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Searching for Chemicals

Welcome to SmartChem, your smart solution for chemical information.
Follow these simple steps to search for any chemical in SmartChem:

1. Logging into SmartChem

i. Open your web browser and navigate to the SmartChem login page: https://smartchem.row2technologies.com
ii. Enter your username and password.
ii. Click on the "Login" button.

Usermame:

Password:

2. Search the Desired Chemical

i. Type the Chemical name or cas No or EC No or Mol. formula of the desired chemical into the search bar.
i. SmartChem will provide suggestions as you type, helping you find the correct chemical quickly.
ii. After entering the desired chemical name, click on the "Submit" button.

Search Category Company Name Search Structure using SMILES

Montelukast sodium Enter Company Name

Enter Smiles String
@® Chemical Hame

©) CAS Ho. [ country
O Mol. Formula Select v OR
) EC No.
¥4 Advanced Search Option m
@ AND () OR ["Submit |

151767-02-1

® Substructure

O Chemical Name Global suppliers with their DMF, REACH status O Similarity 50% v
® CAS No. Accrediations QO Exact(Parent Only)
O Mol. Formula Contact Details (O Parent (Salts, isotopes)
O ECHo. Direct Link to Product List

Business Types
‘& Company Contact Form m
Global suppliers with their DMF, VMF, CEP Status

Raw materials consumed

Application Areas
Products consuming a Raw Material
Global potential customers

Literature infarmation and more

iv. Use "AND" or "OR" options to add additional search terms, such as Chemical name or cas No or EC No or
Mol. formula to refine your search.
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2. Chemical search results

i. SmartChem will now display relevant information about the chemical you searched for, including its
properties, cas number and other details like suppliers, raw materials, application areas, references,
FDF data, patent term.

ii. Click on the chemical name to access the chemical information page

Chemical Search Results
The following chemicals in SmartChem match your query Montelukast sodium

w12 6

Montelukast sodium, 24

[R-{EJ-1-{[1-13-[2-(7¢ cm [2-(1-hydroxy-1 Dosage Data
acetic acid, monosodiar odium {1-({(1R)-14{3-{(E)}-2-{7-chloro-2-quinolinylvinyllph enyl}-3-{2-(2-hydroxy- @ EATET02A C3EHAECINNE03S CISHISCINO3S Na Regulatory Data v Patent Term
FDF Data

Cis-Montelukast
({(TR)-1-(3-((Z)-2-(7-Chloraquinolin-2-yl)ethenylphenyl)-3-(2-(1-hydroxy-

sodiuim EP impurity G; 1-(((1R-1-(3-(12)- 774538-96-4 C35H36CINO3S W NONE
acid:

2-(7-chl| 1-nydroxy-1
Montelukast sodium Related Compound B
S-Montelukast Sodium

Ent-montelukast sodium salt; Montelukast Sodium EP Impurity A; 1-{[(1S}-1-{3-(1E)-2-(7-Chloro-2-quinolinyliethenyllphenyil-
3-{2-(1-hydroxy-1 acid sodium salt; Sodium {1-{({(18)-1-{3-(E)-2-(7-

190078-45-5 C35H35CINNa03S  C35H35CINO3S Na W NONE

Montelukast Sulfoxide

Montelukast Sodium EP \mngrlwﬂghtgig;ilgkast USPrelated Compound A; 1-[11-{3-I(E)}-2-(7-chlora- 909348-96-3 C35H3GCINGAS v HNONE

acid; 2-(1-((1-
(3-H27-CH acid
Montelukast methylstyrene
(((TR)}-1-(3-((E}-2-(7-Chloroquinelin-2-ylethenyl )phenyl }-3-(2-(1-
acid;

918972-54-0 C35H34CINO2S v NONE

sodium EP impurity B; 1-(1RM-1-(3((1E}F
- 21 acig;
Montelukast sodium Related Compound F
WMontelukast methyl ketone
(1-{(((1R)-3-( -(3-((E)-2-(
Montelukast sodium EP impurity F; 1-(((1R)-3-(2-acetylphenyl)-1-(3-((1E)}-2-(7-chioro-
acid

937275235 C34H32CINO3S W NONE

Montelukast sodium micronised
[R-(E)--{I1-{3-2-(7-Chl

Non Synthetic

@ @0 e @ @ @ @ @

—

et acd moba3odum st SO0 (- AETRYT () .5t -3 Quma M IDR e 3 2.2 k. CIHAZCINNE035 / GISHIR0IN035 a Regulatory Data HowE

Montelukast alpha-Hydroxy Analog

Montelukast Sodium EP (mpurity |: (2RS){1-[(1R)-1-[3-{(1E}-2-(7-Chloro-2-quinolinyl)ethenyljphenyl}-3-[2-(1-hydroxy- 2045402-27-3 C35H36CINDAS v NONE

1 (hydroxy) acetic acid

Fexofenadine Hydrochloride; Montelukast sodium e i ton Symnene O Data

’ ) ’ C56HE2CI4NNA0ES | Non Synthetic | Dosage Data
Levocetirizine dinydrochloride; Montelukast soditum AR e e CIH Gl e o
FDF Data
. . .
3. Chemical information page
Details For "Montelukast sodium™ Back to Search Results
o]
Name B Montelukast sodium
Synonym . [R{(E)]-1-[[[1-[3-[2-{7-Chloro-2-quinolinyl)ethenyl]phenyl]-3-[2-(1-hydroxy-1-methylathyl}phenyl]propylJthio Jmethyl] cyclopropane acetic acid, monosodium salt; Sedium {1-[({(1R)-1-{3-[(E}-2-(7-
" chloro-2-quinolinyl)vinylphenyl}-3-[2-(2-hydroxy-2-propanyliphenyllpropyl} sulfanyl)methylcyclopropyl} acetate

Mol Formula : C35H3SCINNZ03S / C35H35CINO3S.Na
CASs 151767-02-1
REACH Status Pre-Registered 3
EC No. 604-813-7
Functions Lo ticals >Respiratery System:Bronchodilators >Leukotriene receptor antagonists>

Manufacturer (M) : 35 Catalog (C) Trader (T) : 115 Custom Manufacturing (CM)
Miscellaneous : 37

Custom Synthesis (CS) : 3 ntract Research (CR)

Lab Reagent (LR): 1 R&D Scale(R&D) : 0

Beta Version of Finished Dosage Form and Combination AP|

@ # List of 62 Manufacturing Related Suppliers # List of additional 142 Suppliers (Traders and Miscellaneous)

Print Country-wise details

FRAFIDFIRE”

xpand Al

@ ror reporting Eroneous Data
Aalidhra Pharmachem Pvt. Ltd.

Plot No. 163-164, Nandesari GIDC

Vadodara , Gujarat - 391340

ings
Country Type of Company Product Link Accreditation
Al CANADANC
Tel No: 91-8980801127, 9879180894, 5566516572

Contact Email: info@aslidhraphar apharmachem.com; India M v Schedule M India
<amir& zalidirapharmachem com; marketing1(®oslidhrapharmacham zom

Website: www.aalidhrapharmachem.com
Company Contact Form
IS0 9002, GMP-Tapan-PMDA,

Mexico GMP, EudraGMP
ANVISA, Canada GMP, Mexico

Aurobindo Pharma Limited India M X GMP, GMP-Japan-PMDA, [
x| EudraGMP, Brazil GMP
Mexico GMP, EudraGMP, Brazil
Gmp

Aarti Industries Lil

jted (AIL) India M v

»®  BDR Pharmaceuticals International Pvt., Ltd. India MM <

IS0 9001:2015, ISO
¢ 14001:2015, OSHAS
18000:2007, WHO-GMP,
GMP-Japan-PMDA, GMP

BEC Chemicals Pvt. Ltd. India M

*kkk*k
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Searching for Suppliers

Follow these simple steps to search for any Suppliers in SmartChem:

1. Accessing suppliers

i. On chemical search result page click on the “+#” or the chemical name to see suppliers details.
On Chemical information page click on the supplier's tab.
ii. Suppliers are classified as Manufactures (M), Catalog (C), Trader (T) and summarised as "Type of Suppliers".
iii. Suppliers are catagorised in two lists one with manufacture related suppliers & other trader related suppliers.
iv. The list of companies will display essential details such as name, address, contact information, accreditation,
and the product link.
v. Click on the company name to see the company details.
vi. Click on the “.#” icon to get the product link on the supplier’s website.

