Safetab Life Science
BATCH MANUFACTURING RECORD v T Page NOm eGP
Brand Name | RICHFER CAPSULES e 1047 Batch Size 4,50,000 Capsules
" .| Carbonyl Iron, Vitamins, Zinc.and e Supersedes 7
Generic Name: Antioxidans capsutes MFC-NO: ST/MFC/135/R1 MFC No: ST/MFC/135/R0
-| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
h BATCH MANUFACTURING RECORD COVER SHEET:
PRODUCT NAME RICHFER CAPSULES
Each hard Gelatin Capsule contains:
Carbony! Iron
Equivalent to Elemental Iron 100mg
Folic acid BP 500mcg
Cyanocobalamin(coated) i5mcg
{Vitamin B12)
Ascorbic Acid (coated) 75mg
LABEL CLAIM " | Zinc suiphate Monchydrate BP 61.81ing
{Equivalent to Elemental Zinc 22.5mg)
Alpha Tocopheryl Acetate BP 151U
Sodium Selenate Equivalent to Selenium . 65mcg
Approve colours used in empty hard gelatin capsule.
Appropriate overages of Vitamins are added to compensate the less
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 GDo 1L o] | DATE: ob \ o2l 202)
MANUFACTURING LICENCE No. 07 22 1907

MFG. DATE: t /Ni‘ ﬂ { BMR. No STBMR:1237/01
EXP. DATE: fQ /N v&wg Fé;t«lir::des STBMR:137/00
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Safetab Life Science

BATCH MANUFACTURING RECORD Yol Page No.s 2 of 57
Brand Name | RICHFER CAPSULES szf’"d ip 1047 Batch Size 4,50,000 Capsules
. .| Carbonyl Iron, Vitamins, Zinc and e : Supersedes . y
Generic Name:  AntioXidants capsules MFC NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0
Batch No.: GD211133 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
g 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
o " Pharma fill A60 ST/PRCF/011
12 Capsule weighing machine ST/PRCF/012
13 Capsule polishing machine ST/PRCF/013
14 ill | rt
Filled capsule sorter ST/PRCF/014
15 Empty capsule sorter elevator ST/PRCF/015
16 De dusti it
S R ST/PRCF/016
17 Unfilled capsule sorter
ST/PRCF/017
18 De capsulation machine
u ' ST/PRCF/018
2 4 ST/QADT/002
19 Disintegration Tester ST/QADT/003
20 Vernier Caliper ST/IPV/005
Prepared by: Checked by: Approved by:
Desianation QA Exgcutlve A Productx_cm Head / QA i-_!ead /
Designee Resignee Designee | :
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Safetab Life Science

i

BATCH MANUFACTURING RECORD Page No.: 3 of 57
Brand Name | RICHFER CAPSULES e 1047 Batch Size 4,50,000 Capsules
Generic Name: Xi;&‘;‘:géignca‘égj{gs'”s AR and MFC NO: ST/MFC/135/R. | Supersedes ST/MFC/135/R0
‘| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
2.C DISPENSING:
2.1 LINE CLEARANCE CHECKS:
5 iy CHECKS Observation
) store |IPQA
1 Ensure that all empty containers, {abels, used Polybags, hand gloves of previous dispensed Product/ batch WA |
are removed from the area.
2 Ensure thet all dispensed material of previous product / batch removed from the area. LA
3 Ensure that the previous batch BMR / documents are removed from the area. 1% A
4 Check the housekeeping general cleaqliness.of the ﬂo_cr, walls, ceiling, pass box, doors and door view - ,
panels of man and material entry of dispensing area is clean. { b
5 Check the cleanliness of the working table, cupboard, washing area znd waste bin. AN |~
6 Check the cleanliness of the drain points. WA v
7 Ensure that the dispensing booth is cleaned and it's status. A
8 Check the cleanliness of the supply and return grill. A | v
9 Check the cleanliness of side wall of the dispensing booth. A v
10 Check the differential pressure of pre filter, intermediate filter and hepa filter are within the limit . Y
14 Check the cleanliness of the utility line (compressed air, First RO water and purified water). ‘/\ v
1z Check the cleanliness of the SS side panel and SS Stool. A | v
13 Ensure that the balances are cleaned 2nd it's calibration status. |-
14 Check the status board of the area is updated. A L*
{5 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure that the A v
records are updated.
16 Check the differential pressure of the area should be within the limit. A -
17 Ensure that dispensing tools or accessories like scoops, spoons are cleaned and labeled with “Clean” label. A | v
18 Check proper gowning procedure followed as.per the SOP w [ ¥
19 Ensure the concurrent entries of Jog book. T
Note: Tick mark (v) if Complies and (X)_if Doeg ot comply )
[N .
V:g Wr) \.\\ 2) Verified by (IPQA)SigN/datetin o horeen s
e
Equipment Dispensing Bdoth Weighing Balance
. ) ST/SRWB/001 ST/SRWB/002 ST/WB/189 AREA
Equipment. ID No. ST/SRDB/001 (30.0 Ka) /(GZ0.0é) (1,/30.0/}(9)

Previous Product&
Batch No.

R vt

FER - G2 132
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=
Cleaned By % /g/\ /B(e/\ &Q\ /M(«"\ .
Checked by Stores :hﬁﬁ ) @ M < M\" ) —~
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2.2 ENVIRONMENTAL CONDITIONS:

Observation Stores Sign
Temperature:23°C to 27°C P) &T«%—k

ngoC

Observation St i

Reiative Humidity: 45% to 55 % 2Lesgn
S o )
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Safetab Life Science
__ BATCH MANUFACTURING RECORD  “* “|'Page No.: 4 0f 57
Brand Name | RICHFER CAPSULES e 1047 Batch Size 4,50,000 Capsules
S Carbényl Iron, Vitamins, Zinc and | NIyt g ; Supersedes !
GenericName: Antioxidants capsules MFC'NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0
Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
3.0 INDENT OF RAW MATERIALS:
3.1 INDENT OF ACTIVE PHARMACEUTICAL INGREDIENTS:
Name of the ; el claim :
S:No Tngredients Material Code pe}rn t;f;let Spec Overages | Total Qty (Kg) Vendor i
—_— . PARAS ORGANICS
1 Carbonyl Iron RMACO0073 100.000 usp Nil 45.000 PVT.LTD
’ " 500.000
2 Folic Acid RMAF0018 meg BP 20 0.270 MCCOY DRUGS PVT.LTD
P HEBEI YUXING
3 Cyanocobalamin RMACO0066 15mcg BP 50 10:125gm PHARMACEUTICAL
4 Ascorbic Acid RMAA0G29 75.000 BP 20 40.500 BAJAJ HEALTHCARE LTD !
Zinc Sulfate . ! :
5 Monohydrate RMAZ000S 61.800 BP 20 33.372 SHREEJI INDUSTRIES
Alpha Tocopheryl EMMER
6 Acatate RMAAQQO30 151U BP 20 16.200 CHEM/SHREENATH
7 Sodium Sefenate RMASQ028 65 mcg IH 25 87.500gm SNA HEALTHCARE
3.1.1 INDENT OF EXCIPIENTS:
) » " Unit dose per ;
S.No Name of the Ingredients Material Code tablet in-mg Spec Total Qty (Kg) Vendor
Hydrophobic Colloidal s
5 anhydrons siica RMEC0017 3.000 BP 1.350 WACKER
Microcrystalline crystalline
6 celluiose PH 102 RMEMO038 166.022 BP 74.710 DFE
wr ) : INNOPHOS,INDIA
2 Calcium hydrogen phosphate RMEDOQO015 10.000 BP 4.500 PHOSPHATE
8 Purified Talc RMET0012 10.000 BP 4.500 NEELKANTH
9 Magnesium stearate RMEMO0033 10.000 BP 4.500 NITIKA
Prepared by: Checked by: Approved by: |
cesgroven | et ! | Fodun i e e -
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% Assay of carbonyl Iron

—

~ Y0000
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Note: If the assay of Carbonyl Iron is more than 100 %, calculation has to be done only for 100%

*Qty of Carbonyl Iron to be added per batch

Safetab Life Science
BATCH MANUFACTURING RECORD ‘Page No.: 5 of 57
Brand Name | RICHFER CAPSULES ;:ff‘”‘:t i 1047 Batch Size 4,50,000 Capsules
ie Namesl. Garbonyl Iron, Vitamins, Zinc and Gy - na: | -Supersedes = :
Generic Names: Antioxidants apetiios MFC NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0
Batch Nou: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
4.0 CALCULATION:
4.1 Potency calculation for Carbonyl Iron:
Q:C AR.No. for .
Carbonyl Iron Mfg Date Expiry Date Assay of Carbony! Iron (%)
lo o) ) ) 3
000 3| 0G| ctelab o2 <\
glii—— -— — —
*The given quantity is based on 100% Assay.
Actual quantity to be added is calculated as:
100.0C0 X 100
Actusl quantity. of Carbonyl Iron = mg/capsule

q\\\w
Calculation done by(store)/date: 4 . checked by(production)/date; N Verified by(QA)/date:

4 <=

n o) W :
‘F:}\ — v //{ &/
Prepared by: Checked by: Approved by:
Pa—— QA Ext?cutive 7 Productii:m Head / QA Head / R
) Designee Designee Designee [ =y .
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Safetab Life Science
BATCH MANUFACTURING RECORD -’ | Page No.: 6 of 57
Brand Name | RICHFER CAPSULES :;:ff’“"‘ s 1047 Batch Size 4,50,000 Capsules
S B Carbonyl Iron, Vitamins, Zinc and . ; .| Supersedes | . __
Geiiéric Narye ARHOAS RS éapsu!es 7 MFC NO: - ST/MFC/135/R1 MEC No: ST/MFC/135/R0O
Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
4.2 Potency calculation for Folic Acid:
:Q.C AR.No. for Mfg Assay of Folic Acid
Folic Acid Date Expiry Date O Anfiydrous basis Water content %
voel 20906 \0@l00T06 - |[Tr) | Tumlabl 99,9 | )

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

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

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

= boco s S ) )CQP/C .
929 48)

*Qty of Folic Acid to be added perbatch = (), 297  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)/datel L » checked by(production)/date: Verified by(QA)/ date:

) /hél

Prepared by: Checked by: Approved by: E
QA Executive / Production Head / QA Head / |
Designee Dgsignee Designee
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*Qty of Cyanocobalamin to be added per batch

Calculation done by(store)/dateé: i =

1)

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

= 229
R L

921\ 6329

=) 2o

gm’s

»checked by(production)/date:
—_

_;:0;091( (yﬁ/&%‘a; ,

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

R
\,\\ \\

Verified by(QA)/date:

/

Safetab Life Science |
BATCH MANUFACTURING RECORD Page No.: 7 of 57
Brand Name | RICHFER CAPSULES i itk X 1047 Batch Size 4,50,000 Capsules
i o .|. Carbony| Iron, Vitamins, Zinc and - . ot Supersedes e
Genéric Name: Antiosiasnts Capsiles MFC NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0
-| Batch No.: GD211133 | Mfg.Date: 11/2021 Exp.Date: 10/2024
4.3 Potency calculation for Cyanocobalamin:
3 Assay of
Q.C AR.No. for i ) & : i
. ; . g Date Expiry Date Cyanocobalamin LOD %
Syamosobaiann ; on dried basis
o2plmooloslablootst, | Soor | Swdob | 93t |peon|
— L aaus { — —
*The given guantity is based on 100% Assay on dried basis and without Loss on drying.
Actual quantity to be added is calculated as:
0.023 X 100 X 100
Actual quantity. of Cyanocobalamin = mg/capsule

1 ol

Prepared by: Checked by: Approved by:
oot | Qe | Fodieton e e
~ W \ L=INTROLLED COPY |




Safetab Life Science
BATCH MANUFACTURING RECORD %qgu No 86t 57
Brand Name | RICHFER CAPSULES oduenin 1047 Batch Size 4,50,000 Capsules
; .| Carbonyl Iron, Vitamins, Zincand... : c35/R1 | Supersedes T
“Generic Name: Antioxidanté capaules e MFC NO: ST/MFEAE35/R1 MFC No: I ST/MFC/135/R0
| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
4.4 Potency calculation for Alpha Tocopheryl Acetate:
Q.C AR.No. for ‘ " Assay of Alpha
Alpha Tocopheryl Acetate PG Bate Bipicy Date Tocopheryl Acetate (%)
7) <
N%leaa)o 6loG) oohe ourlny Sep)s) 9L x9G -
< L — =
*The given quantity is based on 100% Assay.
151U equivalent to 15mg.
Actual quantity of Alpha Tocopheryl Acetate to be is calculated as: Label claim: 15mg +20%
; 36.000 X 100
Actual quantity. of Alpha Tocopheryl Acetate = mg/capsule
% Assay of Alpha Tocopheryl Acetate )
— 3 600 = % \} § 66 5:' 8
S mm———— =
(&
QL. Xg
*Qty of Alpha Tocopheryl Acetate to be added per batch s )6 ¢ q )\ 9 Kg’s

Calculation done by(store)/date: -

. checked by(production)/date:

i)

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

L e\\\\\\)\
Verified by(QA)/date:
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Safetab Life Science

BATCH MANUFACTURING RECORD | PageNoz: S oF57
Brand Name | RICHFER CAPSULES :L"f’“d D 1047 Batch Size 4,50,000 Capsules
it i ) Carbony! Iron, Vitamins, Zincand . ) Bl ; Supersedes ; oy
“i“Generic Name: Antioxidanits capsulas MFC NO: HST/MFC/135/R1 MEC No- #+ST/MFC/135/R0"
-| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
4. 5 Potency calculation foi:imc sulfate Monohydrate'
Q.C AR.No. for R » Assay of Zinc sulfate
Zinc sulfate Monohydrate o Date ERpiry e Monochydrate (%)
W?m&a)a&h(&)ooé% VG )2t Jvi)ol Q9.3 -
v (
W‘)«P)'J—)Q‘))&& LaQa)oo‘-F:tO ‘Jv )»)Q,o Juw )>> 100 . O

*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 100
Actual guantity. of Zinc sulfate Monohydrate = e mg/capsule

% Assay of Zinc sulfate Monohydrate

D e Fh 309 @)C%PA) ﬂ'Dai)ﬁé_. _ i Yo vt
99. 3 oo T ‘

\

= Ih=hii A = ]8:990 WA

(nans wed  + (o5bob @

*Qty of Zinc sulfate Monohydrate to be added per batch = g 2. )10) Kg's

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

s
\
Calculation done by(store)/date: » checked by(production)/date: Verifi ed{b_‘(QA) date:

\
\ \‘ > /
Lt CHte ke
Prepared by: Checked by: Approved by:
DesigaNon QA Executive / Production Head / QA Head /

Designee Pesignee Designee . ronmw
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Safetab Life Science
BATCH MANUFACTURING RECORD “| page No.: 10 of 57
Brand Name | RICHFER CAPSULES l‘fg’f‘”d R 1047 Batch Size 4,50,000 Capsules
. .| Carbonyl.Iron, Vitamins, Zinc.and . . i . Supersedes ; i,
Generic Name: Antiadants cipsules ¥ ; MFC NO: ST/MFC/135/R1 MEC No- ST/MFC/135/R0
-| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
4.& Potency calculation for Ascorbic Acid:
Q.C AR.No. for : - i Assay of Ascorbic Acid
Ascorbic Acid Mgbate | Diphy e (%)
“@P)mw)()& lot)cotb 2 See)a) Ao > 99, 9
— — = -—
*The given quantity is based on 100% Assay.
Actual quantity of Ascorbic Acid to be is calculaged as: Label claim: 75mg+20%
90.000 X 100
Actual quantity. of Ascorbic Acid = -mg/capsule

% Assay of Ascorbic Acid

2 Yooo c 90.090 Mg)&a@f.

—

99

= hO.Xh) «es

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

*Qty of Ascorbic Acid to be added per batch

(\\“\ o
Calculation done by(store)/dat: A + checked by(production)/date: Verified by(QA)/date:
\a) 1) \ 2\
/

Prepared by: Checked by: Approved by:
Designation QA Exgcutnve / Productxfan Head / QA ﬁead /
Designee cResignee Designee ~ ot |
; \ CONTROLLED CORY
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Safetab Life Science 1
R 63 5
BATCH MANUFACTURING RECORD - || Page No.: 11of57 |
Brand Name | RICHFER CAPSULES g?f’“c" R 1047 | Batch Size 4,50,000 Capsules
s nem e, CarbonylIron, Vitamins, Zinc.and | ; . ; Supersedes R
1 Generic Naie: Rtimtidars cansiles MFC NQ ST/MFC/135/R1 MEC No: ST/MFC/E35/R0O
-| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
‘4.5 Potency calculation for Sodium Selenate:
Q.C AR.No. for i . Assay of Sodium Selenate
Sodium Selenate Mg pRe | BiogjreDate (%)

ep)ooonlp )08 ] c0q =) Feglo | e 9Qg.x<

— p— — -—

*The given quantity is based on 100% Assay.
188.94g/mol molecular weight of Sodium Selenate equivalent to 78.96g/mol molecular weight of selenium.
Sc 155.53mceg of sodium Selenate equivalent to 65mcg of Seienium

Actual quantity of Sodium Selenate to be is calculated as: Label claim: 155.53mg+20%

0.19441 X 100
Actual quantity. of Sodium Selenate = mg/capsuie

% Assay of Sodium Selenate
= 1950, oues wa | Cres.,
9. <

*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, carbony! Iron, Alpha Tocopheryl acetate,
Cyanacobalamin, 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 Carbonyl Iron + Std. gty. of Alpha Tocopheryl acetate + Std. qty. of Cyanocobalamin +
Std. qty. of Zinc sulfate monohydrate + Std. gty. of Ascorbic Acid + Std. qty. of Sodium Selenate + Std. qty. of Microcrystalline
cellulose PH 102] - [Actual qty. of Folic acid + Actual gty. of Carbonyl Iron + Actual qty. of Alpha Tocopheryl acetate + Actual
qty. of Cyanocobalamin+ Actual gty. of Zinc sulfate monohydrate + Actual gty. of Ascorbic Acid+ Actual qty. of Sodium Selenate].

