Safetab Life Science
BATCH MANUFACTURING RECORD “-page-No:: fof 5F-—t
Brand Name | RICHFER CAPSULES :l‘:fj“d 8 1047 Batch Size 4,50,000 Capsules
iy .| Carbonyl Iron, Vitamins, Zinc and o Supersedes
Generic Name: Antioxidants capsules MFC-NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
’ BATCH MANUFACTURING RECORD COVER SHEET:
PRODUCT NAME RICHFER CAPSULES
1 Each hard Gelatin Capsule contains:
Carbonyl Iron ~
Equivalent to Elemental Iron 100mg
Folic acid BP 500mcg
Cyanocobalamin(coated) i5mcg
{Vitamin B12)
Ascorbic Acid (coated) 75mg
LABEL CEALH ~ | Zinc sulphate Monohydrate BP  61i.8mg
{Equivalentto 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 GD21 02077 DATE: ob \ oz,) 202}
MANUFACTURING LICENCE No. 07 22 1907
MFG. DATE: BMR. No STBMR:137/01
Iy [nay |
Supersedes
. DATE: TBMR:137/00
EXP. DATE ’O (N’ON’U iR STBMR:137/0

BMR ISSUED BY/DATE (QA)

)Q(\i/i U/ &’/

BMR CHECKED & RECEIVED BY/DATE
(PRODUCTION)

Y — P ‘/?\m’\—x\ AN\ D A\

Allotted By: QA Executive Sign/Date:

® g&\%*i '!(,,/ [

DATE OF COMMENCEMENT: /._Zi [ ” 1 : \ DATE OF COMPLETION: (E\lllﬁ—(
This BMR contains 57 Pages + . " \;‘ S (VST ‘\L N Additional Pages
[
Checked by Competent Staff Sign/Date: . W
\'%\) ﬂ oI
Prepared by: Checked by: Approved by:

Designation QA Exe:cutlve / PdeUCtlf)n Head / QA l—}ead £

Designee Designee Designee
Signature W @ » \/ A § CONTROLLED
with Date oY CO PY
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Safetab Life Science

BATCH MANUFACTURING RECORD Page No.: 2 of 57
Brand Name | RICHFER CAPSULES e 1047 Batch Size 4,50,000 Capsules
. .| Carbonyl Iron, Vitamins, Zinc and Y Supersedes
Generic Name:  Antioxidants capsules MFC NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0O
Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
1.0 LIST OF EQUIPMENTS:
S.No Name of Equipment Equipment ID No. to 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/007 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 Capstle weighing machine ST/PRCF/D12
13 Capsule polishing machine ST/PRCF/013
il
14 Filled capsule sorter ST/PRCF/014
i5 Empty capsule sorter elevator ST/PRCF/015
16 De dusting unit
. ST/PRCF/016
17 Unfilled capsule sorter
ST/PRCF/017
18 De capsulation machine
ST/PRCF/018
5 " ST/QADT/002
19 Disintegration Tester ST/QADT/003
20 Vernier Caliper ST/IPV/005
' Prepared by: Checked by: Approved by:
Besignatior QA Exgcutxve / P.roduct«_on Head / QA ﬁead s
Designee Resignee Designee
i A
o | Reds. @ N U o™ [[CONTROLLED Cory
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Safetab Life Science

BATCH MANUFACTURING RECORD .. I'Page No.: 3 of 57
Brand Name | RICHFER CAPSULES zg"f’“‘i s 1047 Batch Size 4,50,000 Capsules
" .| Carbonyl Iron, Vitamins, Zinc and 5 i Supersedes
Generic Name: Aribioxidlants capsoles MFC NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0
‘| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
2.0 DISPENSING:
2.1 LINE CLEARANCE CHECKS:
S.No CHECKS Observation
. store {IPQA
1 Ensure that all empty containers, labels, used Polybags, hand gloves of previous dispensed Product/ batch N
are removed from the area. A ‘
2 Ensure that all dispensed material of previous product / batch removed from the area: AN
3 Ensure that the previous batch BMR / documents are removed from the area. A v
4 Check the housekeeping general cleanfiness of the floor, walls, ceiling, pass box, doors and door view
panels 'of man and material entry of dispensing area is clean. A v
5 Check the cleanliness of the working table, cupboard, washing area and waste bin. A v
6 Check the cleanliness of the drain points. A .
7 Ensure that the:dispensing booth is cleaned and it's status. v v
8 Check the cleanliness: of the supply and return grill. A v
9 Check the cleanliness of side wall of the dispensing booth. A |~
10 Check the differential pressure of pre filter, intermediate filter and hepa filter are within the limit ,/1 "
11 Check the cleanliness of the utility line (compressed air, First RO water and purified water). A | v
12 | Check the cleanliness of the SS side panel and SS Stool. A |
13 | Ensure that the balances are cleaned and it's calibration status. A |~
14 | Check the status board of the area is updated. WERE
15 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure that the
records are updated. i Ml
16 Check the differential pressure of the area should be within the limit. “@A LV
17 Ensure that dispensing tools or accessories like scoops, spoons-are cleaned and labeled with “Clean” label. ~ |V
18 Check proper gowning procedure followed as per the SOP | v
19 Ensure the concurrent entries of log book. T 1 L
Note: Tick mark () if Complies an(d;é)&))if D’\cﬁnot comply
. : : ' X-I\ 11 “ A
Checked by (store) sign/date: 0 = Verified by (IPQA)sign/datei ntitadrassiricen
/A I
Equipment Dispensing Booth Weighing Balarice
. ST/SRWB/001 ST/SRWB/002 ST/WB/189 AREA
Equipmient. ID No. ST/SRDB/001 (30.0 Kg) (620.09) (150.0 Kg)
Previous Product&
Batch No. AapgNp. L - Behy iod)
Cleaned By %@\_ , W«\ ./L%Q\ v(%/g\ M@\ .
Checked by Stores W &5 {Qx kﬁ
Sign/Date f 3w o) (@:%Y«ﬂn\ 2) ) 3o KAL) ) ")J’
Counter checked by ol T\, ,A.:/ & ) 1\ =L " p
IPQA/Sign/Date (B2 71\ ¥ IR N 1\ 24 Mo sqlal g {’f ve1 i 124
2.2 ENVIRONMENTAL CONDITIONS:
Observation Stores Sign}
Temperature:23°C to 27°C
p Q; Ooc =
Relative Humidity: 45% to 55 % Observation : Ses Plan
eialive numidity: 0 tO (3
Sadf: D \!}k ¢
2.3 APPROVAL FOR DISPENSING BY IPQA: Sign....../ 8% Date:... 4l Lt 2.
Prepared by: Checked by: Approved by:
Besignation QA Exgcutnve / P'roductxgn Head / QA l-}ead / ,
_ Designee _Designee Designee = e
: - 5 CONTROLLED CORY
Signature %} \cﬁx '\>\'\V\ e N
with Date
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"\] L AN Y L]



Safetab Life Science ;
BATCH MANUFACTURING RECORD Leio o page No.: 4 of 57
Brand Name | RICHFER CAPSULES et 1047 Batch Size 4,50,000 Capsules
s s | Carbonyl Iron, Vitamins, Zinc and : R e ‘ Supersedes ;
Generic Name: Aiicidants capsules MFC'NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0O
Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
3.0 INDENT OF RAW MATERIALS:
3.1 INDENT OF ACTIVE PHARMACEUTICAL INGREDIENTS:
Name of the kabel o) aim )
S.No Tngredients Material Code pei; f:rz]a_1 t;let Spec Overages | Total Qty (Kg) Vendor
1 | Carbonyl Tron RMAC0073 100.000 usp Nil 45.000 PARAE#%?SNICS
: : 500.000
2 Folic Acid RMAF0018 meg BP 20 0.270 MCCOY DRUGS PVT.LTD
3 | Cyanocobalamin | RMACO066 15meg BP 50 10.125gm Wicow Mo
4 Ascorbic Acid RMAAD029 75.000 BP 20 40.500 BAJAJ HEALTHCARE LTD |
Zinc Sulfate ) ' i
S Monohydrate RMAZ000% 61.800 BP 20 33.372 SHREEJI INDUSTRIES
Alpha Tocopheryl EMMER
6 Acetate RMAAOQ30 151U BP 20 16.200 CHEM/SHREENATH
7 Sodium Selenate RMAS0028 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
Hydrophiobic Colloidal
5 | anhydrous silica RMEC0017 3.000 BP 1.350 WACKER
Microcrystalline crystalline
6 cellulose PH 102 RMEMO0038 166.022 BP 74.710 DFE
Y . INNOPHOS,INDIA
W I h hat : 4 ’
Calcium hydrogen phosphate RMEDO015 10.000 BP 4 SOO‘ 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:
o QA Exectitive / Production Head / QA Head / ST
Designation . 3 F) !
- Designee Designee Designee co NTRO LLED C onRy :
ST e
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Safetab Life Science
BATCH MANUFACTURING RECORD ‘Page No.: | 50f57
Brand Name | RICHFER CAPSULES FrRaduetID 1047 Batch Size 4,50,000 Capsules
4 ; Carbonyl Iron, Vitamins, Zinc and . - . Supersedes .
Generic Name: R itiGRidAnTS cabsules MFC NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0
Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
4.0 CALCULATION:
4.1 Potency calculation for Carbonyl Iron:
Q.C AR.No. for S ;
Carbonyl Iron Mfg Date Expiry Date Assay of Carbonyl Iron (%)
) 30100, oo loors [0y | ay) % 9.6
e = == -

*The given quantity is based on 100% Assay.
Actuial quantity to be added is calculated as:

100.000 X 100
Actual quantity. of Carbonyl Iron =

mg/capsule

% Assay of carbony! Iron

- oo -
T _\eeeole -
99. b

hS)8)

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

Calculation done by(store) /date@ '\a checked by{(production)/date:

RIS

*Qty of Carbonyl Iron to be added per batch Kg's

¥ Weo) B é‘%m“\w

100. ho2 “’ﬁ)CaP}\

\\\MVenf‘ed QA)/date:
§‘ Ty o o

Prepared by: Checked by: Approved by: |
Designation QA ’Exgcutive / Produ‘ctifm- Head / QA Head / -ﬁw:‘*
Designee Designee Designee ” CONTR OLLED cory
Signature &5%\7‘ @ \\A %} WA\ & R )
with Dat oY
i ate N / & ‘ ?)Q‘ “\\é\}\




Safetab Life Science

BATCH MANUFACTURING RECORD - ["Page No.: 6 of 57
Brand Name | RICHFER CAPSULES S 1047 Batch Size 4,50,000 Capsules
PR .| Carbonyl Iron, Vitamins, Zinc and S ” : ..| Supersedes | ..
Geiieric Name: ARt TS clapsuleé MFC NO: ST/MFC/135/R1: MEC No: ST/MFC/135/R0O
Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024

4.2 Potency calculation for Folic Acid:

Q.C AR.No. for Mfg 5 Assay of Folic Acid ;
Folic Acid Date ExpiryDate | o Anhydrous basis | ‘ater content %

f"%’) 2\29)0&1\00?[00‘?95 TJuHloy Qunﬂ)a{‘,‘ 99.9 3 B)

—

r —

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

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

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

- 0+ b6x")
_@.o@jﬁo@f et o] b,

Q209 3)

2,

*Qty of Folic Acid to be added perbatch = O* 'lq 3 Kg’s

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

. ‘ )
Calculation done by(store)/ dateg‘\/% N checked by(production)/date: \\\'b"?/ Verified by{QA)/date:
\l
k!

RIS

ALY wa“ié%%m(nlu

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

Designation

R
R

Designee Designee Designee
Signature : ( S}Q \’Y\ N “ CONTROLLED COP ¥
, ¥ T/ e wcton O !
with Date % { Q;&a \\é&))\\év\ ........ A
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*Qty of Cyanocobalamin to be added per batch =

Calculation done by(store)/date?

N

1‘{-”\1 )

/

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

_ 2o Lo o2 f*ﬁ)CAPﬁ.

92 sh. 7§29

2y | gm's

&

w?
date: ( W Verifi
\’\

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

g

checked by(production)/
\n:

e

ed by(QA)/date:

Safetab Life Science |
BATCH MANUFACTURING RECORD Page No.: 7 of 57
Brand Name | RICHFER CAPSULES o 1047 Batch Size 4,50,000 Capsules
o .| Carbonyl Iron, Vitamins, Zinc and " . . Supersedes i
Genéric Name: Artioxidants Fapstiles MFC NG: ST/MFE/135/R1 MEC No: ST/MFC/135/R0
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
4.3 Potency calculation for Cyanocobalamin:
P ) ; Assay of
QL ARNo. f°.' Mfg Date Expiry Date Cyanocobalamin LOD %
A . on dried basis s
’
W%P) ool Joklootch  [Juplay | Junod . 99+ | h. 2R
-— | e —_— L
*The given guantity is based on 100% Assay on dried basis and without Loss on- dfying.
Actual quantity to be added is calculated as:
0.023 X 100 X 100
Actual quantity. of Cyanocobalamin = mg/capsule

TEL 7R

Prepared by: Checked by: Appraved by:
vesraion | e | Pl ] =
signature %’ﬁ @ W N on LOONTROLLED COPY |
with Date %l{’ f)d!v " 6D< O&d\}\ L T ST T AT S AR 2]




Safetab Life Science
BATCH MANUFACTURING RECORD PageNor " T86t57
Brand Name | RICHFER CAPSULES ERatmiD 1047 Batch Size 4,50,000 Capsules
B s .| Carbonyl Iron, Vitamins, Zinc and.... ’ p cmac/my | Supersedes..
sGeneric Name: Antioxidants capaules S MFC NO: ST/MFEfE35/R1 MEC No: ST/MFC/135/R0O
‘| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
4.4 Potency calculation for Alpha Tocopheryl Acetate:
1
: !
Q.C AR.No. for i Assay of Alpha
Alpha Tocopheryl Acetate Mg Base Expiry Date | 1, opheryl Acetate (%)
2 <
vep) 2oa G Yo Rloe® ot ) Sep)ob| - 95.£% .
g b p———

Calculation done by{(store)/dat

Actual quantity. of Alpha Tocopheryl Acetate =

*Qty of Alpha Tocophery! Acetate to be added per batch =

*The given quantity is based 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

% Assay of Alpha Tocophery! Acetate

= &Qﬁ = 2% bby Mﬂ/@’e&.

9¢< B

+ checked by{production)/date:

,é’q)‘)qu"s

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

\’\\

2
‘\Y)P

N

mg/capsule

Verified by{QA)/date:

Prepared by: Checked by: Approved by:
Besiouation QA Exe:cutwe ’ s Pmducti?n.Head / QA Head /
Designee Resignee Designee ii
Signature %&4%N% éﬁs V@y QS/@$A1CONTROLL59 CQPY}
with Date ] . .
a1/ STAR L o¥
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Safetab Life Science

BATCH MANUFACTURING RECORD | PageNo:

Brand Name | RICHFER CAPSULES S 1047 Batch Size 4,50,000 Capsules
il i .| Carhonyl Iron, Vitamins, Zincand . .. | . o Supersedes . . | e b
«{“Generic Name.‘ Antiosidants capstles MFC NO: “ST/MFC/135/R1 MEC No: ST/MFC/135/RG
Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024

4.5 Potency calculation for Zinc sulfate Monchydrate:

Q.C AR.No. for

ot Assay of Zinc suifate
Zinc sulfate Monohydrate

Mfg Date Expiry Date Monohydrate (%)

1\*&?)2\9&)&&(\,@@0068(9 ﬂ\po,)b_) Svx)oh .-

—

—

*The given quantity is based on 100% Assay.