Types of Suppliers

Manufacturer (M) : 35 Catalog (C) : 5 Trader (T) : 115 Custom Manufacturing (CM) : 8 Custom Synthesis (CS) : 3 Contract Research (CR) : 0 Lab Reagent (LR) : 1 R&D Scale(R&D) : 0
Miscellaneous : 36

Suppliers [EUERIEEN] Patent Term | Regulatory Data | Impurity Data | GMP Details | Dosage Data E ‘Combination API

@ # List of 62 Manufacturing Related Suppliers # List of additional 141 Suppliers (T/raders and Miscellaneous)
Print Country-wise details | —select— v/ K
RAFIDFIRS” @ o reponing Eronsous Data

. USFDA Warnings
_ Company Details = Country Type of Company Product Link Accreditation EUGMPNC
B Expand Al T Collapse All CANADANC

Aalidhra Pharmachem Pvt. Ltd.

Plot No. 163-164, Nandesari GIDC

Vadodara , Gujarat - 391340

Tel No: 21-8280801127, 9879180894, 8866516872

Contact Email: info@aalidhrapharmachem.com; nikhil@aalidhrapharmachem.com;
samir@aalidhrapharmachem.com; marketingl@aalidhrapharmachem.com

India M < Schedule M India

Website: www.aalidhrapharmachem.com -
Company Contact Form

150 9002, GMP-Japan-PMDA,
Mexico GMP, EudraGMP
ANVISA, Canada GMP, Mexico
Aurobindo Pharma Limited India M x GMP, GMP-Japan-PMDA, Q
EudraGMP, Brazil GMP

Aarti Industries Limited (AIL) India M «

Mexico GMP, EudraGMP, Brazil

BDR Pharmaceuticals International Pvt., Lid. India M/CM < cmp
IS0 2001:2015, ISO
BEC Chemicals Pvt. Ltd. India M e 151;;00125007{5&1/2‘(5;‘2;&
GMP-Japan-PMDA, GMP
| Besil Chem LLP India CcM v WHO-GMP, IS0 8001:2008
P Chempifine Chemicals India ™M «
Chromato Scientific India CS5/CM s

vii. This list can be sorted alphabetically by clicking on the company name or any other column like country,
type of company, Accreditations etc.

viii. Click on the icons to print or download this information in excel sheets.
ix. For additional Insights, you can view Non-Compliance details by clicking on the icons. ® ® ®

Non Compliance Details for : Aurobindo Pharma Limited
NOTE: US-FDA-warning letters information is company specific only.

Warning Details

Warning Date Of | Date Of
Company Name| FEI No. Address Country| Letter Product/Issue N Import Alerts
No. Inspection| Issue

Floor No.?s 22, 23 &
24 Galaxy, Plot
No-1, Survey No:

) 83/1, Hyderabad CGMP/Active
Aurcbindo FEI Knowledge City Pharmaceutical August 2
phaT;ni'ith:j't'cal 3004021253|Raidurg Panmaktha, | ["di3 |320-22-10 Ingredient to 12, 2021|071 12/2022
Ranga Reddy (API)/Adulterated

District, Hyderabad
500081 Telangana,
India

Source: U.S. Food and Drug Administration
Information updated as per data published by US-FDA in the month of October, 2023
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Report erroneous data

Follow these simple steps to report erroneous data in SmartChem:

1. Report erroneous data

i. If you find incorrect information, click on the “ (#”.

. USFDA Warnings
_ Company Details — Country Type of Company Product Link Accreditation EUGMPNC
Expand All G Collapse All AN

Aarti Industries Limited (AIL)

Udyog Kshetra, 2nd Floor, Mulund Goregaon Link Road, Mulund (West)

Mumbai , Maharashtra - 400080

Tel No: 91-22-67976697, 67976666, 9920899935, 84596144931 India M W] IS0 9002, GMP-Japan-PMDA,
Fax No: 81-22-67976660, 25905793 Mexico GMP, EudraGMP
Contact Email: info@aarti-industries.com

Website: www.3aarti-industries.com ‘-9;"
Company Contact Form

i. Apopup will appear.
iii. Select which field needs correction,click “Submit”.

Report Error!

For Iwould like to report for correction in:

Address
¥ Tel No. i Fax No.
[ Contact Email

[] website

[ ProductLink

‘Where would you like us to reply? | ksuryavanshi@row2technologies.c

(® Registered Email ID
O Alternate Email ID

Submit Close

*kk*kk
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How to use RapidFire

Follow these simple steps to use RapidFire in SmartChem:

1. Use RapidFire

i. Click on the "RapidFire" icon on the suppliers page, a pop-up window will open.

BTy Ruis Used | References | Patent Term | Reguiatory Data | impurity Data | GWP petaits | Dosage pata | FoF | Combination API

@ # List of 62 Manufacturing Related Suppliers # List of additional 141 Suppliers (Traders and Miscellaneous)

Print Country-wise details |—-select— v |

@ 0s

.
& For Reporting Encnecus Data

. USFDA Warnings
_ Company Details = Country Type of Company Product Link Accreditation EUGMPNC
Expand All @ Collapse Al CANADANC

ii. Selectthe desired type of suppliers (Step 1) Specify the country (step 2) for targeted results.
iii. Click "Submit" to gather list of suppliers based on your criteria.

ARAFIDFIR&™

Make your selections using RapidFire
RapidFire is a new SmartChem enhancement exclusively designed to benefit SmartChem subscribers. Leamn more

RapidFire allows SmartChem users to quickly select multiple target companies of interest to them through various filters
Email Ids of selected companies will be made available to the userin a "RapidFire note pad” which can be downloaded.
The user can use these details to send an email communication to the selected companies all at once.

Stepl Stepll
You should select the type of companies you wish to contact: You should select the countries you wish to contact:
® Toall ® A
(O ..Select your Choice (@] Selec}ﬁountry*
nufacturers India
Custom synthesis Iran
South Korea
Contract Research Israel
Custom Manufacturer Canada
()  Specific companies LT
Cyprus
China
- United States
m 3 Germany

2. Preview and Download

i. Preview the list for the final selection, at this stage you can select and deselect the companies as per your preference.
ii. After reviewing the selection, click "Submit" to proceed.

@ List of Suppliers of Montelukast sodium ( CAS NO.: 151767021 )

To eliminate any company from this list, please remove the checkmark next to that company and click “submit” to proceed.

[E=m = |
Selected Company Details Address Tel No./Fax No. WTICICS
CRICMILR
India
Aarti Industries Limited (AIL) Udyog Kshetra, 2nd Floor, Mulund Goregaon Link Road, Mulund (West) Telephone No: "
Website: Mumbai 91-22-67976697, 67976665, 0920899935, 84596144931
www aarti-ndustries.com Fax No:
Contact Email: 91-22-67976660, 25005793
info@aart-industries.com ;
Arjun Beeswax Industries Plot No.: 831 & 844/B, G.L.D.C. Waghodia Telephone No: "

Website: Vadodara 91-2668-262081, 262950, 262952, 7574866541, 7574866543,

9727780947
Fax No:
91-2668-262081, 262950, 262952, 290403

www arjunbeeswax com
Contact Email:

com; com:
co.in .com ;

ii. A new page will open with the final list of suppliers based on your selection at this stage you can either download or
print the list or you can proceed to the next step by clicking on the “Submit” button.
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3. Downloading email list

i.  On the final page, click the "Download" button.
ii. The system will direct you to a notepad containing all the emails in one place.

