oulw| Lt | uwess B
KG 96022118 CRODA 2022/09/29,1401/07/07 25
x~ CETOSTEARYL ALCOHOL BP KG | 140003130003 SHANGHAI SMART o | 2022/09/30,1401/07/08 1,470
c\w LACTOSE ANHYDROUS  USP KG 9912160011 DFE oloJl | 2022/09/30,1401/07/08 8,500
KG 9911080003 2022/09/30,1401/07/08 749
4 | HYDROXY PROPYL METHYL CELLULOSE 90 SH 100000 SR Kerry s
v KG 9911080004 2022/12/19,1401/09/28 1,215
,V DISODIUM HYDROGEN PHOS.(ANHYDROUS) USP GR | 140002280004 || 5,0 csvoolss cslaswits olin | 0l | 2022/12/02,1401/09/11 100,000
xm ARTICAIN HCL KG 97041913 Rachem ua | 2023/02/02,1401/11/13 10
/7 |DISODIUM MONOHYDROGEN PHOSPHATE,2H20 EP GR 98101028 Budenheim oloJl | 2023/02/18,1401/11/29 45,000
“ SUCRALOUSE USP KG 98101275 Giangsu o= | 2022/09/28,1401/07/06 320
xo SODIUM SULFATE ANHYDROUS USP KG 98093767 Kirsch pharma olal | 2025/03/05,1403/12/15 1,446
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Certificate of Analysis /

A quality managemant system registered 1o the international standard
IS0 9001 was used to manulacture and lest this malerial.
A

- Rawciifie Bridge
Yorkshire, United Kingdom K’“ﬁ,\ t\\'.< \
Customer details
*  DAROU PAKHSH PHARMACEUTICAL Cuslomer Ref, 462/2016
MEG. CC 18TH KM. OF KARAJ ROAD, Inspection Lot 890000157689
DAROU PAKHSH ST C of A Printed. 20.02.2017
TEL: 0098 21 44985585 Croda Order No. 2347632
FAX: 0098 21 44987307 Croda Del, No. 82668310 /
TEHRAN - IRAN Quantity. 25.000 KG

INVOICE NO. 40301185
INVOICE DATE. 28.02. 2017

Batch Details z
Manufactured by: RAWCLIFFE BRIDGE g 4
: % Date of manufacture: 29.09.20186
No: 0001139986 v/ / Relest date: , 29.09.2018 7

Product name: SP MYRJ S40 MBAL-PA-(RB) (POL‘(OXYL 40 STEARATE) ADD 05 COMPLIES TO PH
EUR 8.6TH EDITION + USP38/NF33.
Specification: AMENDED 18-NOV-2014

Quality Control Results

Analytical Test ; Specification Limit

Method No.  Characteristic Lower Upper Value Unit latus
Addendum 05 PASS OR FAIL Pass - P
REVISION NUMBER 1.0 Pass - P
MATERIAL CONFORMS TO PhEur Pass - P
MONOCGRAPH NAME MACROGOL STEARATE Pass - P
TYPE 1
MATERIAL CONFORMS TO USP/NF Pass - P
MONOGRAPH NAME : POLYOXYL STEARATE Pass - P
INRESD
G 1 APPEARANCE (COLOUR) WHITE TO PALE YELLOW Pass . P
G321 APPEARANCE (FORM) SOLID Pass - =
G07800 INFRARED SPECTRUM TO MATCH STANDARD Pass - =
G01101 ACID VALUE 0.0 2.0 0.3 mg KOH/g P
520700 CONGEALING a7 47 44 °C =
TEMPERATURE
522700 FREE POLYETHYLENE 17.0 27.0 22.4 % P
GLYCOLS
G01201 HYDROXYL VALUE 25 40 32 mg KOH/g =
G01503 IODINE VALUE (HANUS) 0.0 2.0 0.4 gl2/100g P
G02902 MELTING POINT 38 52 4 °C o
05000 PEROXIDE VALUE 0.0 10.0 7 meqO2/kg P
G01403 SAPONIFICATION VALUE 25.0 35.0 28.4 mg KOH/g 2
G02302 TOTAL ASH 0.00 0.30 0.06 % >
602102 WATER CONTENT 0.0 3.0 0.2 3 >