Actual quantity of Zinc sulfate Monohydrate to be is calculated as: Label claim: 61.8rg+20%

74.160 X 10C
Actual quantity. of Zinc sulfate Monohydrate = mg/capsule

% Assay of Zinc sulfate Monohydrate

= - =y 309 (vﬂ)@)f’&._
9q. &°

*Qty of Zinc sulfate Monohydrate to be added per batch = ’3 g s )733 Kg's

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

A
N \\\\W
Calculation done by(store)/date: + checked by(production)/date '4( Verified by(QA)/date:
v \\ 2) 3 . g )
Prepared by: Checked by: Approved by:
S QA Executive / Production Head / QA Head / g !
D "
esignation Designee Pesignee Designee c O NTROLLE D Cco !" Y

Signature W @ S’\?\ %/ 2 cmasesaase R
with Date D'f)vkﬂ 3 . X \'\\@A
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Safetab Life Science
BATCH MANUFACTURING RECORD “| Page No.: 10 of 57
Brand Name | RICHFER CAPSULES s 1047 Batch Size 4,50,000 Capsules
v Carbonyl Iron, Vitamins, Zinc.and 1. . s e  Supersedes ik
Generic Name: Rateaante capsules MFC NO: ST/MFC/135/R1 MFEC No: ST/MFC/135/R0O
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024

4.5 Potency calculation for Ascorbic Acid:

Q.C AR.Ne. for ' —_ . Assay of Ascorbic Acid

Ascorbic Acid Mg Dare | Expirg Uate (%)

wee)2100)06 0l 00t@2 | erln | Iva) 100 «2-
— — = =

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

90.000 X 100

Actual quantity. of Ascorbic Acid = -mg/capsule

% Assay of Ascorbic Acid

_ 9000 - o g )CQPS g
JQO *
*Qty of Ascorbic Acid to be added per batch }16 og Kg’s

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

'\/L7i checked by(production)/date: '\ . Verified by(QA)/date:

Calculation done by(store)/date:

')3}) n / ‘A/
Prepared by: Checked by: Approved by:

: 2 QA Executive / Production Head / QA Head / .
HesigRnien Designee ~Designee Designee CONT P f) ! LED Cony '
Signature @ \‘)/\ &/ \ === T AR sisag s A

A gv %
with Date %\7‘:’ ; sz\ \\\f \

| 7\ S




Safetab Life Science
BATCH MANUFACTURING RECORD || PageNo: | 110f57 |
Brand Name | RICHFER CAPSULES Z’:f’”“ s 1047 Batch Size 4,50,000 Capsules
. ....| CarbonylIron, Vitamins, Zincand . | P Supersedes, o5
<1 Generic Naime: Antioxidants capsules MFC NO#. ST/MFC/135/R1 MEC No- ST/MFC/I35/R0O
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024

4.7 Potency calculation for Sodium Selenate:

Q.C AR.No. for . Assay of Sodium Seienate
| Sodium Selenate Mot | Raynpba (%)
| 1 ) ) C
| o0)2007 0 6 Jolel 009 21 | Feab)| Fen)ay 49.
l T E <
| = = -
*The given quantity is based on 100% Assay.
188.94g/mol malecular weight of Sodium Selenate equivalent to 78.96g/mol molecular weight of selenium.
Sc 155.53mcg of sodium Selenzate equivaient to 65meg of Selenium
Actual quantity of Sodium Selenate 1o be is calculated as: Label claim: 155.53mg+20%
0.19441 X 100
Actual quantity. of Sodium Selenate = mg/capsule
% Assay of Sodium Selenate
- [+ &1y 019X M9 / Ges
*Qty of Sodium Selenate to be added per batch = '-% ? * ';}fO gm's

Note: If the assay of Sodium 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, Zinc sulfate monohydrate, Ascorbic Acid, Sodium Selenate for fill weight constant

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. gty: of Carbony! Iron + Std. gty. of Alpha Tocophery! acetate + Std. gty. of Cyanocobalamin +
Std. qty. of Zinc sulfate monohydrate + Std. gty. of Ascorbic Acid + Std. gty. of Sodium Selenate + Std. gty. of Microcrystalline
cellulose PH 102] = [Actual gty. of Folic acid + Actual gty. of Carbonyl Iron + Actual gty. of Alpha Tocopheryl acetate + Actual
gty. of Cyanocobalamin+ Actual gty. of Zinc sulfate monohydrate + Actual gty. of Ascorbic Acid+ Actual gty. of Sodium Selenate].

]

[0.270+45.000+16.2004-10.125gm+33.372+40.500+87.500gm+74.710}-

0292 4 RSN+ QR e S BB, hoLoo . 8‘%“&0&“

\
M’ kg g g% T 33
32.6%9 > 134 @9
*Qty of Microcrystalline cellulose PH 102 to by\e&jed per batch = ) Kg's

o

It

3
+ checked by(production)/date:g n' ‘{/erified by(QA)/date

/\7{\\\)’73/’ ’D%?ZT/ /’i(

Calculation done by(store)/date:

-~

¥ Wvery fwivy ﬁ%{mw

Prepared by: Check¥d by: Approved by:

QA Executive / Production Head / QA Head /

Designation p .
9 Designee Designee Designee

L4p)
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"-”)OU.FN OPYF
Si.gnature @ (y\a)\ ,\/\ T = ;?..A_i
with Date &m ( " k\s %’ \




Safetab Life Science

BATCH MANUFACTURING RECORD 12 of 57
Brand Name RICHFER CAPSULES PRGRUR 10 1047 Batch Size 4,50,000 Capsules
- . Carbonyl Iron, Vitamins, Zinc and : . : " | Supersedes
Generic Name: Antioxidants capsules % MFC NO: ST/MFC/135/R1 MFC Not ST/MFC/135/R0
Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
5.0 DISPENSING OF RAW MATERIALS AGAINST RAW MATERIAL INDENT:
Dispensing Started at Dat V‘ﬁ\\) 2) Time )b, 00 -
S.No| Name of the Actuaéery. AR Not Gross Tare Net Weighed Checked - | Verified
! Ingredients batgh(Kg) ! ' Weight (Kg) | Weight(Kag) Weight(Kg) By Stores by stores by IPQA
< ‘ 1 ™
S AL Jo0a)a Gilo)ost 2 | 95.900 p9ve | 2%.000 e &3 (B
C I T - )
ap o ren v 2010102106 0 @)ooN 2 | 90-381 |g-200 | 20.)8) ki }?3&? h2
1 - S — = — o —
pal W%P)Qma)QC‘»(\OOa‘OO:)‘VO ©-NY | ©-020 | ©.292 P /gg ¢
Folic Acid BP — v
2 *% —
-— -— «— — — -
e — < — — o i =
> 1960 A& N
M «V‘g{’)mz)@GW’c]o@H b - ~ o e R 2
5 | Cyanocobalamin —_ d
BP — = - -— — —_— —
— — - . - r" —_
AN w2pl2192)0 Gilo )00 698 |9g- 200 |2 ae0_ | 95000 S OQX &
4 | Ascorbic Acid BP —— )2!22_70@\0@2)006‘? 11519 6960 1500 bad &\}'r P
. = e — — — — -
— — — — — = —
Prepared by: Checked by: Approved by:
: : QA Executlve / Production iead / QA Head / S )
SEATHEG PR _ Designee Designee Designee fommsr covr Y
: ROLLED
Signature with Date (y\(y\ :ONT =
’ %\1 p(\o \ \g‘\f\\’\ 5
PEASER g o
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Safetab Life Science

BATCH MANUFACTURING RECORD page No.: 13 0f 57
Brand Name RICHFER CAPSULES B 1047 Batch Size 4,50;000 Capsules
” . Carbonyl Iron, Vitamins, Zing and . Supersedes
Generic Name: AntoXTdaHES c,apsules... * MFC NO: ST/MFC/BS»/M MEC No: ST/MFC/135/R0
Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
$.No Name of the Actua{laery. A.R No: Gross Tare Net Weighed Checked Verified
) Ingredients p¢ * ’ Weight (Kg) Weight(Kg) Weight(Kg) | By Stores by stores by IPQA
batch(Kg) »
h_o8e)2100)06,10.0) 006k [25-200 |g.200 | 20000 MK b | @
Zinc Sulfate < 5 «Y
5 Monohydrate BP wormr <l N%P)O’) Q’D')O G‘LW\ 005%6 z- 6 3‘1 ©-200 8" h3 q g‘\/ 8"}, =
— = — — — <= —
- e . e - — e o
. \ \ - . -~ 0 9 m /’(l:‘
Vitamin E Acetate /W 2t 2’(}2‘?\0 @ \pﬁa‘ 00?\5? l—[ [qu‘ © 25 7 qu%’ q W& b ¥
6 50% granules BP LR EEES o — — - — _
— — -— — -— - e~
A
4 ' 0 R | hyim
/1 ‘ng) %Q)?OO")/O'Q@)OOQ *) 95" 7 Soopu §. 0 pogy & =
7 Sodium Selenate S e
IHS —— p— — P — =
« N P> 2\
Hydrophobic <P '\&427')7—)0 G{\IQ-QZ) OOCD > 150 D" [po ) 'O->§o 98 g/% o
Colloidal anhydrous : | ' ) e e
8 | silica 1.350 — - — _ 2 .
BP
_— - — - — — —
Prepared by: Checked by: Approved by: :
) ) QA Executive / Production Head / QA Head / i : "
D ;
Gl Amten ¢ Designee o Designee Designee K C O N TRO I. L E. D CO P Y
Signature with Date @}. \ . %“ - :
: A \’\/
Ry tosd e S




Safetab Life Science

| MASTEF

BATCH MANUEACTURING RECORD Pl NG s
Brand Name RICHFER CAPSULES s 1047 Batch Size 4,50,000 Capsules
s . Carbonyl Iron, Vitamins, Zinc and , : , Supersedes .
Generic Name: Antioxidants capsules MFf: NO: ST/MFC/l?S/Rl MEC No: %T/MFC/135/RO
Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
Name of the Actual Qty, AR No: Gross f;re Net Weighed Ché’zcked Checked
So Ingredients b atglf{Kg)- R Nei - Weight (Kg) Weight(Kg) | Welght(Kg) | By Stores by stores | by IPQA
_eel2naesoekopto | 05050 [p-95e [os000| N | O | @
Microcrystalline A 6"&9‘9)»)0 Gi w&)oo &Fo 96-250© ©-250 %XOUD , %@1 r?vgu )
crystalline cellulose 5 ~
% | pH102 " W)le)@ 6ol looste | 0 939 |p-250 | 23689 v M, &
BP ® - . = — — —
. . - - . - - —, -
. 1 e0)2199)0630 @00hI9 | poo  loolo | Meoo | 19N | @
alcium hydrogen - ‘ (2 e b
10 phosphate 4,500 — _ — — — A
BP = T
DR Sl’;m)&@lb@?)ooh‘?’] h-boO O-1%0 oo {)<Q @1 &
1% Purified Talc 4.500 ' d - o
BP * -— p— = b W
1o | Magnesium 4500 *“}q )Q\Q»QJQG&)Q&)Q)}OOH - boD o - |00 /—pfog % , &;j\ 553’
stearate BP : ' '
— — —= — — — o
Dispensing Completed at Date, V* )“ 19- ! Time ,?"90
[*,* *,***’* ***'**** *l** ****,# refer ca]cu]ation]
Prepared by: Checlked by: Apvroved by L

Designation

QA Executive /
Designee

Production Head /
. Designee

QA Head /
Designee

CONTRO »
b o LLED COPY |

Signature with Date

o e
EA]

N o™

[S)

DECSTI A
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BATCH MANUFACTURING RECORD - ‘Page No.: | 15 of 57
Brand Name | RICHFER CAPSULES s gt 1047 Batch Size 4,50,000 Capsules
Aisons . .| Carbonyl Iron,.Vitamins, Zinc and ; " ) _Supersedes L
‘Generic Name: AfiHiexidants capstiles MFC NO: ST/MFC/135/R1 MFC No: - ST/MFC/135/R0O
‘| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
6.0 DISPENSING:
6.1 LINE CLEARANCE CHECKS:
Observation
S.No ‘CHECKS
store |IPQA
1 Ensure that all empty containers, labels, usec Polybags, hand gloves of previous dispensed Product/ batch P
are removed from the area. = il
2 Enrisure that all dispensed material of previous product / batch removed from the area. ~
3 Ensure that the previous batch BMR / documents atre removed from the area. v —
4 Check the housékeeping general cleanliness of the floor, walls, ceiling, pass box, doors and door view
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. N4 (e
6 | Check the cleanliness of the drain points. ~ \/
7 Ensure that the dispensing booth is cleaned and it’s status. N4 [
8 Check the cleanliness of the supply and return grill. v o
9 Check the cleanliness of side wall of the dispensing booth. v =
10 Check the differential pressure of pre filter, intermediate filter and hepa filter are within the limit o v
11 Check the cleantiness of the utility line (compressed air, First RO water and purified water). v e
12 Check the cleaniiness of the SS side panel and SS Stool. v .
13 Ensure that the balances are cleaned and it's calibration status. v |
14 Check the status board of the area is updated. V| U
15 Check the temperature & relative humidity of the area meet as per BMR recuirement and ensure that the - %
records are updated. sl
16 Check the differential pressure of the area should be within the limit. \ e
17 Ensure that dispensing tools or accessories like scoops, spoons are cleaned and labeled with “Clean” label. P \d
18 Check proper gowning procedure followed as per the SOP &/ T
19 | Ensure the concurrent entries of log book. WAL
Note: Tick mark (¥) if Complies and (X) if Does not comply
| e
Checked by (stare) sign/date:. S 2 2 121 2 Verified by (1pQR)sign/dater. Q12 1
Eguipment Dispensing Booth Weighing Balance |
’ ST/SRWB/001 ST/SRWB/002 ST/WB/189 | AREA
Equipment. ID No. ST/SRDB/001 (30.0 Kg) (620.00) (150.0 Kg)
Previous Product& = iz
Batch No. RIeHFER ("D ani2s
Cleaned By me ﬂ,‘# '&A’M ,&% F-
Checked by Stores .
Sign/Date , MOy 02112120 | ¥ o piaga [ M 0200fs | Wla 0011450 | My on tia
Counter checked by A 1 o, A ‘ 0 )
1PQA/Sign/Date d‘o/m Ll w g li]y d\”/w 12y C‘V\/CL [y Mg )2 ],

6.2 ENVIRONMENTAL CONDITIONS:

Observation Stores Sign
Temperature:23°C to 27°C &
2%
e ke s ey e Observation "Stores Sign
elative Humidity: b to o
53 v Wl