RAFIOFIR&”

RapidFire Note Pad

e RapidFire Note Pad

This note pd0€ontains email Ids of all the companies you have selected.
You can save the RapidFire note pad on your computer or easily copy this list to your preferred email program
and send an email communication to all your target companies through your email system.

Thank you for using RapidFire of SmartChem

If you need any further information, please contact our customer senvice departiment on +1 973-581-6314 (S Office) or 0091-22-56931400 (India Office)
or

email us at info@row2technologies.com

4. Sending Emails

i. With the compiled list, you can now send your requirements to all the email IDs at once using YOUR EMAIL

PLATFORM. By utilizing RapidFire, you can efficiently gather Email Id’s for the selected suppliers, streamlining
your communication process.

*kk*kk
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Accessing RMs (Raw Materials Used) Guide

Follow these simple steps to use RMs in SmartChem:

1. RMs (Raw Materials Used) Guide

i. Click on the "RMs Used" on the chemical information page.
ii. Click on the Route number.

Details For "Montelukast sodium™ Back to Search Results

oo |
Name : Montelukast sodium
Synonym . [R(E)]-1-[[[1-[3-[2-{7-Chloro-2-quinolinyl}ethenyl]phenyl]-3-[2-(1-hydroxy-1-methylethyl)phenyllpropylJthio]methyl] cyclopropane acetic acid, monosodium salt; Sodium { 1-[({(1R)-1-{3-[(E)-2-(7-

e * chloro-2-guinolinyljvinyllphenyl}-3-[2-(2-hydroxy-2-propanyl)phenylloropyl} sulfanyl)methyllcyclopropyl}acetate
1AL Mol Formula : C35H3SCINNA03S / C35H3SCINO3S.Na
{ cAS : 151767-02-1

REACH Status :  Pre-Registered
EC No. H 604-813-7
Functions : 1.Pharmaceuticals>Respiratory SystemsBronchodilators>Leukotriene receptor antagonists:

Patent Term | Regulatory Data | impurity Data | GMP Details | Dosage Data E Combination API

suppiiers | [RUEYECEYY References

Raw Materials in

Route 2[[E0

Route 3[EER

Back to Search Resu/ TP

iii. You can now access a comprehensive list of raw materials (RMs).

| suppiers |ETTNTRN patent Term | Reguiatory pata | impurity Data | GmP petails | posage pata | o | comination APt

Raw Materials in

Route 1 [

Scheme

Raw Materials Consumed in the manufacture of ‘Montelukast sodium’ by Route 1

- ” Mol

s Methyl 2-[3-[2-(E)-7-chloroguinolin-2-yl) vinyllphenyl]-3-oxopropyl benzoate "
a Methyl 2-[3-[3-[2-(7-chloroquinoline- 2-yl)ethenyl]phenyl]-3-oxopropyl] benzoate ‘{5} 149968-11-6 €28H22€INO3
7 (-)-DIP Chloride
G e ;D @ 85116-37-6 C20H34BCI
s Dicyclohexylamine oo
é N-cyclohexylcyclohexanamine ‘ﬁ} 101-83-7 C12H23N
2 Dichloromethane 3
G Methylene dichloride, Methylene chloride ‘@ 75-09-2 cH2cl2
Methyl 2-(3R-(3-(2-(7-chloro-2-quinolinyl)-ethenyl)phenyl)3-hydroxypropyl)benzoate = €28H24CINO3
5 Toluene
a Methylbenzene ‘{5} 108-88-3 C7H8
- Diisopropylethylamine &
e 2-Prop. NN ; Ethyl prop! ; 1,1'-Dimethyltriethylamine; Huenig's base; DIPEA; Hunigs base; Hunig's @ 7087-68-5 CBH19N
reagent; DIEA
s Methanesulfonyl chioride & oy
G Methane sulfonyl chloride; Mesyl chloride; Methanesulfonyl chloride; MsCl ‘@ 124-63-0 cHaclo2s
Vs | Methyl 2-((3R)-3-[(E)-2-(7-chloro-2-quinolinyl)-ethenyl]-phenyl)-3-methanesulfonyloxy-propyl Jbenzoate
2-((3R)-{3-[(E)2-(7~Chioro-quinolin-2-yl)-vinyl-phenyl}-3-methanesulfonyloxy-propyl)-benzoic acid methyl ester;Methyl 2-{(3R)-3-{3-I(E)- (S C29H26CINOSS
2-(7-chloro-2-a Iphenyl}-3-[( Jpropyl}benzoate

x

iv. Click on the “& " to see suppliers for these raw materials.
v. Click on the “+/” under raw materials to access routes of these chemicals.
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v. Click on the “ Scheme” to see schematic representation of the route along with the references.
vi. Click on the “Print” to print the scheme.

< Montelukast sodium - Route 1
CAS No. : 151767-02-1

l
RS a .
Py CyDIF-C Hloride
cl W I T a——
S /0% A0k
CvieldB0%)

1) DIPER,

P

S 05T £ Fmin

DMFAMDE
B "
St £ 30°C 30min Sl reflux £ 3hrs
(Vield N&) 25
O\N/O
Acstone M
817357 /5hrs
(¥ield32%)
n
. H
B .
o

MeMgClin THF

Toluene

1) 200H
Toluene ¢ ater
Stir/ RT/ 10min

2)HaDH in 1% Aq EOH
#10min
verall Yield 9%

Sr. No. Literature Reference
201821004596 [2018, to AJANTA PHARMA LIMITED]

Drugs of future 1997 22(10) 1103

IN 1781/KOLNP/2012 [2012, to PHARMATHEN S.A.]

IN 1977/CHE/2012 [2012, to Laurus Labs Limited]

IN 3535/CHE/2012 [2012, to MYLAN LABORATORIES LTD]

1 0rg Chem, ,2015,80(8), PP-3891-3901

[ROUTE-1] : Materials & Methods (2011) Vol-2, Page-401.

[ROUTE-1] : US 5,614,632[1997 to Merck & co.,Inc.]

ea|w|o|v|s|w|m|~

*kk*k*k
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Accessing References in SmartChem

Follow these simple steps to Access References in SmartChem:

1. Access References

i. Click on the "References" tab
ii. View the complete list of references

| suppiters | Ruts used Patent Term | Reguiatory Data | impurity Data | GMP Det

-

s on

201821004596 [2018, to AJANTA PHARMA LIMITED]
Drugs of future 1997 22(10) 1103

IN 1781/KOLNP/2012 [2012, to PHARMATHEN S.A.]

