / _ —
Designee Designee Designee CON TRO L ' D C
Signature W @ > Q\/ At -k
; o £ XVS
with Date N\ : '\)\
i ; [ 1 QK Q\N

AU



Safetab Life Science .
i e
BATCH MANUFACTURING RECORD Page No.: 16 of 57
Brand Name | RICHFER CAPSULES BRI 1047 Batch Size 4,50,000 Capsules
: I .| .Carbpoyl Iron Vitamins, Zinc and y e | Supersedes 3 N
Generic Name: Artiosidants C'apsules MFC NO: ST/MFEG/135/R1 MEC No: ST/MFC/i35/R0O =
Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
6.4 INDENT OF CAPSULE:
Name of the . ! i
S.No- Ingredients Material Code Spec Overages | Total Qty (NO's) Vendor
0" Size Red/Red hard | : ,
1 | gelatin capsule(GHPL | RMER0012 IHS - NIL 454500 ERAWAT PHARMA
Printed) g

6.4.1 DIS‘PENSING OF EMPTY HARD GELATIN CAPSULE AGAINST CAPSULE:

ispensing Started at Dabec‘}' \og Time )%+ 22

Di
Actual
‘ ; Gross | Tare .| Net Weighed| Checked | Verified
SE, l}’ﬁ;:doggf,gf Qé\é.t&e J A.R No: Weight | Weight| Weight By by by
(NO'S) (Kg) (Kg) | (Kg) Stores | stores | IPQA

, )i
| P 1202 loeh JoeR lotona. [ Lo lobee | 9. beo ‘WQ/\ AN _An—
7 I

& 7

msg/zplil&d.,/od{}c.'mv‘) ic.oop 10.-hoo | 9 bey -\GL’

“0” Size \ i
Red/Red hard le .o Jyo0 19 bos djp ‘/\/\L T

1 | qutatin asasop HOSEIZan oo kock Joter)

wpsu:je)(GHgL : j
Printed) IH :
' LS laen e lolors CQoo |aton| Choo M’ /9/\& A r9/

sp 1200, /meb]oek |alnya 1. om [0 hoe |9.tac

s

/

)
Dol

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

Designation " "
Designee Designee Designee

P g % @ o &; o ILEONTROLLED COPY |
with Date Ol gy /;\) Byt Ok\ \RQV\ AR e

I



Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 17 of 57
Brand Name | RICHFER CAPSULES z:ff'““ 5 1047 Batch Size 4,50,000 Capsules
: Carbonyl Iron, Vitamins, Zinc and 5 SEAaE .Supersedes ;
Generic Name: Artiexidants capsules MFC NO: ST/MFE/135/R1 MFC No- ST/MFC/135/R0O
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
7.0 VERIFICATION OF DISPENSED MATERIALS:
Name of th & ight Checked by | o vad by 1PQA
S.No Ay e DRSS MG A.R.No. Production perly Y
Ingredients in Kg Sign/Date Sign/Date
CarbonylTron Usp 20 8 F] mopluos Jae\ano)oodt 3 | @ty .iﬁ. L]
X ' 2§ o | moe|von Yo 80 JoDbD E/w\\\_; 2D 14 W2/
= —0 — 0 i nb
O-2\ P XP\ QA%\(&M\&N"—\\DON\ V4 AN S %(g/’ ’/7/{
2 Folic Acid BP : B R €l A\ NA
Do S " % —___/% (9\“)\" o NH
W26 e o Qloag, o Jooret | € o\ a)y < k[ iy
3 Cyanocobalemin BP \ﬁ — 1S g\ B
"W Lober WA Wi
)
D8 3o P R \ ’L\’H_\\)l\-l\\')&ﬂ»\wéw £ 0 \a\\m n/:l%:t( ? ALY
4 | Ascorbic Acid BP 2-A0_ . | e m\ Moa N e\ o n\e3b39 ] 2 x a2l A ) %7
WiR2 . m\m\ caon 2\ 50 | Yoslana )f’ oy
\—— e s LA B e {
Zinc Sulfate 262 © | vesp \orn @ e DNe0\eo § 26 DS AN -Zbﬁé RhY
§ | Mt - e P\ N2 NS Lnatx(| £ e, @18 1 [~/
N —ro. ¢ty AL
o |00
Vitarin € Acetate. |\ X -\ |00\ na o Noea ) osmn oy, [GAY] dlof
6 50% granules BP \ B ™ e obaNa NA
( N E—— —LR gL AP\ ; NG
codiurm Setorate S5 AT leovol e NasNat\ oxiae s, I,
7 I‘_c;qum elena [ I —: . g N
e —r~ —— (el 4NA
Hydrophobic Lrh& "*\SQ\‘L\% AW P AT P S TCAIN ‘.%" gl
8 | Colloidal anhydrous | ¢ 5] _— e ———Ce 3 W N3
silica BP
(f""f T | bl t, (\1'4'
R DT e 9PN\ NS0 \ =Ko o\~ «2}\/\“ 81y /)//
Microcrystalline . -
9 | erystalline celltlose |—RS2RE | re so\rond\aeNa N\ 3ol 09\ ARy
PH 102 BP DRI heg QoA N N0\ | R of W 7\\1 X1t/
v s AN ALY _N&
X NS Q\"/\W\—\&b’\\mh,\ coMA | gluln Oi;fi(d/
10 Calcium hydrogen t — F
phosphate BP b N ] AfS —-———’(’f/ £ LY
PO S——— s, A ] 1170 N4
11 | purified Tatc 8P e b 29) 2o o\ B op Ve, .f,//gﬂ\m J /@ ) &h (v
(,* VO ———4_(Flu \
3 i *( ; ,
1> | Magnesium h.Go )24 20180\ on tovr| ¥ _cgina | OIK vf\,wW
stearate BP ( T Em— NA

Note: Check the weight of the dispensed material, if found satisfactory, then proceeds to next stage, if any discrepancy inform
to QA head for further instruction

Prepared by: Checked by: Approved by:
y ’ QA Executive / Production Head / QA Head /
DS Designee Designee Designee %
Signature @* \Q\» % R cmmmu £D COPY §
with Date | M‘ﬂ Yo shbinbonotien et N O
X /mu;fmfd.g ks °




Safetab Life Science
BATCH MANUFACTURING RECORD | Page No.: 18 of 57 "
Brand Name | RICHFER CAPSULES e 1047 Batch Size 4,50,000 Capsules
4 2 .\ Carbonyl Iron, Vitamins, Zincand . . | . Supersedes . ., | . ;
Generic Name:|~ ‘Antioxidants capsules o | MFC NO: ST/MFC/135/R1 MEC No- ST/MFC/135/R0- -
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
8.0 VERIFICATION OF DISPENSED EMPTY CAPSULE SHELLS:
5 Checked by
Name of the Gross weight < Checked by IPQA
S.No Ingredients A.R:No. Production Sign/Date
Ma P , 2102 ‘QQJ,M /M '9107)_ \. 'NL \
fo.00 Ak M. N k/@l-w)ﬂx
D \
fo.00 . MAP |20y "}/)J»Nl M forany N}er‘u]v Y\\\,LN//O\ \\j,,\)
4
, ‘ Ay
to.00 Hi@ ‘}‘/Ju \\th\/ﬂ,\ﬂ; 50(372_ f/\..}ﬁ\/g‘b)rb)'» M@}\““f’/\
\/ :
r NCZEW
1800 fap Treu Qua g )0'3 I ,M.ngfn)q ! «,\i]\?\‘}@/\
“0” Size Red/Red R ~ \V -
hard gelatin 1 . N A \q\
1 | capsule(GHPL <. 806 M Q|20 Aealdst |ote7x /\/H.,}(‘%,D\wk Dl/g;.g\-\'“ i
Printed) THS . -
| 4 .z\ 7
vITN) 5 ’*7‘/14
N/
Prepared by: Checked by: Approved by:
Designation QA Ex&%cutlve / Pmductl?n Head / QA !-.iead P T—
Designee Designee Designee neo ay i
1 A WRTT R
Signature @ \Q'Y\Q\ %\ » b s T ‘\.'.‘?.Im.:r' ;‘A—i»-‘%:“ﬁ
with Date X D\Q@’

% [
g 1




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 19 of 57
Brand Name | RICHFER CAPSULES ;;"?"d " 1047 Batch Size 4,50,000 Capsules
" ....Carbonyl Iron, Vitamins,.Zinc and e | .| Supersedes
Generic Name:, Antioxidants capsules MFC'NO: ST/MFC/135/R1 MFC No: ST/MFC/135/R0
Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
9.0 GRANULATION:
9.1 LINE CLEARANCE CHECKS:
Chiedk Observation
ec
S.No Production IPQA
DAY I II I I
1 Ensure that all empty containers, labels, used polybags, hand gloves of previous Product/ batch s -
are removed from the area. A 1 \
5 Check whether the scrap from waste bin is removed and new polythene bag is put into it. \
> <% ]
3 Ensure that the previous batch BMf\/documents are removed from the area.
WA! )
4 Check the housekeeping general cleznliness of ‘the floor, walls cei ung, tube light fixture, supply
i grills, riser grills; filters'and electrice! fixtures are clean. A <)
= Check the cleanliness of the doors, door view pane!, SOP stand &ad compressed air filter outer
surface, 4 2
5 Check for absence of previous batch/product from area below machine and inside the vessel.
v ™~ i
v Check whether the equipment body of Sifter, RMG, FBD and Muitimill, Utensils are clean. P
VA =
s Ensure that the balances are cleaned and it’s calibration status.
N 1
9 Check whether the Equipments/ Instruments to be used are within calibration/preventive nd
maintenance due date. Wa | | !
10 Check the cleanliness of the utility line (compressed air, First RO water and purified water). _ ;“;
/ A
Check the cleanliness of the drain points. /
5k A - :
Check the status board of the area is updated.
12 / A1
: ) /
13 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure
that the records are updated. AN <7
14 Chetk the differential pressure of the area should be within the limit ) ,/’
15 Ensure the concurrent entries of log book. A ﬁ
Note: Tick mark (V) if Complies and (X) if Does not comply —
Checked by (Production) sign/date:...M ALY \/-1 DAY I: ‘V \,,\ DAYIL: —— njp
- ik _Ag\N '
3 . | / \ (L : f
Verified by (IPQA) s'gn/date./(&ﬁ&.&tﬁ\.k... DAY I: ‘éd 4 MW\ DAY II: ,,—N A I
Equipment Vibro sifter Multimill Weighing Area
Balance
Equipment ID No: 57‘{ P,’//\,, )/) 0 L _Co }f!LVﬁ/hov (1 o,l
- Previous Product: LZ ) (‘)\ Jrﬂ’ o NQ.(‘(V A ‘
Batch No. (‘/\ORH/Q)
Cleaned by/date: VM‘QO\ IQ\,L»L/ ‘ — [QJ;U\ nm ! W«\m"‘g‘ N
Checked by/date: | Production: Y IPQA: g%yé
= = \
Prepared by: Checked by: Approved by:
Desigtiation QA ;:s?;ungze / Productx?nn::ad / %A !-.iead / >
Desig esignee A &
Signature @ o \ Ao i O r — \ ‘
N\ RUSSS N
with Date W \ &/
el [y o N