6.3 APPROVAL FOR DISPENSING BY IPQA: Sign....oeccviioeriane Bate:..Z ol
Prepared by: Checked by: Approved by:
Desigriation QA Exectutive / Production Head / QA Head /

with Date

aWN

Designee Designee Designee ,‘,;M
Signature A S WY Il ONTROL LEO '
: r.»; ;A { @Q“\\\a Q\/ \@\ I M
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BATCH MANUFACTURING RECORD | Page No.: 16 of 57
Brand Name | RICHFER CAPSULES el 1047 Batch Size 4,50,000 Capsules
! g Carbonyl Iron, Vitamins, Zinc and v INEG] . | Supersedes " 3 .
Generic Name: Antiosidants capstles MFC NO: ST/MFG/135/Rt MEC No- ST/MFC/135/R0O
Batch No.: GD211131 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 ’
A gelatin capsuie{GHPL | RMER0012 IHS NIL 454500 ERAWAT PHARMA
Printed)
6.4.1 DISPENSING OF EMPTY HARD ‘GELATIN CAPSULE AGAINST CAPSULE:
Dispensing Started at Dateg 2/12. 154 Time _ (3~ 0@
Actual
X » ; : Gross Tare .| Net Weighed| Checked | Verified
= ’}'Eg‘rz e | S AR No: Weight | Weight| Weight | By by by
o (Kg) (Kg) (Kg) Stores stores IPQA
(NO’S)
msp /202 [k [pet fo/0 72 |18 000 |& Lo | D800 /ewy* M"‘( dn
0P /202 /0ehRIR /D [07% jo.00e | 0 hog| A boo | Pogm }N"'( J\‘/
mepl2e s JechlocRIslo T3\ [oen |pdas | P62 k’?‘“ M"/ eianid
“Ol/ Size }T\Q\/ . ﬁ
Red/Red hard g , e . o Uhe—
1 | gelatin asasy (AL M0 19k /01072 | 10:00 phoo G € B"’V
capsule(GHPL
Printed) IHS ~D
00/ 20 2) ot 10cRI010TE |\ h-Goe o420 | 4 5P Py W e
Prepared by: Checked by: Approved by: !
Designation QA Exgcut&ve / Productign Head / QA Head / !
) Designee Designee Designee )
i AN i
Signature : w\‘v N CONTROLLLD COPY
with Date ! : X\Q \QV\’\’ '
| ot gy Wnyt 0 |
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Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 17 of 57" .
Brand Name | RICHFER CAPSULES :‘:f“d 5 1047 Batch Size 4,50,000 Capsules
Generic Names| S2rbomy fron, VIETInS: Zincand | MpcNO: | STMFC/ISS/RL | Sapersedes. ST/MFC/135/R0
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
7.4; VERIFICATION OF DISPENSED MATERIALS:
] Checked by
she | e | i rroavcion | PGB T
Carbonyf Iron USP 25,9P {YBP\ 942)\6"0’"1‘ aﬂ&‘bomﬁ \ -\ Muybp c, fSl 'ufu
1 A op22 |mapinool Ay (FrrJootP) 1y yafubh S elile
e e s I SRS
0.2l |msplonolfinaplooRb [\ igiuid) G el
2 | Folic Acid BP i - Heea, e
' U =
00ams __1meo o1 Hou( &ual c0hh [Wpafulsy |G rel
3 Cyanocobzalamin BP ]\“ N s WO Y
' il — O
9520 |meploioo] @oy(6oelODRE legetuls |G sl
4 | Ascorbic Acid BP 1C-Fo MQD‘DAQ/D,\ Ry a1l onbq & l‘@l&fﬂ'i\ G 1eln)y
) "\" LRVAS ('@ - —
Zinc Sulfate &6‘&«0 W\,SE‘Q}& @ﬁ%lmﬁ!@@ﬁ&@ \“ﬂ—t&f (HQ‘ . C{‘L tSi)' Jos
5 | Monchydrate BP @.bA  Insplovo | Alu]&er[ 0Dk % e tatuloy 1S Lifu ]
= b o qua/
Vitamin € Acetate 110D (YI&f)lQlQD_[E(QMM/QQJ (OO’T(q \ﬁ/(@/l! P (97 1y
6 50% granules BP )\ ~
_ A —
B Qe lD 1%%@@0!6&”%%) el aotey (Coiedils
2 Sodium Selenate T
HS oo o,
— L 2
8 Colloidal anhydrous | h . ~ —
ilica BP 3 P
si |§a B ¥ \ﬁ[‘m/
i . 9597 |vsplawolhmla 1R Ipokte I&L\ ghilo) - G el ]
g | AR oD 000 10y L irloobEol Lt etupl | G veli o
PH 102 BP l %ng WQn\ﬁ\’)Df@J%fWOObf—C lud 1 Qued |G 1shin]e
7 .. \m B
N Ab0  inugpl mﬂ&ﬂ;/fwdow"m [%meum G i/
10 alcium hydrogen =
phosphate BP | S =
O} =
i1 '} Burified Tolc P Abp  ousplowool By larrl 00494 ug reinle) |Gl
S S - \\ér,_, -
| Magnesium b0 nisploioolly) are] e0wns Teperups [ GosTuly
stearate BP e anniini (’tn/\

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

Prepared by: Checked by: Approved by:

Destghation QA Executive / Production Head / QA Head /
Designee Degsignee Designee =

signature | @ \Q,y\;y\ \,V\L_g NTROLLED COPY p
wowe | Qefoaonfupy| U S —

= R

. | 44
B wrowy Ly [H-
e Aﬁ w‘z l 5\\\\9/)
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BATCH MANUFACTURING RECORD Page No.:
Brand Name | RICHFER CAPSULES ;‘;"f’“d " 1047 Batch Size 4,50,000 Capsules
. .. Carbonyl Iron, Vitamins, Zincand . . . e ideigiobes Supersedes . | : .
-Generic Name: FAntioxidants capsules MFC NO: ST/MFC/135/R1 MFC No: ST/MFC/135/RC
.| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
8.0 VERIFICATION OF DISPENSED EMPTY CAPSULE SHELLS:
. i Checked by
Name of the Gross weight i Checked by IPQA
g Ingredients in Kg Ao, 2}3?1%222 Sign/Date
}
\16.00 pap | 9a2y !&m )Q,ULJMML \@/M“N C\foal\“fbf
n Liabl
1090 | MaP ) exy /d’ wn Junfotere | NV CVOW\”\
T
\
L A
\0 .80 1 ngp 0w [@.&» fm\ 01071 \V“{\/av‘\‘“w C\fc o\
Ve )
Y S\
500 A p3) } dun | 01072 [%W\ k)\”O’
“0" Size Red/Red ! Map ) Lo [ ) l >
hard gelatin » ‘\,,
1| capsule(GHpL h <50 MSp | 2o /CQUA )dan| oo W@XW CVO>\‘> i
Printed) IHS \
W o2
Prepared_ by: Checked by: Approved by:
Brcgretin QADE;:;?: / Prodgcti‘on Head / QA Head / ,
esignee Designee C X
Signature _y\‘.»\ i, k"imo LLED COPY
with Date Qj’ \ég)x} i TR
e g1 Q D




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 19 of 57
Brand Name | RICHFER CAPSULES . 1047 Batch Size 4,50,000 Capsules
. .1.Carbonyl Iron, Vitamins,.Zincand . P _ ,Supersedes |
Generic Name:}- AriissAdants c’apsules MFC'NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0
Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
9.0 GRANULATION:
9.1 LINE CLEARAMCE CHECKS:
Chieck Observation
ec =
S.No Production IPQA
» DAY 1 I I 11
1 Ensure that all empty containers, labels, used polybags, hand gioves of previous Product/ batch 5 R P f
are removed from the area. o \ .
5 Check whether the scrapfrom waste bin is removed and new polythiene bag is put into it. v ’ N
- Ensure that the previous batch BMR/documents are removed from the area. P o
v .
Check the housekeeping general cleznliness of the floor, walls cei nng, tube light fixture, supply ‘/
4 Y Csl
grills, riser-grills, filters'and electrice! fixtures are clean. |
Check the cleanliness of the doors, door view panel, SOP stand and compressed air filter outer S
8 surface, v f <
5 Check for absence of previous batch/product from area below machine and inside the vessel. | / {
{ J Pl
i e . s ., < . o . ?
- Check whether the equipment body of Sifter, RMG, FBD and Multimill, Utensils are clean. \/ 2 -
8 Ensure that the balances are cleaned and its calibration status. / 1 e
Check whether the Equipments/ Instruments to be used are within calibration/preventive 7 \ D
9 gl s 7 :
maintenance due date.
10 Check the cleanliness of the utility line (compressed air, First RO water and purified water). / e
11 Check the cleanliness of the drain points. / o
12 Check the status board of the area is updated. \/ | /,
|
13 Check the temperature & relative-humidity of the area meet as per BMR requirement and ensure i /
that the records are updated. \/ ‘
14 Check the differential pressure of the area should be within the limit / / #
15 Ensure the concurrent entries of log book. / \ 7
Note: Tick mark () if Complies and {X) if Does not comply
Checked by (Production) sign/date:... \a((g.(llh/\ DAY I: \tﬂf\g( “\r) DAY II:
Verified by (IPQA) sugn/dat€)( \%\‘X \\ DAY I: C/( \ 8]1 1\ N DAY II: —
Equipment Vibro sifter Multimill Vicihig Area
Balance
slisha ST PR0L OOk — | q1{prwelces] dgipre oo
Previous Product: Ni\ﬂ&m %P 90
ik 9Ql\bro3\e
e KolaTvanan celedv]  ndnivanan] Jafnirancn
Checked by/date: | Production: \ﬂ,\.//' l IPQA: Q(
Prepared by: Checked by: Approved by:
DEsigratio QA ;:g;l;::e / Producti;)nnHead Vi %A ﬁead / O =
Designee esignee | N
Signature &d%\? @ \q\r‘}\ &/ '\/\ "- = ‘E":_j_—(-_).—.:—,’_—ggzzgiﬁ E.-Yr ;
; 3 ;
with Date ! € )\
Qe By /J [ g ah




Safetab Life Science
BATCH MANUFACTURING RECORD ¢ | PageNoug——~1"200f 57, |
Brand Name | RICHFER CAPSULES ;‘:f“‘t D 1047 Batch Size 4,50,000 Capsules
s _| Carbonyl Iron, Vitamins, Zincand : s Supersedes LY
Generi¢'Rame: Antioxidants capsules MFC NO: ST/MFC/135/R1 MFC No- ST/MFC/135/R0
| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
9.2 ENVIRONMENTAL Date: [gf t m Time: ©A4000 Dalte: Time:
CONDITIONS Observation Production Sign / ~~Qbservation Production Sign
Temperature: 23°Cto 0 { i
27°C De | € o] — e ¥
Relative Humidity: G s \
45% to 55 % LY \ D— Lose n
9.3 APPROVAL FOR SIFTING: X ) kaH iyl Q’A
p ) 1 T
Production Sign/Date: \29/\&11“9’\ IPQA Sign/Date:ﬁQ&..fg.).U.]?i
9.4 SIFTING INSTRUCTIONS:
S. NO ) PROCESS INSTRUCTIONS
1 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 Checi 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:
b 31 N e i Westy st Ir;’teg;itcyll CheBc;ed Verlifgthi\ ;JY Ir;]teg‘:itg Ch%C\IIfEd Verified by |
. No ame of Ingredien . checke " checke ; IPQA/
of sjeve before use Pro%uacttéon/ CX date after use | PmdDL;ctgoq/ date
oK/ \ oK/ \\Q/‘

1 | Carbonyl Iron USP 304# &~ ,

Y Mot 0K VRIDY lg’)i 2) Mot OK | &y |a;\p7
- oK/ .4/ oK/ \\95( ‘
2 | Folic Acid BP 30# ALY
“Not-OK~ \\ bl 6@”1 Not-Ok (W\>p CK)@ )9}
4 oK/ OK/ \
3 & bal BP #
yanocobalamin 30 Not-OK - \@((! (95.\\5 Not-BK \t\}g\\\% '%, ﬂ)
. OK/ ‘ C{ oK/ l

4 | Ascorbic Acid BP 30#

_ Not OK- %}gu lob ?3\“\7‘ ot oK~ \%\/“ﬂ CT‘?;N 2

y Zinc Sulfate Monohydrate oK/ \ C oK/ .

5 304 ; ﬁ@ X Ox ‘ ]

BP Net DK Bl @h\]’)} —Not-OK—~ \%q b |g it 7’
Vitamin E Acetate 50% OK/ oK/ o
6 30# : K
granules BP Notol LB Cxl‘gﬂ\l\fﬂ otore |\ P alu\d Cfgglﬂ\ Y
’ oK/ ﬁ: C X ) ~ oK/ QL \
7 | Sod Selenate IHS 30# y ]
oawitn - Not OK \‘ it by lﬁln N _worok lﬂfg(ubi X ;Qﬂ 0|
Hydrophobic Colloidal OK/ 3 OK/
8 s 30# S ) f
;r-\hydro: T]mca liist “ ~Nztl—3}€r % (n ’3 C/Y\@\“")\ “Not oK \'&4@1\\3 2 Cxlﬂ)h‘)b)
icrocrystalline crystalline f OK/ “ ? )
9 | cellulose PH 102 BP 30# | NotoOK- ‘d@’( X @) H‘b\‘ _NotOK. g ue | Ox @ﬂw
Calcium hydrogen . OK/ { 1 OK/ 4
10 | Shosphate BP 30# | NotoOK- é@(ll by Lf\%\u’b\ norok— |tefstuls 0f (gh?]'?)
11 | purified Talc BP 3¢ | o ﬁgmf,j .L.,('%h Yy ok | [ofistub) Cﬁgl, o)
. e} 3 )

12 | Magnesium stearate BP 60# 'N'o‘tlS/OT(_ ‘\ﬁg” i) Cﬁ@] ”‘) ’/‘ No?’ng [%{/[‘g [1012f u}\g)”}m
Note: If any discr‘epan‘cy 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: E

Desigrition QA Exgcutive / Productifm Head / QA Head / t

Designee Designee Designee !

Signature @ c}\"}\ %\( ﬂ,\ CDNTPQL| [’) C'. Y ;
i 9 e eSS
with Date R Tt b %k\ \@)\ i




Safetab Life Science
BATCH MANUFACTURING RECORD PageNo:t 21 6f57
Brand Name | RICHFER CAPSULES ::’:f’““ 5 1047 Batch Size 4,50,000 Capsules
- wen. .| Carbonyl Iron, Vitamins, Zinc and T arry.| Supersedes ik
Generic'Name:| o D0 S e s MFC NO: ST/MFCA35/RY| e ST/MFC/135/R0
Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024 B
9.6 SIFTING PROCESS:
Date {
.Step = \ g{ [l {'}}J Checked
Process Instructions Time Done By
No by/Date
Started Completed
Sift, . ;C .C O Kg of Macrocrysfaﬂme cellulose PH 102,
....... +.29.....Kg of Folic Acid, . 2o ALK Kg of hu -
Zinc Su!fate Monohydrate,, and bmﬁg".:..‘.Kg of (9% 'L % M2 Yal et iV \&{t [bj(\
Vitamin E Acetate 50% granules BP through 30#.
& l‘ —
6.7.2 S A ....g__g..Kg\of Calcium hydrogen . \ ‘C?'
e Phosphate,...Lle.8) .Kg of Cyanocobalamin Al }% . ka@jm
(Coated) through 30%. CA v CJT Lo " 9\((’ LiF
Sift Qg‘bci}(g of Microcrystalline crystalline
celiulose PH 102, ... AL )& Kg of [»fp .
9.7.3 Carbony! Iron , ... AC;‘?Q .Kg of b , &/( ’ .
ASCOrDIC ACIH, wenrermeereenens D:610.......... Kg of Sodium ALDb \ 13}
Seienate through 30#. C/t 04 - gg \ 1’
0.7.4 | Sift ... 22510 Kg of Talc, 329 kgof Al09 ! ) : ﬁ’-
Hydrophobic colloidal anhydrous silica through 30%#. OA LAC, UM ‘ @f Y bf
= ou et [ ﬁ"
9.7.5 Sift 4"‘50 ..... Kg of Magnesium Stearate C‘/S[ t gC 0% EC‘/D kqu v \ &fl IQ}
Through 60#.
Prepared by: Checked by: Approved by:
Designation QADE::;S:IZZE / PrOd;.:si g:_\::ad / %A :sad / g B el
esignee
Signature W FegNTROLLED COPY |
Wi%h 'Date W \Q'Y %\ 4)/\'\/\ SO RS e WL it e =t
drylosl ] i




Safetab Life Science

BATCH MANUFACTURING RECORD - | Page No.:

22.9f57 ~ -
Brand Name RICHFER CAPSULES :‘:’?"d b 1047 Batch Size 4,50,000 Capsules
e | Carbony! Iron, Vitamins, Zinc and ...\ . s, | Supersedes ...
@érieric Name: Artioxidants capetiles #27 MFC NO: ST/MFC/135/Rt: MEC No: ST/MFC/135/R0
-| Batch No.: GD211131 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 cloves of previous Product/ batch W 7
are removed from the area. 4
2 Creck whether the scrap from waste bin is removed and new polythene bag is putinto it. V) P
3 Ensure that the previous batch BMR / documents are removed from the area. \/] P i
4 Check the housekeeping generz! cleanliness of the floor, wells ceiling, tube light fixture, suoply
grills, riser grills, filters.and electrical fixtures are clean, \/A <
5 Check the cleanliness of the doors, door view panel and SOP stand. ‘ N e
6 Check the cleanliness of the utility line (compressed air, First RO water and purified water). N >
Y
¥ Chieck the cleanliness of the drzin points. N il
8 Check for absence of previous batch/product from area below machine and inside machine by
opening the guards of Octagonal blender. \/ < )
9 “heck whether the machine body and control panel of octagonal blender is clean. \ﬂ (9 2
10 Ensure that the balances are cleaned and it’s calibration status. \/\ 7= )
11 Check whether the Equipments/ Instruments to be used are within calibration/preventive \/4 -
maintenance due date.
|
12 Check the status board of the area is updated with cleaned lzbel. \/ -
13 Check the temperature & refative humidity of the area meet as per BMR requirement and ensure (/\
that the records are updated. /7
14 Check the differential pressure of the area should be within the limit. \/ < )
5 Ensure the concurrent entries of log book. v ./7
16 Chieck the functioning -and cleaning of return riser. \/\
e

Note: Tick mark () if Complies and (X

Checked by (production) sign/date:

if Does not comply
4 \\\\‘\/\ Verified by (IPQA)sign/date:.[Lé\{... .

v

,_.
O

thy

Equipment

Octagonal blender

Code No

Previous product

QT\PD—U\\DH/(

BatchNo‘ g‘g\\\\,O\LL

Cleaned by:

O
ONCEN L Poner i

Checked by: 4 —
e b Production:.,% ........... IPQA:....ﬂ@J.....-

A

Prepared by: Checked by: Approved by: |
Designation QA;:;;‘:E;E ! Prodg(;t;?gnn:eead / %A l—fead 4 i i =
1 esignee N l) h’ T RO L E 0 F) i
Signature Lk ok __1",:__09 :I \_{. 3
with Date : / \{)7\”\ '}/\ﬁ/\ I
. !
Dulodly S S




Safetab Life Science

BATCH MANUFACTURING RECORD Lo | Page Nou: 23 0f57
Brand Name | RICHEER CAPSULES :L"f’““ 3 1047 Batch Size 4,50,000 Capsules
. .| CarbopylIron, Vitamins, Zincand L mecNoO: STIVES _Supersedes | ot 3 e
GenerieName:| LR eles MFG NO: ST/MFCHBS/RL | pe S ST/MFC/135/R0
Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
Date: Time: \
10.2 ENVIRONMENTAL CONDITIONS: I L § A N:zo
Observation Production Sign
X

Temperature: 23°C to: 27°C ‘Q % - ;2 c_ /W
Relative Humidity: . —
45% to 55 % &) 4

L

10.3 APPROVAL FOR BLENDING AND LUBRICATION:

Production Sign/Date:..Mé;\x\M IPQA Sign/Date:... L& M/ aald / 7]

10.4 BLENDING AND LUBRICATION INSTRUCTION:

Date:‘ \Q\\“g 1
Step
Process Iastructions Time Done by Checked
No. by/Date
Started Completed
1 Use hand gloves; nose mask while handling the materials.
2 Operate the Octagonal Blencer as per the current version of the SOP.

3 Load the sifted materials (Step No: 9.7.1, 9.7.2, 9.7.3, 9.7.4)
into octagonal blender.

Weos NS |5 %

Mix for 30 minutes.
WS WK | acks | D™
5 Add the sifted _Magnesium Stearate distribute / sprinkle over the (V
blended material. \\ Pl e \\‘ Q 2 U\m&* \a\\\\\'\’\
6 ; z
Mix for 5 minutes.
Y Q b A
7 Unload the final blend into suitable containers lined with double W
polythene bag container with proper label. \ 9/\ o0 \Q/‘ \(D :J\Ngﬁﬂ ‘8\\\\\M

8 5
Record the weight in below mentioned table. x a et po\{s\
\> o |\ \ S é.gg/\

Prepared by: Checked by: Approved by:
Designation QA Exgcutxve / Productign Head / QA Head /
Designee __Designee Designee

oD
oD

NTRO Ll‘.&D’ f‘_QPY!

Signature % @ \,,\ & SN
ith D o ¢
with Date Otefoalon 5 oy 3 \




Safetab Life Science =F
[
: T4
BATCH MANUFACTURING RECORD ‘| PageNo: 24 6f 57
Brand Name | RICHFER CAPSULES :?f’"‘i L 1047 Batch Size 4,50,000 Capsules
N _| CarbonylIron, Vitamins, Zincand. . . Supersedes_ : 3
Generic Name: Antioxidants capsules MFC NO: ST/MFCL35/R1 MEC No- ST/MFC/135/R0
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
10.5 WEIGHING OF FINAL BLEND: Date: \\\\\{M
Contairer | Gross weight Tare weight Net weight Container| Gross weight Tare weight Net weight
No in Kg in Kg in Kg No in Kg in Kg in Kg
— 16
> 225683 225 /
17
* 1 WN892 | A-3u heg-2% N\
3 30 18 \
2 | e rol2.0F W32
& . 19 \
23 WX | 2-hY 1R6-97%
. p 20
¥ lpacan | oD | 2h33 \
6 v 21
¥ 13V ho |2 bo | 29-p2
7 /~ 22 \
8 /\ 23 \
9 24 \
N
10 \ 25 \
: S : A
1
12 N 27 .
13 \l 28
14 ﬂ ! 29
f
—
15 \c\\\\y 30
Total weight of Lubricated granules: ‘Q Q}\ B ';)’ - i
Weighed by ...t AN Dﬁ‘ Checked sign by/date:......%......(&&,\\\k&
Intimate IPQA to draw-the sample. Sample withdrawn by IPQA
Production Sign: Vi, _Pate: Q\\‘\\ (AN IPQA Stgnﬁ\_/Date\alL‘( rM
wW_—
Send Test request form for lubricated granules to QC departrment.

Pirepared by:

Checked by:

Approved by:

Sasigration QA Executive / Production Head / QA Head /
Designee Designee Designee AL
Signature &/44,\7" @ \3,\ %*\PY\ ,\_I:-.‘,.
with Date v
L1 /ﬂ Al f Qk\'o D\‘\

WANVP L VT

ey



Safetab Life Science

BATCH MANUFACTURING RECORD

4,50,000 Capsules

Brand Name | RICHFER CAPSULES i 1047 Batch Size
- Generic NanietfiG2roony! 1roe, Vtemine, Zinc.and, ... | MFC NOx 7™ STMFC/I35/R1 | Spersedss - .| sT/MFC/1357R0
Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
lo.g.RECONCILIATION:
1.0 Theoretical weight of blend 225.600 Kg

2.0 Actual weight of blend

A8n bY

3.0 Manufacturing Loss (1.C - 6.0) & .o 8 Kg
In-process samples | R o
A | IPQA Szmples /N D Kg
s B | QCSamples 0 O0" Kg
C | Validation Samples M. .20 Kg
5.0 Total samples: (A+ B+ C) s (2 ZS’ Kg

6.0 Total: (2.0 + 5.0)

6.0
7.0 | %Yield == x100

{Limit- NLT 99.00%)

88y a3 “

49-96

X

(]

Reconciliation done by Production sign/Date:.%zﬂQ}.L!.!..’.M Checked by IPQA sign/Date:......./&.((..g f 7 j%

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

Tota! rejects destroyed: 0(0—5 ........ Kg's(Rejected materials should be destroyed in thelpresence of QA)

Done by Production sign/Date:.MQ)\r.\lV\ Checked by IPQA sign/bate:. : \/”L/ , ’1//

10.7 BLENDED GRANULES RELEASED FOR CAPSULE FILLING:
Reconciliation checked and blendad granules released for Capsule Filling.

Production sign/D’ate:...‘IJ\ Qg_};/“g,\ 2 IPQA sngn/Date\(Oz\\‘z\?—\
Prepared by: Checked by: Approved by:
., QA Exe:'cutxve i Product:?n Head / QA Head /
Designee _ Designee Designee

. X
Signature W @A \7)\ '\“\C ONTR
. o VoY I
with Date “(96" { gk\ \&E\‘\\? L

LLED COPY !;
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Safetab Life Science
BATCH MANUFACTURING RECORD “| page No.: 26 6F57 '
Brand Name | RICHFER CAPSULES e 1047 Batch Size 4,50,000 Capsules
. |.Carbony! Iron, Vitamins,.Zinc and P PR 2 .|.Supersedes EC/135/R0 -
Generic Namei Antioxidants capsules MFC NO: ST/MFC/135/RY: MEC No: ST/MFC/135/
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.0 CAPSULE FILLING:
11.1 LINE CLEARANCE CHECKS:
bservati
S.No Checks Observation
. Production IPQA
. Ensure that all empty containers, labels, used polybags, labels, hand gloves of previous Product/
: batch are removed from the area. v N
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. w s
3 Ensure that the previous batch BMR / documents are removed from the area. w N
4 Check the housekeeping general cleanliness of the floor, walls, ceiling, windows, tube light | - e B
fixture, supply grills, riser grills, filters and electrical fixtures are clean. N
5 Check the cleanliness of the doors, door/wiridow view panel, SOP stand and compressed air filter S v
outer surface.
6 Ensure that the balances arecleaned and it’s calibration status. — ,\/
7 Check whether the Equipments/ Instrumients to be used are within calibration/preventive o .
maintenance due date. ‘ v’
8 Check the temperature & relative humidity of the area meet as per BMR requirement-and ensure _ \/
that the records’are updated.
9 Check the status board of the area is updated with cleaned label. (I .
10 Check the differential pressure of the area should be within the limit. o v
il Ensure the concurrent entries of fog book. s VvV
12 Check the functioning and cleaning of return riser - \/
13 Check the Relfease Status of product blend / granules/ pallets/ tablets. _— \/
14 Ensure that the Polythene bag of dust bin replaced with new bag. L= \/ ]
Note: Tick mark () if Complies and (X) if Does not comply ~
Checked by (Production) sign/ date',k\\gﬁg:l«\‘g/\l \ Verified by (IPQA) si n/date(.'/\@)’\.\’)'\
Equipment \ ,\\ Cwo M Cpm TC S BeSE TOL ves
L
Equipment \ [ F/ , Area
Eaubment kerivpeelon |tstipporlen | arlppupleis| slpieon Sl petr Lo Srlpetebib| ST pRte(ory
Previous
N
product Rachhon.  Coupgulen
)
Batah o Laoolz G202k
11.2 ENVIRONMENTAL pate: 02 \12 |2 pate: 0%/12/14
CONDITIONS Observation Production Sign Observation Production Sign
Temperatures 23°C to 27°C ' j
Relative Hurmidity Bt W& Jua’ V.
elative Humidity: \ N
45% to 55 % \ </ ~ 3
;0 ) v \ v/ H %é/ &1/ /)/
11.3 APPROVAL FOR CAPSULE FILING: ’
Production executive Sign.. e an. Date:....O.,?:.lJil..[—?: ‘
Product Changeover Line clearance IPQA Sign.:...Q...'.\( ...... Date.:Q.l’).r.-,.&.‘.Q_ \ Q—\
Prepared by: Checked by: Approved hy: ]
Sesignaticn QA Executive / Production Head / QA Head / i
Designee Designee Designee = |
Signature W @ I \ CONTROLLED COPY a ‘
Wlth Date ¥/ \ 0}/ ba '), \ [ e s e Lo e AT o4
0L [gg lot e A\ug |

> UDJ\C\% Sk “jé\\a\ﬂ



Safetab Life Science
BATCH MANUFACTURING RECORD “1Page Nou:~ 27 of 57
Brand Name | RICHFER CAPSULES o - 1047 Batch Size 4,50,000 Capsules
§ .| CarbonylIron, Vitamins,.Zinc 2nd AEEND: : i Supersedes B
GerericTame: Antioxidants capsules MFECNO: ST/MFC/135/R1 MFC No: STHAFT/L35/R0
‘| Batch Ne.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024 J
11.4 PROCESS INSTRUCTIONS:
; Start End Checked
S. No Process Instructions Time Time Done by by / Date
1 Check the cleanliness of area and equipment. o R
: " P " & ; o \ H\ N
2 Set the filling machine with the required change oarts. W20 L&M""\ no(fé knch
3 Transfer the granules to capsule filling room. A\EM Q,\B ue ;;a \a\’?\m&n N S&y
Operate the capsule filling machine as per the current version of the By« PRRL
4 — ) N M
SOP. 1500 | 15 06 | Lalbghotmiqalin (o4
Collect the initially-filled capsules and check for appearance, group _ ; l
5 weight, weight veriation, lock length and disintegration time. ‘g O [\ H™ ' Mﬁﬂﬂ ?21 D ]3}
6 Get the setting certified from production executive and IPQA after : : -
compliance with the 'Filling parameters’.
- 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.
9 Check and record the weight of the filled capsules.

11.5 CAPSULE FILLING SPECIFICATION / PARAMETERS:

Freguency
- No. of Capsules to be
5. No Parameter Lirits checked from each side
Production IPQA
Red/Red ‘0" size GHPL printed on

Description both body and cap Hard gelatin .

1 capsule Filled with Pale Green 28 Every 30 min Every 1 hrs
1 colour granular powder.

Weight of empty

2 capsules(B) 95mg 20 Initial Initial
: ; 500 mg =+ 3.0%

5 Net fill weight (C) (Limit:485.000 mg to 515.000 mg) 20 Every 2hrs Every 4hrs

Weight of filled 595mg =+ 3.0% £ e
4 | capsuleA=B+C | (Limit: 577.150 mg to 612.850 mg) 20 Every 30 min | Every1hrs
- Weight-of 20 filled 11.900g + 3% 2
5 | Capsules(D)=20x A (Limit: 11.543 to 12.2579) 20 Every 30 min | Every 1 hrs

. . i +5% of average weight
6 Uniformity of weight (565.250mg to 624.750mg) 20 Every 2hrs Every 4hrs
5 21.40mm= 0.4mm

Z Locking length (Limit:21.00mm — 21.80mm) 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:

qu/mm

Designation QA Exgcutive / Producti?n Head / QA H_ead ¥

Designee Designee Designee T
Signature }‘\@\ \\, 2N \_Lf_\—)-
with Date ¥ 9 )2\0 D\k?