IN 1977/CHE/2012 [2012, to Laurus Labs Limited]

IN 3535/CHE/2012 [2012, to MYLAN LABORATORIES LTD]
1 0rg Chem. ,2015,80(8), PP-3891-3801

[ROUTE-1] : Materials & Methods (2011) Vol-2, Page-401.
[ROUTE-1] : US 5,614,632[1397 to Merck & co. Inc.]
[ROUTE-1] : US 8,178,680 [2012,t0 MSN LABORATORIES Ltd] (using Mathyl (1-mercaptamethyl) cyclopropaneacetate)
10 [ROUTE-2 &3] : Synthetic Communications, 2013, 43(15), PP-2050-2056 )(For last step)
11 [ROUTE-2] : Guay Danial et al., EP 480,717 [ 1992,to Merck Frosst Canada ]
12 [ROUTE-3] : US 7,547,787 [2009,to Teva Pharmaceutical Industries Ltd] (Using Methyl (1-mercaptomethyl) cyclopropaneacetate)
13 [ROUTE-3] : WO 2008 / 058,118 [2008,to Dr. Reddy's Laboratories, Inc.]
14 [ROUTE-3] : WO 2009 / 138993 [2009,to MACLEGDS PHARMACEUTICALS LTD] (Using Methyl (1-mercaptomethyl) cyclopropaneacetate)

*kkkk

Back to Search Results
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Accessing Patent Term Information

Follow these simple steps to Access Patent Term in SmartChem:

1. Access Patent Term

i.  Click on the "Patent Term" tab

Suppliers w Patent Term | e T m Combination API

usA

SPC Germany

SPC France

ii. View an extensive global list of patent expirations, covering countries like the USA, France, Japan, Sweden,
UK, Switzerland, Slovakia, Germany, and Canada.

iii. Click on the country name to access the information.

suppiiors | Rits Used | Rerorences |[RXMISIM Requiatory Data | GMP Detaits | Dosage Data | #oF | combination APt

uUsA
Patent No. API/Combination Patent Type Assignee patent Expiry Estimated Expi
- yp 'g (Pediatric exclusivity) piry

6699871 sitagliptin Phosphate Product P"'a"”“e#:i'm“;mp“s‘t'u"' Methed of Merck Sharp & Dohme 26-1an-2023 26-1ul-2022 Expired

Application Invalved In

7326708 Sitagliptin Phosphate Product, Merck Sharp & Dohme Llc 24-May-2027 24-Nov-2026 Court Proceedings

Source : Orangebook - USFDA

SPC Germany
SPC France

Back to Search Results
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Accessing Regulatory Data

Follow these simple steps to Access Regulatory Data in SmartChem:

1. Access Regulatory Data

i. Click on the "Regulatory Data" tab.
ii. Click on the icons to access comprehensive information on regulatory data from various countries.

m [T Regulatory Data i m Combination API

& US DUFIVMF +# US GDUFA “y CEP [®] Japanese DMF [ Taiwan DMF & Korean DMF [) EU written Confirmation &y wHo
Apotex Pharmachem Inc. (part of Apotex Group of Companies) Canada ™M <
Aurobindo Pharma Limited India M &K + 3
BEC Chemicals Pvt. Ltd. India M &
Boryung Pharmaceutical Company South Korea M [s]
Camber Pharmaceuticals, Inc. United States MISCELLANEOUS
Chi Fu Trading Co. Taiwan MISCELLANEOUS
China Gateway Pharmaceutical Development Co Ltd. CHINA MISCELLANEQUS <
Cipla Ltd. India M < + J =
Dr. Reddys Laboratories Ltd. India M © v ] G ] Tor
Enaltec Labs Pvt. Lid. India M/CM =
Estechpharma Co., Ltd. South Korea M [¢
Farmalite Trading Co., Ltd. (Hengya Trading Co.) Taiwan MISCELLANEOUS
Forefront Enterprise Co., Ltd. Taiwan T
Formosa Laboratories, Inc. Taiwan M & + ]
Hamari Chemicals Ltd. Japan ™M (o]
DMF-VMF Details
chem {tlame m Type m“ Compa“y flame
MONTELUKAST DMF
Il 23495 29-Jan-2010 | APOTEX PHARMACHEM INC
SODIUM USP (Status-A)
Source: U5 Food and Drug Administration
Information updated as per data published by US-FDA in the month of October, 2023
ii. Click on the company name to get more information about the company.
iv. You can sort by clicking on any title tab to prioritize your results.
st e e stences | o o JCRTRERERRY oty i | o it oot 66 comioson
& us DMFVMF +/ US GDUFA “y CEP [®] Japanese DMF [ Taiwan DMF & Korean DMF [) Eu written Confirmation & wHo

Company Details Type of

Country e

Japanese | Taiwan | Korean | EU Written WHO
US DMF/VMF US GDUFA | ‘ D] o

DMF | Confirmation | APIMF

Expand All T Collapse All ‘

Apotex Pharmachem Inc. (part of Apotex Group of Companies)  ~

e, Phllp g
34 spalding Drive

Brantford , ON - N3T 6B8

Tel No: 1-519-7568942 Canada M &
Fax No: 1-519-7533051

Contact Email: sales@apotexpharmachem.com

Website: www.apotexpharmachem.com

Company Contact Form

Aurobindo Pharma Limited

2-24, Plot No.1, Survey No.83/1, Hyderabad Knowledge City, Raidurg Panmaktha, Ranga Reddy

(AnvIs,
Galaxy, Floo
District
Hyderabad , Telangana - 500032

Tel No: 91-40-66725000, 66721503, 66725393, 66721200

Fax No: 91-40-23741080, 23746833

Contact Email: info@aurabindo.com; ramireddy. guntaka@aurobindo.com
Website: www.aurobindo.com

Company Contact Form

India M < iV &

BEC Chemicals Pvt. Ltd. India M = T
Boryung Pharmaceutical Company South Korea M [e

*kkkk
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Proprietary and Confidential

Accessing Impurity Data

Follow these simple steps to Access Impurity Data in SmartChem:

1. Accessing Impurity Data

i. Click on the "Impurity Data" tab

GMP Details

Impurities For

2-{1-[({(1R)-1-{2-[(E)-2-(7-chloro-2-quinolinyl) ethenyl]-phenyl}-3-[2-( methoxycarbonyl)phenyl]propyl } sulfanyl) methyl]-cyclopropyl Facetic acid

s ] compmen 0

6 2-((3R)-(1-Carboxymethyl-cyclopropylmethylsulfanyl)-3-{ 3-[(E)-2-(7 -chloro-quinolin-2-yl)-vinyl]-phenyl}-propyl)-benzoic acid methyl ester; Montelukast sodium EP @. 851755-56-1 €34H32CINC4S
Impurity H
S-Montelukast Sodium

é Ent-montelukast sodium salt; Montelukast Sodium EP Impurity A; 1-[[[(15)-1-[3-[(1E)-2-(7-Chlero-2-quinalinyl) ethenyllphenyl]-3-[2-(1-hydroxy- @_ 100078-45-6 C25H35CINNa03S /
1-methylethylphenyl]propyllthicJmethyllcyclop acid sodium salt; Sodium {1-[({(15)- 1-{3-{(E}-2-(7-chloro-2-quinolinyl)vinylJphenyl}-3-[2-(2-hydroxy- -45- C35H35CINO3S.Na
2-propanyl)phenyl]propyl}sulfanylimethyllcyclopropyl}acetate
Montelukast methylstyrene

é (1-((((1R)-1-(3-((E)-2-(7-Chloroquinelin-2-yl) ethenyl)phenyl)-3-(2-( L-methylethenyl)phenyl)propyl)sulfanylimethyl)cyclopropylacetic acid; Montelukast sodium EP impurity @_ 918972-54-0 C35H34CINO2S
8; 1-{(((1R)-1-(3-((1E)-2-(7-chloro-2-quinolinyl) ethenyl)phenyl)-3-(2-(1-methylethenyl)phenylpropyl)thio)methyl)-Cyclopropaneacatic acid; Montelukast sodium Related -54
Compound F
Montelukast Sulfoxide

2 Montelukast Sodium EP Impurity C; Montelukast USPrelated Compound A; 1-[[[1-[3-[(E)-2-(7-chloro-2-quinolinyethenylphenyl]-3-[2-(1-hydroxy-

& 1-methylethyDphenyllpropyllsulfinyllmethyl]-Cyclopropaneacetic acid; 2-(1-(((1-(3-(2-(7-Chioroquinalin-2-y)vinylphenyl)-3-(2-(2-hydroxypropan- S 909649-96-3 C3SHIOCINO4S
2-yl)phenylpropylsuifinyimethyl)cydopropyl)acetic acid
Montelukast Bis-Sulfide 1