= [0.270+45.000+16.200+10.125gm+33.372+40.500+87.500gm+74.710]- 3

L.Q. 292 4 h£000 . \[9\"('19 * [\-9§OM 231h0) +....{‘.9:’(h’ +8#‘?£O]
Ta:.86F kg¢

It

'
*Qty of Microcrystalline cellulose PH 102 to bg added per batch = 72 \ 8 G‘Tf Kg's 2
7/0
Calcuiation done by(store)/date 3 checked by(production)/date: ﬂ] ‘{Ieriﬁed by(QA)/ddate
i) ’ ‘ L1 ey
A

Prepared by: ' Checked by: ! Approved by:

Destesation QA Executive / Production Head / QA Head /
S Designee Designee Designee i
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Safetab Life Science | MASTER LU g
‘ i O DRUSH RROOMR L = *
BATCH MANUFACTURING RECORD Page No.: 12 of 57
Brand Name RICHFER CAPSULES Peggut 10 1047 Batch Size 4,50,000 Capsules
i . Carbonyl Iron, Vitamins, Zinc and 3 mq | Supersedes - :
Generic Name: Antioxidants capsules MFC NO: ST/MFC/135/R1 MFC No: - ST/MFC/135/R0
Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: . 10/2024
5.0 DISPENSING OF RAW MATERIALS AGAINST RAW MATERIAL INDENT:
<
Dispensing Started at Date\\'ﬂ ‘ﬂo“ Time \BMS . ‘ : :
S.No Name of the Actuaéery. AR No: Gross Tare Net Weighed Checked - | Verifled
v Ingredients batgh(Kg) ; : , Weight (Kg) | Weight(Kg) Weight(Kg) By Stores _by stor.es ’ by IPQA
“??P)?wl);@@\;@@eoo%? 25-2010-900 | 26,000 | /3 Cﬁ &
Carbonyl T J
gsp o On " W)Q\Q})Q@»QCQ)OO?G?’OH LU0 Ao 900 20, 000 | M ) L
3 8 e )
&= — e o — —_— — —
W}QP)D\QQ—)O (oG oodgble 27 |0-pee [0.293 |  wk 53 @
, | Folic Acid BP . ! ' = i -
" - == - ) = . - (& : S
. ‘WS —F g
80/ 2000)0GJo@ Jootsh | - . el RE oy | (@
3 gganocobalamin —_— o — o o [ _ it S
= = - — - o T
/ « x OS]
0%)9199}0&\9@0@36» 98- %5 §3: 200 | %000 g& s |
4 | Ascorbic Acid BP - W) 2N22) 0&)0@2)007}[9 U 15T 7D - 200 1€+ h) ,&& . (9\,% .2
Prepared by: Checked by: Approved by: -
) QA Executive / Production Head / QA Head / O DY
Pl eaan ! Designee ~.__ Designee Dasignee hﬁONTRO L LE.D COIP-“‘ !
Signature with Date 22N -
| R<ly @ \o Ny
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Safetab Life Science . | MASTER COPY
BATCH MANUFACTURING RECORD Page No.: 130f57
Brand Name RICHFER CAPSULES Z??“Ct 0 1047 Batch Size 4,50;000 Capsules
% . Carbonyl Iron, Vitamins, Zinc and ' 5 Supersedes
Generic Name: AhHoxidants clapsules ‘MFC NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0O ‘
Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
sno|  Nameof the e — Gross Tare Met | Weighed | Checked | Verified
) Ingredients B Pé 4 ’ Weight (Kg) Weight(Kg) Weight(Kg) | By Stores by stores by IPQA
atch(Kg)
0e]2120)0,10 %) 00686 bl 900 L 1heh)) | M- e
Zine Sulfat K PR
5 Mgrfoht;ldia?e Bp T ‘\ép) Q?W)@dem’};o IQ‘ 2 \C\D‘4 6- 200 1&’ 9 90' %Q‘\ d:‘? ,t‘,g)
= . - — - ey
X0
W—— W&P) 21020080 @loohY |11 1ag 60950 | 16949 s fvﬁ“ £
T / 7 [ d— v
6 50% granules BP Fokkok koK _ — —— _ o S —
= — = — — —t \
8170 L 1o N e
%)%2)\0'6?4\0&92\009 2] |95 750 9 | 8 ooy 7 P | @
7 Sodium Selenate SRR o
IHS — — — — e
[ . — — — -— p——
: S
Hydrophobic WJQ\ 90—)0»0\} Ov@) OO@ ) £ IR B\ oD )+ 2€O )R’Q" . M (Xj’
Colloidal anhydrous i 1 ) = (&)
8 | silica 1.350 — o o e - —
BP
= — [ - — — Lo
Prepared by: Checked by: Approved by: 3
; 5 QA Executive / Production Head / QA Head / " 3
HEsgaton : Designee __ Designee Designee ONTROL LeD coPY i
Signature with Date \ " &“ 5 -
: AY \’\/
%5‘/; “,/’/&)‘/ T . 0\“9/ )




Safetab Life Science U IRIASTED AADY
|| MASTER COPY
BATCH MANUFACTURING RECORD Page No.: I146f57 -
Brand Name RICHFER CAPSULES e 1047 Batch Size 4,50,000 Capsules
: . Carbonyl Iron, Vitamins, Zinc and 5 Supersedes e ;
Generic Name: Antloxldanits capsules M‘FF NO: ST/MFC/135/R1 MEC No: %T/MFC/135/RO
Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: - 10/2024
$.No Name of the ActuaeIrQ_ty. AR No: Gross Tare Net Weighed: Ch_é;,cke'd Checked
' Ingredients b atgh (Ka) NG Weight (Kg) Weight(Kg) | Weight(Kg) | By Stores by stores | by IPQA
\ . " : )
120091000 GO @00~ | 9 ams (6950 | %006 MR N o
Mlcr,o,c"rystalIiﬁel W)Q)Ql)@@( ‘DQQ) 00610 | 9g - 9»5( QR0 | 20 oo k% .‘fx (»
| crystalline cellulose \ e / : .
? |0 * £0)2109 106,106 00630 |9y 11 —tp-950 | p3.9kY R . @
— - — - — 'T P
Calejam hydrogen 0gelo) 22)0 6‘4\9(?&)00&1?9 bebbo 7 D-0 | h 00 ?5@‘ o | @
10 | phosphate 4.500 —_ — — — —_ — —
BP -
T — < p— e . = L
~ . . > ™)
W@P)l)w\ 0G1e loohq ¥ |1 bvo 0190 |A. o0 ‘93( {V\ &
11 Purified Talc 4.500 _ — .
BP . T — — -— -—
— - — — = (." - -
15 | Magnesium . Y‘%?) QIQQ)OG{LOGZ)OOEOH W-500 o7 O 100 HXcO ‘&8 - A
stearate BP g ' - 7 e S
— L oannsd ~ s P — =
p
Dispensing Completed at Date Pﬂﬂ ) 2) Time 191
[*l**’***,****'**** *,******,# refer Calculatio"]
Prepared by: Checked by: Approved by:

Designation

QA Executive /
Designee

Production Head /
. Designee

QA Head /
Designee
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Safetab Life Science L RAS
BATCH MANUFACTURING RECORD " |'PageNo. | 150f 57
Brand Name | RICHFER CAPSULES ;::f'"d e 1047 Batch Size 4,50,000 Capsules
“:Generic Name:| S2rbonyl ;‘;“ca‘égjgs’”s ZInc and, . st MPC NO: ST/MFC/135/R1: | SPErsedes . s/Mre/135/R0
‘| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
6.0 DISPENSING:
6.1 LINE CLEARANCE CHECKS:
&l CHECKS Observation
store |IPQA
1 Ensure that all empty containers, labels, used Polybags, hand gloves of previous dispensed Product/ batch s /
are removed from the area.
2 Erisure that all dispensed material of previous product / batch removed from the area. 4 <
3 Ensure that the previous batch BMR / documents are removed from the area. w /
4 Che;k the housekeeping genera! d‘eargliness'of the flgor, 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. / /
6 Check the cleanliness of the drain points. v
7 Ensure that the dispensing booth is cleaned and it’s status. Vv '/
8 Check the cleanliness of the supply and return grill. &7 / |
9 Check the cleanliness of side wall of the dispensing booth. : ror 7 5
10 Check the differential pressure of pre filter, intermediate filter and hepa filter are within the limit ot <
11 Check the cleaniiness of the utility line (compressed air, First RO water and purified water). v <« |
12 Check the cleaniiness of the SS side panel and SS Stool. W e
13 Ensure that the balances are cleaned and it's calibration status. W / ;
14 | Check the status board of the area is updated. Vo
15 Check the temperature & relative humidity of the area meet as per BMR recuirement and ensure that the ] s
records are updated. ¢
16 Check the differential pressure of the area should be within the limit. 4 s
17 Ensure that dispensing tools or accessories like scoops, spoons are cleaned and labeled with “Clean” label, N4 Ve /
18 Check proper gowning procedure followed as per the SOP : / £
19 | Ensure the concurrent entries of log book. W /

Note: Tick mark (¥) if Complies a }(X) if Does not comply

Checked by (store) sign/date:

?/‘W{ iw 3

Verified by (IPQA)sign/ date;éj),}.i;.

ool

7
6.2 ENVIRONMENTAL CONDITIONS:

Va

Equipment Dispensing Booth Weighing Balance
cupment IDNo. | s/sRDB/oo | SUSKUSoL | STSRWe/onz | Stve/iss i
pmarte | Ragaeer - hoonn ;
Cleaned By Udn © A,;\ Q 4 - QY (. QY-
%ZQEZ{;%L::;E; ‘: \/‘k\ o [\2dos | (@ E’ o201 oy (va\(ic ?' W oy Manto }’ e | @\/v{(o'\ 1Y 4
1PQA/Sign/Date /*7 bl /?vq 02 19!}'\” L (Vr/q/ts‘”;"‘?*)\m j’;')/ﬁ}’%\ py/@hﬂh

Observation Stores Sign
Temperature:23°Cto 27°C 9/ 3 L o @«1’
Observation étores Sign
Relative Humidity: 45% to 55 %
sy (¥
(‘ . (DA
6.3 APPROVAL FOR DISPENSING BY IPQA: Sign...| /s Datebf}')q%m
i
il
Prepared by: Checked by: Approved by:
Designation QA Exz?cutlve ¥ Productlfm Head / QA i-jlead ¢ C
Designee Designee Designee o TROL Lf 0 C ,)
Signature @ - » m\*&-‘ U Y ]
with Date ; - \o ’V»\ :
Dir/odio e ah




Safetab Life Science SiL 1
BATCH MANUFACTURING RECORD "l Page No.: 16 of 57
Brand Name | RICHFER CAPSULES A 1047 Batch Size 4,50,000 Capsules
. E Car_l‘gpg)iyl}ron, Vitamins, Zinc and 3 AR .. | Supersedes 5 s
Generic Name: Antioxidants capsules MFC NO: ST/MFG/135/R1 MFC Nos ST/MFC/i35/R0
Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10,2024
6.4 INDENT OF CAPSULE:
: Name of the - p
S.No Ingredients Material Code Spec Overages | Total Qty (NO's) Vendor
0" Size Red/Red hard | :
1 gelatin-capsule(GHPL | RMER0OD12 IHS NIL 454500 ERAWAT PHARMA
Printed) i
6.4.1 DISPENSING OF EMPTY HARD GELATIN CAPSULE AGAINST CAPSULE:
Dispensing Started at Date@‘\ﬂ?/\ Time 1<, 92
Actual : ¥ ;
A = Gross Tare .| Net Weighec| Checked | Verified
3 ?im: do.fg:s Qgéig.‘e ¥ A.R No: Weight | Weight| Weight By by by
No gredient Xt (Kg) (Kg) | (Kg) Stores | stores | IPQA
(NO'S)
wisp) 2021 | w, )AL cn- . w
01072 110'® o0 b O [
mgp/ 2021 Q)AL " & j}
0l07r e’y gibe | Y Q) £
| :
. ) s /
MM8p] o >1) Qum| AL , y &
+00 o 9} n/ © pais.
gloT 2 10 D+ o cpkd 0 \_)/‘,Y /
0" Size mp)so2 11l 5 b0 | o K |
Red/Red hard o)6T 10190 | 51,60| g {Y\, ) E
1 | gelatin 454500 - - 2
capsle(GHPL Map) 25> 1) 2w )DL 7 %
Printed) THS &0 X NS o —
: 4)0’7’9’ 5 9 b [0 5"(00 r\/ -
N
T o
D\ +
{ 3/‘ rﬁJ m
/
Prepared by: Checked by: Approved by:
S i QA Executive / Production Head / QA Head / RS e R 3
IR Designee Designee Designee I CONTROLLLED COPY R
A b = .
Signature % @ @\ev %{ -
with Date \° ‘(59 \
| O fpy liey ¢ N N\