NTROLLED COPY
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Safetab Life Science

BATCH MANUFACTURING RECORD

Page No.: 28 0f 57
Brand Name | RICHFER CAPSULES :’O oduet ID 1047 Batch Size 4,50,000 Capsules
T Carbonyl Iron, Mitamins, Zinc'and R R Ry y Jaoteoe, | SUpersedes . '35/R0
Generi¢Names| 270 EORARET MEC NO: ST/MFC/1857RI: |- SPSrse ST/MFC/135/
i 10— GD211131 Mfg.Date: 11/2021 Exp. Do 10/2024

11.5.1 MACHINE SETTING FOR FILLING:

S.No. Weight Ofirr”::;d capsules | Weight of iimﬁ;:(i;y capsules Net weight in mg Liock: Length in mim
| 1 52\ b heih b
2 5E8 99 L99 201 2R
. = 5 L9 ol-y2
- B0 32 Lab 2137
i 598 al HO2 21-30
4 toy a9 hOh 2\-0.9
d bob il K09 Doy
8 Lor Q8 Ko 5125
2 R4 a6 Lag oyl
s o2 A4 KOk pALR
i1 gqg 9'7 Nel) 2\~ 20
12 s Qe boO LEEYVY s
i =i 9k L g 2035
1a B 35 LS e 24\-26
s beO S No)2! 2)-y]
16 b6& - N0 D137
B 554 56 Lo 2120
i SE5) GL haob 225
19 595 9 HO2- 212y
30 599 3 50| 2118
Parameters Instrument used Observation Limits
Red/Red ‘0" size GHPL prmted on both
Visual b d d Hard gel le Filled
Cemplie
Group weight of 20 : 11.900 3%
capsules Balance \\+Gne % (Limit: 11.543ggito 12.257g)
i 595 + 3.0%
i Baince hab A (Limit: 577150 s r%g to 612.850 mg)
Lock Length Vernier 2\~ 232 mm (Umitzé.fgr(;)r:wnfnt O;?gz)mm)
Uniformity of mass Balance ﬁ\% — — EO ﬁ\m,%/ 4 (5655 ?sginagvigags 4W;S‘%$g)
Disintegration Time Disintegration Tester ®) \l mu’uﬁ” }4[: %?’L

NMT 30 minutes in 37°C + 2°C

M/C set up checked by (Productton) H SBVDate |S) l\ 2 13/\

. C)llt}[DJ

M/C set up and initial setting capsule destruction checked by IPQA:Sign : (“& Date@.ﬂ ‘ ‘1.2 ’D_\

'm,;m ot
U’VLV' 2~ 2l }

G

Prepared by Checked by: Approved by:
Dedsraton | P See /[ o fesd]
. ' - ; copv}
Signature G? W\q} ] NTP.O LL ng_ﬁ e
“ ) G e
with Date N k\




Safetab Life Science | ED AARY
BATCH MANUFACTURING RECORD “PageNor
Brand Name | RICHFER CAPSULES ;;"F'"c* 8 1047 Batch Size 4,50,000 Capsules
s i .| Carbony! l‘ro_r},m\ﬁ/@taymjns Zinc.and, e . T ,Supe.rsggdes«.mi,_*.,3
s Generic Name:| (ABOM ot tamins, sl MFC NO: ST/MFC/135/R1 | FhReree ST/MFC/135/R0
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024

11.6 IN-PROCESS CHECKS BY PRODUCTION (EVERY 30 MINUTES)

![; HEG Capsuiss Size: ‘0 "Color: Cap: Red, 3ody: 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:577.150mg ~ 612.850mg by
Lock Length: 21.40mm+ 0.4mm Limit: 21.00mm to 21.80mm Praducton
Appearance * Weight ofg20 @PSin | Average weight in mg | Lock Length in mm
oo\l | wiom | femplie) | [-9bo Fo& o\ b M-8
: | =IOV Ql‘—e\xpod ab\bon! do\biip Ao e T ot
bl |16 0p ¢ owp\x‘ A )\ Loo 2\2y M-
2 lolo3] \&' 50 | Compl i | 11-Yer] 20N o\:22 M-§
o \tolo} 11! 2D [ omPliey | \p .02y bo! 2yt e &
olob) 1% o7 [ e\ [\ 400 rerh 21,20 M &
eololo) [\ &r2g [ Compll) | V1 487 _»99 2198 M &
ek \ato | Cempl™W | 1o ouo_ Lo 2127 N8
—vedhfoad | ak (9120 o odleo Aot Dinnw Fteafit
wlplo) 20100 Cﬁmn‘l\l/) 12 012 boo 21- 2K H*E“}"
c2lolp) 1502 50 | Lempller | 11.9u) RO 21y My
D2 \eloyf21 1 20 C@w\p)a\m 12004 bo) 21-3) M-Sy
ol {9210 | (Amplis 1. 994 5L, 0] 2¢ A
D2h)l:) 22141 Corplic, 194y Loz 2 .%o s
A Loy 123110 /I)Mp':'M [9\005 boo 2] %5 (2
02l {ozise | Lopzpiion | [y, £q 7 91%0 (7
—— mk Adbgrey o+ 00le 0 poite] due 1o Do hrears
g'izh, 002, &)MPHM 1942 2G4 Dlos /)
o8l | 00 <o /lm?DIL'M 19,622 Dol 21 o L
DAy 10120 | i e £91 2 1%4 z:
v, (01100 | (ongpling [1.a88 949 2/ 2, (7
o)ty | g2 120 | (ormplio) [laor S 2].%q 2
Oty {02150 | (amplios (1 9t, 491 2529 r
OStey, {07 20 /pzwp//”/m 1200 boo 212 '/,)
Wb o250 | Lomgprion. | 119243 79t 21.29 2
E——thle  Abpter ot Moo h gullo 2luoi T boson]
Uin | Al 3n Lo)plisy N ane LRZM Q1.3h i
* If appearance are satisfactory document as complies. .
Prepared by: Checked by: Approved by: !
Designation QADE:S?;::::e / Pro:;;c;:gnn::ad / %/; :::ge/ i ”

_ < S CONTROLLED COPY 5:
Signature 5 A .’_-_,,_____,_ T . '
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BATCH MANUFACTURING RECORD ‘Page No.: 300f 57
Brand Name | RICHFER CAPSULES S 1047 Batch Size 4,50,000 Capsules
e .| Carbonyl Iron, Vitamins, Zincand .. S h et oo |. Supersedes b o I
Generic-Name: Abeaitnks capsuies MFC:NO: STMFE/135/R1 MEC No: “=ST/MFC/135/RC
Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.6A 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 ¥
Average Weight: 595 mg + 3 % Limit:577.150mg ~ 612.850mg :4
Lock Length: 21.40mm+ 0.4mm Limit: 21.C0mm to 21.80mm Production
Appearance* Weight.of 20 caps ing | Average weightinmg | Lock Length in mm
Ol Ol'so (bmplis, ,L Apn DXl Q)26 2 .
ool 10800 | (owplies |2.007% bod DINPS 7 ‘
Ml Ampped of 00T (ke Ko [Qill, [sroplapenn
I
~

o~ LI /
\ / o3¢ ) 72)’11
-
* If appearance are satisfactory document as complies.
Prepared by: Checked by: Approved by:
Desighation QA Executive / Production Head / QA Head /
Designee ~Designee Designee J"—fﬂa&&’-‘--‘
Signature W @l Ao \%\ W CONTROLLED COPY |
With Date ¥V : =y S
£ 102 1 “k\ QQP

PR Ry

|
1



Safetab Life Science

BATCH MANUFACTURING RECORD “Page N¢ 31 6F57
Brand Name | RICHFER CAPSULES L 1047 Batch Size 4,50,000 Capsules
Generic Name:| SoreolLiron, Vitamins, Zneapd. — [.mrcNo: | ST/MRE/IS/RI Tipersedet | - ST/MFC/135/R0
| Batch Mo GD211131 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 43 % Limit: 11.543 gm to 12.257gm by
Average Weight: 595 mg + 3 % Limit:577.150mg - 612.850mg
Lock Length: 21.40mm+ 0.4mm Limit: 21.00mm to 21.80mm IPQA
Appearance* | Weight of 20 caps in g | Average weightinmg | Lock Length in mm
02(b2 |21 A5 [Come)in 19 . 01b boo 21.04 Y
——m1e SvopPal b tboot th Jo A kilea Yo rootld o
eZ®thith. 9 0 {Comeliy] Ay-S0 598 .. 0\, 20 Q\r‘l
[vz]l’) 1. 30 nwmel 1oy 1\, K5 BYSES 9w 5. A R &Y
218 2 Comelto b 12 -1 Ao ) 215~ Y
— L ol Yppodlal \Sete b deoo Qo oo braotle o
1\,12b1ao'\0 Cowmene S| 1\ b2 Tt 2y 1% Y
bolithylor.06 Lomenes| A2 041 bot_ 2). 2o G
ool el 02225 lGegnplish]  11-984b e 9 921, I e/
oot 92 05 comdpl (202 S bo 2 03 b
M | ¢poppbd. b ooloo® ootid Jaul- o4l Broal
3oty ooty [ Cowplid  12pe 9 oo 2.2 ] A,
o3luhlo /%o | (omuy  M.Tbs | 593 5109 |4
o3h2lejo 2,20 ey iy 12,043 L2 21% | A4
pxluhlo2! 3ol  troof boo 2.5 |#8.
M bepedd o o tbo db aiplih e ddeh Bk
o3 12ld okt zo |Conw sl 11 e 8 5aL 228 [
A (. ¢pePml Cd ©ogleg e o |Bedeh . Conpld e
7 \
~
P o312 e
e

* If appearance are satisfactory document as complies.

el

» Prepared by: Checked by: Approved by:
Besignatist QA Exgcutlve / Productifm Head / QA Head /
__Designee __ Designee Designee i
Signature A CONTROLLED COPY
with Date ; / R\Q Q?“’\\A
au 18 (i Q 8




------

Safetab Life Science

‘320f 57

BATCH MANUFACTURING RECORD |"Page No.:
Brand Name | RICHFER CAPSULES ﬁ??“d A 1047 Batch Size 4,50,000 Capsules
. . sl Cerbonyl Iron, Vitamins, Zincangd, ., | rmptiihag ] ‘Supersedes. .. .|. : —
Generic Name: “Antioxidants capsules MFC NO: ST/MFC/135/R1 MEC No- ST/MFC/1357R0
ll.iA 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 b
Average Weight: 595 mg +3 % Limit:577.150mg - 612.850mg 4
Lock Length: 21.40mm+ 0.4mm Limit: 21.00mm to 21.80mm IPQA
Appearance* | Weight of 20 caps in g Average weight'in mg | Lock Length in mm
\\
N
e
=k
o~ g sl o a
e OB 2
e

* If appearance are satisfactory document as complies.

Prepared by:

Checked by:

Approved by:

CONTROLLED COPY

e

Designation QA Exc?cutive / Produdi?n Head / QA fjlead /
Designee ~Resignee Designee
Signature W @Q 5 05 & »
9
with Date k\ ‘@:\
ngfléf bt ! e




Safetab Life Science

BATCH MANUFACTURING RECORD  Fpagewos |33 of 57

Brand Name | RICHFER CAPSULES :fg:’““ o 1047 Batch Size 4,50,000 Capsules
Generic Name:! figﬁ)‘;’g’;,ﬁ;‘s”‘c a\;;tar:sms, fincend, MEC NO: -+~ ST/MFC/135/R1 + "ﬁ‘;”ceﬁedes- - | sTMrc/i3smo
-| Batch No.: GD211131 Mfg.Date: - 11/2021 Exp.Date: 10/2024
11.8 TN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
Dateog\\g’!g} ‘l’:me\6 . Us"‘)_
ight gf 20 capsules : \\~ 0\ \_,\ D - K ] Average weight of capsulg 8 Rb\ X \“"—g\
A A B c A
1 | pab ‘ﬁ Ho b s | B8k |96 | Bco
2 RBR | o (Ral > | bo2 | 49 |KOb
3 b [ o6 woo | w | w94 | 97 |hGT
4 b2 | 88 | ROk i3 boO | 8 |HhU2
s |7 199 e’ | = | wabl 46 |BTO
6 | Wa> | o0 [hab| 33 0 | 49 | lial
7 | wax 98 lyas| = Isal | il bqhl

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

Min. fill weight 0:,.\:!9\,1... g..@&t:\ﬁﬁ/o
Max. fill weight 0. 5&1—;9 (0\“U&0%

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

Disintegration Time : O\ \18 L\ Ll‘ /%Qfl_ (Limit: NMT 30 minutes at 370C + 20C)

Checked by: ..R\ ........ {Production)

Date..ggf.\lﬁr\l\ Time:. \-\ B\ O

Wexght of 20 capsules : AL s 2 9( | Average weight of capsule :

A c & A 8 B c

1 ke (148 [haa| 8 |s8K | AT 99 | oo
2 | 8L |ab |Gool 9 [gen [Q8 |k | 18 | &K | 97 | HaR
3 | 582 | a9 [ HaY] 10 w0 [ 6 [bay | v [Lo0 | 98 | hod
s | w9 | 97 [gep | 1 [boy | 96 | Bopr| 18 | 605 | 96 | BOT
5 | 598 | 98 [poo | 22 | Wa§ | Sy lwo) | 19 | 600 | 95 |50
s 6o | 96 [ho] | 13 [toR | 9@ [woy| 20 [ 03| 17 [KO6
7 boi a9 1 HoD 14 e

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 O 2. HIH. 6. QR.:60%
max. it weight 0. 207 ¢ \012U0 %

Average fill weight of 20 Capsules@.ﬁ.m.g

Y
Disintegration Time : ()W UYLy LY A& (Limit: NMT 30 minutes at 379C + 20C)
Checked bY: weesccs: t:\.:.%....(Production)
Prepared by: Checked by: Approved by:
Desigiatith QA Exgcut(ve Y Productl'on Head / QA Head /
Designee Designee Designee C 0 NT R O LLED C O P Y g

Signature M\f @ W %_/ -;L,\
; ¢ o¥
with Date ﬂ{ /nv / .’,‘7’! Q)(\ 0\)&@\




Safetab Life Science

BATCH MANUFACTURING RECORD || PageNo: ——{3aofs7 .
Brand Name | RICHFER CAPSULES e 1047 | Batch Size 4,50,000 Capsules
GenaritName: ﬁi;’f)‘;’l‘g’;igla‘égjg‘s'm Zincand. . | lureino: ST/MFC/135/R1. |-SHPErSedes. | «gi7irc/135/R0
" -| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.8A IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
Date:..Q.Qr..\\?.’.Xg'\ T.me....%Q.}.;?.}C
Weight of 20 capsules : I\ abo ¥ | Average weight of capsule : D A K {0
A B c B A B c | 1 a B c
1 |lgab 197 a8 | &8 [sap |l grihad) 15 | R8T | 97 |HOO
2 | ggo (06 (UG | 9 |may| o8 |bab | 18 | bo3 | 98 | BOK
3 ko) |99 [ e | 0 o[ a9 won | w7 | 549 | 56 | so)
4 bo2 |99 lgom| 1t 1597 | Q7 ivoo | 18 a9 |Ha&
8 St il Ral s HoO 12 =7 | Qb | ol 19 502
s | vk [qb [ neS] 13 [ 595 [ 68 1,6 20 X | 499
: bz | 9o [polh] »# [WB | 95 [ nobl e
A : Weightof filled capsule, B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Min, fill weight o)—toljo §.2%:2C%
max. fill weight 9205 g  MOLOR.%
Average fill weight of 20 Capsuies:.Q.f..ﬁQQc

Disintegration Time : Q' YY\,C\YIA 2b &

(Limit: NMT 30 minutes at 37°C + 20C)

Checked by: \-\»CC‘E .......... (Production)
Date:..O.z.I.lQJ.?{\ Time:..Q—.?..LS.Q..
Weight of 20 capsules : ' ‘,, BHA oM | Average weight of capsuie : 6\ ﬁ?
A B g A B &
1 £ an ar | 5o boo | 47 | %oq
2 2 a0 | hus pos= | &y | Koo’
3 | boo af | &y | 10 ki | a1 | Lo
4 Ao AL | Sog | 11 boo | 08 | 5vq
s | Ay | a1 | Abs] 12 | bag| % | dey
6 1408 | 99 |dvp | 138 4463 |1 | 6w
7 o | %9 {2 14 bor_ | 9N Lo
A : Weight of filled capsule, B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mq)