6 Montelukast USP related compound C; Montelukast EP Impurity D; Montelukast Michael Adduct R R-Isomer; 1-[[[(1R)-1-[3-[(1R)-1-[[[1- @. 1187586-61-3 C41H46CINO552 O
(Carboxymethyl)cyclopropyilmethyllthial-2-(7-chloro-2-quinalinyiethyllphenyl]-3-[2-(1-hydraxy-1-methylethyl) phenyi] prapyl] thiclmethyil-cycloprapaneacetic acid
{1-[({(1R)-1-{3-[(15)-1-({[1-(Carboxymethyl )cyclopropyllmethyl}sulfanyl)-2-(7-chloroquinolin-2-yl)ethyl]phenyl}-3-[2-( 2-hydroxypropan-

s 2-yl)phenyllpropyl}sulfanyl)methyllcyclopropylyacetic acid

] Montelukast Sodium EP Impurity E; Montelukast USP Related Compound D; 1-[[[(1R)-1-{3-[(1)-1-[[[1-(Carboxymethyl)cyclopropyllmethylIthio]-2-(7-chloro- o 1187586-58-8 C41H46CINOSS2
2-quinolinyl)ethyllphenyl]-3-[2-(1-hydroxy-1-methylethyl) phenyl] propyl] thioJmethyl]-cyclapropaneacetic acid; Montelukast Michael Adduct R S-Isamer
Montelukast methyl ketone

& (1-((((1R)-3-(2-Acetylphenyl)- 1-(3-((E)-2-(7-chloroquinalin-2-yethenyl)phenyl)propyl)sulfanyl)methyl)cyclopropyl)acatic acid; Montelukast sodium EP impurity F; 1-((((1R)- & 937275-23-5 C€34H32CINO3S

3-(2-acetylphenyl)-1-(3-({1E)-2-(7-chloro-2-quinolinyl)ethenyl)phenyl)propyl)thio)methyl)-Cyclopropaneacetic acid

. View a list of API impurities available as per EP and USP Pharmacopoeia, along with their suppliers.

 uppters | s sea | Reteences | Patent Term | retator ota | [P e et | Bosag Daa | FoF | combination &P

Impurities For

Name/Synony!

s [ e ] e ]

2-{1-[({(1R)-1-{3-[(E)-2-(7-chloro-2-quinolinyl)ethenyl]-phenyl }-3-[2-(methoxycarbonyl)phenyl]propy! } sulfanyl )methyl]-cyclopropyl }acetic acid

/ 2-((3R)-(1-Carboxymethyl-cyclopropylmethylsulfanyl)-3-{3-[(E)-2-(7-chloro-quinalin-2-yl)-vinyl]-phenyl} -propyl)-benzoic acid methyl ester; Montelukast sodium EP @- 851755-56-1 C34H32CINO4S
Impurity H
S-Montelukast Sodium
é Ent-montelukast sodium salt; Montelukast Sodium EP Impurity A; 1-[[[(15)-1-[3-[(1E)-2-(7-Chloro-2-quinolinyljethenyllphenyl]-3-[2-(1-hydroxy- @_ 100078-45-6 C35H35CINN303S /
1-methylethylJphenyilpropyilthioJmathyl]cyclopropaneacatic acid sodium salt; Sodium { 1-[({{18)-1-{3-[(E)-2-(7~chloro~2-quinalinyl)vinyl]phenyl} -3-{2-(2-hydroxy- -45- C35H35CINO3S.Na
2-propanyl)phenyllpropylysulfany)methyllcyclopropyl) acetate
Montelukast methylstyrene
5 (1-{(((1R)-1-(3-((E)-2(7-Chloroquinelin-2-yl)ethenyl)phenyl)-3-(2-(1-methylethenylphenylpropyl)sulfanyimethyl)cyclopropyl)acetic acid; Montelukast sodium EP impurity 918972-54-0 C35HI4CINO2S
© 8; 1-({{(iR}-1-(3-((1E)-2-(7-chloro-2-quinolinyl)ethenylJphenyl)-3-(2-( 1-methylethenyl)phenyl}propyl)thio)methyl}-Cyclopropaneacetic acid; Montelukast sodium Related & -54-
Compound F
Montelukast Sulfoxide
é Montelukast Sodium EP Impurity C; Montelukast USPrelated Compound A; 1-[[[1-[3-[(E)-2-(7-chloro-2-quinolinyl)ethenyl]phenyl]-3-[2-(1-hydroxy- @ 009849-95-3 C35H36CINOAS
1-methylethyDphenyllpropyllsulfinylimethyl]-Cydlopropaneacetic acid; 2-(1-(({1-{3-{2-(7-Chleraquinalin-2-yl)vinyl)phenyl}-3-(2-(2-hydroxypropan-
2-yl)phenylpropyl)sulfinyimethylcyclopropyl)acetic acid
Montelukast Bis-Sulfide
é Montelukast USP related compound C; Montelukast EP Impurity D; Montelukast Michael Adduct R,R-Isomer; 1-[[[(1R)-1-[3-[(1R)-1-[[[1- @ 1187586-61-3 C41H46CINOSS2
(Carboxymethylcyclopropylimethyllthial-2-(7-chloro-2-quinelinyl)athyllphenyl]-3-[2-(1-hydroxy-1-methylethyl) phenyi] propyl] thiomethyl]-cyclopropaneacetic acid
{1-[({(1R)-1-{3-[(15)-1-({[1-(Carboxymethyl )cyclopropyl]methyl} sulfanyl}-2-(7-chloroquinolin-2-yl)ethyl Jpheny| }-3-[2-(2-hydroxypropan-
n 2-yl)phenylpropyl}sulfanylymethyl]cyclopropyl}acetic aci
& Montelukast Sodium EP Impurity E; Montelukast USP Related Compound D; 1-[[[(1R)-1-{3-[(15)-1-{[[1-(Carboxymethyl)cycloprapyllmethylJthio]-2-(7-chloro- S 1187586-58-8 C41H46CINOSS2
2-quinolinyl)ethyllphenyl]-3-[2-(1-hydroxy-1-methylethyl) phenyl] propyl] thioJmethyl]-cyclopropaneacetic acid; Montelukast Michael Adduct R,S-Isomer
Montelukast methyl ketone
& (1-{(((1R)-3-(2-Acetylphenyi)-1-(3-((E)-2-(7-chloroguinolin-2-yl)ethenyliphenylprapyi)sulfanylmethyl)cyclopropyl)acetic acid; Montelukast sedium EP impurity F; 1-({((1R)- & 037275-23-5 CaaHacIN03s
3-(2-acetylphenyl)-1-(3-((1E)-2-(7-chloro-2-quinalinyl)ethenyl) phenyllpropyl)thia)methyl)-Cyclopropaneacetic acid
Cis-Montelukast
- (1-{(((1R)-1-(3-{(2)-2-(7-Chloroquinelin-2-yl)ethenyl)phenyl)-3-(2-(1-hydroxy-1-methylethyl)phenyl)propylsulfanylimethylcyclopropylacetic acid; Montelukast sodium EP ® 774538864 C35H3BCINO3S
[ impurity G; 1-((((1R)-1-(3-((12)-2-(7-chloro-2-quinolinyljethenylphenyl)-3-(2-(1-hydroxy- 1-methylethyllshenyi)propylthio)methyl)-Cyclopropaneacetic acid; Montelukast
sodium Related Compound B
Montelukast alpha-Hydroxy Analog
€ Montelukast Sodium EP Impurity I; (2RS)-[1-[[[(1R)-1-{3-[( 1E)-2-(7-Chloro-2-quinolinyl)ethenyllphenyl}-3-[2-(1-hydroxy- & 2045402-27-3 C35H3ECINO4S

1-methylethyl)phenyl]propyllthio]methyllcycdopropyl] (hydroxy) acetic acid

*kkk%k
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Proprietary and Confidential

Accessing GMP Details

Follow these simple steps to Access GMP Details in SmartChem:

1. Access GMP Details

lick on the "GMP Details" tab.

C
Click on the “+# ” icon to access comprehensive information on GMP from various countries.