Safetab Life Science
BATCH MANUFACTURING RECORD 3Page No.: IFoesT ;
Brand Name | RICHFER CAPSULES i 1047 Batch Size 4,50,000 Capsules
; .| Carbonyl Irgn, Vitamins, Zincand . FC/135/R1 | Supersedes :
Generic Name: Antiexidants capsules MFC NO: ST/MFE/135/R1 MEC No: ST/MFC/135/R0
| Batet Hos GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
7.0 \}ERIFICAﬁON OF DISPENSED MATERIALS:
S.No Name qf the Gros; weight AR.No. (g:sgﬁig an Chec!(ed by IPQA
Ingredients in Kg SignfDats Sign/Date
- Q=20 | maplatss e V00952 | A g 1811/
Carbonyl Iron USP - g ; r -
1 Ao 2o ﬁ\&;n] uw\c&\m\cm\ oI AV AR Al )]
== S A o NAAZ] i -
D38 lesyloslacdad Joodb|€ gl Bl
b4 Folic Acid BP Beee oo 19 ety d Vs i -
6y rmemrere—— e ———Cd gy .
Weneey leay) 2onbie Navoledrane Poomlg A (Rluld
3 Cyanocobalamin BP Cﬁ — e cn kgl e
\= — . S e O % b A LAV O _
28 2 f"\sv@'%% ‘d\w‘)d—a/lop})sz. g\ DB\l
4 | Ascorbic Acid BP W6 dh | sooe ) U0\ 2o Jeey A\, ,\?ngln (4
— —— . _Ag\ul,
( T . T —
Zinc Sulfate I he6) Sy ’}O/lﬁn,\r& e\>0) el | O wluln -/@; 3\l
5 | Monchydrate BP 2\ r\\\\()\ o 'm%\ 2 .\ NP | 5290 é/(-sz\u,k x_ 2l A
-~ ‘6 o S LA \\\&ﬂ -
Vitamin £ Acetate 1Y - \9 reci log <7A/\AQM\A-M 2 JI f_// A lulg /E}\Li’f\t( o’
6 50% granules BP b\ — J -0 P— VT W =
- — — -
N A¥ 69, ’Y‘QD}%»\\&Q,.\M”WA ¢~ gln\y A\l \
Sodium Selenate 7 T ' .
7 | 1Hs \ s pe=n 1AG) M O ES) ==
\ [AS) — 8 b Wiy
Hydrophobic A\ S "'\\Q) 2400\ As o |02l | J L\l Mg LY
8 | Colloidal anhydrous , oy - —ef(9luY —
silica BP S
) i De-2L h\Q!")\ 2 p e \pe0| 06D o mglut /M 3:!\\(1,(/
5 |maaraie e L A0 Tonolusdscdaa\min labe, |9 R\l
PH 102 BP R\ conp) 210, \de N p 10062y 1& chivy /%(s\\m‘
Jy— s i) <_\—/\4/48| nhe —
. he6e |nap/o N\ Y8000 |0 (ol | S Cinlm
10 Calcium hydrogen 4 - ¥
phosphate BP _— A = 7l ul.
\ " 4 B 1)y al. ™
15 1 PuriSed Tote 5P h-$ n\h,()/) 2120 ) 20 2 | b g EATYRE A v
\ Az a A\ 1, ot
12 ﬁagnetSiUg; l'/\ bo l@;n,/ HWL?c w) 2y Jos6sa | 215 m/)/'/ '@ﬁ/ﬂ\l Al oy
Sl b —v® < J{8] 1), -

Note: Check the weight of the dispensed material, if found satisfactory,

to QA head for further instruction

then proceeds to next stage, if any discrepancy inform

Prepared by: Checked by: Approved by:
; < QA Executive / Production Head / QA Head /
Designation Designee Designee Designee ) ——
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Sgnature | | @ e \&\{ N[CONTROLLED COPY 4
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Safetab Life Science

i
i

B I

i

Yo

i8 of 57

BATCH MANUFACTURING RECORD Page No.:
Brand Name | RICHFER CAPSULES g:f‘“’t w2 1047 Batch Size 4,50,000 Capsules
i Pn— GD211133 Mfg.Date: 11/2021 EonBraites 10/2024
8.0 VERIFICATION OF DISPENSED EMPTY CAPSULE SHELLS:
. Checked by
Name of the Gross weight 2 Checked by IPQA
S-No Ingredients inKg AR:Ho, Psﬂg?xygal\(t)g Sign/Date
1000 Mploalew (@ telolor2] Q;u\m\,u‘/% oyl 24
, 1
10:00 M\ ool G\W\B\Cﬁb"’m aulinloy /% ? Yl
|
10 a0 H@hmAhmMam%wm,&mNM\Z%mﬂmhf
i
\0 . Do ‘/&’ « /
0" Size RedRed uplooo e \ente \ntotel Gaulplay| &7, 4l13do
1 hard g,elat}ifx / A
| e, 580 | neplgon|itulente\oiors | @puliloy %0y letas
—_
N\
A T
oyl

Prepared by: Checked by: Approved by:
Besignatian QA B(e%cutnve / Producti?n Head / QA Head /
Designee Designee Designhee
I )
Signature _V\c»
; ( j\?; 9 O
with Date Q% \ \
KT (5.4 X N\
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Safetab Life Science R
BATCH MANUFACTURING RECORD Page No.: 19 of 57
Brand Name | RICHFER CAPSULES Ao Senctis 1047 Batch Size 4,50,000 Capsules
" .Carbonyl Iron, Vitamins,.Zin¢ and s ) S |.Supersedes
Generic Name: Antiosidants capsules MFC'NOC: ST/MFC/135/R1 MEC No- ST/MFC/135/R0
Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
9.0 GRANULATION:
9.1 LINE CLEARANCE CHECKS:
Check Observation
ec
S.N6 Production IPQA
DAY I I I I
¢ Ensure that all empty containers, labels, used polybags, hand gloves of previous Product/ batch
are removed from the area. 4 NO-| 71w
5 Check whether the scrap from waste bin is removed and new polytiene bag is put into it. -
v AR NSk e
3 Ensure that the previous batch BMR/documents are removed from the area.
N A
i Check the housekeeping general cleznliness of the floor, walls ceil ng, tube light fixture, supply
grills, riser grills, filters and electricz! fixtures are clean. \/) AN+ < i
s Check the cleanliness of the doors, door view panel, SOP stand 21d compressed air filter outer
surface. ) IN@ | D) e
5 Check for absence of previous batch/product from area below machine and inside the vessel. '
M Ng | P lpe
- Check whether the equipment body of Sifter, RMG, FBD and Muitimill, Utensils are clean. /)
; W |7/ A
8 Ensure that the balances are cleaned and it’s calibration status. - '
N/ A\ i
9 Check whether the Equipments/ instruments to be used are within calibration/preventive |-
maintenance due date, R\ P Y
10 Check the cleanliness of the utility line (compressed air, First RO water and purified water).
Check the cleanliness of the drain points.
11 __ _ VIR LA RN
Check the status board of the area is updated.
12 \/ NO’ /7 \,\._ﬂ
3 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure
that the records are updated. / A M
14 Check the differential pressure of the area should be within the limit T N I
X il
15 Ensure the concurrent entries of log book. N ol 2| -
A {
Note: Tick mark (V) if Complies and (X) if Dces-not comply
Checked by (Production) si n/date:.. V%[C'\/’( DAY I: W DAY 1I:
7 r
& (6 ' VN ‘ ' ] ‘
Verified by (IPQA) sign/date:..... s dibddennesins DAY I: A ib\ Wt Y pay 11: pp
Equipment Vibro sifter Multlmm Visighing Area
Balance
i T « 5
Equipment ID No: ?’\’\! PQ\, , ooh @\D%VQ ' 022 ¢shlp)
Previous Product: Q\C Thoe A Q-(’_Q (>
Batch No. ’\Oo?/M ?9/
Cleared by/dates (V,in 19\ 7 5 ! QU\‘I\«M’[H V‘ j(a\!tffﬁfu'
hecked b : P fon: : '
Checked by/date roduction n ’ IPQA: AO,\L/
) [
Prepared by: Checked by: Approved by:
Desigtiation QA ;:;?c:g:e b Productl?nn::ad / %A i-jead £ ’r
1g Desig esighee 'LC \,TFYOU_LD C‘)PY '
St Jgy SZ%\? @Q \J\w\ o= e
with Date
K el by (01 A




Safetab Life ﬁcience

‘ BATCH MANUFACTURING RECORD . | PageNo— 1t )
Brand Name | RICHFER CAPSULES . O 1047 Batch Size 4,50,000 Capsules
i .| Carbonyl Iron, Vitaming, Zincand : . . Supersedes —
Generic"Name: Antioxidants capsuiles MFC NO: ST/MFC/135/R1 MEFC No- ST/MFC/135/R0
| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
9.2 ENVIRONMENTAL Date: \2\ W H Time: 1810 Daje: Tirne:
CONDITIONS Observation Production Sign /  Observation Production Sign

Temperature: 23°C to

27°C. _ _ Bseve e e
Relative Humidity: . ‘
45% to 55 % @ | . 7l , LD[ b

2.3 APPROVAL FOR SIFTING:

Production Sign/Date: ..... ﬁ.\fb\“\.\\'\’/\ IPQA Sign/Date: /.. 18] [/
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 Check the integrity of sieve before and after sifting and record in the BMR. !
6 Collect sifted materials in cleaned containers in polythene bag.
9.5 SIFTING RECORD:
Mesh sizel Integrity CheBc;ked Verified by Integrity Ch%i,ked
S. No Name of Ingredient .1 checked ! - IPQA/ checked ;
oF Jeve before use Pro%t;itexon/ date after use ProdDL;ctgon/
1 | Carbonyl Iron USP BE | g Ll 4%\ me .. )_\ v |Gl y
5 ) 0K/ oK/ ~ 1

2 Folic Acid BP 30# 1 (Y o114

oitaks | sovax |4t |7 DL | i /_5\%\\\\\( Celul

3 | Cyanocobalamin BP 30# NgtKéK\ %)”fu Wt HO:L-KS/IG- é\”;’ \M\'L( & 2 Iy

’ t AdW i ) 1/d 1N
o g ; OK/ ; 0 oK/ ~
4 1A bic Acid 8P # . - ( A
Seothie Aid S O 22 A /?‘g\ VoA ] <horor /%\‘é\\\\‘* Gz [n oy
Zinc Sulfate Monchydrate - oK/ : (% oK/ R ki .

5 30# 3 & \
s moeeke Keglilm | N worex /3\%\1\\1\ Coa )i
Vitamin E Acetate 50% - OK/ 3 oK/ ; ‘

6 30% ) | ; Ny o
granules BP Net-0i¢ ﬁ%, | m L W MNotOR |- %\%\\\\u Uiz |1 [,

: oK/ 0 oK/

7 | Sodium Selenate IHS 30# '

Mot OK—, % A3\ (1o NotOK | 15\%\\\\34 311y
Hydrophobic Colloidal 3 OK/ oK/ \ N

8 gl # N )
anhydrous silica PB = Not-OK, %”)w s g\ ~worer ’);\%\l\\ NV L3 ;v’ J
Microcrystalline crystaliine OK/ j oK/ % g

9 )
cellulose PH 102 BP 30% | metow % Joe | © AN seror —ARWNY L 3) 01y
Calcium hydrogen , OK/ oK/ H N

10 30%# - 4 Y S I
phosphate BP @%44],,i~ Lqlulat yoroi VWYL 2 [ 24

- OK/ . 0K/ a
11 ) )
Purified Talc BP 30# | pare ér(ﬂlﬂ j’é\g\u\‘?\ e o] %\UH{ S |y
o ‘ oK/ X/ YooK/ /‘&{
12 | Magnesium stearate B8P 60# Lﬂ(( & ~
9 Net-OK— AU \\&\\\ A Noetoks 4 3 \\ I”/ h\

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

Prepared by: Checked by: Approved by:
Desigrafian QA E>"<e.'cutive / Producti?n Head / QA Head /
Designee Designee Designee

ot -

e

Signature | v \7\ X vONTROLLED F"r’v
with Date %ﬁ P @%"N %’W’V e

v ¥




Safetab Life Science
BATCH MANUFACTURING RECORD | Pageno 1ot 57
Brand Name | RICHFER CAPSULES Sy 1047 Batch Size 4,50,000 Capsules
s onge oo 4 Carbonyl Iron, Mitamins, Zincand AR mmrer. | SUpersedes o3
Generic Name: Antioxidants‘capsules MFCNO: ST/MFC/135)R 1 MEC No: ST/MFC/135/R0
Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
9.6 SIFTING PROCESS:
Step 1 i ! Q\ b 1'\/( . Checked
" Process Instructions Time Done By by /b N
o - y/Date
Started Completed
- Sift DR 2.9...Kg of Microcrystallini c;llulo'se PH 102,
S weio iR N K G OF Folic Acid, ... 22N Wi Kg of . , W
Zing Sulfate Monohydrate, and.....&&..:.&.‘t.{".“.!(g of l g : \ 6 ( 3 36 N \’14
Vitamin E Acetate 50% granules BP through 30#. AQU\ e o\
9.7.2 Sift &\51\7Kg of Calcium hydrogen :
o Phosphate,.......\.\ 282, Kg of Cyanocobalamin A * Ko . W\
(Coated) through 30#. \3. 28 12°.% 2"\0‘ 2
Sift Q%PQKQ of Microcrysialline crystalline
celiulose PH 102, ... h....0.32.Kg of
9.7.3 Carbonyl Iron , ........ e QN AKg of ' . _ N U_,.%
ASCOPDIC ACId, woorrrr. 3 .,.’lt..i,?.(;xgof Sodium \3l52- W20 \ooxmes
Seienate through 30#. \ 8\“ (\,e
9.7.4 | Sift ... 0. Kg of Tale, .. Lt K. .Kg of s
Hydrophobic colloidal anhydrous silica through 30#. \\{' D% \LQ TR | Ceexmie )r\ w
1 (e
9:7.5 Sift }\’WKQ of Magnesium Stearate \ 1 - .
Through 60#. \\" S0 |t L e \eexaan %
Al U('l(
Prepared by: Checked by: Approved by:
Deslapatiti QA Exe.cutive / Producti?n Head / QA f-.{ead f e e
Designee Designee Designee ” A MT O\-‘*..‘..__‘
; TN
Signature %\7 @ \u,y\v\ w&.‘ LLE 0C op Y...!E
with Date ) 3 .
gt Aoyl e)’( px N\




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 22 0f57 -
Brand Name | RICHFER CAPSULES ;‘;",d"d: L 1047 Batch Size 4,50,000 Capsules
P— Carbonyl Iron, Vitamins, Zincand. , 4 s | Supersedes - ;
SR AT « o M 1ot B & ’
@¢ijeric Name: AnFioxidante capsules MFC NO ST/MFC/135/Rt: MEC No: ST/MFC/135/R0
-| Batch No.: GD211133 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 gioves of previous Product/ batch -
are removed from ‘the area. \—
2 Check whether the scrap from waste bin is'removed and new polythene bag is put into it. L N
8 Ensure that the previous batch BMR / documents are removed from the area. L -
) Check the housekeeping general cleanliness of the floor, walls ceiling, tube light fixture, supply .V,
4 " % 5 y
grills, riser grills, filters and electrical fixtures are clean (P
5 Check the cleanliness of the doers; door view panel and SOP stand. o v
6 Check the cleanliness of the utility line (compressed air, First RO water and purified water). N v
7 Check the cleanliness of the drein points. i v
8 Check for absence of previous batch/product from area below machine and inside machine by ) "
opening the guards of Octagonzl blender., o
9 -heck whether the machine body and control panel of octagenal blender is clean. v n
10 Ensure that the balances are cleaned and it’s calibration status. v -
Check whether the Equipments/ Instruments to be used are within calibration/preventive )
13 g ] W
maintenance:due date. ) =
12 Check the status board of the area is updated with cleaned izbel. &= \
13 Check the temperature & refative humidity of the area meet as per BMR requirement and ensure
that the records are updated. L "
14 Check the differential pressure of the area should be within the limit. o (>
15 Ensure the concurrent entries of log book. L v i
i6 Check the functioning -and cleaning of return riser. s e
Note: Tick mark () if Complies and (X) if Does not comply 7 \
/ ]
Checked by {production) sign/ date/..«)x.c\h«\\,?—# Verified by (IPQA)SIgn/date\: ..... L’ .r;.‘/u,

Equipment

Octagonal blender

Code No

ST lpre/ o)s

Previous product

Richders Capqules

A e 1D 011\3s
Cleaned by: V eQ :
AXV Qv
= \NWY) $19 -
S S T - T IPOA:. ...
Prepared by: Checked by: Approved by:
Designation QA Executive / Production Head / QA Head /
Designee Designee Designee 0
'\l TROLL L 0 C
Signature @ \.,,\ M B A
with Date : 2 ¥
( Dbl g