Min. fill weight O*J'/qrgqafﬁ‘%
CD..Q:.ﬁ.%....%
Average fill weight of 20 Capsulesf?..t.ﬁ\.o.l......g

Max. fill weigh'()..S?.Q.b.... g

(Limit: NMT 30 minutes at 37°C + 2°C)

Disintegration Time : AM PRoY
o¢

Checked by: vvinveceans WA | — (Production)
Prepared by: Checked by: Approved by: 1
Besigration QA Ex§cunve / Productpn Head / QA Head / |
Designee Designee Designee T ‘
e X TCONTROLLED copry i
with Date : x\by Neadl - ===
L {3 [0 d { 9 QQ‘ |




Safetab Life Science ol
% E
BATCH MANUFACTURING RECORD | Page No.: ‘35057
Brand Name | RICHFER CAPSULES :’::’“Ct H 1047 Batch Size 4,50,000 Capsules
societ Carbonyl Imnky|tamnns Zinc and ey o . S Supersedes | PR
Generic:Name: Antxox«dants capsules MFCNO: ST/MFC/IS5/RL MEC No: ST/MFC/135/R0O
-1 Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.gh IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
Date:..(’).(.g.h.l.]l.\. Time:..QQ.‘:z.Q..‘ )
Weight of 20 capsules : . S%hn ‘ | Average weight of capsule 6\9 i
: A B c [ m B c B A B ¢ |
L [ ®on | 0L [ Bov| s [Hon [Ga [Rag | 15 | hex | a8 | o5 |
i
: 599 an | Bor o /:)on 7 | Sos| 6 | ho) 49 | S0
3 1693 | 91 lovo | 10 | hpp | A8 [y | 7 | By | an | fan
s 159 1 a3 [l&K | 11 [gqe | 95 [ fag 01 |
5 15691 | 91 | Sve | 12 | pa1| 47 | Svo has |
s | b |9 [ Aay | 13 T4 [0 [ Cof | 502
7| fey 95 1oy | 12 | hsy | a1 | o | B
A : Weight of filled capstule, B: weight of empty capsule, C: Fill weight =+ 5% of average weight (565.250mg to 624.750mg) l

Min. fill weight OudL @b, 0.9%a1....%
Max. fill weight £2..305.. g LDD'YC,%

Average fill weight of 20 Capsules:.£0.:S01). g

Disintegration Time 2

OLimin 19,

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

Checked by: vcvieveaenaee ﬁ ..... (Production)

Date:.o.g.].m}z.\ Time:. D240,
Weight of 20 capsules : [.q85
A B C B &

1 | AGg | 49 | Aoy , ) pax
2 a6 Gé €00 S 549 | 46 | Bvy | 16 éoo Q8 | By
> 196 199 | fien | w0 [543 1 a0 [hoe | v [ 4ap | 99 | Lo
4 ‘(50 a5 507 11 ’)'\c(ﬁ a3 | %o\ 18 5\C(Q| s o6
5 1568 | 4% oo | 12 | SN |48 | fas | 1 [ 99 | 97 A%
6 | pox 1 a7 hap | 13 |bor | 47 [Hos~| 20 | Aol | an o,
7 1 por | a8 [Gvy | 14 [ 999] gy o

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 thfg qc/*bo %
Max. fill weight .. 0.9 g

Average fill weight of 20 Cap‘sules:.&.t.mg...g

Disintegration Time :

OLimin $2(0¢

(Limit: NMT 30 minutes at 37°C + 20C)

Checked by: ueueen suonsssfonldiensars (Production)
Prepared by: Checked by: Approved by:
el I =l
i

. - {¢onTRoLED copy
Signature ™ e

. o N —s Mlz
with Date ; R 3 \s\\é\/\ s

— et 1‘ &



Safetab Life Science
BATCH MANUFACTURING RECORD L. TTPageNo: 1 36 0f 57
Brand Name | RICHFER CAPSULES f;;"f’"d s 1047 Batch Size 4,50,000 Capsules
o - .| Carbonyl Iron, Vitamins, Zincand ... y . e | SUpersedes ..l
“rGeéperic Name:| Antioxidants capsules MFC NO: ST/MFC/1357/RY MEC No- ST/MFC/135/RC
.| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.8C IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
174
Date:..D.&:‘h?r.\.’.'.l Time:..Ql:L.u.\Q.
Weight of 20 capsules : | \‘ 859 » | Average weight of capsule : RQ?

A B c B c

A -
A | On | han 8 Avo | AN 202 | 15 | K4% | A4 has

boo | % | Goa | o bo3 | Or | coc | 16 hor | 99 | e

564 95 | Lus 10 hoo A | Lor | 17 5a. | 95 | R4y

g | %3 [ oo | 11 | A9an 199 | hen 18 | As\ | 93 [ Do

6 1a) 1 heg | 12 [ 5e51ad | s\ | 19 | A9z 4 | A%

1
2
3
4
5
6
7

208 1 a7 |90 13 |59 |99 [ pan | 20 [ hol | 98 | Goz
599 [ %6 Jooy | 3 1 Ae3 197 [Ben [0 e aeeaE

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

A+ Weight of filled capsule, B: weight of emipty capsule, C: Fill weight

{0!00%
Average fill weight of 20 Capsules:.0:.500..q

Disintegration Time : A )\ /V);h »?(5 52
N

Max. fill weight ..£.50% g

(Limit: NMT 30 minutes at 37°C = 2°C)

Checked by; .icceeesasees A . .(Production)

Average weight of capsule :

A B © A B C
1 15
2 16
3 10 17
4 11 18
5 N
6 IS
7 14 )

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

A Weight of filled capsule, B: weight of empty capsule, CMM

Min. fill weight g %

Max. fill Weight s G et %

Average fill weight of 20 Capsules:.......c.ownecg ﬁm )); oy
7 -

Disintegration Time : (Limit: NMT 30 minutes at 37°\C'M§Q

=

Checked BY: vosresassae resamwnrnsmnsme {Production)

Prepared by:

Checked by:

Approved by:

Besigiation QA Exe_cutive / Productis:n Head / QA rfead /
Designee ~2esignee Designee
¥
Signature W @ \07\ %\ .
with Date X ﬁﬁ)‘% ON
04 gt 0 T e

TROLLED COPY

S S Y




Safetab Life Science 1 C 0
N W
BATCH MANUFACTURING RECORD |37 of 57
Brand Name | RICHFER CAPSULES ﬁ':f’“"t o 1047 Batch Size 4,50,000 Capsules
5 Lo | Carbonyl Tron, Vitamins, Zincand  sabieee - omRnEG . | Supersedes . l.. oy T
Generic Name:| Sl L e MFE'NO: STIMEG35/RL" | gale s ST/MFC/135/R0
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.8D IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
Average weight of capsule :
A 3 C : B c
1 \
2 Y 5
3 N 10 17 ]
4 N\ 11 18
5 N 12 19
6 N 13 20
7 14 o

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

Min. fill weight s Guses

Max. fill WEIGhE e @

Average fill weight of 20 Capsules:....u s

Disintegration Time 2 \ (Lirnit: NMT 30 minutes at 379C = 2°C)

Checked by: .i.sissieen SRR T {Production)

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 Y%:
Max. fill weight .. B didasaeid %
Average fill weight of 20 CapsuleS:...couwiia

Disintegration Time :

(Limit: NMT 30 minutes at 37°C £ 2°C)

Checked BY! ..ciremmarimnasaecss{ Production)

‘40_?/ v/z,/

Prepared by:

Checked by:

Approved by:

M -
ONTROLLED copy
4

e

pesiaision QA Executive / Production Head / QA Head / =
Designee Designee Designee C

Signature \.y\ \‘ a

with Date &(@\7\ ﬁ‘g\& Q.\’.\\éé\‘)/\
Otyled/y1 éé 9 5

AT
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Safetab Life Science

BATCH MANUFACTURING RECORD 138 0f 57
Brand Name | RICHFER CAPSULES ﬁ':’_f'““t el 1047 Batch Size 4,50,000 Capsules
; .| Carbonyl Iron, Vitamins, Zincand, T 135 Supersedes,, :
Genexfc Nameyl SPL BIei s Bl 1o MEC NO: STIMFE/IBSIRE | wee Nos ST/MFC/135/R0
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.8E IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
Average weight of capsule :
k, A B c B A B C

1 N 15 4

2 \ 16 |

3 \ 10 7 |

4 h Y 11 8 |

5 ; ) \ 12 19

6 e 13 20 |

g 1 \ 14 :

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

................

Disintegration Time :

(Limit: NMT 30 minutes at 37°C % 2°C)

Checked DY: ioucvissusmsnsessnessas ..(Production) \\
Datet..ioreeecaciions
Weight of 20 capsules :
: A A B C
1
2
3
4 11 18
5 12
6 13 N\
7 14 \

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

+ 5% o%v\erage weight (565.250mg to 624.750mg)

Min. fill weight g Y%
Max. fill Weight ......coacer '« I Y%
Average fill weight of 20 Capsulesii..ccsieg

Disintegration Time :

Limit: NMT 30 minutes at 379C + 20}5\, A
( oX 712/2 i

Checked BY: ..cescsasnannesnsnesnsse (Production)

g

Prepared by: Checked by:

Approved by:

oesgration | Pemnel | e e iy

. DE esignee s -
Signature N’ A : O,[\J_T —Flr—).(;!: ( D C 0 P Y ’l
with Date \ \Q’\\) ST e A TR aente £




Safetab Life Science

BATCH MANUFACTURING RECORD “IpageNo: 1390f57"
Brand Name | RICHFER CAPSULES :;’:f’”d i 1047 Batch Size 4,50,000 Capsules
i . i aivhCarbonyl Iron, Vitamins, Zincgpd, ... e ; Supersedes.. ... |. v ——
Generic Namg- Antioxidants capsiles MFC NO: ST/MFC/135/R1 MEC Nos ST/MFC/T35/R0O:
‘| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.gF IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY FRODUCTION:
Dé(e: ................. T erareineannncen
Weig\gof 20 capsules : Average weight of capsule ;
XA B ¢ A B c f A B €
1 \ 8
2 e 5
3 10 17
4 N 11 18
5 12 ; 19
6 ‘ ) 13 § 20
7 \ 14 ! -
A : Weight of filled capsule, B: »wei‘gh_t}{mpty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Min. fill weight  ceomneeenins Guiesiemisissisissnsn O
Max: S Welght commmans 87 semimssmpond
Average fill weight of 20 Capsules:.......occeeeernrnes
Disintegration Time : \ {Litnit: NMT 30 minutes at 379C + 20C)
Checlked BY: ceanvocssasanrsvssassanss (Production) \
l Average \eight of capsule :
A B c A B C

1

2 9

3 10

4 it

5 12

6 13

7 14

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

Min. fill weight 5 g ]

Max. fill weight ... g %

Average fill weight of 20 Capsules:.......u.uaiss g A// 2 ));/7,
t

Disintegration Time : (Limit: NMT 30 minutes at 37°C + 2°C)
”’l",\\

Checked BY: wissisnssissiinnsicass (Production)

Prepared by: Checked by: Approved by:
Destriatin QA Exgcutwe / Productrf)n Head / QA P‘Iead £
Designee Designee Designee

Signatur \ : . 1
e | Mder | Q| Nerlcoimoittogory)




Safetab Life Science

&

BATCH MANUFACTURING RECORD |  {-PageNor — [@0of57
Brand Name | RICHFER CAPSULES f‘;"f’““t n 1047 Batch Size 4,50,000 Capsules
H .|.Carbony! Tron, Vitamins, Zinc and v . ommcrmreiasird sssupersedes s i,
Generic Namet oD L e MFC NO: STIMFC/135/RE [ e s ST/MEC/135/R0O
Batch No.: GD211131 Mfg.Date: |  11/2021 Exp.Date: 10/2024

11.§G IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:

Weighs of 20 capsules :
N

Y
N 16
10 17
11 18

L 12 19
B 13 20

14

SNloajurEd s

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

Min. fill weight

Disintegration. Time : {Limit: NMT 30 minutes gt 37°C £ 20C)

1
2
3
4 11
5 12
6 3
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 . oot soness D
Max. fill weight ..ccvavanen g %
Average fill weight of 20 Capsules:...camsio g
Disintegration Time : : (Limit: NMT 30 minutes at 37°C+ 2°C }
) Ak Aoshon,
Checked BY: wurvessnsasmannaass (Production)
Prepared by: Checked by: Approved by:
el B = — a
_D e ;
> 2 GONTROLLED COPY §
Signature n—\' ! = :
with Date b Q’\\Q \,\é‘/\
Dlrfogtd ] o




Safetab Life Science

i

BATCH MANUFACTURING RECORD “Page No.: 41 0v57
Brand Name | RICHFER CAPSULES ey - 1047 Batch Size 4,50,000 Capsules
: e Carbonyl Iron, Vitamins, Zing and . Supersedes. | .crure
Gene¥eaName:| oL Dl s ules MFONO: ST/MEC/135/RT | e Nev ST/MEE/135/R0O
- Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.6 IN-PROCESS CHECKS FREQUENCY: EVERY 4 HOUR BY IPQA:
DateQQ.\.\Q\\..?: \ Times LLLIS
Weight of 20 capsules AN R22 D | Average weight of capsule : §O\¥ )
R B € A B c ¢ A B c
1 SR g (=04 boo las | SO | 35 bo | Qi 50
2 |sab ab isoo 9 LWot ey |sos 6 L9 | |k S0
3_Ilse9 o Sot 10 |lsgp |y |soO3 7 sop |«at  1So%
‘ Ixgae |ab isez | 11 Ixgg aL oo 8§ <99 |9 s
5 lea R 1 AT S0 12 |so law ljgon | ¥® |sgs |36 ASQ
i e
5 Isq<s | ay sl 13 |sox iab |agg 20 |san |9 |49q
7 _ls9ob gy fepvo | 1 |sab 194 402 e e
A : Weight of filled capsule, B: weight of empty capsule, C: Fiil weight + 5% of average weight (565.250mg to 624.750mg)

Max, fill weightﬁiﬁ...‘.u... g

Averade fill weight of 20 Capsules: $.8.2.....9

) QQ.;..%"/O

~
Disintegration Time:: O 4 [ 1% %0

2f ae C

(Limit: NMT 30 minutes at 37°C + 20C)

S
Checked BY: e (/Y .......... (IPQA)

D ate;Q?:..l.].?;.l.?’

' Time2Q.Q0

.................