Suppliers. m Patent Term | Regulatory Data | impurity Data

GMP Compliance List for Montelukast sodium

. BRAZIL BRAZIL MEXICO
- Company Details 5 Country Type of Company EUDRA GMP DOMESTIC FOREIGN
Expand All Collapse All GMP GMP GMP

Dosage Data

 FoF | combination APt

GMP Details,|

Dr. Reddys Laboratories Ltd. India ] « v

Hetero Drugs Limited India M + +

Inke S.A. (Part of Neuraxpharm) Spain ] v

Laurus Labs Ltd. India M +

Morepen Laboratories Ltd. India ] s

Torrent Pharmaceuticals Ltd. India MISCELLANEOUS pve g

Unimark Remedies Ltd. India M + £
Zhejiang Tianyu Pharmaceutical Co., Ltd. China ] v ToP

Back to Search Results

Brazil Foreign GMP Details

Appllca“t CertlﬁEd Chen1ica| Nar“e m
Company company

RESOLUTION-RE Active
Morepen MNo. 51, OF pharmaceutical
Laboratories India JANUARY 6, 2023 sodium montelukast ingredients
Limited. published in (DOU) obtained by
of January 9, 2023 chemical synthesis

Source : ANVISA
Information updated as per data published by ANVISA on October, 2023

. Click on the company name to get more information about the company.

Suppliers m Patent Term | Regulatory Data | impurity Data RS i e l] Dosage Data m Combination API

GMP Compliance List for Montelukast sodium

. BRAZIL BRAZIL MEXICO
- Company Details 5 Country Type of Company EUDRA GMP DOMESTIC FOREIGN FOREIGN
Expand All Collapsa All GMP GMP GMP

8 , Road No. 3,

Hyderabad , Telangana - 500034

Tel No: 91-40-49002253, 49002900 India " v v
Contact Email: rashish@drreddys.com; api@drreddys.com

Website: api.drreddys.com

Company Contact Form

Hetero Drugs Limited India M + +

Inke S.A. (Part of Neuraxpharm) Spain M s

Laurus Labs Ltd. India M +

Morepen Laboratories Ltd. India M +

Torrent Pharmaceuticals Ltd. India MISCELLANEOUS pve

Unimark Remedies Ltd. India M v -~

Zhejiang Tianyu Pharmaceutical Co., Ltd. China ] v TopP

Back to Search Results

*kkk*
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Proprietary and Confidential

Accessing Dosage Data Details

Follow these simple steps to Access Dosage Data Details in SmartChem:

1. Access Dosage Data Details

i. Click on the "Dosage Data" tab.

ii. Click onthe “.#” icon to access comprehensive information on Dosage Data from various countries.

 Ruts Used | Patent Term | Regulatory Data | Impurity Data | GMP Details

X

 For | combination APt

I e ™ S S N S T S Y
e e e v e e

US Human Dosage Details

MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
SINGULAIR
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM
MONTELUKAST SODIUM

A 203438 1
A 2134711
A 202906 1
A 202776 1
A 90955 1
A 2104311
N 21409 1
A 203328 1
A 203328 2
A 205107 1
A 205107 2
A 205695 1
A 205695 2
A 201508 1
A 201508 2
A 202096 1
A 202096 2
A 207464 1
A 207464 2
A 201581 1
A 201581 2
A 204093 1
A 204093 2
AS11281
AS1128 2
A 203795 1
A 203795 2

Source : US-FDA
Information updated as per data published by US-FDA& in the month of October, 2023

DISCN

RRERRRRR

DISCN
DISCN
DISCN
DISCN

GRANULE;ORAL
GRANULE; ORAL
GRANULE; ORAL
GRANULE; ORAL
GRANULE; ORAL
GRANULE; ORAL
GRANULE; ORAL

TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,
TABLET,

CHEWABLE; ORAL
CHEWABLE; ORAL
CHEWABLE; ORAL
CHEWABLE; ORAL.
CHEWABLE; ORAL
CHEWABLE; ORAL
CHEWABLE; ORAL
CHEWABLE; ORAL
CHEWABLE; ORAL
CHEWABLE; ORAL
CHEWABLE; ORAL.
CHEWABLE; ORAL
CHEWABLE; ORAL
CHEWABLE; ORAL
CHEWABLE; ORAL
CHEWABLE; ORAL
CHEWABLE; ORAL
CHEWABLE; ORAL.
CHEWABLE; ORAL
CHEWABLE; ORAL

Back to Search Results

US Dosage Details for : Montelukast sodium

No

EQ 4MG BASE/PACKET Jul 31,2015 AJANTA PHARMA LTD
EQ 4MG BASE/PACKET Feb 18,2020 No AUROBINDO PHARMA LTD
EQ 4MG BASE/PACKET Sep 17,2012 No DR REDDYS LABS LTD
EQ 4MG BASE/PACKET Dec 18,2012 No MYLAN PHARMS INC
EQ 4MG BASE/PACKET Aug 03,2012 No TEVA PHARMS
EQ 4MG BASE/PACKET Jul 31,2018 No TORRENT
EQ 4MG BASE/PACKET Jul 26,2002 Yes ORGANON
EQ 4MG BASE Jul 31,2015 No AJANTA PHARMA LTD
EQ 5MG BASE Jul 31,2015 No AJANTA PHARMA LTD
EQ 4MG BASE Sep 04,2020 No AMNEAL PHARMS
EQ 5MG BASE Sep 04,2020 No AMNEAL PHARMS
EQ 4MG BASE Nov 05,2015 No ANBISON LAB
EQ 5MG BASE Nowv 05,2015 No ANBISON LAB
EQ 4MG BASE Aug 03,2012 No APOTEX INC
EQ 5MG BASE Aug 03,2012 No APOTEX INC
EQ 4MG BASE Aug 03,2012 No AUROBINDO PHARMA LTD
EQ 5MG BASE Aug 03,2012 No AUROBINDO PHARMA LTD
EQ 4MG BASE Dec 06,2018 No CHARTWELL MOLECULAR
EQ 5MG BASE Dec 06,2018 No CHARTWELL MOLECULAR
EQ 4MG BASE Aug 06,2012 No DR REDDYS LABS LTD
EQ 5MG BASE Aug 06,2012 No DR REDDYS LABS LTD
EQ 4MG BASE May 22,2015 No HETERO LABS LTD V
EQ 5MG BASE May 22,2015 No HETERO LABS LTD V
EQ 4MG BASE Aug 03,2012 No HIKMA
EQ 5MG BASE Aug 03,2012 No HIKMA
EQ 4MG BASE Feb 27,2015 No JUBILANT GENERICS
EQ 5MG BASE Feb 27,2015 No JUBILANT GENERICS

*kkk*%k



Proprietary and Confidential

Accessing Finished Dosage Forms

Follow these simple steps to Access Finished Dosage Forms in SmartChem:

1. Access Finished Dosage Forms

i. Click on the "FDF" tab

m m Patent Term | Regulatory Data | Impurity Data | GMP Details | Dosage Data Combination APl

@ # List of 15 Branded FDF Suppliers # List of 55 Unbrand®gDF Suppliers # List of 5 SemiFinished FDF Suppliers

RAFIDFIRe™ @ .. eporting Enoneous Date

USFDA
Company Details - ‘Warnings
5 Expand All Collapse Al Country Type of Company Accreditation EUGMPNC
CANADANC

BDA Healthcare Pvt. Ltd

201, 202, 301, Balaji Corporate Park, Plot No. 92, Opp State Bank of India, Cement Road,

Pratap Nagar

Nagpur , Maharashtra - 440010 . N

Tel No: 91-712-6649156, 6649157, 7126649156, 7126649157 India Branded (M / CM) b Schedule-M-Indiz ®
Contact Email: pv@bdapharma.com; bdaindia@gmail.com