- Safetab Life Science

BATCH MANUFACTURING RECORD : Page No.: 23 of 57
| Brand Name | RICHFER CAPSULES Z‘:f’"d i 1047 Batch Size 4,50,000 Capsules

i e .| Carbonyl Iron, Vitamins, Zinc and ik . veraac m | Supersedes R .
GénericName: ,An‘ﬁax' Ants capstiles MFC NO: ST/MFC/135/R1 MEFC No: ST/MFC/135/R0 -
Batch No.: GD211133 Mfg.Date: 11/2021 Exp Dates 10/2024

Date: iv)’ Time: s
10.2 ENVIRONMENTAL CONDITIONS: . \ q \ “ ‘ '2'/, \ \" - 4“3_-

Observation Production Sign
Temperature: 23°C to 27°C .
i T 02 'C Qﬁ%

Relative Humidity: g
45% to 55 % . £33/

10.3 APPROVAL FOR BLENDING AND LUBRICATION:
N {

: i e A
Production S:gn/Date/%D\o\\\\\\'\ IPQA Sign/Date:..,,.....;\,’@.T‘.E}..‘C‘.l '\‘L"\_\

10.4 BLENDING AND LUBRICATION INSTRUCTION:

te: )
Date ’ )q \ ')l ’L’
Step
Process Instructions Time Done by Checked
No. by/Date
Started Completed
1 Use hand gloves,; nose mask while handling the materials.
2 Operate the Octagonal Blender as per the current version of the SOP.
3 Load the sifted materials (Step No: 9.7.1, 9.7.2, 9.7.3, 8.7.4) ’ﬁ
into octagonal blender, \ o .
Y L0 |\ 0O e ppmon] LAWY
: JACAA LAY O\
4 " .
Mix for 30: minutes. . A _} 3
, W0 1z < INesroemoni] SN
o Add the sifted Magnesium Stearate distribute / sprinkle over the _%
blended material. LS- ' 4 ] Lg‘ 4; (\/ 2 %
. : 1N eeomad | \Y
6 . "
Mix for'5 minutes. . - \ _
1S <0 |\ S eepmont T8 10 A
r ‘Unload the final blend into suitable containers lined with double \b 8 "5
polythene bag container with proper label. \_S ' v:f ' \ 3 r\'&g -] 1
' : z OOy o \W LY
8 .
Record the weight in below mentioned table. " . i 5
“D A2 \b \':[ "/E/QP&MW KC\\“L’V
Prepared by: Checked by: Approved by:
Dackination QA Exgcutive e Productif)n' Head / QA Head /
Designee __Designee Designee ez

o

. ‘ GONTROLLED COPY |
e | U O e Lo L=
r)n(m i ] 0




Safetab Life Sciewnce

BATCH MANUFACTURING RECORD . | Pageno: 24 of 57

Brand Name | RICHFER CAPSULES s 1047 Batch Size 4,50,000 Capsules
- .| CarbonylIron, Vitamins, Zincand. 2 . Supersedes, ; o
Generic Name: Antioxidants capsules MFC NO: ST/MFC135/R1 MFC No- ST/MFC/135/R0
-| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024

10.5 WEIGHING OF FINAL BLEND: Date: LC\\\\\& \

Container| 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

| A4236] 3013 | 4003] ® [\
2 123292| 2.sb| 3b3bl v |\

* | A4457] 332 [Alog] = |\
¢+ 1838239 | 2823 ag.cb| ® \
5 123b o bb |23 4
° A0S 0 FY | 3Jys | = ,
N - Y
NN = R
9 \ 24

20

i

N8
11 . 26
N\
12 \ 27
13 28
14 \ 29
15 30
_— al 114
\ait e
Total weight of Lubricated granules: 2 ) 4_ 5 b () kg |
Weighed by\)&ﬁ},ﬁg@f“qo{\& Checked sign by/date:......¢%..... thlll,l
Intimate IPQA to draw the sample. Sample withdrawn by IPQA -
[ ]
1] Ie ” o
Production ngn..y....\:.? ...... Date:...lg.\x.ﬂ.% IPQA Stgn.}:: ................ Date:f.ﬁ.‘.f..r,.‘...,’...}«{

Send Test request form for lubricated granules to QC départment.

Prepared by: Checked by: Approved by:
Deshgration QA Executive / Production Head / QA Head /
Designee Designee Designee C 0 N TR OLLED CO P Y 8

-

Signature W & \’)l\ %\ AN - Tt ....::_,1_"
p A '5)’\
with Date /OJ " ' v M;\o a\'l\\

AR LY




| In=process:samples

Safetab Life Science : ik, st
BATCH MANUFACTURING RECORD | " e
Brand Name | RICHFER CAPSULES e ‘f”d 0 1047 Batch Size 4,50,000 Capsules
-Generic Namezwgi;gi?g; f‘fc‘;”c'a\é‘stjgs‘”s ZiAt, AN, - MFC NO: =" (- ST/MFC/135/R1 | SUPSrSedes | s/mec/i3syro
Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
10.;‘RECONCIUAHON:

1.0 Theoretical weight of blend 225.600 Kg

2.0 Actual W.eig'ht of blend : No 4 g bD Kg

3.0 Manufacﬁufing Loss (1.C —6.0) : O - g O kg

A | IPQA Samples Kg
4.0

B | QCSamples O-~Qsx Kg

C | Validation Samples O ~O.X Kg
5.0 Total samiples: (A+ B+ C) 0-10 Kg
6.0 Total: (2.0 + 5.0) 22 4 . t;, O Kg

6.0
70 | %Yield = - x 100

(Limit~ NLT 99.00%)

99 8% *

Reconciliation done by Production sxgn/DaQi\%\“\%

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

Checked by IPQA ssgn/Date:....ng...;\f..!..‘...\.l v | f

Total rejects destroyed: ..M. 2o T S Kg's(Rejected materials should be destroyed in the presence of QA)
Done by Production sign/Date:%D..\.Q.\.\X\&?{.\ Checked by IPQA sign/Date:.é\“.xff\.‘\.’X.f(.( A

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

IPOA sign/Dat’g&b.LL’"{.}..[7’\

Production sign/Date:.....[dﬁ.ﬂlﬂl?..\....

Prepared by: Checked by: Approved by:
i " QA Executive / Production Head / QA Head / =
D % Ve
esignation ‘ Designee .. Designee Designee coO NTR OLL &0 cop Y }'
Sighature W 1 k VRN T SR
with Date 0¥ \ )
Oep {0 d L L o
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Safetab Life Science
i i
BATCH MANUFACTURING RECORD | PageNo.t T [zeorST—
Brand Name | RICHFER CAPSULES i oduct ID 1047 Batch Size 4,50,000 Capsules
P Carbonyl Iron, Vitamins,.Zincand T PR g J.Supersedes s
Generic Nameij: Aotiovidsmts capsu!es MFC NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0
Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.0 CAPSULE FILLING:
11.1 LINE CLEARANCE CHECKS:
S.Mo Checks Diseryiion
Production IPQA
: Ensure that all empty containets, labels, used polybags, labels, hand gloves of previous Product/
3 batch are removed from the area. 1% )
2 Check whether the scrap from waste bin is removed and new polythene bag is put into it. Vv JIEC
3 Ensure that the previous batch BMR / documents are removed from the area. W —
4 Check the housekeeping general cleanliness of the floor, walls, celhng, windows, tube light o
fixture, supply grills, riser grills, filters and electrical fixtures are clean. % €=
5 Check the cleanliness of the doors, door/window view panel, SOP stand and compressed air filter v S
outer surface.
6 Ensure that the balances are cleaned and it's calibration status. D
L/
7 Check whetner the Egquipments/ Instruments to be used are within calibration/preventive D
maintenance due date. v
8 Check the temperature & relative humidity of the area meet as per BMR requirement and ensure v
that the records are updated. ik
9 Check the status board of the area is updated with cleaned label. v ==
10 Check the differential pressure of the area should be within the limit. y —
il Ensure the concurrent entries of log book.
L «
12 Check the functioning and cleaning of return riser v S
13 Check the Rélease Status of product blend‘/ granules/ pallets/ tablets. L
.
14 Ensure that the Polythene bag of dust bin replaced with new bag. (7 7 -
Note: Tick mark () if Complies and (X) if Does not comply i
Checked by (Production) sign/date:....,ﬁ@b.z.’};’.izl.... Verified by (IPQA) sign/date: 4...5/2\’0['11 I
Equipment  |Phevvag/ /i . ~ )
ok e | (tom (Pm ﬁ@ gess Py ViA A
Equipment rea
ID No: ‘;7/ acEfon 157/ Pt oy 157/ P Jyt iez) Vrceoral 81 1Pree fne |57 Jea foels1/ 002 J o
Previous n # ’ )
product 2 ichegn /CUXML-
Batch No. /7
-l “1p 2)1) 22
11.2 ENVIRONMENTAL Date: ol ) Date:
CONDITIONS Observation Production Sign + Observation Production Sign
r A
Temperature: 23°C to 27°C /-J)L’_ ¥ , ,l TR . )
Relative Humidity: ) 7T 77N
45% to 55 % Sy s (7T 12py

11.3 APPROVAL FOR CAPSULE FILING:

Production executive Sign....... {0 ...

Prepared by: Checked by: Approved by:
oetetin | DT | Ftaction ] o (AR
| B o | o)
i ate - @({[Qé ‘,\}f p(\ Q\}\Q'




Safetab Life Science
BATCH MANUFACTURING RECORD " | Page No.: 27057 -
Brand Name | RICHFER CAPSULES ﬁ?_""d 1 1047 Batch Size 4,50,000 Capsules
.| Carbonyl Iron, Vitamins,.Zinc and e : /i | Supersedes QP
GereritName: Asttiosidants capsiles MFENO: ST/MFC/135/R1 MEC No- -STAYFT/L35/R0
‘| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.4 PROCESS INSTRUCTIONS:
. : Start End Checked
S. No Process Instructions Tierie Tirne Done by by / Date
Check the cleanliness of area and equipment.
Set'the filling machine with the required change: parts. 095 locizo u bz PBont ,/;Qu/,/n/;,
p i v ] ! d
3 _ Tran_sfer .’;he granges to capsule filling room. 02155 bngr 75 Pac;;a,, Pty "(/m/n/z
4 Operate the capsule filling machine as per the current version of the %
SOP. . 22 Voo Lo O&clvowpm)/ /.7,,-1,};1/2,
5 | ‘Collect the initially filled capsules and check for 2ppearance, group J !
| ‘weight, weight veriation, lock length and disintegration time. 12: 40 {pat 52 | Deche., e foza blradss
6 Get the setting certified from production executive and IPQA after & ; =
-compliance with the *Filling parameters’.
7 Carry out the in~process checks as per the frequency mentioned in the
following table. ’
8 Collect the filled capsule 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:

Frequency
e No. of Capsules to be
S. No Farameter Lyt checked from each side
Production IPQA
Red/Red ‘0" size GHPL printed on
Description both body and cap Hard gelatin .
¥ capsule Filled with Pale Green 20 Every 30 win ey 3 T
. colour grandlar powder.
Weight of empty
2 capsules(B) 95mg 20 Initial Initial
e ; 500 mg % 3.0% .
3 Net fill weight (C) (Limit:485.000 mg to 515.000 mg) | 20 Every 2hrs Every 4hrs
Weight of filled 595mg + 3.0% .
* | capsuleA=B+C | (Limit: 577.150 mg to 612.850 mg) 0 Every 30 min Every 1 hrs
Weightof 20 filled 11.900g + 3% .
> | Capsules(D)=20x A (Limit: 11.543g to 12.257g) 20 Every 30 min | Every 1 hrs
N N . +5% of average weight
6 Uniformity of weight (565.250mg to 624.750mg) 20 Every 2hrs Every 4hrs
3 21.40mm=+ 0.4mm . —
7 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:
Desareten | Coeiel | Podvsin fead) e
gl ] esignee ~A A _
Signature An \\« 3 uu4TRQLLE‘O COhYJ
with Date : s '\é)z R N
v %ﬁgt#/@déﬂ 3)’;\ S\




Safetab Life Science

BATCH MANUFACTURING RECORD Page No.: 28 of 57
Brand Name | RICHFER CAPSULES b e 1047 Batch Size 4,50,000 Capsules
. ing ey 3 Carbonyl Iron. Mitamins, Zincand e : oo, | SUpersedes y
Genericame: Antiesidants capsufes MFCNO: ST/MFC/T357R L MEC No: ST/MFC/135/R0O
-| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024

11.5.1 MACHINE SETTING FOR FILLING:

Weight of Filled capsules | Weight of Empty capsules 1 . ; ; i s
S.No. 15 Fo inera Net weight in mg Lock Lengin in mm
1 po | an BoS Z1 3%
- _Baq a5 o 9122
= po2 oF Kuiy QL1 19
v hoy 01 D “r 22
B naL 47 hat 2125
7 haz as Thh 9(/\’2,'1
g boo g5 505 27
. £, [z F06 91.22_
10 hn % Gt Ao ), P3
- £C5 93 Hu2— D>
= fs2 &9 FoS— QL%
13 (O %5 haq 0127
14 Fol Hc- Aob 2124
15 Hoo 94, Hoky VANE
16 XA a4 5o\ 912
17 boh G7 501 2] 19
8 b 49z h49g Qi1 93
12 Dol Gb YA 2 /.2
20 Aol 97 hp b Q.27
Parameters Instrument used Observation Limits
: Red/Red ‘0" size GHPL printed on both
Appearance Visual / ' body and cap Hard gelatin capstule Filled
' \-@ Yp ’;a ) with Pale Green colour granular powder.
Sroup weight.of 20 11.900g + 3%
capsules Balance ) . a n7 {Limit: 11.543g to 12.257g)
Average weight ¢ 595mg % 3.0%
e el Belines ) Y5 (Limit: 577.150 mg to 612.850 ma)
. = 21.40mm+ 0.4n:m
Bk L bkl 91. 94 am (Limit:21.00mm - 21.80mm)
= :
Uniformity of mass Balance 5y — bos (5%55. ggﬁgvctegagg 4\.1\[765'%:::9)
isi i isi i B i 7. mini i °C + 20
Disintegration Time Disintegration Tester /,\ //,.) i 19 NMT 30 minutes in 37°C + 2°C
M/C set up checked by (Production):...,.k;l...Date 0}’1"7 o
Initial Setting capsules Destroyed by : Sign : ../2.... Date{...:{..).f?M
M/C set up and initial setting capsule destruction checked by IPQA:Sign : /_\y - Daten......... ® ((; (? ‘ )
Prepared by: Checked by: Approved by:
Deslgnation QA Executive / Production Head / QA Head /
Designee Pasignee Designeefl A~ ag
\*Awa) R O I\
Signature _ W fy\"’\ %‘\;{, th_ -L_E E*:'z _9‘05 v !,
with Date ! W) > i T
Aot aX A
f o R 7L s 3




Safetab Life Science
BATCH MANUFACTURING RECORD “Page Now 1 28-0f 57—
Brand Name | RICHFER CAPSULES ;‘:F"‘* 5 1047 Batch Size 4,50,000 Capsules
ot S ; .| Carbony! Iron,.Vitamins, Zincand. ... ...|. NO: 35/R1 | SUpersedes . ...
sE-Feneric Name: Antioxidants capsules 4 e MFC NO: ST/MFC/135/R1 MFC No: : ST/MFC/135/R0
‘| Batch No.: GD211133 Mfg.Date: 1172021 Exp.Date: 10/2024