1 Avera

Weight of 20 capsules 1\ 1 s 32 5 ge weightof capsule : S ™

= A B £ | A 8 C 1 a B ¢
1 | S99 [a% |soa Ay |ay [Son | 15 Isal 19T ol
2 | sax |94 |[se) s |sab (a5 |so | 16 |say |y |acg
3 | 594 |as |sol 10 |sar |9t |aso | 7 [sca lab  lzag
i _|rag |gb |co3 1 ok las |set | 18 |to) [Se |t
5 |sqs Q< |gvo| 12 oy |9a |sof 19 |bso |9 |Seq
6 |sgs |96 |lass | 13 lskgb |9b oo | 20 |hoo |AS |SOf
7 st |9y |so) “_|xg2-los |ae4y

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 DS T gt 2%

Max. fill weight ..§x2 1. ¢

102 39.%

Average fill weight of 20 ‘Capsules:..ﬁ‘.?..?ﬁ....g

Disintegration Time : @4 ~y ‘V\. 2 deC_

{Limit: NMT 30 minutes at 37°C + 2°C)

.:(IPQA)

Prepared by: Checked by: Approved by:
y 5 QA Executive / Production Head / QA Head /
Designation
gnad Designee Designee Designee C 0 NTR O L L E. D C O P Y
Signature dy\”:\ I T
with Date QK\ N
3T BN '1




Safetab Life Science

%
R

BATCH MANUFACTURING RECORD L o

| Page Noi.mime

L A2CEST o

Brand Name | RICHFER CAPSULES LA 1047 Batch Size 4,50,000 Capsules
GenericNames gﬁ;&iﬂ‘gggggﬁg"s Lgrand MECNO: = | ST/MFC/tasRY| Subersedes - ST/MFE/L35/RO -
| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
i & | .§A IN-PROCESS CHECKS FREQUENCY: EVERY 4 HOUR BY IPQA:
Date:.@.%.l..‘...?’.., 2 ' Txmecjcv‘.l..‘)/ ,
Weight of 20 capsules: 1. Qb bkt & [ Average weight of capsule : b )% W\
3 A | B & A B c |2 A B C
1 | sa9 | ab |Geg’ 5% | 51493 bel | b | 9o5
2 g% “s 1 voo _;CH) ub | Kov 16 Gc?fg (‘,”I') l
v [ i N lan -
5 9938 ol 1902 ] 10 [ bo)l | S | Y06 U7 Hhat | gk | Gpo
s 15, | ablgool u |eaa]ablgog] 18 [60D] 97 | 5e3
5 595 | 97 | LhaX¥| 1 |vAaS]| 49 |soo | 19 545 | At | 500
e LS 1ab 1Lkl 138 | BAK] G Cleox] 20 { B¢ 9b [WAg
7 o, & U 1 ho ™ 14 bo 2 (N S’O/b o T e
A+ Weight of filled capsule; B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

2] Vo )
min. fill weight O Hcl% §:.

Max. fill waght&.:.ﬁ&?&g' '007(]%

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

S

- o
Disintegration Time : & A Wwvv

(Limit: NMT 30 minutes at 37°C = 2°C)

E -
Checked BY: .cufmodtoiam(IPQA)

Date:.gz.l.!.s?:;..’ 2 | Time: C/l’t,:'.f

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

Weight of 20 capsules : \ 1. %7120 %5 9 | Average weight of capstle :
A B C A B C
1 |gax |95 | Yoo o | 95 =
2 |%9g2 1Al | D> [ Lk Ly 96
3 | hayl gl [a¥l 10 1567 | db 1157
+ 527 10% |vea | u [5a3[ G5 o)
s [ sa>|ak [habl 2 | 64919k ‘
6 |56495 | 48 |%ev| 1B 1594190
7 1692 db luanl # [ w9R] 4]

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

‘ L ¥ G e
s, s it © o6, 5. A2 L
Max. fill weightf?..;.»g?j g (06“20%

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

Disintegration Time ¢ (L \wy\9 25 St

(Limit: NMT 30 minutes at 37°C+ 2°C)

ﬁ%/ o
Checked BY: cuernkosieetiidesie-(IPQA)

ey

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

Di t

e Designee Designee Designee PR IR |

: x FONTROLLED COPY |
Signature M\ﬁ @ \Q'y\ ‘%‘ \1\)\
with Date T “ '

FaTIN WY L Q\;\\&/




Safetab Life Science
E| e ——————
BATCH MANUFACTURING RECORD .| Page No.: 43 of 57
Brand Name | RICHFER CAPSULES S 1047 Batch Size 4,50,000 Capsules
i D | Carbonyl Iron,.Vitamins, Zinc and .. . e Supersedes. vl eroniee
e Eeéheric Name: Antioxidants capsules MFC NO: ST/MFC/135/RT MEC No: ST/MFC/135/R0
+ Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
11‘9mB IN-PROCESS CHECKS FREQUENCY: EVERY 4 HOUR BY IPQA:
Tiret . coeesnconuses
{ Average weight of capsule :
B c A B C i A B C
iS5
9 16
i0 17
11 18
12
13
14
A 1 Weight of filled capsule, B: weight\%mpty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Disintegration Time :

(Limit: NMT 30 minutes at 379C & 29C)

Checked by: wsewia T {IPQA)
|3 12} S - TG s sansavonaninge \
Weight of 20 capsules : l Average weight\s( capsule

A B C A B

1

2

3 10
4 34
5 12
6 13
g i4

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

IL\

Min. fill weight i, G %
Max. fill WEIGhE .oeucermeeen - K7 \/G
Average fill weight of 20 Capsules: ... g
Disintegration Time : (Limit: NMT 30 minutes at 37°C £ 2°C)
Checked BY: icuoiowinamemasseas (IPQA)-

Prepared by: Checked by: Approved by:
Desigsation QADExe'cutwe / Product:f:n Head / QA l-.iead 4 _

esignee Qesqgnee \q Designee l on J T n 0 L L E. D C O P Y p
Signature X e e —
wi%h Date @A k\{f’ Q\\.\\&XM -
Qlyiod St 0 )
T

|
!
|




RSN 2

A : Weight of filled capsule, BM{{M of empty capsule, C: Fill weight

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

_ Min. fill weight

Disintegration Time :

(Limit: NMT 30 minutes at 37°C £ 2°C)

Checked by: ivseiss Ruaxve i e (1PQA)
Dater. cocvsnncisaiiin: TANC Sucsssnsuinis _ \
Weight of 20 capsules : l Avera ;e\wei’ght of capsule ¢
i A B g A B “ 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 ( S.ZSOm%;/oi%f[SOmg)
7 77

Safetab Life Science
BATCH MANUFACTURING RECORD Pége No.: 44 of 57
Brand Name | RICHFER CAPSULES ,’:‘:f’“d D 1047 Batch Size 4,50,000 Capsules
s T . Ca_r}:_,gq;\,{}, Iron, Vitamins, Zinc and odda n : G | Supersedes [ P ; o .
Generic Names| (2BREeiolr - 2 MEC NO: STMFCA35/RL | it Nos ST/MFC/135/R0
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.9C IN-PROCESS CHECKS FREQUENCY: EVERY 4 HOUR BY IPQA:
Average weight of capsuie :
A B (i : A B C
9 16
10 17
11 18
12
13
\ 14

" i
Min. fill weight g % 23] 1 7
Max. fill WEIGHE ..ouvscemsanees > [ % Q %
Average fill weight of 20 Capsulesi. e g a PV
Disintegration Time : (Limit: NMT 30 minutes at 379C  2°C) /
Checked bY: cvseraniasaces cxnvewsnnsal EPQRA)
Prepared by: Checked by: Approved by: .3

Designation QADE::GI;Z‘: / Pmdg‘;t;g”n::ad / %Ae ;{;::e/ ’rww:w-—_m-

: 7 = L CONTROLLED COpY
Signature \dy\ “ &, ‘c\\/\ B,
with Date NV I

pe ol | 0% S\ |




S s N

Safetab Life Science

BATCH MANUFACTURING RECORD Page No.: . —-450f57
Brand Name | RICHFER CAPSULES z‘:f'“d‘m 1047 Batch Size 4,50,000 Capsules
: ; | CarbopylIron, Vitamins, Zinc.and.. ; FE/135, Supersedes, :
Generic Name: Antioxidants capsules MFC NO: ST/MFE/135/R1 MFC No- ST/MFC/135/R0O
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.9D IN-PROCESS CHECKS FREQUENCY: EVERY 4 HOUR BY IPQA:
Average weight of capsule :
A B c : A B c
15
e 5 16
3 10 17
4 11 i8
5 12 19
6 - 13
> 14 ,
A : Weight of filled capsule,%ight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Min. fill weight

Max. fill wWeight e

g’: 7

Disintegration Time

(Limit: NMT 30 minutes at 379C £ 2°C)

Checked BY: cosmscasasmmarcsssanness (IPQA)

Weight of 20 capsules :
g
- A

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

Min. fill weight g. Yo
Max. fill weight ..cconne (+ SR>~ %
Average fill weight of 20 Capsules:...umuiies g
Disintegration Time : (Limit: NMT 30 minutes at 379C + 2°C})
Checked by: wiswvseassss susesnine (IPQA)
Prepared by: Checked by: Approved by:
el = -y
Signature W G% it WP L OLLLD COPY §
with Date /59 } )1 § ’(\Q Q\N'\\



Safetab Life Science BTEG 00
BATCH MANUFACTURING RECORD |eagetior——rtasorsr—
Brand Name | RICHFER CAPSULES :L‘ff“‘-t 1 1047 Batch Size 4,50,000 Capsules
|- Generic NarmegLarbonyL ToR, =TI, Zingand ... | MFC NOw S ST/MFC/L3S/RL | SERErSedes .. | ST/MFC/13E/RO"
-| Batch Nou: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
12.0 WEIGHING RECORD OF FILLED CAPSULES:
Cﬁ‘;t' v.?g%slft v;:ig_:it v;;{iztht Weié;yhed : Checked by | Cont. No v?g?gst?t \f;r:i;lt vygiegtht i Weit?yhed Ch%c;ed
in Kg in Kg in Kg in Kg in Kg inKg | ]
1R | vhe QTR [ 1akebn mGy 26 lLaxe| . x2 | lo2s | Pecsmcnd A
- \\‘ﬁ@ \QC\ c\‘-\g W\/\ L\*C’A’ =4 b A% b . %2 | g0 |Dechonamn| A
3 lawo2 [ \-80 [lo22 [1.Qk | M~ by 2 '\
a vt | %0 a2 | 1688 MG 2 |\
5 el (8o ool et MG 30 \
s |10 [ \-%0 [9:90 |}a Q% | M8 31 !
7 head | V%0 loe ha®sb (W% 32 \
s | 1oa| 190 [Avus labdd [MY 33
o lwat | 090 liolb heaQ@ | M- | 3 \
© {19 | 192199 Jla@e | M& | 35 \
1 Vo | Bo [69.4o {ucksiantal P s \
12 [\ | 160 |9. 50 Retogges | 4 37 \
13 |hoal Ffo |thig Dol 7 3 \
14 |lpoe| FSo |0 Phchoapan /7 s \
15 1)) 55| (B0 |95 Pac prer) s 40 \
15 1hug | (8o |104] | Dickncpal U 4
7 1gog | 1 fe  1D.52 [hdeyep VA e \
18 |y | yfo [teu3 [ducdcope) “ 43 Wy
19 |ligc | )80 |(b0S” Quchevgp) /7 44 N
2 has | 180 022 (Dol 4 gt
2 |95 | h8o (o605 ,@m%y,m,} A 46 %
2 | Ner | rBo [ 4% \Prdagpa 2 o \
2 g9 | 1% .09 useept| 7 - \4
2 Mg | io 009 Varigm | 2 = [ 14—
25 mhis [ dp Ch.co  |hC o A i P32 /by
, ¢ Total weight of Filled capsules: 24 y 34 kg
Intimate IPQA to draw the sample Sample withdrawn by IPQA.
Production SNt M. .Date: o3 [pden IPQA‘Sign:....ﬁfi\.l)ate:...32.5..[.‘[32.(Q’
Send Test request form for analysis of filled capsules to QC department.
Prepared by: Checked by: Approved by:
Pesiiyiation QA Exgcutive # P'roduct‘u')n Head / QA I—}ead /
Designee _Designee Designee
Signature . i) Y SJTONTROLLED COPY |
with Date / '%@ " j m gk\o S\‘\&M



Safetab Life Science
: i
BATCH MANUFACTURING RECORD _Page No.: 47 of 57
Brand Name | RICHFER CAPSULES i 1047 Batch Size 4,50,000 Capsules
- ;\,Carbpm(! Iron, V'tammswzemcand 5 FECNGs  SSRESTAM 2T /R Supersedes . ST/MEC/135/80 |
Generic Name.t Antioxidants capsules MFC:NO: BT/MFC/135/RL MFC No: / /1357
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
12.1 RECONCILIATION:
Average weight of capsule: 5 8%~ mg
" " 450000 No's
1.0 Theoretical weight of Filled capsules U" 9, O Kg
2.0 Actual weight of Filled capsules Q L Ji2o Kg L Yre No's
Kg B
il 0-6.0 No's
3.0 Capsule filing Loss (1 ) 2 Lo Uy o |
In-process samples e
A | IPQA Samples o 5 ) Kg 3 k5. No's
4.0
B | QC Samples 2o 5 Kg Fes No's
C | Velidation Samples o, Kg P No's
5.0 Total semples: (A + B + C) o. N 9 Kg (2 6o No's
4 Total: (5.0 +2.0) - K - .~ No's
6.0 otal: ( ) ""9'5_.07 Q! Yysysy
6.0
o/ Vipld = —— :
7.0 %o Yield T 100 %
Limit: NLT 97.00 % 3
(Limi o) 7 ()) -

Reconciliation done by Production sign/Date:...ﬁf..._f?.}..é.‘:fw...;‘—/

Checked by IPQA sign/Date'%e.—é&/.wa o}

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: Q,,ﬁJng Rejected materials shall be destroyed in the presence of QA

Done by Production sign/Date:....ﬁ.‘(....?.}.(..’?r.é‘.'. Checked By IPQA sign/Date@Q%,..l?J“?’m....

12.2 CAPSULES RELEASED FOR INSPECTION:

ne ?y\ 1212

1PQA Sign/Date CACDQ%DJDJ

Production Sign/Date

Q

c NTROLL{.BEOQY_@

1
i
|

Prepared by: Checked by: Approved by:
Besignation QA Exgcutuve 7 Productxgn Head / QA ﬁead ¢
. Designee Designee Designee
Hpetase W 6}% Aot L S
with Date 2 % %
(o B o Nl



Safetab Life Science

BATCH MANUFACTURING RECORD
Brand Name | RICHFER CAPSULES m’?“d n 1047 Batch Size 4,50,000 Capsules
b _| Carbonyl Iron, Vitamins.Zin¢.and EENO: s ” Supersedes . | - GFMEC/135/RO
GenerieName:| 7 vidants capsules MFGNO: T/MFC/135/R1 | MEE No: SFMFCE/135/R
J ‘Batch No.: GD211131 Mfg_Da{e; 11/2021 Exp_Date: 10/2024
13.0 CAPSULE INSPECTION:
13.1 LINE CLEARENCE CHECKS:
Observation
— Checks production | IPOA
Check whether empty containers; polythene bags and documents of previous batch/product are L
| ) L~
removed from the area.
2 Check whather the scrap from waste bin is removed and new polythene bag is put into it. =il 7~
3 Check the absence of tablets of previous batch/product in the container and surrounding area. - =l
4 Check the area (floor, wall, ceiling, door, windows) are clean. ’ L
= - - - o : oy - - =
5 Check whether the tube light fixture, supply grills, riser grills, filters and electrical fixtures are i -
clean.
5 Check whether the daily records are updated and signed. — -
Z Check the environmental condition 2nd record in BMR. L -
8 Check whether area and equipment status board is updated. ; \ )

Checked by (Production) sign/date:

Note: Tick mark (V) if Complies and (X) if Does not comply
\*’\*%?JOQ/\ w\)

.

Sexn

Verified by (IPQA) sign /dateﬁ{&g).s‘?;y}‘

Date: o |\ \24 Date: o3 (1 lwn
ENVIRONMENTAL CONDITIONS:
Observation Procuction Sign Observation Production Sign
Temperature: 23°C'to 27°C oy 2 C LS Q"g W P
Relative Humidity: il 3 o -
45% to 55 % w2/ My o/ P

13.2 APPROVAL FORINSPECTION:

Production Sign/Date:....ﬁég.L\ﬂ—.w*

1POA Sign./Datelx-op AN

S. No

Process Instructions

Carry out visual inspection of capsules on capsule manual inspection area.

2

Collect inspected capsules in containers lined with polythene bags. Weigh the containers and record the weight.

3

Intimate In-process Quality Assurance.