{ "_‘_'I-_--““v._



“Yorkshire, United Kingdom

s

Certificate of Analysis

A qualiiir management system registered to the interational slandard
180 9001 was used to manufaciure and last this matarial.

b

O\W\W\

Customer Ref.  462/2016
Inspection Lot 890000157689
C of A Printed.  20.02.2017
Croda Order No. 2347632
Croda Del. No. 82668310 .
Quantity. 25.000 KG
G07702 FATTY ACID 40.0 60.0 48.8 % P
DISTRIBUTION C18
G@oz FATTY ACID 90.0 110.0 98.7 % P
DISTRIBUTION C16+C18
G13300 RESIDUAL ETHYLENE 1 PPM MAX Pass - P
OXIDE
G13300 RESIDUAL DIOXANE 5 PPM MAX Pass - P
G39000 ETHYLENE GLYCOL 620 PPM MAX Pass - P
G15600 HEAVY METALS 10 PPM MAX Pass - P
(09403 ALKALINITY. MUST PASS Pass - P
RSPO CERTIFICATION BMT-RSPO-000157 Pass z P
NUMBER

This Product has been manufactured and tested to GMP in accordance with
EXCIPACT

e (WATERTAL SHOUTD THENJBE RETESTE) T0 CONFIRM FURTHER PERIOD OF VALIDITY)

The quality tests on this batch are reported above. The tests carried out are those necessary to demonsirate
compliance with our product specification and are not intended to guarantee the product as suitable for any application

beyond those contained in the specification. We recommend you perform your own quality and or identification checks

or@eipl
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DFE Pharma GmbH & Co. KG / PO Box 20 21 20 / D-47568 Goch

v

Page nr. 1/2

GHO8AY7099-000010- 20201 207:17 1608-L006-3421 _NH_ 02000603

Customer number
Customer name
Delivery number
Delivery Date
Material number
Material description

160343

1 808837099
= 07.12.2020
0659165

7

Certificate of Analysis

Lot/ Batchnumber
 Touranto Middle East FZC ction

Lactosel Anhydrous SyperTab.
{USPA2/NF37/PH.EURED.10.0/3P17

Drum, PE liner, 50 kg nekt

/__

ﬁder;ﬁr}iﬁér'
Your order number

.1..69«"3%&/2 Yoy

: 12679807

: TPO-2020-32

Analysis

; Chemicai & Physical

5 %‘ E 1$ﬁ R

fe T@“'asﬁ% ;.
ur.; i

e e ————

Particle size <45 pm

Infrared absorption spectrum / 1d A Coformsto
. reference
Water /IdiD Ph.Eur. Ya(m) <1.0 0.1
Appearanica of solution Not more intensely  Pass
. ‘coloured than ref BY7
Lactose colour of sol. USP-NF; JP : Nearly colourless Pass
Lactose dlarity of sol, ~ USP-NF; Ph.Edr.; )P Clear Pass
UV-Abs. 1% sol. _210 2-20'["!“1 USP*NF; 'Pfi-.Eur_.;‘.'.J_P' <0.25 0.03
UV-Abs. 1% sol. 270-300 nm USP-NF; Ph.Eur.; 1P < 0.07 0.01
w’-Abs,-iO%_ sol. 400:nm USP-NF; Ph:Elr; JP % 0.04 0.01
Acidity (0.1N NaOH/6g) USP-NF; Ph.EUF.; IP i <0.4 0.2
Specific optical rotation (anhydrous bas  USP-NF; Fh.Eur,; JP Degree  54.4-55.9 54.7
Heavy Metals ~ USP-NF; Ph.Eur.; JP max 5 ppm Pass
Loss on Drying (2 hrs, 80°C) USP-NF; JP %(m)  <0.5 0.0
Residue on ignition /. Sulfated ash USP-NF; Ph.Eur.JP  %(m) < 0.1 <0.1
alpha -lactose i Internal %(m) Reported value 20
@ ggta.mctbsg- Internal %(m) Reported value 80
Microbiclogical ‘|
Charactaristie’ o/ )y 7 [Method ofanalysis " [Unit. " Specification | [Resuls T
Total Aerobic Micro Count Pharmacopeia cfufg < 100 <100
j Harmonized Methods
Total Yedst & Mould Count Pharmacopeia cfu/g <10 <10
: | Harmonized Methods
Escherichia coli (10 g) Pharrmacaopeia Negative Negative
Harmonized Methods
Saimonella (1004) equal to 150 6579 5 Negative Neqgative
OTHERS ecTEa)
Coractiiie 77 7 Fetaaanaivas T ONE [speeation” | Resui
equal to 150 4610 %(m) 0-20 17