Safetab Life Science
BATCH MANUFACTURING RECORD PageNom—— " |=20"0f 87"
Brand Name | RICHFER CAPSULES e T 1047 Batch Size 4,50,000 Capsules
| Carbonyl Tron, Vitamins, Zinc and > 5 Supersedes T
Generig'Name: Antioxidants capsules a MFC NO: ST/MFC/135/R1 MFC No- ST/MFC/135/R0
| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
9.2 ENVIRONMENTAL | Date: | 3\ wW\A Time: \o 20 Date: Time:
CONDLITIONS Observation Production Sign ~Qgbservation Production Sign
Temperature: 23°C-to N
27°C &“\ e 6 7p B
Relative Humidity: Tl
45% to 55 % J ' bj /A\ o,
- L i A o 4
9.3 APPROVAL FOR SIFTING: :
: : -
Production Sign/Date: @,/Ig/f{i-’( IPQA Sign/Date: .,%\b\\‘ \'?/\
9.4 SIFTING INSTRUCTIONS:
S. NO . PROCESS INSTRUCTIONS
i Check the cleanliness of the Vibro sifter.
2 Use hand gloves while handling the materials.
3 Use Sodium vapor lamp throughout the process.
4 Carryout the sifting operation as per current version of SOP.
5 Check the integrity of sieve before and after sifting and record in the BMR.
6 Collect sifted materials in cleaned containers in polythene bag.
9.5 SIFTING RECORD:
Yot ciza Integrity CheBc;<ed Verified by Integrity CheBc;@d Verified by i
S. No Name of Ingredient d checked . IPQA/ checked . IPQA/  §
oF sleve before use Proc{t)t;c;telon/ date after use ngiigon/ date :
oK/ 9 X oK/ -
1 | Carbonyl Iron USP 30# g/ N-“‘v "
¥ Net0K 20 m | glul { NetOK. \‘fll o /A v())"»«‘
. T oK |\~ oK/ W A5
2 | Folic Acid BP 30# . /
smoe 55 \n g (o | oo | it [Tl
o OK/ ’) f OK/ =
3 | Cyanocobalamin BP 30# L , = &D /‘/ &,h
s sorok AN | o Tt | serok | Prgle/A Phe]lo
P OK/ . oK/ : -
4 | Ascorbic Acid BP 30# e V) ‘/j/ A}ﬁﬂ )
; ’ ‘4“\ o] VI e ( %!N e
| Zinc Sulfate Monchydrate OK/ /%ﬂw oK/ v, :
5 30% ||
BP m\%\\ a Not-OK- %‘\W !-‘3’”' )
Vitamin E Acetate 50% oK/ g oK/ {55
6 30# s
granules BP ~Not-OK \%/“\ _ (x l% Dot oo M‘\% ,;5‘.7,7)
) ; OK/ /Q/ /ﬁ{“ oK/ {
7 | Sodium Sélenate THS 30# £ 2 g
< Not-OK -3\ \\'/M AR ( MNot-Ok— é/é\\l\/\ )9771')’)/‘
Hydrophobic Colloidal ! oK/ OK/ ;
B anhydrous silica PB il _Not OK_ R\ NEY A Q ; lM Not OK_ M M ) M 12|11 7)
Microcrystalline crystalline oK/ g 7N OK/ ' %
9 | cellulose PH 102 BP 30# | notok [Eglalm] TUEHM| ek | Zglin L fai
Calcium hydrogen OK/ T " oK/ ‘ &
10 ¢}
phosphate BP 30# | netoie %\« ] KM Nat OK M\\\)M (;5
" oK/ /&« OK/ ‘
11 | Purified Talc BP 30# .
R —NotOK_ lgy{\uw 18 W etow, %\&”
i : oK/ —  OK/
12 | Magnesium stearate BP 60# ’ ﬂ? 5 ,\
Not OK- l%:)/( LAY Not QK (1@ W Sl

Note: If any discrepancy found, Initiate the deviation for corrective and preventive action and proceed to next step after QA approval.
*Document the sieve integrity asv.

Prepared by: Checked by: Approved by:
N QA Executive / Production Head / QA Head / iy :
i

WESIEPS Designee Designee Designee “ CON TROLLE D CO PY %

2 \ it AN TRIERTSY
Signature @ 9\7 Q\,

. A
with Date { : \

Oh Ll | RS SN




Safetab Life Science
BATCH MANUFACTURING RECORD 51 6f 57
Brand Name | RICHFER CAPSULES £ 1 1047 Batch Size 4,50,000 Capsules
No.:
Generic Narre:| C2rbonyl Iron, Mitamins, Zincand | mpcRo:r - | ST/MFC/35/RE-| Supersedes ST/MFC/135/R0
Antioxidants capsules MFC No:
- | 'Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
9.6 SIFTING PROCESS:
Date ¢ \
Step _ i 8]l Checked
i Process Instructions Time Done By by/Date
Started Completed
Sift ....&,;-:‘Q.Q..,‘.,Kg of Microcrystalline celltilose PH 102,
971 | 5BV g OF Folic ACd, ...BBedak . Kg Of . “ L~
Zing Sulfate Monohydrate, and........\. 2. Kg of ‘ ) .o ‘l Y290 ?)’\O‘ d“\)’\k
Vitamin E Acetate 50% granules BP through 30#.
6.9.2 Sifs /’.f?/aKg of Calcium hydrogen : ' :
e Phosphate, ... .. 28 B4gof Cyanocobalamin U . ( / / . b/f .
(Coated) through 30%. 14 - =2 % l / "
R1L
Sift ﬁga}Kg of Microcrystalline crystalline
celiulose PH 102, D503 Kg of
9.7.3 Carbonyl Iron , wfa.utfl B....... Kg of ' e N 4
ASCOrbiC AC, wvovrsvius 332.:.25%&9.& Sodium / VQ 00 ) K. /j g/)c(
Sejenate through 30#. / f(f‘r H
974 |sitt...h:ED. KgofTae, .53 5. Kg of 5 Y
Hydrophobic colloidal anhydrous silica through 30#. A \ 9\ i 5(5 2’;
: =X ~9\\\\°1
o
9.7.5 | Sift crcdbzd Kg of Magnesium Stearate (//‘
Through 60#. reezs | V2 hé %2%6( \\A \ 1WA
Prgpared by:  Checked by: Approved by: |
e QA Exe?cutxve / Producttfm Head / QA Head / I
Designee Designee Designee ;
. ) M
Stgnire W T Wwﬂco TROLLED COPY |
_fg’ ""’lné“‘l” «{ Qk SN H e e = e - ‘




Safetab Life Science Co
BATCH MANUFACTURING RECORD | Page No.: 220f57 « -
Brand Name | RICHFER CAPSULES z:,"f'"d‘ = 1047 Batch Size 4,50,000 Capsules
P .| Carbonyl Iron, Vitamins, Zinc and ' " « |.Supersedes .,...l. -
Gérferic Name: Antioxidants capeules Vi MFC NO: ST/MFC/135/R% MEC No: KRR, S T/MFC/135/R0
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
10.0 BLENDING AND LUBRICATION:
10.1 LINE CLEARANCE CHECKS:
Observation
S.No Checks
production | IPQA
1 Ensure that:all empty containers, used polybags; labels, hand ¢loves of previous Product/ batch
are removed from the area. W)
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. \/} -
3 Ensure that thé previous batch BMR / documents are removed from the area. 4 )
4 Check the housekeeping generz! cleanliness of the floor, wells ceiling, tube light fixture, supply
arills; riser grills; filters and electrical fixtures are clean, /) “
5 Check the cleanliness of the doors, door view panel and SOP stand. A gy
6 Check the cleaniiness of the utility line (compressed air, First RO water and purified water). A 7
7 Chieck the cleanliness of the drzin points. ) -
s Check for absence of previous batch/product from area below machine and inside machine by
opening the guards of Octagone! blender. 7 =7
9 Check whether the machine body and control panel of octagonal blender is clean. N )
10 Ensure that the balances are cleaned and it’s calibration status. A (7
i1 Check whether the Equipments/ Instruments to be used are within calibration/preventive
maintenance due date. ﬂ /
12 Check the status board of the area is updated with cleaned lzbel. S D
13 Check the temperature & relative humidity of the area mee{ as per BMR requirement and ensure
that the records are updated. S T
14 Check the differential pressure of the area should be within the limit. I =7
15 Ensure the concurrent entries of log book. >
16 Check the functioning and cleaning of return riser.
N i)

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

Checked by (production) sign/date:,

Verified by (IPQA)‘sign/date:..g%. &

AN
T~
~
—~
N

Equipment

Octagonal blender

Code No

Previous product

Q'T\\ ?@V\\QW\(

R\ Qe mr‘xnﬂ«\ 3

Batch No
AD 21W\R)
Cleaned by:
Checked by: Production:“...)lé}“ /
Prepéred by: Checked by; Approved by:

Designation QA Exgc‘utive 4 Productifan Head / QA Head /

Designee Designee Designee P f
Signature &%\f o \\’\9\’\\ CONTROLLED COPY §
with Date L i PR e R '

Dlalyy oR® )




Safetab Life Science

BATCH MANUFACTURING RECORD ‘.| 'Page No.: 23 of 57

Brand Name | RICHFER CAPSULES z?f’“d D 1047 Batch Size 4,50,000 Capsules

e b .| Carbonyl Iron, Vitamins, Zinc and ik i AR Supersedes Lo, o Ao - alusn
Generic-Name: Aritante capsties MFC NO: ST/MFC/E35/R1 MEC No: ST/MFC/135/R0
Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024

B Date: . Time: 3
10.2 ENVIRONMENTAL CONDITIONS: L ’Q\ \ b S 24 = 6-5’

Observation Production Sign
Temperature: 23°C to:27°C é}
- ? s ¢ d VQ }\ + g /

Relative Humidity:
45% to 55 % o\ ~f V2

10.3 APPROVAL FOR BLENDING AND LUBRICATION:
Production Sign/Date:..m,‘}.‘Sﬁ 1PQA Sign/Dates

10.4 BLENDING AND LUBRICATION INSTRUCTION:

Date: &oﬂ )
: s
Step
Process Instructions Time Done by Checked
No. by/Date
Started Completed
1 Use hand gloves; nose mask while handling the materials.
ok Operate thé Octagonal Blender as per the current version of the SOP.
3 Load the sifted materials (Step No: 9.7.1, 9.7.2, 9.7.3, 8.7.4) &-
into octagonal blender: . i
1300 115316 Ooth \@\\\\\u
4 . .
Mix for 30 minutes. ~ . W
213 12° A9 | sroth [KWW
5 Add the sifted ‘Magnesium Stearate distribute / sprinkle over the
blended material. (3 . G o ‘3 - g g (}N“” %(\\\v\
6 K5 .
Mix for'5 minutes.
: . \ \
v 12: 6Kk o) ol ‘%\\A
7 Unload the final blend into suitable containers lined with double
polythene bag container with proper label. \hs( o Z ’ /’f ' / 'r . N r\nn 1%\”“4
A
8 5 i
Record the weight in below mentioned table.
] N
\h 12 b s [k %qp
Prepared by: Checked by: Approved by:
Desigration QA Executive / Production’ Head / QA Head /

Designee . Designee Designee

Signatu i D COPY
w!i%l: aDaEZ % @0 k\e’y\q‘ &Sxi\éw)i CONT R__S)__EWL:D._—,S_E-_.;@E:

tednal 2
b o ¢

=




Safetab Life Science
BATCH MANUFACTURING RECORD || Pagenerr ST o5
Brand Name | RICHFER CAPSULES  roducisp 1047 Batch Size 4,50,000 Capsules
Generic Name: i:;f{’g(’:g;i;‘s’”ca‘;‘;jgs‘“s Zncand.. | MFc No: ST/MFG/135/R1 | SUPCISedes.. | styMrc/135/RO
L pr—— GD211132 Mfg.Date: 11/2021 a— 10/2024
B TD— \‘U\ll Y
Contairer| Gross weight Tare weight Net weight Conteiner| Gross weight Tare weight Net weight

No in Kg in Kg in Kg No in Kg in Ka in Kg
v lA)Ac| D30 [2RF0] *® N
: {083 030[3813] v [ \
AW | 20| X by = \
+/1373%| 0.50]35.a0] =
s/ Aoos| 250 |3F 5] ® N
«133b3| 050|351 = \
7 22 5\/
8 \\ 23 ’ ‘/{
9 \ 24
10 25 \\
11 \ 26 \
12 i \l} 5 \\
13 28 \
14 S 29 §
15 __,ﬁb 30 "

Total weight of Lubricated granules:

D245 O]

Weighed by\)@l’ﬁ“\"@t?

Checked sign by/date:.......‘%x.w\m.........

Production Sign:

W
——"

Intimate IPQA to draw the sample.

pate: JANIY

Sample withdrawn by IPQA

IPQA Sign:....=. xé ......... Date:

9.0,

\'__,

u

Send Test request form for lubricated granules to QC department.

Prepared by: Checked by: Approved by:
Besignation QA Exgcutnve / Productipn Head / QA kilead /
Designee Designee Designese
Signature W @ o %» A
; » SN
with Date o \
Ny /ﬂ A L ol {\k\ 0\?\

SONTROLLED c‘é) i

swmen

"f
|

GV
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Safetab Life Science
BATCH MANUFACTURING RECORD . §Pa_!ge»!'k)«.‘.w— DLt
Brand Name | RICHFER CAPSULES o 1047 Batch Size 4,50,000 Capsules
) 4 3 ,;Caqunyl Iron, Vitamins, Zincand . . 3 FUEN: 55 Supersedes o s
- Generic Namel Antioxidants capsules MFC NO:' ™™ ST/MFC/135/R1 MEC Nos ST/MFC/1357R0
Batch No.: GD211132 Mfg.Date: 1172021 Exp.Date: 10/2024
10.6 RECONCILIATION:
16 Theoretical weight of blend s 225.000 Kg
2.0 Actual weight of blend 3 05 A ‘SOKQ
3.0 Manufacturing Loss (1.C - 6.0) . ; O 'A 9.¢]
| In-process samples : : o e s
" A | IPQA Samples : Kg
4., 3
B | QCSamples _ : O OS5 Kg
C. Vaﬁd'atig’n Samples : O OS5 K
5.0 Total samples: (A+B+C) o : O - \ 'S Kg
6.0 Total: (2.0 +5.0) s K
D24 bo
6.0
7.0 % Yield = ‘1—6 x 100
(Limit- NLT 99.00%) q q % D

) )
Reconciliation done by Production signmate:;,bg..\.gx.\.\.\l( Checked by IPQA sign/Date:....(j)(ﬁl,,‘-,)@.