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

I; HEG Capstuiss Size: *0 "Color: Cap: Red, Body: Red
Printing: GHPL printed on both body and cap
DATE TIME Group Weight: 11.900 +3 % Limit; 11.543 gm to 12.257gm Checked
Average Weight: £95mg + 3 % Limit;577.150mg ~ 6§12.850mg by
Lock Length: 21.40mm+ 0.4mm Limit: 21.00mm to 21.80mm Srodiction
Appearance * Weight Ofgzo @psin | Average weight in mg | Lock Length in mm
ooz, 1421 2n | Complies | I1. 92 LoN7 2%y /2
oulnly | a2t | (orpiin [ 642 | Sos 22 V7 a
T v sl 1. 423 PPeoA a4 Ol po D Dli'in Qld Jo '70& b y2ath e}
oulnk, | Do | Cevpley | 1.9 g4 5aq 2.0 7
olpm pLoso b//)mm‘;w [1.927 5 96 2119 ALl
Ol | 050 | [pruplis | [9.021 bor 21.22 /(7
vl | Apppeet ot OO0 %0 | Ol Js Jhirt fluocd ~
94/ n v o%lfo Comp e [lra»n, 596 2 M-y £y
wolipdy | OYLc]  Lomp Lig [1.8c=> gy 1ALy Sy
owlinlul ofzis Complie ([.oca iy 2 [r23 SR
MLk Sk b bed o o¥dyr~ ro ol tas s kb Pieoddn
eyl h iy eglio Comp g, 1.5y S9e 24-tq Lty
g (12 Yy 29¢cus] . Compliey [l.ooy i 21:2¢ S
outthi| 12:10]  Compive (1. 622 Sot 2 3 S
oyl/u lo g Conp il [2-: 5o§ b-o . 22> SN
. Ate Slo pbed oA~ (cfod 1° [li%/e aL»—L Jo Toa'l Lo enii i
culrain itro Comp lien //.3",\! SS9 2122 S
oyl by ¥l Comnp ey H*Q"b Sa 2i-3y Sl
oullely | 12:ivs Ligwp Uo | - 9¢y $93% L2 Srix
°9ln jy 1255.5 Ustn [y L ep 11-34% Saq¢ Tl S ol B
colabu] (3725 Oy Loy gk boo 2,19 Lony
oulebl | ki | Cemphw W Qb b8 212 Mg
cdel2) | luye fgmp’su{) Ny 96+ 649 ey M
’m\\ﬂ«ﬂ L. Cﬁ’mD\'\&’) |2 O2% Lo\ D\a5 M\\%
alole) | 151 UG ch'P\.\,M |2-0l2 boo 2j.09 [N G-
L ple Q&e;pppnl = \bieo b0 Wbre g w4 o bteddy )
oulblar [ 16120 ] Ccavrliln |2. coy beo 21.20 MY
* If appearance are satisfactory document as complies.
Prepared by: Checked by: Approved by:
el == i N v S .
Signature W | ~ AR gk ; _Nif‘?:’)l;Lﬁf__’?_(‘jﬂil\' p
with Date g (GJ{-‘QM '\ ‘Q;Q\Q 5\\\@}\ et




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 30 of 57
Brand Name | RICHFER CAPSULES :z oduct 3D 1047 Batch Size 4,50,000 Capsules
T .| Carbonyd Iron, Vitamins, Zincand | ~NO: - Frrase .| Supersedes .1 .
“Genéric-Name: Antioxidants capsules MFC'NO: STMFC/135/R1 MFC No: ST/MFC/135/R0
-| Batch No.: GD211133 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 bedy and cap Checked
DATE TIME Group Weight: 11.900 43 % Limit: 11,543 gm to 12.257gm - i
' Average Weight: 595 mg +3% Limit:577.150mg — £512.850mg Y
Lock Length: 21 .40mm=+ 0.4mm Lirnit: 21.00mm to 21.80mm Production
Appearance* Weight of 20 caps ing | Average weight in mg | Lock Length in mm
Tv - 0 . o0 L7 \ :
faale %p\;@o‘ -\ o0 \ = A0 Yo N mam PO — {7
o\ 90299 | ronepllyy | \\2 %04 se b BV Y
u\\a\m‘ 00\ HO | (‘Qmp\tu) 1\ 98¢0 544 FheOD M- by
Wiy fon ap | (empliey \2 ~ouy bo2 21065 (MG~ |
AN D2 20 (el [Lab Ll Hhn3 25 1 A= |
.~ iy Steppecl) et oz:do0 olurs Jd Bedel,, C@W%ﬂ’k

* If appearance are satisfactory document as complies.

Prepared by: Checked by: K;;;;;_o-;ed by: i

Designation QA Executive / Production Head / QA Head / I

Designee ~Designee Designee ” CONTROL Lep . !

Signature 3 etV COp Y !‘ !

: N \\\ A e |

with Dat 3 e

o Jog g o osF 9
¥ WA o ;

N

S M gy



Safetab Life Science

{4 s
BATCH MANUFACTURING RECORD |"PageNo:: 31 oF 57
Brand Name | RICHFER CAPSULES :f) oduct ID 1047 Batch Size 4,50,000 Capsules
; .| Carbonyl Tron, Vitamins, Zincand |, . e/135/R1 | SuPersedes, |
Generic Name: Antioxidants capsules MFC NO: ST/MFE/135/R1 MEC Nov» - ST/MFC/135/R0
-| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024

11.7 IN-PROCESS CHECKS BY IPQA (EVERY 1 HOUR):

HEG Capsules Size: *0 ‘Color: Cap: Red, Body: Red
Printing: GHPL printed on both body and cap Checked
DATE TIME Group Weight: 11.900 +3 % Limit: 11.543 gm to 12.257gm N
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 weightinmg | Lock Length inmm o
ouliodyl 03 20 |Covmnplie .90 > 559 0.2 9 %k\
L—Mle_ glep pell, ~ pylod 4o Oleho ¢ lue. 4 feo | Bl
OW)I?MGL’- "2 |Covmpl) 1.2yl L SN LT ) -
—— M C S goneel - p5iop | Al 45 bt Clotdol ‘;{‘
bk [ 0T:ox” [Gorelies 1. 2by S8 1. 50 NefrO
tuolon [0810x Ol €3 .a12 595 N 2 Y [NGaY
Ml [ Neovtedd pb pdiys Jv] Y9ipe owe |do  Bgcatvfoul —
oulon | 04195 | Cowplia by bA ¢ 2,31 M 6V
il | 1a08 (em D W\ 24 S M6 2™ L
e stovead al 1veo] bo 1o [Bs b bl es E]-—
i Fa= T —
Bajlagy | Mg Cemvlia W% T S 2y 2\ 3.4 =
c 4 (‘ 2.1, 29 (o p)l@ WeNa< T SAT 242 Of\
all2p 12.2° | Conpli® e ™2 SN Liiey o
L 1) 4 v20 "o olleo I ao- 5% 204 2 o
Lz‘;/"»[f < “_2: i ;"—Fj) ' A .~ ~Aa " 21 '37»7 ‘:;(
>\ e slo P T”ru.j alil | S, e & o> | 6= (X\ ""A = ‘0/,@_ ; 25
ezl ) 16 3 (o \ & ) S 2 S Q
] 1
- [ ) = S i > s ) T Al C ro \J LY 2 ’,, Y Al —
T4 |12 D 2D (o v 77-" 2) { 3 i} ke D ) {
c/l‘\.‘j '77 P 20 (o 1'\".1»"'/'""’ .94 ) Sy o i 1
oyliolo - 20 Fon il (196 2 54,8 0. 55 =t
) r A N
/\—M Lt Stepne dd o Haloe e db Zevtehy Corhlode o (
LY L1 [~
] ] /
.f,
* If appearance are satisfactory document as complies.
Prepared by: Checked by: Approved by: 7
Besignation QA Executive / Production Head / QA Head / f
. Designee __Designee !
Signature ;
with Date i

N 1V

Designee | .,\,“
%\F O N\ opt=
A RAT oX XN

{



Safetab Life Science

BATCH MANUFACTURING RECORD | Page No.: ‘32 0f 57

Product ID
No.:

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

- Cerbonyl Iron, Vitamins, Zincang, . : sl : . Supersedes. .. ] : T —
'Antioxidants capsules MFC NO: ST/MFC/135/R1 MFC No: ST/MFC/1357R0
-| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024

11.7A IN-PROCESS CHECKS BY IPQA (EVERY 1 HOUR):

~| Generic Name:

HEG Capsules Size: "0 "Color: Cap: Red, Body: Red

Printing: GHPL printed on botit body and cap Checked
DATE TIME Group Weight: 11.900 +3 % Limit: 11.543 gm to 12.257gm 6
Average Weight: 595 mg +3% Lim-it:577.150mg -~ 612.850mg Y
Lock Length: 21.40mm-+ 0.4mm Lirmit: 21.00mm to 21.80mm IPQA

Appearance® | Weight of 20 caps in g | Average weight'in mg | Lock Length in mm

v

i e
]
"
3%/ f57
; )
I

* If appearance are satisfactory document as complies.

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

Designee esignee Designee ii

[CONTROLLED COPY

Designation

Signature
with Date




Safetab Life Science

: BATCH MANUFACTURING RECORD . 'pageNo.: | 330i57
Brand Name | RICHFER CAPSULES e 1047 Batch Size 4,50,000 Capsules
z .k.Carbonyl Tron, Vltammc Zincand . P s sSupersedes
Generic Name:{ s capsules MFC NO: 7 ST/MFC/135/R1 + “MEC No: ST/MFC/135/R0
-| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024

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

Date:..Q.’if.i.L?..’.h. _ Time:..a.g.’.g.b..
Weight of 20 capsules : [ ] 9/ ] Average weightof capsule: N 974
A B c | A B | c ] A B c
1 boo |99 | ew) 8 1599 anlbp, | 15 | 59< | gu |Log
2 Mgl ab |G | ® ras | n | &) % | 568 | N |50n
B a1 g1 |, ee 10 Aasl 9% | Svo 17 5O% 21 _|te)

4 AO“\ C”j gbj 13 G 'Z s /46/% 18 /S\C/b\ an L{ 8
5 g0 | 98 Jbae | 2 | el g3 {507 | 19 | Ays | 03 lsuy
s | Aas | a5 lhet | 3 | ko | 90 {pem
7 hor TR Y e |Hag | g | 50X

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 Osle%6.. g A58 %

[ A 7
Max. fill weight 0.0 g 10.0.:95...%
Average fill weight of 20 Capsules:..:’.).:..Z.QZ./....g
Disintegration Time : X (Limit: NMT 30 minutes at 379C + 20C
. 0[/ Miin_ 2b8ec l !
Checked by: cuoceencsn ﬁ ......... (Production)
Dater. 2412V time:.2070= -
Wexght of 20 capsules : []. %2 S { Average weight of capsule : ST a96 g
N ‘w e (74
m&mm S A 8 C B A B
! Ss501 < | 43| 8 S50l 95
2 Sy A% us 3 e TS -
= g9 fa-| oo 10 o
4 $1q x| Ser 11 bsol 97
5 59 ( 9L 2] 12 96| 9%
6 93 57 YexT] 13 5% 9% .
7 g9 | Yozl 14 Sgs” 5
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 ©:.4.95 o ).2.22%

Max. fill weight ... > %g Lol 2= o
Average fill weight of 20 Capsules:"...f.’.:é/.?.?g
Disintegration Time : o % hlrde, G2 e (Limit: NMT 30 minutes at 37°C x 2°C)
Checked by: ...........,.’f....{\./.‘....(Pmductlon)
Prepared by: Checked by: Approved by:
Besighation QA Exgcutwe / Producttf)n Head / QA l-.lead /
Designee Designee Designee —— sz Y
: = Y \
Signature M\f‘ @ AP %‘ &L\CONTROLL&D \ JY “»
with Date ; 0 ) S PEIRREer - Y- |
o fod I R N



Safetal Life Science
{ !
BATCH MANUFACTURING RECORD P E——_—
Brand Name | RICHFER CAPSULES ﬁ?_""d i 1047 | Batch Size 4,50,000 Capsuies
e .| Carbonyl Iron, Vitamins,. Zi,ng and i : Supersedes ) y
Gen&fit ' Name: Antioxidants capsules MFENO: ST/MFC/135/R1 MEC No- ST/FC/135/R0
.| Batch Né.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.§A IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
Date:..ﬁ.‘.‘.‘..l..‘.."../y b, Time:m.?..i.:'..?f/
Weight of 20-capsules : ‘/ [ 9bo o4, | Average weight of capsule : trﬁ)x g
A B o i A B c : A B C
1 92 95 | ulnry 8 5921 9wl %9 15 97 g | Yv3
2 sy Sb “9% S S9b ar U949 16 54z 53 [N
3 Coan—| o | SPo) 0 | boo| a5 | 5e=| 17 | 598] op | ser
4 90 95 1 SO 11 5 sk | Xvr 18 Ue o
5 oL G seo | 12 sl 9r ! soo 19 L&z
6 Eoxy 97 | Y4a¥ 13 o] 8BS | oy | 20 bos
7 S 59 9" Uge i4 5% iy 9w oo e . L
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  2.942.5. §....99:22%
Max. fill weight 21520 g /...f?.".r.!.,ﬁ...,."/e

Average fill weight of 20 Capsules:...2¢5.2) ¢

Disintegration Time : i bty Yoo fe {(Limit: NMT 30 minutes at 370C + 25C)
A

Checked by: ........ ;Zp—‘ ........ {Production)

{ Average weight of capsule 595b nxy
| A B € A B c

i Sq) se | uQx 8 5561 cw ]l oo

2 5561 91 94sg] ° 593 %3 | usx

3 s6b x| (1eg) 10 Svs 1 x| uoy

4 56 5] veo| u Soxl x| weo

= g6 -1 xw) b Gon | §e| 59

g corl 92| svo 13 552 99| >vo

7 L9 ix| G| 14 S50 oy | Yoy o
£ Weight of filled capsule, B: weight of empty ¢apsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Min. fill weight 2:4.95. g....35..0.2.%

Disintegration Time : o3 S g9 Sec (Limit: NMT 30 minutes at 370C + 20C)

Checked By: woveie é.f,.[).ﬂ......(l?roduction)
Prepared by: Checked by: Approved by: ]

i ok QA Executive / Production Head / QA Head / : ’ : e
Designation N : . 5

= Designee Designee Designee CON1 HQ L L[D C i
Signature \(P\ ’)7\ b o=genrasrdn A TR AN T
with Date L( % ?v @j oY \é)‘-

il A1 07<\ ™
b ¥ R e Y




Safetab Life Science
BATCH MANUFACTURING RECORD | Page No.: 35 of 57
Brand Name | RICHFER CAPSULES s 1047 Batch Size 4,50,000 Capsules
Generic:Name: gzggi?g;ég%ggfg”s' ehcand | MFENO: - | ST/MFG/1SS/Ra | pupersedes ST/MFC/135/R0
-| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.8B IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
i
Date:.f?..’:!.’.l?.’../.‘f Y Trme/gfy.‘?./ > |
Weight of 20 capsules : [[. 540 o ] Average weight of capsule : 5o S |
A B o < A B o A B &
1 &4 5 | uat| 8B ©sb| gb| Swo| 15 5o 9y | oI :ﬁ
2 % 9 g 4a7? @ Saal 99| o = S5u6 96 | svo |
3 S x N X0 10 bl X1 vod 17 Lob 78 | s
4 ool o3 | wor| 1 Sac] 95| xvo | 18 Sax| 93 | xeo
7 Sax| x| swo s Sayf. 56| yes | 39 S5 Ixm| Yes
6 1Y 58 | udx 13 S5 67 Ysgy i
Z g5 79 1 437 a4 54| 9a| seo )
A : Weight of filled capsule, B: weight of empty capsule, C: Fill weight &+ 5% of average weight (565.250mg to 624.750mg) ;'
i

Min. fill weight ©2:9.95 §....6.9:22.%

Max. fill weight

Average fill weight of 20 Capsules:... 2:52%g

Disintegration Time : 2 higpird & 4 5 Sec (Limit: NMT 30 minutes at 370C + 20C)
Checked by: ._.(‘P“'v ........... {Production)
DateR Y.. .19-[2—% Tlmelﬁ‘%g_
Weight of 20 capsules :  1\» O & 29 | Average weight of capsule : h99 ™Mo
: | A B c [ A B c A B c
1 (KT | gt [FO] 92 | g thay | 15 [hsg 97 | poo
2 1597 196 [wag [ 9 ko2 [ab |poy 6 b | ql, |pov
2 1WAl 1ay 1y | = [P99 a9 [po0 | ¥ |m9o | a8 |99
4 | bon |98 leor | 11 [PR[ &7 THa8 | 18 | Rr99 | 45 |Foo
s |V [ 9b [goo | © |#e9 [ [pol | » |bol [ 57 [Robh
s 17 199 [oR | 55 [wg3 [aL |G | = | 6006 | 68 | po
7 1598 | o7 [nat] 14 [s92 | aq e
A : Weight of filled capsule; B: weight of empty capsule, C: Fill weight =+ 5% of average weight (565.250mg to 624.750mg)