Manufacturer; DFE Pharma GmbH & Co. KG, Goeh, Germany (formuily named *DMV-Fonterma Exciplents GmbH & Co. KG")



oy N R
" phanno ~
[Potceste <150 um T equaitolsodsio  m(m) do6s 8
W'l" "’30 pm equal to 150 4610 W(m) 80-400 85 2
l g, g Adl
Product contormity acc. Ph. Eur. / USP -NF /)P
Ph.Eur. Edition 10.0 (2019) as amended
USP42-NF37 (2019) as amended
JP 17th Edﬂon (2016) as amended
Product Defawdon Anhydrous lactose pharmaceutical crade
tifica :__ aonrormstaa::se Ph.Eur. {thdmﬂs lactose. usr-
at tn _"ofmnu?acture
cmracterl + A white or almost white, odoriess, ¢
poudu' soluble in waner, practlcauy Insolubl
Residual solvents: CPMP/ICH/283/95 and USP-NF :
|Noclass 1, 2.3sdvents are used during proc ictlo
. pmmcuon&ne { : 3
DFE Pharnp GmbH & Go KG, Noerten-Hardenbem, Germany
Released l;v‘ Bntta_ Herzog :
mﬂd on:  Nov 3, 2020
1 {
i
]
:
i
!
: 7
THs documant has been produced electranically 309 I$ valid yithout signature:
LFonterro Excipients GmbH & Co. KG")

UH & Co, KG, Goch, Germany (formerly named *OMV-F

Manafacturer; DFE Pharma G




Meets all requirements of EP, JR, NF for the monograph Hydroxypropyl Mothyl Callulose.

Generated on

o R N B A At

2/27{2020 9:06:05 AM csT

Cerlified By:

Supetvisor

KERRY Certificate of Analysis

NORWICH, NY

156 Stato Highway 320
ftem: 20106746 SHEFFCEL 78HD100000 26 KO DRUM St

Norwieh, NY
Customer 1D; 13818

T: (316) 802-5600

F: (607)334-6022

Customer Order. STOCK

Customer PO,

Koy Item: 20108746
ah Iltom Qly: 16Z DR 1 4060 KG

n:
............... / Bchedulod Ship Date:
’ Lot 20190992 Dale of Manufaclure;  20-Dec-20107. LINAS 10 14044060

Lot Qty: 84 DR Expiration Date: 18-D6c-2022 ./
Analysis TestMethod Specification Result Units
i e i i a15-.,-09%
Residue on Ignition USP <281> =15 0.9 %
Methoxy Monograph Assay 18.0 - 24.0 21.3 %
Hydroxypropoxy | Monograph Assay 40-12.0 8.3 %
Lead (Pb) | ICP-MS <=3 <=2 ppm
Arsenic (As) ICP-MS w3 <=3 ppm
Mercury (Hg) ICP-MS <= <=1 ppm
Cadmivm (Cd) ICP-MS <=1 <=1 ppm
Loss on Drying USP <731> =<=5,0 2.9 %
pH _ USP <791> 50-80 59
Total Aerobic Plate Count USP <B1> <=1000 <=1000 chu/g
identification Ato € Monograph 1D Conforms Conforms
Viscosity USP <911 75000 - 140000 104000 cPs
Sclution Appearance/ Visual Conforms Conforms
Opalescence :
Appearance of Solution EP+ While Powder White Powder
Commenis