If yield is out of limit, raise deviation and inform to QA. After QA, investigation and approval proceed to the next stage.

Tota! rejects destroyed: OAO ........ Kg's(Rejected materials should be destroyed in th,e presence of QA)

Done by Production sign/D@..\ft\.\\.\Xl Checked by IPQA sign/Date:.. L/YQ,CQ \H

10.7 BLENDED ‘GRANULES RELEASED FOR’CAPSULE FILLING:
Reconciliation checked and blended granules released for Capsule Fxlhn@‘

Production sign/Date:.. 6\}\4 IPQA sign/Date: .}\ C‘;\\C)W\

Prepared by: Checked by: ) Approved by:
e QA Exgcut«ve 4 Producti?n Head / QA Head /
Designee ] . Designee Designee

i O S
Signature , \» e CONTR(‘ | £ Apv ik

; o % i 1, YRW N & Y
with Dat M“{gﬁ ( @ A & N L _"ﬁ'_)ﬂ(: f ¥




Safetab Life Science
BATCH MANUFACTURING RECORD ‘Page No.: “2EeFST
Brand Name | RICHFER CAPSULES - 1047 Batch Size 4,50,000 Capsules
: .|.Carbonyl Iron, Vitamins,.Zinc-and B ; . Supersedes I
Generic Name:? Antioxidants capsiles MFC NO: ST/MFC/135/RL 4 MEC No: ST/MFC/135/R0
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.0 CAPSULE FILLING:
13.1 LINE CLEARANCE CHECKS:
S.No Checks Observation
Production IPQA
i Ensure that all empty containers, labels, used polybags, labels, hand gloves of previous Product/
batch are removed from the area. \_— &
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. L P
3 Ensure that the previous batch. BMR / documents are removed from the area. L 7~
4 Check the housekeeping general cleanliness of the floor, walls, ceiling, windows, tube light o Py
fixture, supply grills, riser grills, filters and electrica! fixtures are clean. ¢
5 Check the cleanliness of the doors, door/window view panel, SOP stand and compressed air filter
outer surface. L &
6 Ensure that the balances are cleaned and it’s calibration status. L -
7 Check whether the Equipments/ Instruments to be used are within calibration/preventive L o
maintenance due date.
8 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure
) i (P —
that the records are updated.
9 Check the status board of the area is updated with cieaned label. L Ps
10 Check the differential pressure of the area should be within the fimit. e /
i1 Ensure the concurrent entries of log book. L— -
12 Check the functioning and cleaning of return riser g /
13 Check the Release Status of product blend' / granules/ pallets/ tablets. L— /,
14 Ensure that the Polythene bag of dust bin replaced with new bag. L— /
h )

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

: ' b L\\(ﬁf\\j\f)\‘)’\
Checked by (Production) STON/dates.ctedbilinn it Verified by (IPQA) sign/daterh ..ol ernaine
: Dh avimas 11 ) R ¢
Equipment | P b il C i £ Pm F~cs Fosi Dpo veg sre
Equipment ) . .
ID Nos S5l preelan Sclpncelon sriPncrlsia sylprcelow | Srfpacelos| STlPaceloie Slpnce fop)
Previous -
product P"’ h fer Crdy S nde
Batch No. ‘ L/1 p 2 171 $ i
11.2 ENVIRONMENTAL Date: 52 linly Date: 2 ) in),
CONDITIONS Observation Production Sign Observation Production Sign
Temperature: 23°C to 27°C Ly C ' ;L{ Oy P2
Relative Humidity: <Y ' )
45% to 55 % Kery £ 517 Y
11.3 APPROVAL FOR CAPSULE FILING:
Production executive Sign.....Su.. /.. Datei...... ’3""ZL" il

e
Product Changeover Line clearance IPQA Sign-;,\\ 6{\-’ Date.:‘.gé’\\:.}y)"\

Prepared by: Checked by: Approved by:
Desigratisn QA Exgcutlve / Productfgn tHead / QA ﬁead f
Designee Designee Designee
Signature M% @ 5 \ <
)
with Date - ; \0”\ H \\5"/ Ve
0L 0 1y ey o

GONTROLLED cowj




Safetab Life Science 1 THAS
BATCH MANUFACTURING RECORD "1 page No.: - 27057
grand Name | RICHFER CAPSULES ';??"’Ct e 1047 Batch Size 4,50,000 Capsules
.| CarbonylIron, Vitamins,.Zinc and EEE N . o Supersedes | cmmazroy
Gederigtiame: Antioxidants czpsules MFENO: ST/MFC/135/R1 MEC No- STHAFC/135/R0
‘| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.4‘ PROCESS INSTRUCTIONS:
g Start End Checked
S. No Process Instructions Time Time Done by by / Date
1 Check the cleanliness of area and equipment. : (
Vi i i & e 5 a F“
2 Set the filling machine with the required change oarts. CYIRVe D’ e iom * o bl
3 Tran;fer the granules to capsule filling room. oF:ys| 8822 plaates /C,?,\z..f’ B
” Operate the capsule filling machine as per the current version of the Y N
SOP. , °F 05| ofire | Dicten | o3uly
5 Collect the initially filled capsules and check for appearance, group ) £.09
weight, weight variation, lock length and disintegration time. oF .%| 03 .yo D 1ncAet 2liafis
6 Get the setting certified from production executive and IPQA after T e = .
comipliance with the *Filling parameters’,
5 Carry out the in-process checks as per the frequency mentioned in the
following table.
s Collect the filled czpsule in double polythene bag lined containers with
proper label.
1 9 Check and record the weight of the filled capsules.

11.5 CAPSULE FILLING SPECIFICATION / PARAMETERS:

Frequency
o No. of Capsules to be
= o FRImEERT nu= checked from each side
Production IPQA
Red/Red ‘0" size GHPL printed on
Description . both bady and cap Hard gelatin .
& capsule Filled with Pale Green 20 Every 30 min Every 1 hrs
colour granular powder.
Weight of empty
2 capsules(B) 95mg 20 Initial Initial
; 500 mg =+ 3.0% .
3 Net fill weight (C) (Limit:485.000 mg to 515.000 mg) 20 Every 2hrs Every 4hrs
Weight of filled 595mg + 3.0% :
4 capsule A=B +C (Limit: 577.150 mg to 612.850 mg) 4 Every 30 min Every 1 hrs
Weight.of 20 filled 11.900g + 3% 2
5 | Capsules(D)=20x A (Limit: 11.543g to 12.2579) 28 Every 30 min | Everylhrs
« i i R +5% of average weight
6 Uniformity of weight (565.250mg to 624.750mg) 20 Every 2hrs Every 4hrs
: 21.40mmz=+ 0.4mm »
7 Locking length (Limit:21.00mm — 21.80m m) 5 Every 1 hrs Every 2 hrs
8 Disintegration Time NMT 30 minutes in 37°C £ 2°C 6 Every 2hrs Every 4hrs
Prepared by: Checked by: Approved by:
Designation QA Ex§cut|ve / Productl?n Head / QA ﬁead / mers
Designee Designee Designee )N T R O L L E_ O C (:} i YJ
Signature \qy\ \ = B
with Date %ﬁn : (Ca\ i &’ &
| & U[@J [J { S Qk\ D‘)\




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 28 of 57
Brand Name | RICHFER CAPSULES gg"f’““ i 1047 Batch Size 4,50,000 Capsuies
< o .| Carbonyl Iron, Mitamins, Zincand ny - . o, | SUpersedes .
GenericName: Ant!OXIdaFts capsules MFCNO: ST/MFC/1357RY MFC Nos: ST/MFC/135/R0
! Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.5.1 MACHINE SETTING FOR FILLING:
S.No. Weight of_ Filled capsules | Weight of ffmpty capsules ek welght: i g Lol LengSh in o
in ma inmg
i o 9 Koo 5.1.2%"
< SR b Gy 42g 2], 2y
4 oy e Sos i3
5 5 G5 g < N -3
6 Loy 36 Sin 2130
A K39 a7 e e 1. 3=s B9
8 S q1 . 9 AL M2,
- 93 ey wel 23
10 :7‘& 5%¢ s> 2i-2=
11 Lo 2 7y R ok 2lrse
o S on 9N > Yo e 3
1= o G5 495 2132
= Sy 9¢ us? 2139
= S G cow Tote o
16 Cagn - il Sl 2120
ik TR 5k ez 2=
18 Lo 8 57 i e 2436
il & g v 2om Koo 224
20 b s &0 sou 21-35
Parameters Instrument used Observation Limits
Red/Red ‘0" size GHPL prirted on both
Appearance Visual ) L body and cap Hard gelatin capsule Filled
(/(ﬂm /° “ with Pale Green colour granular powder.
Group-weight of 20 ‘ 11.900g + 3%
capsules Bajanee (1- 522 Fw (Limit: 11.543g to 12.257g)
Average weight ; 595mg * 3.0%
Bt S95 " (Limit: 577.150 mg to 612.850 mg)
i’ 21.40mm=+ C.4mm
Lock Length vemler T2 3 (Limit:21.00mm ~ 21.80mm)

: ; e oy fO oy +5% of average weight
Uniformity of mass Balance Y g (565.250mg to 624.750mg)
Disintegration Time Disintegration Tester o83 haiivte Yy S NMT 30 minutes in 37°C = 2°C
M/C set up checked by (Production):.S:[7..Date:..2.3 /> e
Initial Setting capsules Destroyed by : Sign : .3z M. Date:.o2l/z o

éf\)
M/C set up and initial setting capsule destruction checked by IPQA:Sign T\ e Date:.p.:%.:\ﬂ{y\
Prepared by: Checked by: Approved by:
Designation QA Ex?cutxve/ Productl?n Head / QA Head / -
Designee Designee Designee CON TRO LLED C [} Y &
5 3 e e -
Signature W @ Y % \ = o
G 9, A
with Date \r" \
' _guelos Lt aX i

TV
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Safetab Life Science

BP0 5 o 1 5.7.“.&:

12

BATCH MANUFACTURING RECORD “PageNoz
BrandName | RICHFER CAPSULES T 1047 Batch Size 4,50,000 Capsules
5 Generic Names gi;ﬁ)f(?g;ég“cgﬁsgs‘"s Zinc:and. el sMFC NO: ST/MFC/135/R1 | GIPerSedes. sxeqe. ST/MFC/135/R0
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.6 IN-PROCESS CHECKS BY PRODUCTION (EVERY 30 MINUTES)
I1 HEG Capstiss Size: "0 “Color: Cap: Red, Body: Red
Printing: GHPL printed on both body and cap
DATE TIME Group Weight: 11.900 +3 % Limit: 11.543 gm to 12.257gm Checked
Average Weight: 595 mg =+ 3 % Limit:577. 150119 612.850mg by
Lock Length: 21.40mm+ 0.4mm Limit: 21.00mm to 21.80mm Bendction
Appearance * Weight of ;0 G@psin | average weight in mg | Lock Length in mm
o1/l 1o Cewmpbs IoBan 56x— M1 Lo
yoghzh« oscus |l (smple [l gno Sus 23 Sr s
o3l | jozix Csm p Qe W Suy S9X¥ Li B S
] o2lilu Jetys {smpya ((. 809 Lo 2420 _g,'p.,'
miel Sropbed oA 22 bo (2 iz cheol ke aTe’c\ [ W ——
ealen | 1(Tve Com | Logg ((-9e2 g9z 2|3y S
Fplufu| 11765 | (swples [l- §22 S99 22y | Sl
o2iml 122%2 (v Bes [[-qe0 o4 232 | S K
22 1y 32-2 Cowmpller [l-gne S L3y SN
27] ey (27 % CsmpLe .50y Sa95 -3 SN
colulot| Wt | Compid]  W\-Q&0 5l 214 | W%
alobr| \wtun| CempMadl  (1.aoy sAh o107 | W&
o\t | Istis] Ceradiuy 1200k bo! 2130 | Wby
ol 1R UG anﬂp\xlh xSt r9 o1an | Hob
v lule lctonped | adeleen | o \blin Huode Tool Eoabot
o2\l o] Complln W SR raLh PREN Mo §y
=\l 6! KO| Cemplian] 11982 99 228 Moy
\\')\&\ It 20 (‘e»mD\\U} [2 Oy boo D2\ 3L S
ool | 83 e0| (emmplta) 1o 020 Lot 5\ 9 s
Ao\or | 19096 Conpliar | 1 Guy wer] oLon |G
oo | vonosl Compion | W ol AR svul | MG
e lQeppod | ok oiton #e Deton Ao Jo Dinngn btead
ol {20220 {( m“)\\m \ &4 1k 2\ a6 MY
o2l bloy [ ot 0f" (‘pmb\\\sm |2 ol{ £00 2029 o
on\olod [ Vv 2] C ﬁmD\UJ) b QbD 54 226 | &7
0%Unly 1 92: 96 /’DMPI/M [1.auS £ 2123 /7
Ol 122 5o /A WP les /%mo) Dop Dhn y7a
* If appearance are satisfactory document as complies.
Prepared by: Checked by: Approved by:
Designation QA;;;;:Z;E 4 PrO:;;t;Ogﬂn:ee i %‘:3 S;::e/ _lLC ON L LE D (T ’: :;_\7
s W A L\
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Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 300f 57
Brand Name | RICHFER CAPSULES ::“f_’“c" ® 1047 Batch Size 4,50,000 Capsules
i s .| Carbonyl Iron, Vitamins, Zincand S e v e i _Supersedes ..o/ kit
GenericName:| [Lothil S capsules MFC NO: ST/MFE/135/R1 MEC No- %2 ST/MFC/135/R0
Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.52\ IN-PROCESS CHECKS BY PRODUCTION (EVERY 30 MINUTES)
HEG Capsules Size: ‘0 ‘Color: Cap: Red, Body: Red
Printing: GHPL printed on both body and cap Checked
DATE TIME Group Weight: 11.900 +3 % Limit: 11.543 gm to 12.257gm i
) Average Weight: 595 mg +3 % Limit:577.150mg — 612.850mg 4
Lock Length: 21.40mm=+ 0.4mm Limit: 21.60mm to 21.80mm Production
Appearance* Weight of 20 caps ing Average weightinmg | Lock Length in mm
| o IS
0k D124 Canviplivy I A 9122 /r
pslniny [ 22r5p | Lampliea | 12t02 bo) 2l.2% (>
" a f
4—_—“ ™M (¢ 20D ':l)@*r,/ Qd__Ab'ap ,h Qally ;"Juc(}l“q;e‘c )/‘Y,(/"m}\"_
™ P * C N i y
Ol | pous | [pmMplies |, o <o N 911 25
S LA 1. A b ;
‘ 2 Mtc—AcPRact—et lollcotds fompPle fri o grorn 0030|700l AL
[} - .
» Mic Anopedior 0o:To Qe do_ Koo (b1 pl foot A
)
7
]
\\
. \
A
5 .
Y& /))/21 ) 1
* If appearance are satisfactory document as complies. C I
v ¥ e Y o) /(ax\\dw
Prepared by: Checked by: Approved by:
Pesignation Q’A;:;;t:‘teize / Prod;ctsif)n Head / _ QDA Head / s EENE
esignee si : CAOY
: N\Q esignee NTROLLE-D COPY i
Signature / \ x At
with Date | R\Q'y ; ‘QPV\\’ T
1 ] V“;‘/ .'l /Q % Q‘

v



Safetab Life Science
BATCH MANUFACTURING RECORD Page NG 310F57°
Brand Name | RICHFER CAPSULES ey 1047 Batch Size 4,50,000 Capsules
Generic Name: fig@?jﬁ;i’;@a‘gﬁ{é‘s‘"s' Zinead, 'MFC NO: ST/MRE/135/R1 | Sapersedss, - ST/MFC/135/R0
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.7 IN-PROCESS CHECKS BY IPQA (EVERY 1 HOUR):
HEG Capsules Size: *0 ‘Color: Cap: Red, Body: Red
Printing: GHPL printed on both body and cap Checked
DATE TIME Group Weight: 11.900 +3 % Limit: 11.543 gm to 12.257gm i
Average Weight: 595 mg + 3 % Limit:577.150mg — 612.850mg Y
Lock Length: 21.40mm+ 0.4mm Limit: 21.00mm to 21.80mm IPQA
) Appearance* Weight of 20 caps ing | Average weight in mg Lock Length in mm
pallon |09, 05 | Lowplien | 2.0 (o boo .3 b N
oYbln [to:20 |Covplis | 1\, AU B AN N
—+—mle |odoppd | ok Woo Honiw dod dp dea Stealt =
tRleh [ 11195 [Complia | N\ 0€7 v&q - | 9).97 N €0
lwin 19195 [fomplies | 1. Qo SO 91,82 MR
ol [ 191 YO |(nwpliey | 1. A2y c9b DIV (W Q)
(':5/!2/11 141 4 Campl1 W45 A oy €L &
P21 )| 15 40 ¢ Compd |/ el S9b 21,85 Cp—
s —— P S'}DPPGC‘, db 1600 e |btie VQX e ‘}7/“(91“? A
szfipfn | 16250 | Cermwll@| 1130 saf 21,98 O
ool | Ntz | (erdle Fyedp Sy 21,8 4 =~
oz)2h | 18.20| C(omplln 1N N23 S9s 21,29 B
— Mo |Shopped | a1 2o Yo 2200 A3 DinnX
o3zl | 20 20| omrllo ¥y & ag= <SS 236 &
o3 ]lgfz’ 2t f 20 (@Nphfo 1).944 San L\.gl @/"
2l 2296 /M?)QLM> \[.ab2 bh¢ 223 ok
23\ 19 22100 | Lo [1.%07 595 21.32 |
l——f~ MiC G J“DDQ L@L c{f/ 0_0 oy - h ©O0: D C\ALc_ {fO %/ O @Q fali lg
enlvbll pp 00 [ CopnPls 193 L b9 o025 | oo\
— /mhda‘ Leon | sduwles  Edibeor ,iﬁsm,enn 00230 OO Ps,—
. £ i \ N U
EMRachwing (p? pch( ot ed:so sl fo Bodel Lonplth
e -
4+ TP hr
— /™Ma
* If appearance are satisfactory document as complies.
Prepared by: Checked by: Approved by: S—

y . QA Executive / Production Head / QA Head / apP i
RS _ Designee __ Designee Designee \ Cﬁl’\1 ROLLE D C 3 Yc.—,s
Signature %f‘ @ \Q.,,\’»\ v‘\_,. 5
with Date oA () /,J[ ok &h\)\ﬁ’\
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Safetab Life Sciewnce
BATCH MANUFACTURING RECORD “Page No.: | 320f57
Brand Name | RICHFER CAPSULES gg"f‘““ o 1047 Batch Size 4,50,000 Capsules
sl . ..l Carbonyl Iron, Vitamins, Zineang, . PUERTY e . Supersedes. .. | ! .
Generic Namé: “Antioxidants capsules MFC NO: ST/MFC/135/R1 MEC No- ST/MFC/1357R0
Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.5A IN-PROCESS CHECKS BY IPQA (EVERY 1 HOUR):
HEG Capsules Size: ‘0 ‘Color: Cap: Red, Body: Red
Printing: GHPL printed on both body and cap Checked
DATE TIME Group Weight: 11.900 +3 % Limit: 11.543 gm to 12.257gm &
Average Weight: 595'mg + 3 % Limit:577.150mg ~ 612.850mg Y
Lock Length: 21.40mm+ 0.4mm Limit: 21.00mm to 21.80mm IPQA

Appearance™®

Weight of 20 capsing

Average waight'in mg

Lock Length in m

Y

5 7,
Oy k )
: TTTET 77
* If appearance are satisfactory document as complies.
Prepared by: Checked by: Approved by:
; ’ QA Executive / Production Head / QA Head / —= BRI,
Designation f
grad Designee ~Designee Designee CONTROLLED COP Y };‘,
T el
Signature @Q ,y\g:\ %‘ { = R )
: M “f\ 2 a
with Date i /:) /AL i ()k\ b\'\\(M
L




< " n
Safetab Life Science |
—
BATCH MANUFACTURING RECORD ‘IPage No.: 33 0f 57
Brand Name | RICHFER CAPSULES ;‘;’f’“"t w0 1047 Batch Size 4,50,000 Capsles
Generic Name:| gi;ﬁ)ﬂ?&’;i@lﬂ‘gﬁg% Fhicand MFCNO: 7t ST/MFC/135/R1 * fd‘;%e;i‘fdes = ST/MFC/135/R0
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.8')‘IN~PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
Date:.?.y.h.”.,.‘.‘.’.l‘! Time:..2.0.005.
Weight of 20 capsules : .92« Yo I Average weight of capsule : 59 X g
| & B G ‘ A B c T a B c
1 Sto 5l Yax| 8 sq90l 971 YHay 15 LT 9% | Us
= 9% g uyg | 9 Sl 9% | uqg i 5<% ag” | usgy
3 Pt = e Seo 10 T 99X 45 o 17 e =i Koo
x oo 95 | o5 | i Sagl g | ymr| 18 5¥ 4 ahd, e
5 e qe | Xor | 12 Conl ox]| o] 19 Bael A1 ]
6 S n— 9r | Yoo i3 , b ey 95"
7 <N ﬁ)/ SO 2 i4 ;e;b s
A 1 Weight of filled capsule, B: weight of empty capsule, C: Fill weight =+ 5% of average weight (565.250mg to 624.750mg)

Min. fill weight ‘Q.'.‘ﬁ{. G X 2.9

Average fill weight of 20 Capsules:...2..3%)..g

Disintegration Time : D2 i mhos g e Sec (Limit: NMT 30 minutes at 379C £ 20C)

Checked By: ceverees ;’P" ...... (Production)
Time:
(1. | Average weight of capsule
B A B

1 g C9X | qaT

v 59 4 9% Ssal g

3 ol ] SO 19 Caxt Ir

4 $ 90 g\ Lab 11 o G<~

5 Soc| o | u4y 2 laefC. 5

- sa<l  ex | S 43 WA

7 s9¢ gs | $°2 i g 32 G5
A : Weight of filled capsule; B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)
Min. fill weight 22438, 6.2 £.02%
Max. fill weight ... 0,526y L2.2:.93. %
Average fill weight of 20 Capsules:... gise) .g
Disintegration Time : o 3 hupites o 4 See (Limit: NMT 30 minutes at 37°C £ 2°C)
Checked BY: wuusceee Sch... (Production)

Prepared by: Checked by: Approved by:
Pesighation QA Exgcuttve / Productt?n Head / QA ﬂead ¥
Designee Designee Designee

ONTROLLED COPY

Signature M‘?‘ @ \;3 %V . e e AT
i o M
with Date oty lod s o\ ey

<P
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Safetab Life Science H
§ [ 8 | &
BATCH MANUFACTURING RECORD | || PageNoi———340f57 .
Brand Name | RICHFER CAPSULES e 1047 Batch Size 4,50,000 Capsules
Generitiame: gi;%i‘l‘g; f\;‘;"ca‘é'stj{;‘;"s g ane L MECNO: ST/MFC/135/R1 /Lf&!;"ceﬁofdes | STMFC/135/RO
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024 ;
11.8A IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
Date:.‘f.'}.[!/.’sé’./.‘f” Fites ..ot 02
Weight of 20-capsules : [ .90 I Average weight of capsule : S5b ™)
. A B c A B c A B c
1 S50 95 | 49¢% Eab| g ]| ¥oo 15 5 x— x| boo
2 S g% Y4z g 559 9 | xea 16 L0 o Y9
3 e g goo 0 5o 95 | yax| 17 55w g7 447
i o33 ox—] Sor| 1 e, dot 4qgp 1 18 sery 7x | sve
5 satl g% vkt B 59% 94 . woof 19 <5 ot oL
6 Sse-d 9] Yol 33 279 97 yor| 20
z R =18 x| usd 4 bop| =1 socfia
A : Weight of filled capsule; B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Min. fill weight © 24399, .88 X2%

Max. fill weight ..2..52.84

Average fill weight of 20 Capsules:..... 245820

Disintegration Time : o2 Al ety A4 o (Limit: NMT 30 minutes at 370C + 29C)

Checked by: «.cves )'0“’ ....... {Production)

Date:..ﬂ.?k\.\l\.l\ Time:...\.E.‘x.gﬁ—

Weight of 20 capsules : W\ 482 | Average weight of capsule : K99 Mo

A B g | a B c I | X B c

1 | ra8 | ®9 [haa Bl |99 [woo | 1s |[bo [99  [moo
2 _|m2 1495 |Lab AT | 7 | ko0 | 16 |ral |9t 1RO
3 b2 | agQ |[wok | 10 K92 | ab hab| v | o q8 1h97
4 |0 a8 lgoq | 1 1507 [9% [RG4] 18 |qag | qe 1HA9
5 [map | o7 [wag | © 1w [ 79 [hGE ] » | bor | g7 598
6 v 1ab kool 13 ok |97 |[wop | 20 bo' 98 [ HO9
7 lte7 | 98 [moq | 1 [bok | 9% '