Website: www.bdahealthcare.com

Company Contact Form

Print Country-wise details \_--sele:t—- v_\

USFDA, European Union,

Cadila Pharmaceuticals. India Branded (M) + MHRA UK, WHO Geneva,
TGA Australia.
East West Pharma India Pvt. Ltd. India Branded (M) q/ Schedule-M-India
ENTOD INTERNATIONAL India Branded (M) J 150 2001:2015
HiGlance Laboratories India Branded (M) J Schedule-M-India
Laborate Pharmaceuticals India Lid India Branded (M) + Schedule-M-India
Sanctus Global Formulations Ltd. India Branded (M) ey 150 2001:2015
Snehal Pharma & Surgicals Pvt. Lid. India Branded (M) q/ Schedule-M-India
7_ Drugs & Ph i Private Limited India Branded (M) X 150 9001:2017
L ACHE LABORATORIOS FARMACEUTICOS S.A. Brazil Branded (M) J IS0 45001:150 14001
Delorbis Pharmaceuticals Ltd. Cyprus Branded (CM) +
Elpen Pharmaceutical Co. Inc. Greece Branded (M) ey
ii. Click on the icons to print or download this information in excel sheets.
2. Access Finished Dosage Forms Suppliers
i. Click "Branded" to view a list of branded suppliers.
ii. Click "Unbranded" to view a list of unbranded suppliers.
ii. Click "Semi-finished" to view a list of semi-finished product suppliers.
@ I # List of 15 Branded FDF Supplief: I I # List of 55 Unbranded FDF Suppliers\l I # List of 5 SemiFinished FDF Supplierg\J

X X

iv. View the list of suppliers with their details along with their product list.
Click on the “+/ ” icon to get the product list.

USFDA
Warnings
EUGMPNC

CANADANC

Company Details Country Type of Company Product Link Accreditation

@ collapse All

Aayushi Pharma

VIRAL HOUSE, Behind Armieda, Sindhu Bhavan Road, Bodakdev,

Ahmedabad , Gujarat - 380054 "

Tel No: 91-9824087048 India Un-Branded (M / CM) \ &hﬂgﬁ;g‘;? =0
Contact Email: info@aayushipharma.com > :

Website: www.aayushipharma.com ® K

Company Contact Form

LN

Accede Healthcare (India) Pvt. Lid. India Un-Branded (M) vl

Aerosea Exports India Un-Branded (D) <

Albios Lifesciences Private Limited India Un-Branded (D) ‘/

Amster Labs India Un-Branded (D) e

Anwita Drugs & Chemicals Pvt Ltd India Un-Branded (M) « Rhe%'ﬁ;’;gg’;’ 150
Areete Life science Pvt Ltd India Un-Branded (M) ‘/ Schedule-M-India
Axon Drugs Private Limited India Un-Branded (M) v Schedule-M-India
Bharat Parenterals Ltd. India Un-Branded (M / CM) e Schacliglgéﬁ;-gﬂ.;, 150

15




Proprietary and Confidential

Definition of FDF Suppliers:

Branded - These suppliers can either manufacture and market their FDFs under their brand name
or purchase the FDFs from unbranded Suppliers, repack them, and sell them under their own
brand name.

Unbranded - These suppliers manufacture/Distribute FDFs which are then repacked and marketed
by a third party.

Semi-finished - These suppliers manufacture/Distribute API in the form of Granules/Pellets/etc.
Their formulations can be only the APIs, or they can be with the excipients

*kk*k%k
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Accessing Combination API

Follow these simple steps to Access Combination APl in SmartChem:

1. Access Combination API

i. Click on the "Combination API" tab.

Proprietary and Confidential

i. You can access a comprehensive list of Dosage Data for the combinition APls, along with their respective FDF suppliers.

iii. Click onthe “ " to access formulators data.

m | Regulatory Data | impurity D:

Combination AP For " Montelukast sodium"

Formulators

sodium

Name/Synonym

Structure

Dosage Data

sodium

Types of FDF Suppliers

H Manufacturer (M) Contract Manufacturer (CM)

Distributor (D)

@ # List of 11 Branded FDF Suppliers
Print Country-wise details
RAPIDFIRE”

Company Details

Expand All

# List of 10 Unbranded FDF Suppliers

Collapse All

Close

Country

# List of 0 SemiFinished FDF Suppliers

Type of Company

Product Link

& o9

@ £, reporting Enoneous Dats

USFDA
Warnings
EUGMPNC
CANADANC

Accreditation

Aishwarya Healthcare India Branded (M) X Schedule-M
Deepti Healthcare Pvt. Ltd. India Branded (D) +

East West Pharma India Pvt. Ltd. India Branded (M) ‘/ Schedule-M-India
ENTOD INTERNATIONAL India Branded (M) J IS0 2001:2015
Franco Indian Pharmaceuticals Pvt Ltd. India Branded (M) +

Globela Pharma Pvt., Ltd. India Branded (M) + Rhegf&ﬁ;gg‘;’ =0
1B Pharma India Branded (D) +

Karup Pharma Pvt Ltd India Branded (M) ‘/ Schedule-M-India
Mars Therapeutics Private Limited. India Branded (D) s

Sunij Pharma India Branded (CM) + Shedule-M-India
Supermax Laboratories India Branded (M) x Rhea;"ﬁﬁ;g‘j’g’ 50

@ # List of 11 Branded FDF Suppliers
Print Country-wise details
RAPFIDFIRE"

- Company Details
B Expand All

# List of 10 Unbranded FDF Suppliers

i3 Collapse All

Country

# List of 0 SemiFinished FDF Suppliers

Type of Company

Product Link

@ £ Reporing Enonecus Dats

USFDA
Warnings
EUGMPNC
CANADANC

Accreditation

Aerosea Exports India Un-Branded (D) ‘/
Azista Industries Pvt Ltd India Un-Branded (CM) vy Schedule-M-India
*kk*kk
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Proprietary and Confidential

Agrochemical Registration Data

Follow these simple steps to get the registration information
of agrochemicals in SmartChem:

1. Agrochemical registration data

i. This information is available for commercial Agrochemicals. To access it, click on the Registartion Data tab.
suwoters [N

Registration Data

Dosage Data

ional 26 Suppliers (Traders and Miscellaneous)

Print Country-wise details

RAPIDFIRE" @

ii. Click on the desired country to access the registration information.

[suppors | s usod | RequaoryDaa e

European Agro Chemicals -

UK Agro Chemicals

Indian Agro Chemicals

Mexican Agro Chemicals

Japan Agro Chemicals

Canada Agro Chemicals

Brazil Agro Chemicals

Greece Agro Chemicals

Phillipines Agro Chemicals

Back to Search Results

European Agro Chemicals

Subsne 1p| Category | List(+) | SWUSYncerReg (EYNO | pate of approval Expiration of approval Legislation RMS Reg 396/2005 Authorised Authorisation in progress
Reg. (EC) No 149/2008, Reg,
2010/39/EU, Reg. (EU) (EC) No 839/2008, Reg. (EU)
2018/1796, Req. (EU) 2016/1902, Reg. (EU)
1100 Appraved 01-Aug-2020 313ul-2035 2019/1589, Reg. (EU) ES 2020/856, Req. (EU) AT, BE"EE‘ET' ﬁvL CP{ [p’? R%’ Eg ZT :E HU,
2020/968, Reg. (EU) No 2033/1753, Reg. (EU) + IT, NL, PL, PT, RO, SE, ST,
540/2011 2023/679, Reg. (EU) No
737/2014
Source: EU Pesticides database
Information updated as per data published by EU Pesticides database on November, 2023
UK Agro Chemicals
Product MAPP No. Product Expiry Date Crop(s) {may have different Expiry Dates) Marketing Company Active(s)