Rhea French, Quality Assurance

Page




ERIX"N

Certificate of Analysis
NORWICH, NY
1 Highway
fem: 20108746 SHEFFCEL 75HD100000 25 KG DRUM R i
Norwich, NY
Customer 1D: 13815

1. (316) 802-6600
F: (607) 334-5022

Custlomer Order: STOCK
Customer PO:
Kerry item: 20108746
% ltem Qty. 162 DR / 4050 G
. it
S smwuud Ship Date:
Lot 20190698 " Dafe of Manufacure: | 01-06t:2018 % LIMS (0. 14044685
. Lot Qty: 40DR Expiration Date: 30-Sep-2022
Analysis R Test Mnthod : Specification Result Units
Ash SIMBA. . v EP <15 07 %
Residue on Ignition USP <281> «1_.5 0.7 %
Methoxy ~ Monograph Assay 19.0-24.0 227 %
Hydroxypropoxy Monaograph Assay 4.0-120 9.9 %
Lead (Pb) -l_ ICP-MS - <=2 <=2 e
Arsenic (As) e ICP-MS. e <=3 <=3 com
Mercury (Ho) . ICPMS <=1 <=1 opm
Cadmium (C¢) ICP-MS <= <=1 com
Loss on Drying " iUSP <731> <=5.0 3 %
 USP<791> ] 50-80 68

Total Aerobic Plaw Count USP <61> <=1000 <=1000 ciufg
Identification Ato E ‘Monograph 1D Conforms Conforms

Viscosity et UsP <911> : 75000 - 140000 117000 s
Solution Appearancei Visual Conforms Conforms
Opalescence '

. A::eﬁame of Solution EP White Powder  White Pawder

Comments '

Meets all reqmrenwﬂt of EP, JP, NF for the monograph Hydroxypropyl Mathyl Cellulose.

Certified By;  Rhea French, Quality Assurance
Supervisor

'L& L ru ;,i-

.i 5 Page 373
Generated on 2/27/2020 9106:05 AM csT
|

i



Pritey
Moy

Cotnmenty
Quality Control Laboratory
Certmcate of Analj.fsfs
Product: Dibasic Sodmm Phosphate Anhydrous USP41
Issue date:27/02/00 -
3 &tch No.: d-SPA99-103 . Td:b___qup';g;Pa{c'hsh pharmaceutical Co.
uantity: 300 kg ~ LabNo.:QC659
Packing: 25 kg Mfg date: 11/09/99
Ref:USP41-NF36 s s Exp. date:11/09/01
No. | Chemical Analysis | Specifications Results
01 | Characteristics | A white, crystalline powder : A white, crystalline powder
02 | Identification A,B ‘According to USP requuemcnts Passes the test
03 | Insoluble substances | Max. 0.4 % 0.2%
.04 | Arsenic ‘Max.16 ppm < 16 ppm
| 05 | Heavy metals Max. 20 ppm <20ppm
.06 |} Lossondrying Max. 5.0% 13%
07 | Chloride ‘Max. 0.06 % <0.06 %
08 | Sulphate Max. 0.2 % <0.2%
09 | Assay 98-100.5 % 98.9%
Date of Sampling:12/09/99 : ' ; ' : :
' _ B Approved : [] Rejected
| Date of Analysis:13/09/98—— S e, ' '
2 @ i 7 Authorized by: //

/')'7 - B

¥
We hereby certify tirat this product has been prepared under GMP regulation and tested according & conforn, (9 / Suirenients of
USPAL. The raw materials, manufaciuring process and product do not contaii any of the sofvents listed i

in gfganic yolatile impurities
(USP<467>) / /

tran  Tubriz - 9 ki toword Tehran eoad Jobriz Chemical end Phormaceutical industry, 1
Tel : 198-41-36300262-¢  Fox: +98-41-36300761  vwwwwiabrizphormo.com