A : Weight of filled capsule, B: weight of empty. capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Min. fill weight © =34k 6.5 82600,
[ Q.‘..‘.&ﬂ..‘ﬁ/o

Average fill weight of 20 Capsules:‘..Q.\'..ﬁQ.?fg

Max. fill weight0... 701 ¢

Disintegration Time : ¢ 2 «{*quﬂ’s 7\ S (Limit: NMT 30 minutes at 37°C + 2°C)
Checked by: P\‘% ...... .(Production)
Prepared by: Checked by: Approved by:

Designation QA Executive./ Productu?n Head / QA Head / T TR

Designee Designee Designee I o NTROLLED COPY

g T : PAN 2 & :
Slgnature %\?’ @ 'A% % u{)]\ "l T SR A S '-,.:.\;;.v,"._
with Date g 3
Aig [o J, ( Qk\ A\

S



Safetab Life Science
BATCH MANUFACTURING RECORD : Page No.: '350f57
Brand Name | RICHFER CAPSULES 1 s 1047 Batch Size 4,50,000 Capsules
s _| Carbonyl Iron, Mitamins, Zinc and e . Supersedes S e
Generic:Name: Reticsadante capsuies MFECNO: ST/MFG/T35/RL MEC No: ST/MFC/135/R0O
" -| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.8M8 IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
Déte:.%&.&q—\a’\ Time: X.'P( LLO i
Weight of 20 cepsules : W QE u Q( | Average weight of capsule : WS K My
oA B A B c
1 |BQy | 9& A% s |wat | 97 [Reo
2 _[pal lab [hakl o 1wb | 92 1.4
3 |1 "7 | 99 [ Lg&R| w0 Eﬁe& a6 K2
« T ReT | a9y | vool 11 [BST | 94T koo
s | bok | aR| bbbl 12 | 608 | 49§ | Kok
e | Ka8 | &bl poo| BB | AR 98 1haT| 20
7 koo 98] goll = [wal | 96 Lgpl ,_
A : Weight of filled capstile, B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Min. fill weight 0 . L0k . Q4:00%

Max. fill weight@.‘...’)\.(:.bg"

Average fill weight of 20 Capsules:.

tol:20.
0: 004

%

Disintegration Time :

O WM I [ RL

(Limit: NMT 30 minutes at 370C + 29C)

Checked by: .MQ\A. ..... {Production)

Date:..g?.?x.u.\f}/\ Time:..ﬂ—.@:..;)kﬁ—

Weight of 20 capsules : \ \\ 409 C‘,‘/ l Average weight of capsule

| a B8 | c= @ B c ) c

1 we 149 19 ob |Leag | 15 | 596 | ag |RIE
2 leal o Loy 2129 [ay | » [ k96 | ab [po2
3 |0l 198 | ¢epo w [Fa | g7 1 hoa| 17 VY9 | 99 |POO
2+ |foo |96 |dok | 1 [4op | G& | POk
s {maq a9 [hag | @ |59 | 9b | Beo
s |09 a7 lwoz | 18 |80 1 99 | HE9
7 | 548 | 9 lppo | # Ikl | §71H4Y

A : Weight of filled capsule; B: weight of empty capsule, C: Fill weight

+ 5% of average weight (565.250mg to 624.750mg)

Min. fill weight © .. L{C“} gqgolc)%

Average fill weight of 20 Capsuies:ﬁfﬂﬂﬂ..g

Disintegration Time :

OM My o Al

(Limit: NMT 30 minutes at 37°C £ 20C)

Checked by: .................@./.....(Productmn)
Prepared by: Checked by: Approved by:
Besighation QA Executive / Production Head / QA Head /
Designee ~Resignee Desugnee '\JTQ OLLED COP Y' 1

) L

Signature \,.,)\ et S

with Date ¥ ; K\';Y

&ra yal { A
1




Safetab Life Science
BATCH MANUFACTURING RECORD | . “rpageNs: 36 0f 57
Brand Name | RICHFER CAPSULES Z‘;"f"‘d s 1047 Batch Size 4,50,000 Capsules
wHGéneric N .| Carbonyl Iron, Vitamins, Zincand ... s vy | Supersedes oo op c
Géneric Names| |, 200 Pl e MFC NO: STIMFC/135TRE | it Mo ST/MFC/135/R0
.| Batch No.: GD211132 Mfg.Date: 1172021 Exp.Date: 1072024
11.8C IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
? 1 0RO
pate:.0.5. 2\ TiMC. S rns b enes
Weight of 20 cepsules @ ( \ .9 h l Average weight of capsule
: - A B c A B c A B c
1| fen 4y | A9 8 hd 1 4~ 1 Fox | 15 | hoe—| 49 | (ay
2 boo ho Ho/) ° Aul 1 A1 15v) 18 {H5gq ag | be) ;
3 596 a1 1 Ao 10 | Agu | 4k Aé‘l'x v 159 gl jac
4 | Agn a7 | hot 11 R ETE T 18 | Aoy a1 | A2
5 |hnn Gy | bos 12 |1£0s | A5 106 18 | 595 | a5 ke
s ; : _ 205 o
6 |pu2 | a9 |ha B | 5651 97 lgus e
N NS LY B P KL AT
A ¢ Weight of filled capsule, B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg t0. 624.750mg)

7
Min. fill weigit O «’1[1),7 oGl %

Max. fill weight 0,5"6 g 1017\ %

Average fill weight of 20 Capsules:Q:.S.{’..D.....g

Disintegration Time :

Oﬁl\r\(‘m h e

(Limit: NMT 30 minutes at 370C = 20C)

Checked by: ,/Jf ........ (Production)
f
b} G 111 o
We?ght of 20 capsules i Average weight of capsule :

\ A B c A B £ A B g
1 ~ 15
2 e 16
3 A 10 17
4 s 11 1
5 12
6 13
7 14

A : Weight of filled capsule, B: weight of empty capsule, C: Fill weight

_* 5% of average weight (565.250mg to 624.750mg)

Min. fill weight  ceceees [ SR OB, %
Max. fill Weight s ¥ % /Vk
Average fill weight of 20 Capsules:......cccouens g N ﬁd tiliata.
% L4 T
Disintegration Time (Limit: NMT 30 minutes at 37°C £ 2°C)
LHECKEA BYS wuiniassivissssssss {Production) r
Prepared by: Checked by: Approved by:
< 5 QA Executive / Production Head / QA Head / “ e
Designation - N AT
gnati Designee Jesignee | Designee CONTROLLE o COPRY ,:
Signature M&\Z‘ @u \07 \&\ " e
with Date v X B
0t foglbl | _ o




Safetab Life Science

BATCH MANUFACTURING RECORD

Brand Name | RICHFER CAPSULES e 1047 Batch Size 4,50,000 Capsules
T | carbonyl Iron, Vitamins, Zincand . wb pece no: P . .| Supersedes ... o1 Sugether,
Generic Name: Antioxidants capsules MFE NO: ST/MFE/135/R1 MFC No: ST/MFC/135/R0
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
ll.éb IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
Average weight of capsule :
A 3 & A B c

1 15
: N

2 N\ 16

3 17 N
4 11 18

5 12

6 13

7 14

+ 5% of average weight (565.250mg to 624.750mg)

Min. fill weight i Gssssemamincs Yo
Max. fill Weight . G %
Average fili weight of 20 Capstles:...cvrnecend N
N\
Disintegration Time : (Limit: NMT 30 minutes at 379C + 2°C)
Checlked bY: .oissiscumisiammivaasion {Production) )
TIMNC L ieessussnrrssona
| Average weight of capsule :
B C A B C A B C
1 15
2 9 N 16
3 10
4 11
5 12
6 13
7 14

A : Weight of filled capsule, B: weight of empty capsule, C: Fill weight

N
Min. fill weight g % R
Max. fill weight ..o g ek briaeia noysiee 0 N\
A

Average fill weight of 20 Capsules:......oieieg A
Disintegration Time : (Limit: NMT 30 minutes at 37°C £ 2°C)

~ 3

]

Checked BY: rerens sesseraeneec(Production) Denh 1y

Prepared by:

Checked by:

Approved by:

pesiration QA Ex?cutive / Producti?n Head / QA Head /
Designee Designee Designee
Signature &(Q\% @5 \Q,,’\”y\ &\ @,\ CQN Tt
with Date 3 L . =
_Otyladt/yl X N
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Safetab Life Science

e —— R

B9

PageNo.:

¥

BATCH MANUFACTURING RECORD T 380f57
Brand Name | RICHFER CAPSULES e 1047 Batch Size 4,50,000 Capsules
& .| Carbonyl Iron, Vitamins, Zincand, 5 —— Supersedes, :
Generic Namey SLlige Tt ee MFC NO: STAMFEIIESIRL | By ST/MFC/135/R0
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.8E IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
TIMet o caeecnnsa
Average weight of capsule :
B o A B g A B c
1 15§
2 N 6 !
3 \ 10 17 |
4 11 8 |
5 \ 12
6 \ 13
7 1 14

A 1 Weight of filled capsule, B:\\weight of empty capsule, C: Fill weight

+ 5% of average weight (565.250mg to 624.750mg)

Min. fill weight  cesms G xsss Y0
Max. fill WEIGHE vrversrrnne G e eomeunei
Average fill weight of 20 Capsules:......coaies g
Disintegration Time : (Lirit: NMT 30 minutes-at 37°C £ 20C)
Checked bY: cosuirisiosassasas «eeae{ Production)
Dateiiiseacessnions e G
Weight of 20 capsules : Average weight of capsule :
. A B c ° A B c

1

2

3 10
4 11
5 12
6 13
7 14

A : Weight of filled capsule; B: weight of empty capsule, C: Fill weight

+ 5% of average weight (565.250mg to 624.750mg)

Min. fill weight g %o
MaX. fill Weight cwiccernes < . %
Average fill weight:of 20 Capsules:...coiie. g N7 /.y)o,/’q 7 (2309
Disintegration Time : (Limit: NMT 30 minutes at 37°C + 2°C)

1
Checked by: ..ceine R ...{Production)

Prepared by:

Checked by:

Approved by:

FHAETERITIN

Designatior QA Exe?cutive / Productif)n Head / QA Head /
- __ Designee Designee Designee
Signature W \ﬁq\“)
with Date
CARRUAT i

V\&\@\ ; St S

ITROLL

tn COPY L




Safetab Life Science

BATCH MANUFACTURING RECORD “1Page No.x 139 0f57
Brand Name | RICHFER CAPSULES ot 1o 1047 Batch Size 4,50,000 Capsules
A : ,A.vh,'CQr,bonylerpn, Vitam,ins, Zincand, ... .| i - Supersedes. ., .. |. <+ o
Generic Namg: Antioxidants capsiles MFC NO: ST/MFC/135/R1 MEC No- ST/MFC/I35/R0
‘| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024

11.3}’ IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:

Averace weight of capsule ;

.
‘ 10
11
12
13
14

Nl s win =

A : Weight of filled capsule, B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Min. fill weight i Ghaseismameisisiiase %
Max: fill weight wuwewas (o LTS %
Average fill weight of 20 Capsulest.....cuvverensees g
' Disintegration Time: : (Lirnit: NMT 30 minutes at 370C £ 2°C)
Checked BY: wcaneescesas IR {Production)

Average weight of capsule :
A B c
1
2
3 10
4 21
5 12
6 13
7 14
A ¥ Weight of filled capsule, B: weight of empty capsule; C: Fill weight + 5% of average weight (565.250mg to 624.750mg)
Min. fill weight g 1000 /O
Max. fill weight .ccivnn o S O, %
Average fill weight of 20 Capsules:...........cwins g Ay
e
Disintegration Time : (Limit: NMT 30 minutes at 370C + 20C) R ‘
P N
/ﬂoﬁ//)/,? Vl
Checket DYE wisssvasvsessninssivacnsi (Production)
Prepared By: Checked by: Approved by:
el e Il gl ez
signee 15 3
- g - }L—GO!HSTROLLED BY &
ignature %\7 @ 'Y\ \%\ ‘/ kS T S T L rmETES L
with Date ke ¥ ‘Pﬂ
] v dn) { “}'Q\% 0\\
T




Safetab Life Science

BATCH MANUFACTURING RECORD |  'l-pagenox 400f57

Erand Name | RICHFER CAPSULES g‘;"?“c‘: D 1047 Batich Size 4,50,000 Capsules

; «Carbonyl Iron, Vitamins, Zinc and , . ' o oo y .l;Supersedes o ad e
Generic Namet/CoHHORY] 100, A MFC NO: ST/MFC/T35/R1 g ibSrse ST/MFC/135/R0 - |-
Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024