Max. fill weight 0.0 g f@]\{e ....... %

Average fill weight of 20 Capsules:.@‘..EQ..Q..g

Disintegration Time : O Y\ nA ‘Lf'f }152/"'

(Limit: NMT 30 minutes at 370C « 20C)

Checked by: ... H ........... (Production)
Prepared by: Checked by: Approved by:
Desiunation QA Exefcutlve V4 Productxf)n Head / QA l-.lead /
Designee ~esignee Designee D C (“PY

O L o \_JGONIROLLED COPY
with Date ¥ X AR 3 S

- £2 48 { QK G\’\V

oo




Safetab Life Science
BATCH MANUFACTURING RECORD 1 TPage No: “T36et57
Brand Name | RICHFER CAPSULES ::f"“ . 1047 Batch Size 4,50,000 Capsules
“FGéneric Name: 22;%‘;‘;’3’; i;gz%\égtjg;ns 2nCand sdomec NO2 ST/MFC/135RY * SHPSISEdeS oompbe.isrymEC/135/Ro
.| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.8C IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
Date:..ﬁﬁ:\l&k.&.?" Time:.agf@..‘..;)zp g /
Weight of 20 cepsules : | |, Q9 4 | Average weight of capsule « N, MHA j
2 A B c A B c A B ¢
1 159y | b [A4g% A9 1 at [ B2 | 15 [ Bar | b | pol
2 18y | % [ugb 2 | 8 Jhon | 16 | goy | 95 uag i
3 _Ltoo | NG | KO 1 b | oL (oo Y |40 §7 Koo |
4| qEd Q7 | Soo | 1t | wehlqag Thab | 18 [egq 1% | 5o
5 L 00 ob |Soy | 1 b | O
e 1e81 LAY Jhoea[ 18 [l [ Qb
20001 M {uag] = ek | 68
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 © ':t‘f“ 0.8%.00 %
Max. fill weight @%g \ehon...%
Average fill weight of 20 Capsules:p..'.ﬁg..q..g

Disintegration Time : O U AN vﬂ AL (Limit: NMT 30 minutes at 370C = 200)
Checked by: \\‘\.\ .......... (Production)
paten Q41212|  1ime22135
Weight of 20 capsules:  1[,99 39~ ] Average weight of capsule My
| a | =B c | A B c A B c

9% | A% | 500 8 %8 | 99 | 499 ] s 54% | 99 | 498
59F | ag | 4499 9 b9b| 98 | 4yqg | 16 598 | 9F | 50|
95| ag | hat | 10 bod| 99 | 504 | 1 k0o | 9F | 503
boo | 99 | nol 11 94b| 9b | 00| 18 b03 | 9¢ 505
Wb | b | Hoo | 12 298| 9% | 501 | 19 boo| 99 | so|
abl 9% M99 | 13 | bo3| 99 | Boy| =20 59g| 9g 500
603! 9g b0H | 14 b0hy| 9% | %ob

A 1 Weight of filled capsule, B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

min. fitweight  Q:MIF. g 99:9.0 0%
Max. fill weight ...0:. 00by 100:99.%

Average fill weight of 20 Capsules:.‘o.,.:.,g..g..l.g

N o [d (W |

Disintegration Time = Ol min& Lqsee (Limit: NMT 30 minutes at 370C + 20C)
Checked by: ’A{' .............. (Production)
Prepared by: Checked by: . Approved by:
Desigiation QA Exgcutzve / Product:fnn Head / QA !-'(ead /
Designee Resignee | Designe

Signatire | N el Qx» GONTROLLED COPY 6
with Date Qk \ P s - -

04 Joglid | i




Safetab Life Science
% st
BATCH MANUFACTURING RECORD || PageNo—"""137 of 57

Brand Name | RICHFER CAPSULES ol 1047 Batch Size 4,50,000 Capsules
e .| Catbonyl Iron, Vitamins, Zincand |, L v ecno S 1| Supersedes I __,

Generic Name: (2E0RN L0 T MFC NO: ST/MFE/135/R1" | piberse ST/MFC/135/R0-

- Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.8D IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
4
Dateéx....... - TiMeaceenennniann
Average weight of capsufe :
B G A 3 c A B &

1 L 8

2 N 9 16

3 X 10 17 ' g
4 N 11 18

S \ 12

6 N 13

7 N\ 14

+ 5% of average weight (565.250mg to £24.750mg)

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

Min. fill weight

Max. fill weight

Average fili weight of 20 Capsules:.................

Disintegration Time : (Limit: NMT 30 minutes at 370C + 2°C)

Checked by: ....osuiane e K e {Production)
TN Sieusinaivarisonn \
[ Averagé\weight of capsule :

B C A C A B G
: %
2 N\ 16
3 10 N 17
4 i 18
5 12 19
6 13 20
7 14

A : Weight of filled capsule, B: weight of empty capsule, C: Fill weight + 5% of average weiﬂ @5.25

; /WP%;SOmg)

Min: fill weight ssiarne 20 %

Max. fill Welght ccicine @ cciresemenseennas %

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

Disintegration Time : (Limit: NMT 30 minutes at 370C + 2eC) /
Checkad BY: .ivsicisamniierson -«....{ Production)

Prepared by:

Checked by:

Approved by:

Desiagitiar QA EX(?cutive / Producti.on Head / QA fjlead g
Designee Designee Designee ~ 2
Signature 0 < \%y\y\ \'m d\)\,}/\ ONTROLLED COPY
th D t * o~ L LR X S, vl
s desius O ledlly Nl oY
i

e

bl all



Safetab Life Sciewnce

BATCH MANUFACTURING RECORD
Brand Name | RICHFER CAPSULES S 1047 Batch Size 4,50,000 Capsules
2 Carbonyl Iron, Vitamins, Zincand, . Supersedes.
Generic Name: Artiosidarts capsules MFC NO: ST/MFC/135/R1 MFC Nos ST/MFC/135/R0
Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024

11_.gE IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:

TREEE, oo nmenissnata
Average weight of capsule :

B c A B c f A B c
q .
2
3 10 {
4 ; i1 8 !
5 12 1 19
6 i 13
2 T N 14 v i

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

Min. fill weight  .evcws Giosnsinguss cvisiintsn

Max. fill WeIght .ouceccnirannne G* o

Average fill weight of 20 Capsules:
Disintegration Time : \ (Limit: NMT 30 minutes at 379C + 20C)

Checlked BY: v uciunseis i {Production) \
TS casasssinusinas \

l Average weigkt of capsule :

B c A B

1

2

3 10
4 13
5 12
6 i3
7 14

A : Weight of filled capsule, B: weight of 'empty capsule, C: Fill weight |+ 5% of average weight (565.250mig to 62?.750mg)

=
Min. fill weight g Y% /t/ 0 f7 //)//’27
Max. fill weight ....ccccunn T comemeernepest % i
Average fill weight of 20 Capsules:......co........... g
s
Disintegration Time : (Limit: NMT 30 minutes at 379C + 29C) )’
Checked by: .occcssirann R — «..{Production)
Prepared by: Checked by: Approved by: [ !
Designation QA Exgcutxve / Productpn Head / QA Head / = E J
Designee Designee Designee O N Tp 0Ll ;_ L) copy| g
i

Signature ‘Y\“) %\ W/\ R e e “e:"l:
with Date %K \

OAlt) /o(




Safetab Life Science iy

BATCH MANUFACTURING RECORD “[Page No.:

390f57

Brand Name | RICHFER CAPSULES ol 1047 Batch Size 4,50,000 Capsules
& > ; .;.A_i;Cgrbonyl_I:;pn, Vitamins, Zincand, ., . | S . Supersedes. . .| 52 SR,
“Generic NaweeRIDORIE 0%, VS MFC NO: ST/MFC/135/R1 | SHRSree ST/MFC/T35YRO
‘| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.8F IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
Average weight of capsule ;
A B c A B c

3 , 10 17
4 . 11 18
5 N 12 19
6 N 13
7 N\ 14

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

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

: A B (>
1

2

3 10

4 11

5 12

6 13

7 14

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

+ 5% of average weight 365.250mg t0 624.750mg)

Disintegration Time :

Min: fill weight Giis o ;
Max. fill weight .......cine G  Chudameiommmm % )

liy
Average fill weight of 20 Capsules:................g /, A )f

(Limit: NMT 30 minutes at 37°C + 20C)

~

Checked BY: iciiciannines . (Production)

Prepared by:

Checked by:

Approved by:

QA Executive /

Designation Designiee

Production Head /
Designee

QA Head /

I e s vl At LT

Designee

Signature 8 } ﬁ; ,
with Date oy
Y2 10 ;J I
L4 i Zoudi

T

SONTROLLED COPY

)

]

r




Safetab Life Science

BATCH MANUFACTURING RECTORD Lo

400f57 - -

PageNo::
Brand Name | RICHFER CAPSULES g 1047 Batch Size 4,50,000 Capsules
5 ~:}Carbonyl Iron, Vitemins, Zinc and o ey ) sSupersedes A 4 il
Generic Namei} Rt nte capsiile MFC NO: ST/MFC/135/R1* MEC No: ST/MFC/135/R0
Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.§G IN-PROCESS CHECKS FREQUENCY: EVERY 2 HOUR BY PRODUCTION:
Date: TiMEs . onsasnnsensesa
Average weight of capsule :
B C A B € A B €

3 17
4 |\ 11 18
5 o 12 is
6 N\ 13 20
7 14 :

A : Weight of filled caps%‘q\sz weight of empty-capsule, C: Fill weight

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

Min. fill weight

Max. fill weight ......

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

Disintegration Time :

(Limit: NMT 30 minutes at 379C + 20C)

Chacked DY wociemsiinimnsinwivisns .(Production) \

TR sasnsanioss
l Akrage weight of capsule :
: B & A X B
: ~
2 9
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 weil

t (565.250mg to 624.750mg)

Min: fill weight .g % /{/}3 4
Max. fill weight .....ccocne 2 SO D—— % o
Average fill weight of 20 Capsules:....c.uinas g \1')(‘/7/M 77‘
Disintegration Time : (Limit: NMT 30 minutes at 379C + 20C) \/
7

Checked by: iissaviisasen waswas{Production)

Prepared by: Checked by: Approved by:
oesgraton | Opmeeie/ | P e i - g
Signature W @ \er\"} &\ 6‘>\!\/‘ U\ NTR O‘!:_IZF-D COny
with Date Qthc{ 1 e G\b S S




Safetab Life Science
o o
BATCH MANUFACTURING RECORD b “Page No.: 41 0f57
Brand Name | RICHFER CAPSULES hodfce I 1047 Batch Size 4,50,000 Capsules
e arer] Carbonyl Iron, Vitamins;. Zing and REONO- 1 | Supersedes . | e
GenseNamer FEDO0YLIEN Vi MEC'NO: ST/MFC/135/R1 | ZRerse STYMFEE/135/R0
‘| Batch No.: GD211133 Nifg.Date: 1172021 Exp.Date: 10/2024

11.§ IN-PROCESS CHECKS FREQUENCY: EVERY 4 HOUR BY IPQA:

Date:QELlE.Z;.l.? ’ . Time:...o...}..-..../?’..)/
Weight of 20 capsules: [[.C19 7 G | Average weight of capsule :5¢, b g
: A B € A B S A
: 1668 [l [ hed | s [Wg (4G [vool - 249 3
2 1595 | S iBeo | 9 1695 (0L | Aq] | Bog
3 byl 0L 19> ] 10 [ZaplaC | Gos | w %e L
4 g2 | ab l)adl u [bagg |y 1S 1 Ve> ]| 38 54 y
5 169L | ASTcov ] = [He [0S [Yoo] o 5qL | ¢
s 15911 07 {Ged] 13 139y | gl | Hig| = 56| C
- GQC, G S0 5 — Ll Cj‘[, 66‘5
A @ Weight'of filled capsule, B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Mir. fill weight HA 7 g:'h] 2

j......%

Average fill weight of 20 ,Capsu!esﬁ....'..gi;?...‘..g

Mzx. fill weight OS".Bg (1

Disintegration Time : O [y \vwwh 26 RES - (Limit: NMT 30 minutes at 370C + 20C)

J Average weight of capsule :

LAl e
A A | B 5 | A B C
L 1598 1A lhas boo| Gy [®%0b | 15 | S63 | Gy | naa
2 ’Selh‘ 5}? ’foq‘f ;él § a b\ ‘S\C"\ i6 g‘c} O\ o\b )5@:3
3 So\ | Ob Thax | 10 (<33 | O% [hags 17 | ©9% Oy | ol
¢ e | QY Ieoo | 1 X9 T Quixon | 18 [543 | Ol |01
5 92 | 9% o | 22 | boo | 9y [wob | 1 | 5o 8% | con
6 & | 9% |s09% 13| 56K Gy [5o) 2 [ 599 TS wou
7 = b [s0\ 14 | S9R a5 |nag e
A 1 Weightof filled capsule, B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg to 624.750mg)

Min. fill weight DI’HO‘ ‘D/Q 0’(01,1 5‘, Us

Average fill weight of 20 Capsules: D'qu\g

Disintegration Time : OH M‘? M 20 £

(Limit: NMT 30 minutes at 379C + 20C)

Checked by: ..... N é:«\)ﬁ.’...,..(IPQA)

Prepared by: Checked by: Approved by:
Designation QA Exe?cutxve i Productif)n Head / QA Head /
Designee Designee Designee
: S
Signature . e O “ el
| Rl U W™ [[conTRoLLED coPY
‘m‘n),,‘}’( » i s sl




Safetab Life Sciewce
BATCH MANUFACTURING RECORD PQQ NG e el DG T
Brand Name | RICHFER CAPSULES sl 1047 Batch Size 4,50,000 Capsules
s .| Carbony! Iron, Vitamins, Zinc and o = anemac] SUupersedes ~ )
Generic Name: Antioxidants capsiles MFC NO: ST/MFC/135/R% MFC No: ST/MFT/135/R0
Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
13 §A IN-PROCESS CHECKS FREQUENCY: EVERY 4 HOUER BY IPQA:
pate: @112
Weight of 20 capsules : | Average weight of capsule : S |1 mey
as A B c [ A B c
1 S as— | Se’ STy | 91 |Sel— A A5 | S©o4
2 SA i Se | S8 | a5 | Se 16 S92 .} 280
3 SA1—=1 aa 213 10 s33 A6 | 42 17 ~sag | 91 <S© |
4 Sas | a5 | Seo 11 SAe | AS | A1S ] 18 SAT | A5 | S=18
5 SR | L | SoL§ a2 5| 36| 409 1w koo | AL 504
6 SRS | ] o) | 13 | sas| 9y 1 See| 20 S [ 3 [ 49
7 Bo2 | % [ Seq| 14 [ a9 b se) ;
At Weight of filled capsule, B: weight of empty capsule, C: Fill weight * 5% of average weight (565.250mg to 624.750mg)

gglgg@o/o

’iclloo/o

Average fill weight of 20 Capst:!es:.Q.'..}.?..).g
O NMIWD 4\ Lec

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

X °4‘ z'

Chiecked by sl

pates 2402/ ime:

Weight of 20 capsules : \\+ & S ! Average weight of capsule : <

A B A B c {0 B c

1 <o | a6 [<=) ST 97 | meid As_ | sok
2 S4 Ay | Aaq SRE | VL <o o al, S
3 Sas | As | seo| w0 g | Y7 | A= a5 | Seo
4 SAE | W6 e 11 Sai}t af | aa¢ AL | Sev
5 S ab S0 12 S as | 429 ax—| 4y
6 STg 1 So| 13 B, AN ] S| b AN
7 Lor| D6 | Sob| 14 | Shb| ™ | Soof e

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

Min. fill weight ©: 46 g .00

Y%

Max. fill weight 0506g (00:2%....%
SO

Average fill weight of 20 Capsules:..?.ﬁ.}. ..... \g

Disintegration Time : ©3»unwh ASSaC

(Limit: NMT 30 minutes at 37°C + 20C)

£ }ufh
Checked bY: ... ol f.....(IPQA)
Prepared by: Checked by: Approved by:
o QA Executive / Production Head / QA Head / I e P |
D - = P,
esighatien Designee Designee Designee i 50 NTR OLLED Co ’ Y _li‘
Signature o \ ¥ == :
with Date ~ K\D ) \&/\\, B
W IRY b SN
s T




Safetab Life Science

BATCH MANUFACTURING RECORD Page No.: 43 of 57
Brand Name | RICHFER CAPSULES z:)“ff““ D 1047 Batch Size 4,56,000 Capsules
e .| Carbonyl Iron, Vitamins, Zinc and . ...l . s JoSupersedes. ol !
- Generic Names: Antioidarits c’apsules MFC NO: ST/MFC/135/RT> MEC No: = ST/MFE/135/R0
| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024

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

Date...?.‘.'.’/f ..... t TARACL s qiclzamaiens >

i Weight of 20 capsules: 1). Ao \ °( { Average weight of capsule :

f i A B g A B c B €
1 AR A & = LNe Y ( & 8 3 e
e \/"'—/ ag (=R g <2\ N 25 ol AL pa -
3 B e Sco 10 = e SEerT Qx A4
4 S A4 S o 11 Sab | 9 So ) g
B <Y | a5 | so3 12 oo | 24 | Sor o1 Sor |
6 <SAq 9L AA% 13 ehiti el S ) < f
7 s¥ | 5 |z, 14 135v% | % | soq

A 1 Weight of filled capsule, B: weight of empty capsule, C: Fill weight £ 5% of average weight (565.250mg to 624.750mg)

Min. fill weight ©

- Max. fill weight ...