13.3 CAPSULES VISUAL INSPECTION RECORD:

Container No Time Total Quantity Capsule Inspection
bate From To Started Completed Rejected Done by/Date Checked by/Date
/‘ - :' -~ ‘
s 100y | O) o |UsiuE | tar.. boa.,  |Kelodipsy iy (W lplay
. { Pa A
03 ln-hev i L)1 ootix 0xl%o s 30 S T Y a1
A 2
s
7 "
©1/s2hoy
Prepared by: Checked by: Approved by:
Designation QA Exe:cutive / Productit_m Head / QA Head /
Designee Designee Designee S, i
Signature W @ \.}\’)3 \ Y JN_TROLLED corY ¥
Wikl Diate { Q 'Vi‘—.ﬁ. b TR s AL
Dudpgl) 9 SNl
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Safetab Life Science
BATCH MANUFACTURING RECORD | pagenor—"[@90r57
Brand Name | RICHFER CAPSULES z::f““ o 1047 Batch Size 4,50,000 Capsules
Generi¢ Name: ﬁilﬁ&?&’éﬁ@i’a’éﬁfg”g Zncand . | mpgtors | STMFGHBE/RY | Sapereedes ST/MFC/135/R0
" -| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
13.4 WEIGHING RECORD OF INSPECTED CAPSULES:
Cﬁ';t' \Sg%srft' vyTee‘:;:t ngEtht Weé_?;’e‘j Checked by | Cont. No vfrsgiggslft ;;;t wZZtht We;fyhed Chebc"edé
in Kg in Kg in Kg in Kg in Kg i Kg ¥
1 isateo et T xalowmi| W% | 26 | (rgo| [3o | fo.so] Sileed M
2 |115b{LE0  Igeth | belbine W e 27 a0 lso]| o8-20[C lav ] A
> oo (190 Jio20 felon | | = K
« heto (1% R0 Jhgloeb | wed | 2 |\
5 10 =80 oo Nalaiel| M- | 3 \
¢ [1 b8! 1-80 lo6R hoalbbnt [H -9~ | = \
7 e 150 10017 Peolion| MG | \
g 1ot | 0% AT falbin W0 33 \ Q;
5 [1:9n 8O o8 [ebamme® [ \
10 1] V&0 797 jalaiat M7 | 55 \
1 ||lus! 18 1096 [Alarse | D % \
12 Ufkn ‘ ’@‘6 0550 |Ulowiw /Y 37 \
13 bal 8o [loublClemd| 7 s A\ ?
14 hoz | 1£9 {1083 | Qo | 72 29 \
15 N1t | 140 legae | Ao | 2 40 \
% byl D (065 | Glondy i s e
7 <o ikgo lo-so!| Gilokby ot 42
B hop | RO | oebip ] Srlowby ‘/}v 43 \
19 |11 920 &2 [lo Dy |8 lamby 4 i \
20 ihay f1+fe (6.3) | Slamby | A4 o \
2 11)82| )& (Do | S larby Vs 45 \
2 |11.50 | | 90 |¢%.70 |5ewme | A sk \
2 |56 | f 8 [loph | ek | 2 a8 )
2 )44 | ) 8o 006 |djlamdb,. | 2 4 iy
25 |nfea | Ho 0A4s lAlorb] 22 50 22/ nboy
Total weight of Filled capsules: 24 2.6 4o kg
Prepared by: Checked by: Approved by:
Bechiiion QA Exgcutive / Productign Head / QA Head /
Designee Dgsignee Designee P S M=
Signature %\f @A Ao N = Lg;QNTROLLLQ coPY
with Date 19{6 !9,,, /0[ ( 0k\ﬁt W <



Safetab Life Science :
BATCH MANUFACTURING RECORD i..| PageNo.: 500f57
Brand Name | RICHFER CAPSULES e 1047 | Batch Size 4,50,000 Capsules
ke it | Carbony! Iron, Vitamins, Zinc.and. el i - i | Supersedes s ¢
~7Higeneric Name: Antioxidants capsules MFC NO: ST/MFC/135/R1 MEC No- ¢ . ST/MFC/135/R0
| Batch Nou: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
413.5 RECONCILIATION: (INSPECTION OF CAPSULES)
1.0 ﬁeoretical weight of capsules o T kg 450000 Neo's
2.0 Capsules transferred for Inspectior: 1 4oyr Do K YYqgio | No's
3.0 Rejected Capsules . by kg r oS No’s
4.0 Torzl'weight of good Capsules 2 b2 b kg ty Y 2 I Nos,
4.0
5.0 % Yield = Y x 100
%
(Limit- NLT 96.50%)* ks
*Tentative fimit

Checked by IPQA sign/DateC.(,QIleD:\?;

Done by Packing sign/Date: Acealahey

Rejected materials should be destroyed in the presence of QA.

Checked by IPQA sign/oatec.x...mzal\..\'}\?)\

14.0 RELEASE FOR PACKING:

temam

i~
BMR reviewed by IPQA Sign/Date \%2‘1&\&\
BMR Reléased for packing by QA Head Sign/Date: \S\\\V\W\
\Y
Prebared by: Checked by: Approved by:
Desigriation QA Exgcutwe / roductxfan Head / QA ﬂead 7 )
Designee Designee Designee 1PN

- x . I CONTROLLED COPY

ignature : s ﬁ43\*\,\ | R

; o — e e e s e
with Date mﬁd L” Q K\ \\\\?

{




Safetab Life Science
| BATCH MANUFACTURING RECORD Page No.: 510f57
Brand Name | RICHFER CAPSULES Rl 1047 Batch Size 4,50,000 Capsules
I hony Iron, Viamins, Zincand _alwpoNO: | STAMEG/ISS/R Supersedes L. orn e .
Garteric Namex| ol 0 e MFCNO: STAMEC/LSSRL | pics Mot ST/MFC/135/R0
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024

15.0 PROCESS HISTORY

’aﬁ/li—lzq

PNV

Prepared» by: Checked by: Approved by:
pesighatioh QA Ext?cutive / Productif)n Head / QA Head /
Designee Designee Designee —— - :
Signature %\uj‘ @ y\‘g V\%’ 9 CONTROLLED cony !:
with Date ' / O > e e i R <
Part SIAR ont N\



Safetab Life Science
BATCH MANUFACTURING RECORD | |PageNo: | 520f57
Brand Name | RICHFER CAPSULES gg"f"’c" L 1047 Batch Size 4,50,000 Capsules
e i | CarbonyLIron, Vitamins, Zincaod... . | p X et meaiaepy .| Supersedes.
R . | Generic Name: Antioxidants capsules MFC NO: ST/MFEf135/R1 MEC No: ST/MFC/135/R0
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
S v Checked by Reviewed by
16.0 Following the BMR records in zdditional attached. -
Production Head QA Head
1 Raw Materials dispensed labels e /
2 Granulation stage analytical report — -
3 Filled capsule analytical report v . e

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

A
This Batcl Manufacturing reviewed on ciate...’.}q.J.&).ﬁf.,

Production Head sign/date....d. 3]1&13\\
This Batch Manufacturing Record received, reviewed and batch is released for packing on dateﬁ.&\.‘..@..“.a)"
Reviewed by QA Head.wueere S’ QU
iewed by QA Hea ,-. .\%’l!\ AAAAA
Prepared by: Checked by: Approved by:
Besigration QA Exgcutxve ¥ Productl?n Head / QA Head /
_Designee Designee Designee

Signatu W ‘ ot .
i ot Mﬁ‘im (ol @9’&? &&\R‘?W\ L‘%‘
+ A



Safetab Life Science ||
BATCH MANUFACTURING RECORD Page No. | 53 of 57
Brand Name | RICHFER CAPSULES o W 1047 Batch Size 4,50,000 Capsules
Generic Name(RPORY! 0N, VItamInS, ZInCand.. cu MFCNO: i ST/MFC/LBS/RI | R StEndaSin: <.l sT/iFC/135/R0
| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
17.0 ABBREVIATIONS

S.No, | Zhort Abbreviation SN, | Short Abbreviation

1 pp | British Pharmacopeia 19 | ARR.No. | Analytical Report Number

P 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 | Expity 23 SOP | Standard Cperating Procedure

6 QA Quality Assurance 24 mm Millimeter

7 Kg | Kilogram : 25 NLT Not Less Than

8 g Gram i 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 3% Avg Average

14 B.No | Batch number 32 rpm 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:
vesgraton | ¥ ecitue | Fodadion e Tl -
o |t B Yoo [OPNIROLLED 0onY |
aloaly oK o




Safetab Life Sciewce

BATCH MANUFACTURING RECORD " | Page Noz: 54 of 57

Brand Name | RICHFER CAPSULES 'l;:')of{uct 1D 1047 Batch Size 4,50,000 Capsules

"y S Carbonyl Iren, VitamingsZinc and o s 5 Supersedes Sned
Generic Name: Antuoxldants capsules MFC NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0

.| Batch No.: GD211131 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 To be filled by IPQA

Quantity Sampled :.. ,g Q. @"ﬂb
Sampled by &\ on date(ﬁ{” r’}/

Date cf Mng))zc,Q/] Date of eXp tu.. \0)')43—11

Test Raquest for . 1. AN .. 17
} No. of containers  :...... 0 ..............

TRF raised by lﬂ 7 on-dee \0\\” M

v ! ) \ 9\

- Sample received by \M date:“...\..ﬁ. B\| £
To be filled by QC oy ' \ \ '
TRF received on 3?” “‘ Q‘/
Sample tested on 1.4, ‘ ¥ Af —*‘1 ofr
Test Results } Limits
% -~ J - | -~ (-‘ e % t

Fooh Loorq ol Grerded comteinsl—

/

A<Codl- ‘c_,CbQ(- IR ¢ -;L.g'm('j QR
=0 acoed | - L;'fefssn.Dmcg (""9'5’

\

o g = 1 mg (o,

C crslpe r\,
C«r'o"’&r\j\ vl — 10R WQ C’Cg" o )
o,

Q'**""”’J‘u‘rwy‘," T & 1 mm RV

=Nc N '
~ DI; RQ"]\} 'df' @Jp‘/ /

f\{?af W{W‘Cmq\ —_— P :LTG“" ‘29-&»/_/

Koyl Rehovenke s GV \¢ \‘ 1o b‘ PN Space for@ﬁﬁé‘ (§Fa§33|ng and Signing)

Analysed By : ‘k‘w on ;A."Iﬁ.a,...,...\.!‘ o7 ﬂ> \“\M
Date .. it
Pre’p’ared by: Checked by: Approved by:
Designation QA Ekgcutive / Pro‘ductif)n Head / QA Head /
Designee Designee Designee

~ P g
Signature A\ ! b NTF(OLLE ") rf\ \’
with Date @@ P (@i A} -( @Q gﬁ . W\/\ T
<8




Safetab Life Science

BATCH MANUFACTURING RECORD . ‘T'pageNoE =20 -7
Brand Name | RICHFER CAPSULES fo’“"t m 1047 Batch Size 4,50,000 Capsules
e e | Carbonyl Tron, Vitamins, Zincend, . .| i Supersedes | |, S
GenericHatie:| corborts te tasales MECROS STIMFC/135/R1 | pieemees ST/FFCII35/RO
-| Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024

: [ BMR COPY/QUALITY CONTROL COPY |

49.0 TEST REQUEST FORM FOR FILLED CAPSULES:

Frormi: Manufacturing Department To: Q.A. Department

To be filled by production To be filled by IPQA
Quantity Sampled' :
Date of Mfg”)?!?'ll Date of exp 101702!1
Sampled by

Test Request for .: [D n tﬁh*‘

No. of containers 1. 52 ...
”///,,,,.»v ~ ) av
TRF raised by‘/j on cate0-§}’2[2x Sample received by @/ on dateQQ‘P\‘D\

o be filled by QC
TRF received on 02 A Ao 2207)
Sample tested on 0)//)—/ ™)

Test Results

,FAL)s WJA /e Wa oy

(Arétny/j-h!o epun v

Llemanin / 2510~ 9% 12009 (97 )
ﬂ/}c oun ¢ -~ 57‘0-3ym9 {‘)}f,)yy
Oydnom&/ﬂm)n - 2] mg /‘/yo.d‘/,)
Bt o & ok v/ ~ &P 90@ fl/aﬁ)’/)
?in ¢ -~ 25 dymg (V137
Vidmin £ 94— /)2y f/27-y-/}

Felening - 74 Jorn ey (V/7:77.)

S f CA I (St i nd Signi
Anzlytical Reference no‘ffp/lr/ o/ ( .y B /),f 7: pace for QC Approval (Stamping and Signing)
Analysed By : %" on: /?/["‘/)A; . APPF«O\/E;

Sign. &;’V . Date \%\\’/‘}f

Prépafed by: Checked by: Approved by:
Designation QA Exgcutlve / Producttf)n Head / QA Head /
Designee Designee Designee

Signature \ A ,\/\_ C.‘ NTROLLED €0V k
with Date & ) @7 81 ’/0& ’/,J‘[ @ax\ﬁ;\ %QNN\ “-:;».--:_—..::_-.-«.-:.—.—:c;-~.~:.:.;.,..;. )




Safetab Life Science

BATCH MANUFACTURING RECORD "Page No.: 56057

Brand Name | RICHFER CAPSULES i 3 1047 Batch Size 4,50,000 Capsules
e g ; Carbonyl Iron, Mitamins, Zinc and e — oy e, SUpersedes : YRR .
Generic Names| T2 o] e MFC NO: ST/MFC/1357RE Skt ST/MFCJE35/RO
-{ Batch No.: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024

20.0 BATCH MANUFACTURING RECORD REVIEW CHECK LIST

S.de. No. CHECK POINTS Status

5 The entire Pageno: ___|__to 577 areavaileble, verified and found correct. oves / No

Z Batch numbers aveilzble in all pages verified anc are correct. Yes [ No

3 Manufacturing and expiry is correctly allotted verified. ' b‘./’es / No

4 Dispensing carried out on calibrated balance verified. Yes / No

B 5 Dispensing Cards attached. ‘ Yes / No

6 Line clearance is taken 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 coaditions comply during all the manufacturing steps. Yes / No

9 All wrong entries if any have been strike out anc signed and verified. Yes / No

B 10 Actual eguipment used is as specified and verified. .Yes / No

11 Blend, Compressed Tablet container labels are attached. _Yes / No

12 k;bi;fcation, Compression and Inspection reconciliation is filled and variance is within acceptance /‘{es / No
13 If any deviation and change control raised related to this batch attached with Batch record. Yes /[ Neo7 NA
Note: If any abnormalities noticed during batch manufacturing record review it should be brought to the notice of QA Head.

(0

Batch Manufacturing Record reviewed by IPQA Sign/Date:

QA Head Sign/Date: %’%&\W)\

Prepared by: Checked by: Approved by:
Besigration QA Exgcutlve f Productnf:m Head / QA ﬁead /
Designee Designee Designee
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Safetab Life Science
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i g 90 £
| =R L\ ‘
BATCH MANUFACTURING RECORD |page No.o———|-570r57
Brand Name | RICHFER CAPSULES iy 1047 Batch Size 4,50,000 Capsules
rEwarie Nz « Carbonyj Irom, ,\,{J‘Eﬁ@iﬂ,S,,.Z.inC and o SRR - o R :,SQREYSCC‘?S © SRR 35/R:
Gemeric Names| ooy 10 AT FIFC NO: ST/MFE/135/RYv{ lets® ST/MFC/135/R0
‘| Batch No:: GD211131 Mfg.Date: 11/2021 Exp.Date: 10/2024
21.0 REVISION HISTORY:

Revision No.

Date of Revision

Changes Made

Effective Date
fole] - 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: [ ,\“ a4
e ohles |y ST/CC/21/010. Db o
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. . QA Executive / Production Head / QA Head / e
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