11.8G IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:

63#@ .................. Time: e coarsenasen

Weigf\:f\qf 20 capsules : Average weight of capsule :

N\ A B e A B C €
1
2
3 10
4 14,
5 12
6 13

| 7 14

Az Weight of filled capsule, B: weightiof empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

N
Min, fitl weight s Gunassasnanna Y0
Max. fill weight .vmcvccevsnas B i %
Averzge fill weight of 20 Capsules:.. ..o g ;
Disintegration Time : (Limit: NMT 30 minutes at 379C 4 20C)
CHecked BYS civeissiiisonssissusoiniss {Production)
EVAECE . cinnsivapuasiionk THRG S ssnau e
Weight of 20 capsules : Average ‘weight of capsule :
A B ¢ i A B 5 A B c

1 s

2 ) 16

3 10 17

4 14, . 18

5 12 )

6 13

7 14
A : Weight of filled capsule; B: weight of empty capsule, C: Fill weight #+ 5% of average weight (565.250mg to 624.750mg)
Min. fill weight ’ aren % /\
Max. fill WEIGHE s G % (go4] 2]
Average fill weight of 20 Capsules:. ..o .g /9\\
Disintegration Time : (Limit: NMT 30 minutes at 37°9C + 20C) N

)
Checked bBY: s iraaonincuncnns {Production)
Prepared by: Checked by: Approved by:
Desiguation QA Exgcutlve 4 Productl.on Head / QA E—?ead Vi
Designee _Designee Designee

Signature @ o \\é'\ oy CONTROLLED P—" ﬁ‘—( A
! \ A8 D G R Lk Ui 8
with Date %&73! Qk\ b\lb - TR SANEEE TS s T




Safetab Life Science ;
_ BATCH MANUFACTURING RECORD | [PageNe: | 41of57
Brand Name | RICHFER CAPSULES ﬁ:f'“c‘ s 1047 Batch Size 4,50,000 Capsules
GeneridiName: ﬁi{:}g{?&’;i@“&a\;ﬁg}%Z«‘“Q?”d . |'vFeno: ST/MFC/135/R1 fd‘;:%e,‘;?des o | STMEE/135/RO
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
ll.é IN-PROCESS CHECKS FREQUENCY: EVERY 4 HOUR BY IPQA:
Daﬁe:.m}ll?.’ly\ Time:m‘"‘x.%:.o
_Y_\/eight f 20 capsules : \_Q, o019 % | Average weight of capsule : b w M&
1 1584 | Qb BOS g =) [ QL |50\ boo | Q8 [90)%
2 %89 | 98 1\po) s | bop | OQxdwos | ¢ | bop | Gy [S0bL
31 %98 | ab ison 0 | oAbl e lHag | v | %9bL| 9k Isov
i 599 [ O7 hqb | 1 [ beol Gqjoes [ s | S99 G4 | ooh
5 koo Q‘r o0s | 12 | bon | &b %01 19 ’
5 boo ‘509, | 13 A& Q1 |5©0)
7 boy (f (4 [ 14 Sae | Qs |Bor i

A : Weight of filled capsule, B: weight of empty capsule, C: Fiil weight + 5% of average weight (565.250mg to 624.750mg)

Minr. fill wexghto H L Q&g”(? %
Mz, fill weight 00 SU& ¢ \m{o\ .....

Average fill weight of 20 Capsule‘s:Q.‘.S.Q.%..g

Disintegration Time : U’\ 'N\“.‘ 0L \ ) M (Limit: NMT 30 minutes'at 370C + 20C)
Checked BV cawes h‘-a:g‘m ..... {IPQA)

Date:..Q.%l.‘?."gj\ Tlme‘gé.g.g

Weight of 20 capsules : |1, O 2\ &~ ) [ Average weight of capsule: 56 b9

C § A B C

66 | 9% [MA¢ 8 [588 (O [vo\]| 15 |92 | Q7 (has
598 | Qb 500 | 9 [TAD | ax (Mg | 1 [SEY | Qb |Han
bov | Ux 1%°5 | 10 [%&G [ Qb [MO> | 17 [BOY | 4% [H%4
Na< | 11 | boa [QL [SOb | 18 [9AQ 09 [&02
oY Qb | 12 boo| A& [v0)-| 19 boo Qg |05
569 QT |00 13 |s9b | O9b | X0O0 :
g | A& IS0 | 14 | 96| & [ Nh4¢

A : Weight of filled capsule, B: weight of empty capsule; C: Fill weight + 5% of average weight {(565.250mg tc 624.750mg)

Min. fill weight 0 .H"\Cg QC? O”DO/
vax. it weigie Qasbg 10120 g

Sl |ut s fw e
[
e
=)

Average fill weight of 20 Capsules:Q.L..;.C....p...g

Disintegration Time : }) T w41 E’“‘[ SO (Limit: NMT 30 minutes at 37°C + 2°C)
Y&
Checked by: ..‘M ................. (IPQA)
Prepared by: Checked by: Approved by:
QA Executive / Production Head / QA Head / j :

Designation ¢ :
Designee Designee Designee

,__ -

Signature «,\"’ o0\ ,,mx.‘.::_,.;n i ;3.;:,":

with Date &ﬁ%{\f-’ @QK\Q \ W e :
/f ¥ { ) { |




Safetab Life Science

tazors7

BATCH MANUFACTURING RECORD
Brand Name | RICHFER CAPSULES iﬁ?f’“d B 1047 Batch Size - | 450,000 Capsules
. rsenno| Carbonyl Iran, Vitamins, Zinc and R 5 eusan| Supersedes — 5
GenericName: Atoxidanis capsiles MFC NO: ST/MFC/1B5/R% MEC No: ST/MFT/135/R0O
Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
11~§A IN-PROCESS CHECKS FREQUENCY: EVERY 4 HOUR. BY IPQA:
e
Tlmc\..zf'l)
W- 26 | Average weight of capsule : SN
B c k A B c A B8 c
1 | sa3 | Ac]laen] 8 | ] T57| 49 ST A | 5O
2 S as | sol S SAe: Al s 16 =¥ A5 | Se
3 <6 QA <Loo 10 et P S 17 590 al Aq4
4 Sat | as—| Sol 11 Wl g | See 18 ST4 ax— | axg
5 S ¢ | S=23 12 Sa6l 95 ] 5=\ 19 S EYa Se |\
6 SA 9 Qs | Se2 | 13 SA8 L <k o) 20 SIS | As | Sewo
7 <S33yE X6 | Fan 14 o031 94 | Seb6 A
A+ Weight of filled capsule; B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

¢ SO -~
wiin, fill weight 22424, gt Sl 0%
= J )
Vax. fill weight 5,20 g 12022 9
Average fill weight of 20 Capsules:. S.2.S0.g

Disintegration Time : < > *192 23 sec

(Limit: NMT 30 minutes at 37°C + 2°C)

Checked by: o Q | ——

Date...@.ﬁ).zz..?.'

Weight of 20 capsules : I Average weight of capsule : D7\ ,.,\.,>/’ '

A B A B c @ A B c

1 saq | 6 | Sz 8 sS4 | T sqaq]| 15 | S99 1 6 | Se)
2 SAG 1 7 | 4= S <) | as~| 4%]| 1 214 7 “am
3 Sa7) A | S=] | 10 S| W | La) w7 SR 35— | So2_
4 saa | Ay | Seq 11 SS9 | 95 Serl s SaL N6 Sco
5 SA6 A6 | Seeo 12 <AL A Seo 19 <s a7 S 0
6 S | as[Sei| B | S| v Se)
7 Go2—f b | ST6 14 oz | M <ob

A : Weight of filled capsule; B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mgq)

Min. fill weight A8 6. 201000

Max. fill weight .3e6 g \eloo %
Average fill weight of 20 Capsules:...f%‘...'.)jf:‘.f .g
Disintegration Time ©  ©5 ™ s 228eC (Limit: NMT 30 minutes at 37°C £ 20C)
Checked by: ....ee AsEERaURYE g::..(IPQA)
Prepared by: Checked by: Approved by:
Besigriatish QA Exgcutwe / Producti_on Head / QA Head /
Designee Designee Designee

5 : = ST R R T ‘; =
Signature ~ b\ \ “ ONTROLLZ2 &
with Date %ﬁ ) @ Q K\n(y &\1%\;\\&\.\\ H S e e LS




Safetab Life Science

BATCH MANUFACTURING RECORD «..| Page No.: 43 of 57

Brand Name | RICHFER CAPSULES oo 1047 Batch Size 4,50,000 Capsules

Carbonyl Ifon, Vitamins, Zinc and ... .Supersedes ...

LR Rsyeart - - I o 3 32N PSP 2] bl B g
Geéneric Name: Antioxidants capsules MFC NO: ST/MFC/135/RT: MEC No- ST/MFC/135/R0

" | Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024

11.9B IN-PROCESS CHECKS FREQUENCY: EVERY 4 HOUR BY IPQA:

Da¥eh.. ocommeernnanes TAre: cocisnaneasias
‘\o/eight f 20 capsules : { Average weight of capsule :
ViN A B c | : A B c | A B c
1 ON 8
RN 9 16
3 N\ 10 17
4 Y 11 18
5 N _ 12
6 N\ 13
g N\ o 14 _
AT Weight of filled capsule, Night of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Min. fill weight & G

Max. fill WeIght .iveererinns g

Disintegration Time :

Checked by: wiueus: i {IPQA) \
Datel....cimaiase R T buseavsanesason . \

Weight of 20 capsules :
A B C

(Limit: NMT 30 minutes at 370C + 20C)

ge weight of capsule :

9
10 LY 17

11 kY 18

12 L 19
13 N | 20

14 \:

A Weight of filled capsule; B: weight of empty capsule, C: Fill weight + 5% of average weight (565%{’624.7501119)

Min. fill weight g % \ &V / 79 / >/
A,

1
2
3
4
5
6
7

Max. fill WeIghE s @ cevcesremasennasnes Y% /4.
Average fill weight of 20 Capsules:.....oivii. aq -
Disintegration Time : (Limit: NMT 30 minutes at 379C + 2°C) 7
Checked BY: cavoriiaaesesseens (EPQA)
Prepared by: Checked by: Approved by: |
Desigration QA Exe..cutnve / Productlfm Head / QA Head / I
Designee Designee Designee= SR
3G i
Signature M\% @Q \i)"\g Q\ , 3P V t i
with Date R
AT i B |

U
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Safetab Life Science ;

|

=

BATCH MANUFACTURING RECORD Page No.: 44 of 57
Brand Name | RICHFER CAPSULES S?f’“d o 1047 Batch Size 4,50,000 Capsules
.| Carbpnyl Iron, Vitamins, Zinc and R L AT _Supersedes I P——
Generic Name: ARtloioaTs c’apsiﬂes MFC'NO: STMFCAA35/R1 MEC No: ST/MFC/135/R0
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024

11.9C IN-PROCESS CHECKS FREQUENCY: EVERY 4 HOUR BY IPQA:

TIINE S canessiansiaanas
Average weight of capsuie :

, 3 (s A B € ‘ A B ¢
1
\3< - 10 17

4 11 18

5 12

6 13
] 7 14

ﬂ A : Weight of filled capsule, B: Mof empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Min. fill weight < Gz cvsanes 0

MER, Tl WBIGHE commmmsnne BT weosmammmsmins %

Average fill weight of 20 Capsules:. ... g

Disintegration Time : \ (Limit: NMT 30 minutes at 37°C + 2°C)

Checked BY: ceuns. I veee(IPQA) \
Date:..cceaasenciiass f 21 (T — w \

Weight of 20 capsules : ] Average weightbf\ capsule ¢
i A B c @Ea] A B . A B c
1 8 15
2 9 16
3 10 %
4 11 i8
5 12 19 e
6 13 -
7 14
A : Weight of filled capsule; B: weight of empty capsule, C: Fill weight + 5% of average weight (565.25&!\9 to 6!4.7 )O/’
Min. fill weight e § % [ Z‘Q
Max. fill WIGH oo B 7 oo % 7
Average fill weight of 20 Capsules:.....cumic i
Disintegration Time : (Limit: NMT 30 minutes at 379C + 20C)

Checked BY: ccccmvrimsmannasavassaanan (EPQA)

Prepéred‘ by: Checked by: Approved by: |
. . QA Executive / Production Head / QA Head /
D t 2 .

i _ Designee Designee Designee || CONTROLLED COPY §
Signature \o,y\‘)} @ &V v.\;(_ e b e e ;
with Date ﬁ;’ ¢ ’

v f)uv;;a.LZ; [ oX o |




Safetab Life Science

» BATCH MANUFACTURING RECORD
Brand Name | RICHFER CAPSULES ,‘;?f’"“ L 1047 Batch Size 4,50,000 Capsules
ik .| \Carbonyl.Iron, Vitamins, Zinc.and. . " . Supersedes,
Generic Name: Artiosidants cipstles MFC NO: ST/MFE/I35/R1 MEC No- ST/MFC/135/R0O
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024

11.9D IN-PROCESS CHECKS FREQUENCY: EVERY 4 HOUR BY IPQA:

§ 502 (O
Average weight of capsule :

; B c A B c [ A B c
K1 15

2 2 16

3 10 17

P 11 18

5 12

6 v 13

7 Y 14 = :

A : Weight of filled ca‘ps}es{: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Mirs. Fill weight el \ %

Max. fill WEIGHE vooennnnee < G

Average fill weight of 20 Capsules: ...t

Disintegration Time ¢ \ (Limit: NMT 30 minutes at 37°C + 20C)

| Checked BY: couveresneans e (IPQA)

N

} Averaqe\o(eight of tapsule

A B B C

1

2

3 10

4 11

5 12

6 13

7 14 L
A : Weight of filled capsule, B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to ZA%SrOrQ%)
Min. fill weight : g o )4
Max. fill Weight ... .. y
Average fill weight of 20 Capsules: ...cummins g /
Disintegration Time : (Limit: NMT 30 minutes-at 379C + 2°C)
Checked by: i . {IPQA)

Prepared by: Checked by: Approved by:
DesigsEtion QA Exgcuttve / Productlpn Head / QA l-_!ead £
Designee Designee Designee

s | Refgr O o \,[SONJROLLED COPY.}
with Date [‘w 8 j AR 3 "(\& N\ e

=7



Safetab Life Science

H
H

BATCH MANUFACTURING RECORD B k“"age”ﬂ"““mm%7”§ il
Brand Name | RICHFER CAPSULES it 1047 Batch Size 4,50,000 Capsules

.Carbonyl Iron, Vitamins, Zincand. .. ..