. Formut No.. QC-OOZ-E-OG 06
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ARTIC AINE HYDRO CHLORIDE BP{EP !

o 'Nnmeof the Product _
" [BaechNo. ART/S06/09/17 s-,l 'ATR:No '/ 5 (I
[Még.Date "' |'March 2017/ / Releleatc [ February 2021
| Batch Quantity 119462 Kg. | Dispatch Qty " [10.00Kg v
X .'Dm’e'dt‘Analy'si's”""' 12102007 . Grade ) -Bpnse’.;
CHSLOmerName "-Méélist-FZ_ R AE IR
5 _L_lf fsiwom §é§’"§3££§r&gﬁﬁ&i§? %@m '@m cm%t(’n“f‘s‘j’%?; 7]
] 7 [Odourless, White and fine crysta]s of

. -powder.-

Appeamnce :
S ‘Soluble in: punt‘ fed water, shght!y
‘soliible in Ethanol, very lfufc,soluble
‘Lm chloroform, jinsoluble. in E(her

2 .:'_s’osﬁqpil_i'ty e

The solution’ at
completely limpid. -
‘-Betw?:g.p ‘165 _:md 175

109_6 must be

he:spectrum must be Slmllal'
-_-qomp;lr_gd with the slandzu‘d

‘Between 98.5 and 1010

on ‘ '_e prod ;Lu 'the above speciﬁcutmn. ;. A
- “The batch’ was manufaczured in accordance \wth CGMP requircmems
ngputch COA £ ¢3RRI

{&4

A e B

G ik ,P_,MPfepared bgf:'.-.-"’df‘.m'{" r’r/ :‘.'f"lo.-a. Sl
c / / K Bali Reddy V. Nogh Sundeep
Foyud _Asst Manngcn QC_ Asst Manager- QA :
o Yo |

Page l'of I

'{Lul. (

..F- -tary RS Nq.ﬁﬂ!l Mukll.swnrapurum. Jug,g.uuhpt.lMundul Krislmu{DM }.Al’ 521 175, India, Phone: +91-87908 33322
loy o "‘“‘ 27, 1! Floor TIE. Balan i, ”Hl'-r-hiul SOOVT. Telihani, INDIA Tol: 9140 4475%1«3 Falx: W1410-44758596




Budenheim

T

[ n 0GP0 Bos 1471109 $5253 Bodertien Dormpy
Darou Pakhsh Pharmaceutical

Commarcial 1d No

Km 18, Karaj Makhsous Road

00000 TEHRAN
IRAN
NB271 /

Disodium phosphate 2-hydrate
Ph.Eur., USP
4

Certificate of Analysis
QAN Y

Date

16.03.2016

Purchasa order/date
AS/OB0/2016 / 04.02.2010
Defivery item/date

70623539 000010 / 16.03,2016
Order hem/data

3306100 000170 / 04.02,.2016
Contact:

CRC: W Gargs, Tol o S48 Ml arndreas Jarar@tydent-gen OoFn

Complies to chemical specification currently required in EU regulation 231/2012 for E 339(ii).

Material-No.

Batch-No.:/

Production date:

\/ Best before:

v

Delivered quantity:

0000006899 C35389A (D.M.Y) 19.02.2016 (D.M.Y) 18.02.2019 50,00 KG /
Lower Upper
Characteristic Unit Value Limit Limit Method
Assay % 100,1 98,0 100,5 P11
P205 % 39,9 39,1 401 P11
Naz0 % 34.8 34,1 35,0 P11
Loss on Drying (130 °C) % 20,3 19,5 21,0 V1
pH (1%) 9,3 9,0 9,6 PH-POT
Arsenic ppm 3 AS10
Lead ppm 4 0OES
Cadmium ppm 1 OES
Iron ppm 40 OES
Mercury ppm 1 HG1
Heavy Metals (as Pb) ppm 20 OES
Chloride % 0,04 CLPHOT
Fluoride ppm 10 F10
Sulfate % 0,10 S010
|dentification (Tests) passes Test D10
Reducing substances passes Test PHEUR
H20-inscluble substances Yo < 0,20 0,20 UR10
Sodium dihydrogenphosphate < 0,001 0,025 PHEUR
Solution appearance passes Test VIS
The results of analysis were obtained using the methods listed above. If results are not listed, the conformity
to specification ig agsured by periodical testing.
Cnarnaria | otr i Graniam 00 : Praedsta 1 - YoI5] Basertarn Germany » g + PAOAIZLE D - fan »AXTALID DA - alglrnte .
Caadicr iy (egpaieed Uen) BAeEm s AT (Cramantsd hg ats |, Ao st et Maa (oral oourt) 1 A ONG VAT el o OF 1 EX4 1% Taa o M 20 QX0 Y
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Dolivory ltam/fdate P
7063539 000010 /16,03.2016 2090
i 7

gsupplement to the USP are

oV listed in the
th the ICH Q3C guideline

he solvents (Organic volatile Impurities,
duct complies wi

We confirm that none of t
f a.m. product. We confirm that.a.m, pro

used in'the manufacture ©
for residual solvents.

7

Country of Origin: Germany
Ms. Anja Braunwarth

'Manager Quality Control

Budenheim, 16.03.2016
thus no sighature ig required.

alysis is computer generated,
and this does not exanerate receiver from prece]

This certificate of an:
The data shown in this document are provided'for information only, ptive check for acceplance

on delivery.
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Kapch Pharia GobH - Posifech 21 11 64 - D.A8213 Salrgitar

Darou Pakhsh Pharmaceutical MFG Co.
Special Karad] Road

00000 TEHRAN, I.R.Q.

IRAN

Batch /

363330136234 2019387919 2.000,000 KG

Article code Quantity

Sodium Sulphate anhydrous, powder

/ Release date
16.10,2019

GmbH

Certificate of analysis

Date Page

16. October 2019 1of1,/

Your PO number - Date

2K19-1609-K - 29.04,2019

Delivery number - Pasition

80064012 - 10

Our order number - Position Rag Ne. 3275-0M

682719 - 10

Customer number

100125 ] v
e S

Manufact. date Retest date
06.03.2018 / 05.03.2023\/

/ Purity: EP-9; BP-2018, USP-41

Parameter Unit Result Specification
Appearance of solution complies Correlates to test
Acidity or alkalinity {EP, BP) complies Correlates to test
Identity complies Acc. to requirements
Loss on drying (EP, BP) ; % 0,086 <= 0,50

Assay (EP, BP) % 99,9 98,5 - 101,0

Heavy metals (as Pb) mgl/kg w50 <=210:0

Chlorides mg/lg < 50,0 <= 200,0

Assay (USP) A % 99,9 >= 98,0

Residual solvents (EP, BP) complies Correlates to test

This batch corresponds to "Pu_'rity:_ EP-S.-' B_P_-.:QO‘IB, USP-41".
This certificate does not release the buyer from product control on receipt.

AR oA

Quality Unit

Kirsch Pharma GmbH

Kusch Phatam Gmbit
Erzwatsche 2
038229 Salzgitter
Germany

Tel: 49 (0] 63 41 - &7 97
For: 449 (0) 63 40
Wabsite: vewiw irschphating com
oMad: most w@ha sohiphaems go

8l ar - 41




Kirnch Pharma Gmisd + Postfech 21 11 84 © D-38018 Seugiaw

Darou Pakhsh Pharmaceutical MFG Co. Dato Page

Special Karad] Road : 2012
00000 TEHRAN, L.R.O. Documant No.

IRAN 80084012

Dangerous goods points (up to 1.1.3.6 ADR): total

Net weight: 2.000,000
Gross weight: 2.064,000
Conditions

Terms of delivery: CPT Tehran by truck (Incoterms 2010)

The date of the delivery note corresponds to tha dellvery / service dato.

Sati Alrics Humsis Clion e