Average fill weight of 20 Capsules:.f;... S ey

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

Disintegration Time : = 2 U o 2 Hs= (Limit: NMT 30 minutes at 370C + 20C)
Checked by: wsurmine: et S, (IPQA)
PDtet. . oy TIMTCvsvvsaisucionse
eight of 20 capsules : Average weight of capsule :
: A B G | A B o A B C
1 8
2 9
3 10 17
4 ~11 18
5 12 15
6 13 e 20
7 14 ,
A Weight of filled capsule, B: weight of empty capsule, C: Fill weight ) i%aver‘a‘ge weight (565.: : ? 750mg)
. ZIN TR L
: _ Mg T 7
Min. fill weight o %
Max. fill Weight ..oevieeenne T crmermreeeennans %

Disintegration Time :

(Limit: NMT 30 minutes at 37°C # 2°C)

Checked BY: s Ne e (IPQA)

Prepared by:

Checked by: Approved by:

. ¢ QA Executive / Production Head / QA Head /
Deignnen Designee Designee Designee
Signature @Q 9,)\»1 Q\ \%CONTRQL[ { ") ( Q,xy
with Date ,Qf) ! .Jl QK\ \)\\0 S e e

53 R




Safetab Life Science

BATCH MANUFACTURING RECORD Page No.: 44 of 57
Brand Name | RICHFER CAPSULES S 1047 Batch Size 4,50,000 Capsules
s ki .| Carbpayvl Iron, Vitamins, Zinc and 7 SRR Rl | Supersedes e rona.
@eneric Name: Afitioxidants capsifles MFE NO: ST/MPE/235/R1 MEC No: ST/MFC/135/R0
-| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
11.§C IN-PROCESS CHECKS FREQUENCY: EVERY 4 HOUR BY IPQA:
BE 111 (CH N
Average weight of capsuie :
3 c A B c A B (@
10 17
11 18
12 19
» ) 13
7 i4
| A : Weight of filled capsule, B: weight of empty capsule, C: Fill weight + 5% of averageé weight (565.250mg to 624.750mg)

i

Min. fill weight ; « G %
Max. fill WEIGHE ..cororrveras s %
Average fill weight of 20 Capsules:,................q
Disintegration Time : (Limit: NMT 30 minutes at 370C + 20C)
Checked by: wucuse. Rt S iad (IPQA)
DAl o iecnimisians TS Siunassansasianin
Weight of 20 capsules : Average weigﬁt\of capsule ¢
P A B o A B c | A B C
1
2 16
3 10 7
4 ; 11 18
5 12 18
6 13 20
7 14

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

| £ 5% of average weight (565.%@0@@5;5@
N

Min. fill weight sty & % j /QL
Max. fill weight ... i S % .
Average fill weight of 20 Capsules:.......co s g S‘
Disintegration Time : (Limit: NMT 30 minutes at 37°C + 20C)
Checked BY: cvccovererscense wreanas (IPQA)
Prepared by: Checked by: Approved by:

Designation QA Exgcutwe / Productxf)n Head / QA }-.{ead 7 —

Designee Designee Designee CO \JTRO LLED 0 6;=Y“S!.
Signature ') - B e e = T : =)
with Date SZQ% t 2{/) QK\O?\ &V\&/\\’\

. fefoi | N




Safetab Life Science

BATCH MANUFACTURING RECORD
Brand Name | RICHFER CAPSULES ;?f’“d 0 1047 Batch Size 4,50,000 Capsules
ic Name:| Cerbonyllron, Vitamins, Zinc.and, . : 57135, Supersedes, .
Generic Names| o Y o L oe MFC NO: ST/MPE/135/R1 | pPeree ST/MFC/135/R0
-| Batch No.: GD211133 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
N 9
3 10 17
4 11 18
5 12
6 13
7

14

A : Weight of filled ca’psub%weight of empty capsule, C: Fill weight & 5% of ‘average weight (565.250mg to 624.750mg)

M. fill welght osnision Gumsmmahasn

Max. fill weight ... G )

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

Disintegration Time ¢ (Limit: NMT 30 minutes at 379C 20C)

Checked by: coveirereanes . {IPQA)

10
11
12
13
7 14

A Weight of filled capsule, B: weight of empty capsule, C: Fill weight + 5% of average weight (565.250mg %o 624)75.0mg)

Min. fill weight . o G % "% ’

Max. fill weight .. g % y iy / L2/
| Average fill weight of 20 Capsules:..suimniung A

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

Checked BY: wicsnisiiaesae (IPQA)

: Prepared by: Checked by: Approved by: 1
. . QA Executive / Production Head / QA Head / i wy
D
FaAeGh Designee Designee Designee ! CONJROLLED C Q pY_ ’?
Signature W & :‘LK czsmeecrstimsersssmad)
with Date ¥ A I
L‘, ﬁgujnd I @5 gx? Nk |




Safetab Life Sciewnce |
i i
BATCH MANUFACTURING RECORD 5 WW‘M*%G“OFS?‘“
Brand Name | RICHFER CAPSULES Akt iD 1047 Batch Size 4,50,000 Capsules
| Generic Naries: fiiﬁi?gé.fgr?aﬁﬁ{é‘s‘"s ZNCARL v | MEC NO# TS sT/MEC/135/RT bareedes. .. | sT/MFC/iEERD-
" ~| Batch No.: GD211133 Mfg.Date; 11/2021 Exp.Date: 10/2024
12.6WEIGHING RECCRD OF FILLED CAPSULES:
- 1
C;gt. v_?e:r%ShSt w-ial;;t vygiztht Weit)gi’hed ! Checked by | Cont. No vfé?gft V\-ltji;%t vyziztht l Wei)gthd Chiilked
in Kg in Kg in Kg in Kg in Kg in Kg 4
i hon L€o 1 [0 | Dochaiosnn | /) 25 o | L4 (1‘ o f‘/«f;,, w| V)
2 1 Nor | 180 9-22 1 Dur @y PO, /) 22 6.5 L.4p | 80 1o r_:,')p( 78
3 1. 6§31 [ 4o l6.2% ﬂarlv;mm /? 28 h.lo [\%o (1.5 % lpgp yzA
gt | b82 {160 ipise | /7 B i L
> .42 1 1.9 fo-§2 f‘m}f;w\ /7 o ~‘\‘
& ”"\ t [ 3'7 1o i Dl nealcus, gv[l." 31
T 1 /29¥] eye |l 907 Dinwerc | S 32 \
& 1iieal [(321 g.01 | Dlveacn| S, A 33 :
2 fltdel 7z} $.qol Dieatn| s N A \
0 J1igr] 182 ] G.90 ] Djuatea | ST 35 \
= WIS TS IE RS IR PO 36 \
12 [, Jw |- %> G.36 | hinckon BENAY 37
23 1 il [ 82| §.5q | Pinctin| g A 38
262 2RO (982 |pineted WO 23
15 {115 [1-9 [9 by Draba 1.6 |
16 W19 | V%0 192247 [qynafon] i@ 41
7 12121 \£9}6-22 |nnosan | M g
022 1150 G ud Koo & 43
19 1087 KO |01 S 00lon| M 44 ,
2 Jthog] 128019 BB yoabo [H- %/ as Aa
A e | L fe Mog Ot bev D1 2 = \\
2 1han Lhge 9@y oo lupe| o7 47 \
23 |l Js 1)1 48e |2 ;' S 1P by s 48 il
2 0 | 180 {91 bt | N 4 rBU ety
2 hea 1pfe 1as . LL d 0 _
Total weight of Filled capsules: ) /“ &, (}/ \ kg
Intimate IPQA to draw the sample Sample withdrawn by IPQA.
Production Sign: ) Date:... L2 ’ nh. IPQA Sign:.. ’7 DateL\L///L/L/ v
Send Test request form for analysis of filled capsules to QC department.
Prepared by: Checked by: Approved by:
e i B~ U
Signature Q ,y\a,\ %} QQ ONTR O':.l_ L D C 0 r‘?’j
with Date 7 Q’( ;-;/[m)/,” QK\Q g&?/\ =EEE




(Limit: NLT 97.00 %)

Safetab Life Sciewce |
BATCH MANUFACTURING RECORD 5.,.7 -Page No.: 47 0of 57 |
Brand Name | RICHFER CAPSULES e 1047 Batch Size 4,50,000 Capsules
; o Carbonyl Iron, Vitamins.Zincand | NO:  eRETAMEC/13S/RY - lSupersedes | -
Generic Name.} YAnti_ox'idants capsules MFC:NO: ST/MFC/135/R1 MEC No: ST/MFC/135/R0
-1 Batch No.: GD211133 Mfg.Date: 11/2021 Exp_Date: 10/2024
12.1 RECONCILIATION:
Average weight of capsule: mg
) 450000 Y
1.0 Theoretical weight of Filled capsules O G o ~— Kg Ro's
2 Lo LS
2. Actual weight of Filled capsules ) Ka K ~ o No's
2.0 ual weig i p: /)A ¥ a!’ g 11?4;“3:1
3.0 Capsule filing Loss (1.0 - 6.0) Kg ' No's
In-process samples
A | IPQA Samples Kg No's
4.0
B | QC Samples Kg | No's
C | Velidation Samples Kg ' 6D No's
2200
5.0 Total samples:: (A+ B + C) P P Kg ) No’s
i L TN ) / \/.’r\/ o
6.0 Total: (5.0 +2.0) O a Kg -y No's
TINL Db 35S
6.0
¢} i —_— e
7.0 % Yield Th 100 .

Reconciliation done by Production sign/Date:..[,%Q.L'..ﬁl.7’.‘.;.1.':.......

1

Checked by IPQA sign/Date:iéZ;.;‘.l..[f.. h 2 ("2 (

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

Total rejects destroyeds C.\}./JKg Rejected materials shall be destroyed in tiie presence of QA

\
£ i . Nt
Done by Production sign/Date:... L0012 )m ... Checked By IPQA sign/Date:.......w N8 .

12.2 CAPSULES RELEASED FOR INSPECTION:

Production Sign/Date.......dn @U\X‘L'l \/l}

K = "A /‘ ’
IPQA Sign/Date iﬁc{cv f/z (L/r

Prepared by: Checked by: Approved by:
Sesigretion QA Exgcutlve Vi Productif)n Head / QA Head /
__Designee Designee Designee
Signature W \ w\‘ﬂ &/ C [
with Date : ) %
L) j\)'\ 0 ))(\ (3\*\\§> \




Safetab Life Science
BATCH MANUFACTURING RECORD ‘PageNo.: | 480f57
Brand Name | RICHFER CAPSULES R s 1047 Batch Size 4,50,000.Capsules
y fichac .| Carbonyl Iron, Vitamins.Zinc and g - , Supersedes | | .ooomeesme o
Genéric®Name: Aeiiosidants Concules MECRO: ST/MFC/135/R1 MEC No- SFMFC/135/R0
| ‘Bateh No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
13.6- CAPSULE INSPECTION:
13.1 LINE CLEARENCE CHECKS:
Observation
i Checks production | IPOA
1 Check whether empty containers, polythene bags and documents of previous batch/product are L 3
removec from the area.
2 Check wnather the scrap from waste bin is removed and new polythene bag is put into it. L '
3 Check the absence of tablets of previous batch/product in the conteirer and surrounding area. - —
< Check the area (floor; wall, ceiling, door, windows) are clean. ‘ v —
5 gt;::‘k whether the tube light fixture, supply grills, riser grills, filiers and electrical fixtures are v I
6 Check whether the daily records are updated and signed. s S
7 Check the environmental condition end record in BMR. V s
8 Check whether area and equipment: status board is updated. v e

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

Checked by (Production) sign/date: Jonithialy Verified by (IPQA) sign/datey...x. @\
. Date:  OlUlnm, ' Date:
ENVIRONMENTAL CONDITIONS:
Observation Procuction Sign Observation: Production Sign
Temperature: 23°Citg 27°C D (,.90¢ 2 [\\
Relative Humidity: ) "N~
45% to 55 % S [/ Yz N 0
13.2 APPROVAL FOR INSPECTION:’
Production Slgn/Date.‘A.u..'&’..)..{.’.‘J .......
1PQA Sign./Date.;,@Zb&H '\)/4 M
S. No Process Instructions ;
1 Carry out visual inspection of capsules on capsule manual inspection area.
Collect inspected capsules in containers lined with polythene bags. Weigh the containers and record the weight,
3 Intimate In-process Quality Assurance.