_Spperse.d“e_fs{\., < sl

e Generic Nami€l Iy oo te capsules MFC NO= =% ST/MFC/135/R1 MEC No- ST/MFC/185/RG"
-| Batch Nou: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
12.0 WEIGHING RECORD OF FILLED CAPSULES:
ant‘ vs/i;%sﬁt wTe?;xt w];‘i.egti'lt Welghed | Checked by | Cont. No v(\;g;)gs;t V;Ei;eht wgiztht i Weighed| Checked
No | inka | inkg in Ka id inKg | inkg | inKg By oy
1 |, 1= 272 1 9. % | Piewe | S K 26 19y 0 1Moo 0 cheptal /)
2 | toggl g | Geo4 | Dic | s 27 |lie | 1.4 | 2.7 p_[,i[:jw /(2
3 | ftog] 1 07 |5 ap | Dicwewn | SN B 1A 18 | 267 plyes | /P
Lt fe¥z | 9.6y | Diete | ¢ 2 hbo (V40 1940 w,,cm;uu, 12
> lse] 1ys | 9.8 [ Dinde | S A 0 1
6§ lioeyl [x7 | Bgy | DineMen | Sip' o )
7 {10} | g2 g 1) D Tncdten S 32
8 (1.7} l-£- 9. 3% Dlrehes Sk d
9 litag %2 | to x| Diame]| 5. =
{02 32 | 90,94 | D i 35
u hanyl \se oot | RET] 3
2 ool 1% |l yo m% ‘H*g 37
1B ey | 0% [99Y (100 | YW | 3
14 |1\oo | NS0 [aud []0s& | W | =
15 | (.1a] W80 099 [0k | N | 4
16 |{pqo | W&o 992 L@ | VT | w
17 [1o.&%] 0 |9.08 LQQ,X(M MY 4
#1108 | &0 ja. 28 (1ot 07 | @ \
5 [Jros | L &0k 2 |10 | W5 | \
2 |t | 180 1967 [jagpt | BT | < \
2 otz \So (9 | B3] MY | 4
2 Qe | A Sof163 |1 K (NG 47 N
2 1)o7 | [ 40 (397 Pechommp 4 48 A
24 H,u-] [7(0 [/3‘/)']‘ ;;//LWWUA,?M V4 s 49 ./«701,7 AP "
5 {)1vo 1180 |97 Dsnspa | 7 50 | [
| § Total weight of Filled capsules: Q é )’\_,S-—’ kg

Production Sign

Intimate IPQA to draw the sample
..Dater. Q) N2l

ol

£

Sample Withdrfawr} by IPQA.
L IPOA-Sign¥o XA ...'./.Date:g‘.},éf...’,.!‘.?..[ 2

Send Test request form for analysis of filled capsules to QC department.

Prepared by:

Checked by:

Approved by:

Designation QA Exejcutlve / Productl_on Head / QA ﬁead /

Designee _Designee Designee
Signature y \q,\ , CON
with Date @ ‘ J 3 v\@,\ -




Safetab Life Science =B AADY
- w [-R 5“
BATCH MANUFACTURING RECORD '} PageNo.: 470157,
Brand Name | RICHFER CAPSULES ;?f’“d = 1047 Batch Size 4,50,000 Capsules
i Carbonyl! Tron, VitaminseZincand | R iR ~epd s leSupersedes | ’ TR
Genciic Name:) ‘Antioxidants capsules MFC:NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0
.| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
12.1 RECONCILIATION:
Average weight of capsule: mg
450000 No's
1.0 Theoretical weight of Filled capsules Kg
b2
2.0 Actual weight of Filled capsules ) [ Kg 4 5, . Nos
96547 L, 630
3.0 Capsule filiing Loss (1.0 - 6.0) 0 c )/ Ko (‘ \'AC? T No's
Tl ) |
In-process samples 58
A | IPQA Samples 0 b2 kg \ pbo No's
4.0 :
B | QC Samples H.O L kg [0 © No's
C | Validation Samples D ) M Kg H 00O No's
5.0 Total semples: (A+ B+ C) O ‘ (";7 Kg r_\\ b . No's
6.0 Total: (5.0 +2.0) 7 Kg 7 — No’s
Ib6.80 hu 8y o3
6.0
o N e 22D, ,
7.0 % Yield TR 100 o é %
(Limit: NLT 97.00 %) 19. 4
Reconciliation done by Production sign/Date:.....L Checked by IPQA sign/Date{;.—éeaL&;‘:/.D ) (7f
If yield is out of limit, raise deviation and inform to QA. After QA, investigation and approval proceed to the next stage.
Total rejects destroyed: ...... L;QSKKQ Rejected materials shall be destroyed in the presence of QA
Done by Production sign/Date:.A.@;é{.,!.l.?:[!.n,....... Checked By IPQA sign/Date:.{.#. LI J [2 0’1
12.2 CAPSULES RELEASED FOR INSPECTION:
D) \ lp
Prodisction Sign/Date.. 2. P102112 2! IPQA Sign/Date Lol iz
Prepared by: Checked by: Appraoved by:
oo | o | e
% esignee
. E6DNTROLLED t“f“"\’!
Signature 'ih)‘ &/ \. \ - catend
with Date B JASY T
Ity o) b ok\ AN




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 48'of 57
Brand Name | RICHFER CAPSULES L omas 1047 Batch Size 4,50,000 Capsules
GenssizName:| Carbonyl Iron, Vitamins, Zincand | | s o : Supersedes . | .oy :
GensricName:| Lot nts capsules MECNO: ST/MFC/135/R1 | SHASTSS SFMEC/135/R0
- ‘Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024

13.0 CAPSULE INSPECTION:

13.1 LINE CLEARENCE CHECKS:

Observation
Bagw Chedlss production | IPOA
1 Check whether empty containers, polythene bags and documents of previous batch/product are P
removed from the area. L ¢
2 Check whather the scrap from waste bin is removed and new polythene bag is put into it. L= P
3 Check the absence of teblets of previous batch/product in the Loﬂtc iner and surrounding area. [
4 Check the area (floor, wall, ceiling, door, windows) are clean. e
5 Check whether the tube light fixture, supply grills, riser grills, filiers and electrical fixtures are L e
clean. ;
6 Check whether the daily records are updated and signed. L b
7 Check the environmental condition 2ad record in BMR. | el -~
8 Check whether area and equipment status board is updated. ] il -
Note: Tick mark () if Complies and (X} if Does not comply
e sl ) 4
Checked by (Production) Sign/datetu et g 2. [ o Verified by (IPQA) sicn/datefosd.. 22 ..‘..?:.)’\%
Date: ol 4 hou | Date:
ENVIRONMENTAL CONDITIONS: ;
) Observation Procuction Sign Observation Production Sign
Temperature: 23°Cito 27°C L Q- §
Relative Humidity: an .
45% to 55 % 27 Sefs
13.2 APPROVAL FOR INSPECTION:
Production Srgn/Date.‘.ém.fl.'.’,...f..g..[.(’—/Lv u ‘
IPQA Sign. /Date.@n(..%\ 22\
S. No Process Instructions
{ Carry out visual inspection of capsules on capsule manual inspection area.
Collect inspected capsules in containers lined with polythene bags. Weigh the containers and record the weight.,
Intimate In-process Quality Assurance.
13.3 CAPSULES VISUAL INSPECTION RECORD:
Container No Time Total Quantity Capsule Inspection
Date _From: s, FO Started Completed Rejected Done by/Date Chiecked. by/Date
. © Larselay o/
25( 1y ol (‘61[ og e M0 5D /,‘“.?2_‘ [}puho 2314 o ol 7-’{'2/&_/1011
/
o 15/ P TR
7o I3
Prepared by: Checked by: Approved by:
Besignation QA Exgcutwe / Productipn Head / QA Head /
Designee Designee Designee 5
Signature g N \’)3
with Date : - ,\\d} 'p‘\'l/\
0udpalil 9 N2

L@ R o T



T

Safetab Life Science "
BATCH MANUFACTURING RECORD “PageNaT— 45 of 57 ~
Brand Name | RICHFER CAPSULES m’_f"’“ 0 1047 Batch Size 4,50,000 Capsules
GenerieName: gf&i‘l‘g‘arﬁg”caﬁj{;‘sms Zipr. and | MFENO: - | STMFC/135/RY a‘;%el‘:f:des © ST/MFC/135/RO
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
13.4 WEIGHING RECORD OF INSPECTED CAPSULES:
Gross Tare Net : Gross Tare Net ;
C;Zt‘ weight weight weight Weghed Checked by | Cont. No} weight weight waight We;jghed Chebcked i
in Kg in Kg in Kg S in Kg in Kg in Kg Y Yoo
\ : ! .
1 ’l,‘p (. &2 C!fgo SL‘M‘*‘* S"p‘ 26 ”‘40 "ﬂo 'UrO-D /‘;?,w), .ﬁ
2 /".ZL B J? (7\ 2= _I.L\C-N“‘“(‘\ _S*I.H' 27 ‘\"\‘T "3?) q”’( .{u\/‘mm‘;}". /'ﬂ
3 Moy 182 1M Sponda| o s 28 1045 V83 9065 |Nlerbe /7
4 | M\l L | a-50] Jbvnib] g 29 Iobhs | kBo 1920 |Clleps | A2
5 (1 V{qi (4> ﬁ" b g Slaw-\wl\, . r\,"‘ 30 /\
1 . < , -
6 | /oot 162 | B8V Shamnls | S s \
e - N ;
7 | soasi (X2 1 D09 1 Shonnls | S A& e \ ?
H J‘ 2§ 4 i
8 llf{§ tog o b G MICE sl C Sy 33
5 1ot rye | fode fSheie | sv | o ?
10 |54l lgo | Fm Ehemly | Siby 35 ‘ \ g
1 R Qo [lo02 gabua WY 36 ;‘_
22 MR R0 428 [Cuttno [ w-' 37
13 W12l 80 1993 |Cedhna | W 38
14 |\\90] \'$O la.wo [qmina [WF 39
15 | 7| 280 1997 |Galhvo [MS | 49
16 |lvro | W% 1990 [epltha [ S 41
A N T e 42
18 1\ ob | \-¥° a2b C@\qkf\p\ M & 43
1 1o [\8O [ 00 | gt MY 4
20 1hofy %0 0. 65 | Gt [ WY 3
21 oo | 80 (390 | adwa [ v0S 46
2 \~ Ne) M *CZ}/' 4%
2 |q.y| bl | Sy 47 Y
23 |\ Nos | ) %o 10705 | Aluiwby, | £ 48 N
% ¢ = . ] \
24 | [lury | o 29.65 ) Sileby /)/ 43 A0 4 |10 )2 F
2% g | /g 19 b3 | Clerh | 7 50
Total weight of Filled capsules: O /', o~ £ kgA
¥ 4
Prepared by: Checked by: Approved by:
S A Executi duct
Designation Q . ::;trsz:e / . Prodg;isl;nngl:ad/ %/2 ;ltgei:e/ 3
. ONTROLLED 607
’gnamre W @ ,A‘)‘ N ())\'L\ e S R R
ith Date '
woove |l S o



Reconciliation done by Production sign/Date

Safetab Life Science 1
T X Gl RS T z
BATCH MANUFACTURING RECORD Lo “Page Noa 500f57 ¢
Brand Name | RICHFER CAPSULES :?f’“"" D 1047 Batch Size 4,50,000 Capsules
G T | Carbonyl Iron, Vitamins, Zincand. . ceel, P o Supersedes by, g
Generic Name: Antioxidants capsules * MFC NO: ST/MFC/135/R1 MEC No: wEes ST/MFC/135/R0
< Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
13.5 RECONCILIATION: (INSPECTION OF CAPSULES)
1.0 Theoretical weight of capsules () / q I kg 450000 No's
N
2.0 Capsules transferred for Inspectior: 2 6 o %1 kg )‘ 5 () 8 LB No's
7 £ j%a)
3.0 Rejected Capstles O 5.7 kg %7 5 No’s |
- ) : r
4.0 Tozl'weight of good Capsules O/, 2< kg G No‘s ’/,
205.2% Lb 90k joulv
4.0
5.0 % Yield =>=—x 100
, Y4400 %
(Limit- NLT 96.50%)*
*Tentative limit

Tota! rejects destroyed: 0. 5% Ka,

Azl
Done by Packing sign/Date: k0B 2)2

Buwvyors end”7

14.0 RELEASE FOR PACKING:

BMR reviewed by IPQA Sign/Date

BMR Released for packing by QA Head Sign/Date:

NTROLLED COPQ}

R

Prepared by: Checked by: Approved by:
Desigristion QA Executive / Production Head / QA Head /
Designee Designee Designee it
Signature B f\,\u CO
with Date @m bi q W0 \3:?%\
] A



Safetab Life Sciensce

BATCH MANUFACTURING RECORD

"
{ e

Page No.: 51 of 57
Brand Name | RICHFER CAPSULES ;;"_d“‘:t 0 1047 Bsiteh Size 4,50,000 Capsules
- Gareric | | Catbopyl Iron, Vitamins, Zincand .ol e o STAGET 4. Supetsedes L. e N
Gereric Name:| 2RO IO0 VI MFC NO: STAMRE/135/R1 | SHPeTse ST/MEC/135/R0
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024

15.0 PROCESS HISTORY

ﬁ{w‘/
N

Prepared by: Checked by: Approved by:
il
Signature %}
with Date P 1/ / /

@ N K\D'y\a;\

PTRITOF

Nl

CONTROLLED &)PYF




Safetab Life Scienice
‘ j BATCH MANUFACTURING RECORD .. | Page No.: 52057
Brand Name | RICHFER CAPSULES Sl 1047 Batch Size 4,50,000 Capsules
e b .| CarbonylIron, Vitamins, Zincand, . ; <ST/MEGH3S/R] - | SUpersedes, . ' .
7 Generic Name: Antioxidants capsules MFC NO: ST/MFE/135/R1 MEC No: ST/MFC/135/R0
Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
N Checked b Reviewed b
16.0 Following the BMR records in additional attached. d e B
Production Head QA Head
1 Raw Mgterials dispensed labels b c
2 Granulation stage analytical report . S
3 Fi'led capsule analytical report _ -
Note: Ticic mark (V) if Complies and {X) if Does not comply.
\
This Batc! Manufacturing reviewed on cate. 5.2 2]
|y
Production Head sigr/date 4 180202,

Prepared by: Checked by: Approved by:
Besigriation QA Exe?cutive £ Production Head / QA Head /
Designee Designee Designee

Q

JONTROLLED COPY

Signature \,,\
T | Mo | B | Nw
.



s AR

Safetab Life Science
i it
BATCH MANUFACTURING RECORD | Page No.: | 53057
Brand Name | RICHFER CAPSULES gl S Batch Size 4,50,000 Capsules
-Generic Namé&ip: ﬁf‘;ﬁgg’;’g‘éa\gigs’“s ZINCN,. o MEC:NO: -+ HST/MFC/135/RL ppersetieiny b ST/MFC/1S5IRO "
4 Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024
‘ 17.0 ABBREVIATIONS

S.No. | Zhort AbLreviation S.No. i’;‘r’nrf Abbreviation

1 gp | British Pharmacopeia 19 | A.R.No. | Analytical Report Number

2 APl | Active Pharmaceutical Ingredients 20 IPQA | In Process Quality Assurance

3 BMR | Batch Manufacturing Record 21 L Lakhs

4 MFG Manufacturing 22 TRF Test Request Form

5 EXP | Expiry 23 SOP | Standard Coerating Procedure

6 QA Quality Assurance 24 mm Millimeter

. Kg | Kilogram 25 NLT Not Less Than

8 g Gram \ 26 NMT Not More Than

9 Its Liters 27 Tab Tablet

10 Min Minutes 28 RHS Right Hand Side

11 Hrs Hours 29 LHS Left Hand Side

12 m/C Machine 30 Std Standard

13 Prod ‘Production 31 Avg Average

14 B.No | Batch number B2 pm Rotation Per Minute

15 mg Milligram: 33 No‘s Numbers

16 Qty Quantity 34 Sign Signature

17 QC Quality Control 35

18 LOD Loss On Drying 36

Prepared by: Checked by: Approved by:

Cesratin_| O eenvel | et e it R
Signature @ RD \( ')X)’\ L: ONTRO_I: LE D COPY
with Date @\@\}QQ foo [J! &X\Q \9 | = s

i&m



Safetab Life Sciewnce

B {

»smj%é M b H
i §
BATCH MANUFACTURING RECORD “Page No.: 54 of 57
Brand Name | RICHFER CAPSULES ;‘:ff’“d i 1047 Batch Size 4,50,000 Capsules
" <t Carbonyl Iron, Vitaming.Zinc and ; AR ‘Supemedes .
Generic'Name: Antioxidants capsules MFC NO: ‘ ST/MFC/135/R1 MEC No: ST/MFC/135/R0
-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024

[ BMR _COPY/QUALITY CONTROL COPY ]

18.0 TEST REQUEST FORM FOR LUBRICATED GRANULES:

From: Manufacturing Department

To: Q.A. Department

To be filled by production
‘Date cf Mfgu\,lc)/\ Date of exp \OLQQM

Test Reguest for CD
on deae \O\\\\\ ,\/\

TRF raised by.... L'3\

To be filled by IPQA
Quantity Sampled 5 ......

Sampled by

No. of containers

Sample received by ..

“on date\‘:‘;\\\\?\

To be filled by QC ‘

a\ \ 231
TRF received on \ A )O
el as) Do

Sample tested on .

Test Results j

Limits

e o9

A ‘QC?-“QJ\ C?C'(",

Py ]
(O

%, 2Q

< \Q oo e ‘r -
\[\iqmmg \.- \e, 0% 9
2ol pi ey )

s A N A OL. 2oy

XQ'L COL@'OP@S\m'\ - Dy

y £
C’—-fzg\bu‘\\F ‘?5\7'9‘ e 1,@ ppmg

7 4. Lo

Crandl Cogrla &L —

e bV /
l oD oY /'

5204 mc‘j (\ﬁn‘

O (L\) L,/,/

“‘A\Q,é\//

mfg,(\"L‘%'q‘/i,

Ana!ytlcal Reference no.: C‘“‘Zl(_‘, ’QB (/)DCJD/
'Kgiysed By @../bn : %‘Q\H\ DD r

ing and Signing)

b

Prepared by:

Checked by:

Approved by:

Besignation QA Exgcutive / P'roducti?n Head / QA Head /
Designee Designee Designee ;
Signature AN \\W\
with Date % AOQ’
oy (9aly: 8

CONTROLLED G
%@\“"1- HOLLED GopY §




Safetab Life Science

BATCH MANUFACTURING RECORD .o page'Nox 550157

Brand Name | RICHFER CAPSULES m’f‘”‘i ip 1047 Batch Size 4,50,000 Capsules

e .| Carbonyl Irom, Vitamins,Ziac.and | . Ry i Supersedes, | . crperery el
GenericfaMe:| 1 v idants capsules MFCTROTY ST/MFC/135/R1 | mee Nos ST/MFCIL35/R0

-| Batch No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024 |

T [ BMR COPY/QUALITY CONTROL COPY I

19.0 TEST REQUEST FORM FOR FILLED CAPSULES:

Fromi: Manufacturing Department To: Q.A. Department
To befilled by production To be filled by IPQA
1 oo laPd
Quantity Sampled :. l [®X

”hbz‘ ste of ex ,O/?O,ll
Date of Mfg.: Date of exp :..L i ‘ @\_/ OL{I'\Q /37,

(‘ Sampled by o18 s =) AR p—
Test Request for ... @Y‘t@p%

@2/ on date:. CQT\M

TRF raised by. ﬁ on cate...QH Lrla..... Sample received by ..l

No. of containers

To be filled by QC ' ,
F received on :-....Q, m QO&,
;: mple testid on “lﬁh‘#‘f 0'-]-' 12 I &Dﬂ,'
Test Results

Canbony | Iyon 2 10-5§9mg (lolb 7))
Folt auld D Fba.eTmeg (N2:5/)
Cjanocibalwun- D> 99.8mcy  (148.07)
AStovbre asld D 8l.42my  Clb.b )
2ine Sutphate mond

A!Paha TowPhonyl g celate 5oy 3 g 70T0 CIBBT4)
Sod’um Selonake €4, 6elw°um,) 95.17mMcY cms.b-/.)

Space for QC Approval (Stampin d Signi
Analytical Reference no.: (SFP L‘/O'Lb ’ /202' ) o ( P Pl e

Analysed By k'Mn % ),") )-0}) ROVED
Sign....@ Date \ gﬁd Z/
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Safetab Life Science
. i g
BATCH MANUFACTURING RECORD . ['Page No.: 56 0f57
Brand Name | RICHFER CAPSULES z:ff'“d H 1047 Batch Size 4,50,000 Capsules
T en.|.Carbonyl Iron, Vitamins; Zinc and R s, SUpersedes . e
Generic Naite: Antioxidants capsules MFC NG: ST/MFC/1357RL MFC No: ST/MFECY135/R0O
-| Batch No.: GD211132 Mfg.Date: | 11/2021 Exp.Date: 10/2024

20.0'BATCH MANUFACTURING RECORD REVIEW CHECK LIST

S.no. No. CHECK POINTS Status
1 The entire Pageno: __| to_ 5 / areavaileble, verified and found cofrect. _Yes/No
2 Batch numbers availeble in all pages verified anc are correct. (/Yes / No
3 Manufacturing and expiry is correctly allotted verified. ~ Yes / No
4 Dispensing carried out on calibrated balance verified. _Yes / No
5 Dispensing Cards attached. ‘/\’,,es / No
6 Line clearance is tak‘er} prior to all dispensing and manufacturing activities. Yes [/ No
7 Dispensing is carried out as per indent 'of raw materials are correct. \’Yes / No
8 Environmental ¢éaditions comply during all the manufactqring steps. _Yes / No
9 All wrong entries if-any have been sttike out and signed and verified. T Yes / No
10 Actual equipment used is as specified and veﬁﬁed. - Yes/No
i1 Blend; Compressed Tablet container labels are attached. . Yes / No
12 t;bigcat‘ion, Compression and Inspection reconciliation is filled and variance is within acceptance Yes / No
13 If any deviation and change control raised related to this batch attached with Batch record. Yes / No7J NA
Note: If any abno}malities noticed during batch manufacturing record review it should be brought to the notice of GA Head.
Batch Manufacturing Record reviewed by IPQA Sign/Date: ...c.c .......
QA Head Sign/Date: .\3.v .\,@(\,\
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Safetab Life Science

BATCH MANUFACTURING RECORD

%E«?&;eNO T

Brand Name | RICHFER CAPSULES ::ff’““ = 1047 Batch Size 4,50,000 Capsules
——————Carbonyl Iron, Vitamins, Zinc and __.sismpc NO: . ..l Supersedes __,.itur .
Gemric Names| S eules “¥FC NO: ST/MFE/135/RET St peoe ST/MFC/135/RO

‘| Bateh No.: GD211132 Mfg.Date: 11/2021 Exp.Date: 10/2024

21.0 REVISION HISTORY:

Revision No.

Dateof Revision

Changes Made

Effective Date

Arree~

Q0 - 1. New product introduced refer change contrel No: ST/CC/20/076. £3.12.2020
1. Yield limit fixed based on trend sate refer chenger control no: _—
gt OH \m\ﬁ—\. ST/CC/21/010. ob \ 03|24
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