13.3 CAPSULES VISUAL INSPECTION RECORD:

Container No Time Total Quantity Capsule Inspection
e Fromr To Started Comipleted Rejected Done by/Date CHece ngoone
A _ R - ~r !
C[/li/ﬂ‘.)/i C \ ‘\/3:\3 ['/)‘Q(\ 9(: '(D /‘;'Y k /&/»'Cm,k, //;U/f'/x 1 /,»I,"‘C'{//r’,”/z.;
S i ]
/;d (4 '2 "4
/
Prepared by: Checked by: Approved by:
Besigaation QA Exgcutlve / Pmductpn Head / QA Head / _
Designee Designee Designee g
Signature W \&\m\ N CONTRO (\:i,xli D (‘ PY _ a
with Date : V% e T
doalil R AN

L WA 7y ¥



Safetab Life Science
L SRR i
‘ BATCH MANUFACTURING RECORD PageNoT— (@0 of 57
Brand Name | RICHFER CAPSULES _ :L‘ff‘“d D 1047 Batch Size 4,50,000 Capsules
Generic Name: f\i;ﬁ)ﬁ(?g; r’;‘;‘s‘%a)égj{é‘s’“s Zincand . | mrenor | STMFGHSS/RY fq‘!’:'(’:ﬁffoides ST/NFC/135/RO
-| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
13.4 WEIGHING RECORD OF INSPECTED CAPSULES:
C&r;t. \A_?;%stft v;:i;it vygi(:%t We;?yhed Checked by | Cont. No v?ericc_’gst?t v;/reai;it vygjiztht We;]gyhed Ch%ilked
in Kg in Kg in Kg in Kg in Kg ir Kg
1 19951 .80 |WOMS |Alan, | 2 26 1130 | 180 9.50 [Stewbu | /)
2 ju.00] V80 1920 |Clamby | 2 27 110.55 | 1.80 | @35 |Siemba |’ )
3 [12.50] 180 |10%0 | iy | /) % 168 | 1401099 I8lawbd 2
4 (W8t V80 11000 | Cilamby | /2 2 1)
5 |12-b0] 1.80 | 10-80 Silamyy | /7 3 |\
6 -N.' q?’? [-82 | to 1| A bid] ¢ 31 )
7 | fogi |82 9. 05 b bini | €o R, 32 ?
8 | /0.4 |32 50 [N endintn S 33 4
9 /1,09 I+32 5. 29 hoad btsd | e 34
2 /r,t,/ub [ 32 1 9. % | penddsed] £ [N 35
|yl I |5 |vedhie ] Copy 36
12 {1ty ) 182 | gy | medbod | o0 37 :
13 | /1%t g2 %JL aadbiad S 38 ’
#1060 | \-R0 | Q- RO| pownQ | M-Sy =
15 W16 LSO 930 | powamdd| WSy 40
16 1143 V&0 1963 framal p- S v
7 120 KO [10-20 |fonwal | M- T 42
18 -2\ | 182 By M@J s 43
9 \obfR| V-0 9. 01 Mmi S e Vu
20 [11.233] 80 A B2 M“;Q My | 45 X
2 111311 190 199! |ma /7 47
23 110-8%| 1.0 | 9-02 mﬁ:f&k ./f/} 48 y
24 {1.b5 | 180 [9-%5 | Rtiampa /7 49 TR
25 [1-35] 180 [9'55 |S\ankn /7 50
Total weight of Filled capsules: | () /‘ 5.9 kg
Prepared by: Checked by: Approved by:
Designation QA Exe‘cutive / Production Head / QA Head /
‘ Designee Dgignee . Designee Ji‘ﬁﬁ = ” P }:) ;'
Signature %j @ 0,}\9\ R/ N N;RB_': .L :DC CoLA
with Date , 0 @,,.-;é/ ‘ " k\ b\'t?




Safetab Life Science T i :
BATCH MANUFACTURING RECORD i Page Noa: 500f57" "
Brand Name | RICHFER CAPSULES ;?f’“‘t“m 1047 Batch Size 4,50,000 Capsules
A Carbony! Iron, Vitamins, Zinc and. 2 ot o) Supersedes ol aon
Géneric Name: Ardiosidanis capsules MFC NO: ST/MFC/135/R1 MEC No- "= ST/MFC/135/R0
/| Batch Nou GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
13.5 RECONCILIATION: (INSPECTION OF CAPSULES)
A reoreti ight of i 3 = ' s
L0 Theoretical weight of capsules (/; '/’ | Nl kg 450600 No
2.0 Capsules transferred for Inspection 0 /1 .9 kg j A ( [\-3 ch
S |
3.0 Rejected Capsules b . S ! kg V7 No’s
4.0 Totzl weight of good Capsules 5) C 4 29 kg j1 ) /\ P No's |
4.0
% Vi —
5.0 Y Yield Py 100
) N v/{ 9. )\ %
(Limit- NLT 96.50%)* .
*Tentative limit

N
Reconciliation done by Production sign/Date::/g.a.lell

L2 I3t

: )|
Checked by IPQA sign/ Date:....@ki‘fﬁi.’ \7{ '-)/(

Totzal rejects destroyed:

Done by Packing sign/Date: .....50

Rejected materials should be destroyed in the pgasence of QA.

Checked by TPQA sign/Date:....£2.X "b,”” il

14.0 RELEASE FOR PACKING:

BMR reviewed by IPQA Sign/Date

0
Achala)

BMR Released for packing by QA Head Sign/Date: ......cc..... \E,./

AP

N7 N

Prepared by:

Checked by: Approved by:

Destgration QA Exe.cutive / Productifm Head / QA r‘{ead /. -
Designee Designee Designee || co \!TR OLLS D COapy ;
e l
Signature \ry\ % B
3 v
: o 3%
with Date (l \:§ hx \\\\?\

M}Mﬂbl




Safetab

Life Science

i e
i

Sveiinintons

Page No.:

BATCH MANUFACTURING RECORD 51 0f 57
Brand Name | RICHFER CAPSULES g rh 1047 Batch Size 4,50,000 Capsules
s .| Catbonyl Iron, Vitamins, Zincand | .l geee ey, STAGES 4 | Supersedes L. ..o ool
vGerierl'c Name: Antioxidants capsules MFC-NO: STAMFC/135/R1 MEC No: ST/MFC/135/R0- =
-| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
15.0 PROCESS HISTORY
i
om\1242)
Prepared by: Checked by: Approved by: |
Desighafish QA Exe'cutxve / ‘ Productl?n Head / QA Head /
Designee Designee Designee il ONT NS
i Fatsiv
it oot M\J ®\ RY \\g e [HONTROLLED COPY|
with Date 5 == Katetn Mok MR8
el .!,/v /AN o N2 |

7ok



Ca R
St Bt aon! SEN

Safetab Life Science

BATCH MANUFACTURING RECORD

" |'Page No.: 52057
Product ID o~ 4.50,000 C. |
Brand Name | RICHFER CAPSULES s 1047 Batch Size 20, apsules
ic Name:| CarbonyLlron, Vitamins, Zincaod ; ‘ST/MFE/i3S/R . | SUpersedes,
Generic Name: Antioxidants capsules MFC NO: ST/MiGf135/R1 MEC No- ST/MFC/135/R0
Batch No.:_ GD211133 Mfg.Date: 11/2021 Exp.Date: 10/2024
' 2 . Checked by Reviewed by'
16.0 Following the BMR records in additional attached.
; Production Head QA Head
1 Raw Materials dispensed labels e o
2 Granulation stage analytical report. >
3 Filled capsule analytical report . ~

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

This Batc! Manufacturing reviewed on catelS['Qt&’l

Production Head sign/ date(«l.{;}mui'zg‘.‘f

Reviewed by QA Head.....

This Batch Manufacturing Record received, reviewed and batch is released for packing on date \Sly &]a‘].

Prepared by:

Checked by:

Approved by:

-—

Designation QA Executive / PmdUCﬁ?“ Head / QAHead/ 1 .
Designee Designee Designee A AN T 20 A
Signature \’;,\ \/ : .— kbbb
with Date M\i AU =
M [og i ' \id



Safetab Life Science
BATCH MANUFACTURING RECORD “Page No.: |53 0f 57
Brand Name | RICHFER CAPSULES e 1047 Batch Size 4,50,000 Capsules
' ‘Generic NamiegRDOMY! 100, Viemins, Zincand... ..l mec.nor <psT/MPFC/A35/RY Mo TSR AeS s i ST/MRC/135/R0
" 4 Batch No.: GD211133 Mfg.Date: 1172021 Exp.Date: 10/2024
‘ 17.0 ABBREVIATIONS

S.No. ig:g Abkreviation S.No. iﬁ:g Abbreviation

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

2 API Active Pharmaceutical Ingrediénts 20 IPQA | In Process Quality Assurance

3 BMR Batch Manufacturing Record 24, L Lakhs

4 MFG. | Manufacturing 22 TRF | Test Request Form

5 EXP ~ | Expiry 23 SOP' | ‘Standard Ooerating Procedure

6 QA Quality Assurance 24 mm Millimeter

7 Kg | Kilogram 25 NLT Not Less Than

8 g Gram 26 NMT | Not More Than

g Its Liters 27 Tab | Tablet

10 Min Minutes 28 RHS Right Hand Side

14 Hrs Hours 29 LHS Left Hand Side

12 m/C Machine 30 Std Standard

13 Prod | Production 31 Avg Average

14 B.No Batch number 32 rpm Rotation Per Minute
“ih mg Milligram 33 No's Numbers

16 Qty Quantity 34 Sign Signature

17 QC Quality Control

18 LOD Loss On Drying

Prepared by: Checked by: Approved by:

Desgroten | QA Seetve | Froducion Fese T -
Si.gnature @ Py\»\ '\%/ Ay i OJ; j. ’: P C 9] HY f;
with Date (b\@\}i@u log Ly gR0 A\ e s s




Safetab Life Science

BATCH MANUFACTURING RECORD |’ PageNo: | 540f57
Brand Name | RICHFER CAPSULES S — 1047 Batch Size 4,50,000 Capsules
i P Carbonyl Iron, Vitaming,.Zinc and A T —— Supersedes
Generfertlanme:| EEAIIN 0N 1O 0% MFC NO: ST/MFC/135/R1 | pHRSLES ST/MFC/135/R0
-| Batch No.: GD211133 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 ... o
Date cf Mfgl\lQ-QD-l Date of exp \Qll@i)—\'(
Test Request for . CDN(\}QN ,,,,,,
- No. of containers
TRF raised by.-..g;w,&)-...,m.‘. on daye\q‘\,\\\v

Sampled by qu \, on date:..\3...,.1,\.]..'.\‘4

Sample received by : _on date:..?ﬁﬁ\}?\ P7
"To be {illed by QC " '\
1 TRF received on 'g%}ﬂ "o
Samiple tested 0N v
Test Results ‘ Limits

P e 0 I o )
o5 2R WUU‘? Y- (Wr NAd Coteas n&( -
Cﬁ..c-;’o%uhj‘ j-m\){\g/_,_ Q\P.,Abmf \/\Q}@‘g“l }

A Clokb cosdl - P 0w
e : G‘U\J (Q Vo0 odp . \

Nidersen gy~ 19 48 39 Onay .,

PP -
LR MO\ + 8. "%mﬁ (9}.9(9‘/ 1

' Qma (-Qa L) VRS A /./
L\:Q‘\Q»ﬁ"%’ e Q..‘/ J
e 17( o )
Cpc»rn i La‘avnrpq_ S DA, J,mcﬁ (;-"?2 N SR
s ’

Z65C | ~— DO
T‘c;z\« Q a.r r_g\ (” -

! ’ ' 7 Space for QC Approval (Stamping and Signing)
Analytical Reference no.: C""V\ \ D 4 , Lo P}’ﬁO‘V’I:D
Analysed By chon i %1. l'\ D@Qf . OY"\Q‘P
Sign. Date ...,
Prepared by: Checked hy: Approved by:
Haslgnabian QA Exgcutlve / Production Head / QA t-‘{ead /
Designee Designee Designee

swnatre | o0 A | CONTROLLED ropy
Wiy Ditte @@7@@/&” @ A %&\W\ !L s |




Safetab Life Science
BATCH MANUFACTURING RECORD ' '|pagewe: 55057, .
Brand Name | RICHFER CAPSULES :‘g e 1047 Batchi Size 4,50,000 Capsules
Geina. CarbonylIron, Vitamins, Zincand , | e e | Supersedes , . ;
Generi¢Nanie: Antioxidants capsules & MFCIROE ST/MFC/135/R1 MEC No: ST/FFC35/R0
-| Batch No.: GD211133 Mfg.Date: 1172021 Exp.Date: 10/2024
[__BMR COPY/OQUALITY CONTROL COPY |
19.0 TEST REQUEST FORM FOR FILLED CAPSULES:
From: Manufacturing Department To: Q.A. Department
To be filled by production To be filled by IPQA
Quantity Sampled w.0e.ca .5
Date of Mfg.: [\\ . 282 ‘ Dzte of exp Xol.o’d)—)‘f ) )
< Sampled by é\ .......... on dateC'-llIJ\‘) ?
Test Request-for C@T\Mf—
No. of containers .. 2% .
-~ » ! l
TRF raised by....... tV \QA/ on cate@/'f‘[z('l‘ Sample received by @‘, on da}g(W

To be filled by QC

TRF received on O ’l l9 1”9"
Sample tested on DE )‘al 309-'

Test Results

Fach hod  9elak™n  capgule tontaing

Canborg) Tvon. 3 99.05m9 (99.]+.)
Foue au'd D B1.9Tmeg gy )

Cya.noﬂfbdamf’l > &l3meyg C142.0 1)
ASobiL awd 5 g7y my C118.32)

Zne
n SMPWMMWQ 9%.b8my CIB2% )

AlPha To wthgl Aletake 5oy, 2> ) g. 1TV L)95.87. )
Sed’um _Selorake ©4. 0 Sebn'vm= 171.09mcqg (8. b/ )

d Space for QC Approval (Stamping and Signing)
Analytical Reference no.; SF,?JL/ )] ! b 7.3 /”Q- )

Analysed By M on:: IE)D) 202, } AP PROVED

Sign.....t,,@ ke ?\47‘3)9”

Prepared by: Checked by: Approved by:
— QA Executive / Production Head / QA Head /
Eioia) Designee Designee Designee

~ ﬁ WY b
Signature \ A % SNV C()NTROLLE D C(
with Date z -Q\,?@/{/OJIA}! @bx\Q’ \\’\'\>\ e T




Safetab Life Science
BATCH MANUFACTURING RECORD Page No.: 56057
Brand Name | RICHFER CAPSULES ;:,‘ff’”d‘ = | 1047 Batch Size 4,50,000 Capsules
Generie Natmes EEE ARy T DS, Zinc and MFC NG < | SUMFC/L35/RE:G QIRSIES®S | styMpey1asRo- -
.| Batch No.: GD211133 Mfg.Date: » 11/2021 Exp.Date: 10/2024
20.0'BATCH MANUFACTURING RECORD REVIEW CHECK LIST
S.ho. No. CHECK POINTS Status
i Theentire Pageno: __| __to_ 57 areavailable, verified and found correct. _¥es / No
- 2 Batch numbers availeble in all pages verified and are correct. “Fes / No
3 Manufacturing and expiry is correctly allotted verified. —Yes / No
4 Dispensing carried out on calibrated balance verified. “¥es / No
B 5 Dispensing Cards attached. _Yes /No
6 Line clearance is teken prior to all dispensing and manufacturing activities. ¥es [ No
7 Dispensing is g:grried olt as perindent of raw materials are correct. _Yés / No
8 Environmental conditions comply during all the manufacturing steps. ¥es / No
9 . All wrong entries if any have been strike out and signed and verified. _Yes / No
10 Actual equipment used is as specified and verified. Yes / No
i 1% Blend, Compressed Tablet container labels are attached. Vﬁs / No
12 :g;lnt;xt*fcaﬁon, Compression and Inspection reconciliation is filled and variance is within acceptance Yes / No
13 If any deviation and change control raised related to this batch attached with Batch record. Yes /. “No// NA
Note: If any abnormalities noticed during batch manufacturing record review it should be brought to the notice of QA Head.

Q-

\a )

Batch Manufacturing Record reviewed by IPQA Sign/Date: ....... 1'>\‘:2 .........

QA Head Sign/Date: \Bx

Prepared by: Checked by: Approved by:
> : QA Executive / Production Head / QA Head / g
Besignation Designee Designee Designee CONTROLLED cory ?

Signature @@\7
ith Dat
with Date ,C’\ AJ./A}(

@ ok\eyw

)

N

——




Safetab Life Science

i
i i A
|y %’%"M% &«i |
BATCH MANUFACTURING RECORD |lPage No.: |57 057
Brand Name | RICHFER CAPSULES Z:‘_’f’“c‘ a8 1047 Batch Size 4,50,000 Capsules
——_— Carbonyl Iron, Vitamins, Zincand L. 5 ; v Supersedes | . ol ;
Generic Name:) (SO0 10N, MAmInS: AEAFC NO: ST/MFE/135/Ruv|- GHRETSe HST/MEC/135/R0
‘| Batch No.: GD211133 Mfg.Date: 11/2021 Exp.Date: 1072024
21.0 REVISION HISTORY:

Revision No.

Date of Revision

Changes Made

Effective Date
00 — 1. New product introduced refer change contrel No: ST/CC/20/076. 03.12.2020
L. Yield limit fixed based on trend sate refer chiznger control no: ) { 18
o1 olyfos 12 ST/CC/21/010. ob |02 ]34
Prepared by: Checked by: Approved by:
. . QA Executive / Production Head / QA Head /

Drsignation Designee Designee Designeg—==

Signature

with Date

%m{/m/d(

@\ et
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