apple (outdoor), cucumber (permanent protection with full
Kratox 19616 30-un-2024 endlosure), pear (outdoor), tomato (permanent protection Pan Agriculture Limited pyriproxifen
with full enclosure)
apple (outdoor), cucumber (permanent protection with full
Harpun 10383 09-Sep-2099 endosure), pear (outdoor), tomato (permanent protection GALENIKA - FITOFARMACDIA a.d. pyriproxifen and Pyriproxyfen
with full enclosure)
apple (outdoor), cucumber (permanent protection with full
Harpun 10383 09-Sep-2099 endlosure), pear (outdoor), tomato (permanent protection GALENIKA - FITOFARMACDA a.d. pyriproxifen and Pyriproxyfen
with full enclosure)
apple (outdoor), cucumber (permanant protaction with full
Tonus 20538 09-Sep-2099 enclosure), pear (outdoor), tomato (permanent protection Clayton Plant Protection (UK) Limited pyriproxifen and Pyriproxyfen
with full enclosure)
apple (outdoor), cucumber (permanant protaction with full
Tonus 20538 09-5ep-2099 endlosure), pear (outdoor), temato (permanent protection Clayton Plant Protection (UK) Limited pyriproxifen and Pyriproxyfen
with full enclosure)
apple (outdoor), cucumber (permanent protection with full
Kratox 20468 09-52p-2099 enclosure), pear (outdoor), tomato (permanent protection Pan Agriculture Limited pyriproxyfen
with full enclosure)

Source: UK Pesticides Approvals Register
Information updated as per data published by UK Pesticides Approvals Register on November, 2023

*kkkk
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Accessing Controlled Substances

Follow these simple steps to access Controlled Substances in SmartChem:

1. Controlled Substances

i.  Click on the “@” to access information on Controlled Substances.

I S T S N T T
Amphetamine [ © v ' v

ine: Obeirol: alpha-Wethyi ine: alph ine: alph i . y
Amietamine: Beta-amino Benzyl methyl Isomyn; Benzedrine; D . alpha-Methyl- @ 300-62-9/96332-84-2 CeH13N ) v Dosage Data
benzenesthanaming; DL-Amphetamine Regulatory Data [ PatentTerm
L-Amphetamine 4 © g
R 1 1R-Methyl-2-phenyl-ethylamine; 1-Phenyl-2R-propylaming £ oEee CoRtEn v v
Tenamfetamine &

4764-17-4151497-09-7 C10H13NO2

hethyi2-(3,4 thylamine; 3.4 alpha-Hiethyl-1, th S v v v v

ii. We have controlled substance listed from five Countries: the USA, INCB, Canada, the Philippines,
Japan and New Zealand click on the country to get more information.

= Amphetamine is a Controlled Substance.

Click to see description of schedules

Classification

- These drugs have a high potential for abuse. No
medical uses for treatment
1 High potential for abuse. Has accepted medical
use for treatment
1 Less abuse potential than II drugs. Accepted
medical use.
v Less abuse potential than III drugs. Accepted

medical use.

v Less abuse potential than IV drugs. Accepted
medical use.

UsA
Narcotic Psychotropic
EAESNESF-—HEEN]
UsA 11 - - -

Y

Source : DEA Diversion Control Division ‘k

INCB

CANADA

PHILLIPINES

JAPAN

NEW ZEALAND
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iii. If a route has this icon, it means that it contains a controlled substance in its RM's.

Regulatory Data

Raw Materials in ‘Netamme“

Route 1

Route 2 °

% Scherme

Raw Materials Consumed in the manufacture of "Amphetamine’ by Route 2

Mol
Formula

Raw
Materials

Suppliers

Chemical Name / Synonym Structure

1-Phenyl-2-propanone 4 © g
L2 Phenylacetone, Benzyl methyl Ketone, Methyl benzyl ketone; Dextroamphetamine Related Compound B ® 103797 Con100 v
Sodium hydroxide
(7 Caustic Soda; soda lye; sodium hydrate [&) 1310732 hNao
Hydroxylamine hydrochloride e CIHANO /
@ Hydroxylammonium chloride @ 5470-11-1 H3NO.CIH v
1-Phenyl-propan-2-one oxime
L7 Benzyl methyl ketoxime; Phenylacetone ketoxime; Phenylacetone oxime Lo 13213-36-0 COHLING
Sodium amalgam
@ Sodium-Mercury Amalgam 11110-52-4 NaHg
Acetic acid @
L7 Ethylic acid; Vinegar acid; vinegar; Methanecarboxylic acid; TCLP extraction fluid 2; Glacial acetic acid Lo o197 c2h402 v
A
&
Route 3 s ©
Route 4 e
Route 5 e

*kkkk
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How to search companies

Follow these simple steps to Search your desired company in SmartChem:

1. Search your desired company

i. Enter the Desired company name.
ii. Click on the "Submit" button.

() SmartChem

Home Patent Expiry Search

SmartChem Home

Chemical Search

Search Category

Company Search

Company Name

Structure Search

Search Structure using SMILES

Enter required details | Lupin Ltd. |

Enter Smiles String
@® Chemical Name

O cas No. O country
© Mol. Formula Select v OR
O ECNo.

[) Advanced Search Option

@® Substructure

© Similarity [ 50% v
O Exact(Parent Only)
QO Parent(Salts, isotopes)

Global suppliers with their DMF, REAEH&

Global suppliers with their DMF, VMF, CEP status X
Accrediations

Raw materials consumed
Contact Details
Application Areas
Direct Link to Product List

Products consuming a Raw Material
Business Types

Global potential customers
Company Contact Form

Literature information and more...

ii. Click on the company name from the search results.

Company Search Results
The following companies in SmartChem match your query Lupin Lt

ERE

India W Supplier

Company Name

iv. Access detailed company information including contact details, accreditations, regulatory and GMP details,
along with their products.

Company Search
Details for Lupin Ltd.

Back to Search Results

® . reporing Eroneous Dats

Lupin Ltd.
(Phillinines GMP, Mexico GMP, Taiwan-GMP, GMP-Jepan-PMDA, WHO-GMP, EudraGMP, Brazil GMP, Canads QWY | Product List v ouFVMF: ¥ MAA: A sptionr -
B/4 Laxmi Towers, Bandra Kurla Complex, Bandra (E), Mumbai, Maharashtra-400 051, India.

cep: v REACH - NA coura: ¥ £ conirm - ¥/

TAIVAN DIIE - HiA KOREAN DMF : ¥/ GIP NON COMPLIANCE: ¥ GMP COMPLIANCE ; ¥/

[10 v] w12

> The following products of Lupin Ltd. are available in SmartChem;

Chemical Name | Synonym Structure: CAS No. Wol. Formula Raw
Materials

Applicat Literature
Areas

Abacavir hydrochloride -

*kk*k%k

i . pmethonl ) 136777485 C14H19CINGO  C14H1BNEO.CIH NONE
Abacavir sulfate @ 88052502 C28H38N 12065 / v W Dosage Data v
Abacavir Sulphate; (15 4R)-4 H-p i 1-methanol sulfate (salt) (2:1) C14H18NBO.C14H1BNBO.H2045
FDF Data Patent Term
Afatinib v
BIEW 2992 (26)4.D DUt acid [4-(3-chioro-4-f tetrahydro- I v
lin-5-y1} ; (2E)-N-{4-{(3-Chl it o} ‘{E} 850140725 C24H25CIFNS03 v < Dosage Data
(ZE)-h- (ﬂ—[(3 -Chloro-4: ) Patent Term
4-(dimethylamino)but-2-enamide FDF Data
Apremiiast Dosage Data v
N-(2-( 151 1, 3-i0X0- 2,3-0iMyaro-1H-1S0indol-4- y)acetamide ‘{E} 608141-41-9 C22H24N207S v <
CC-10004 FDF Data Patent Term
Atazanavir sulfate o Dat v
N-[2(8)-Hyd o Ltert 4-phenylbutyl}-Nalph; N-[4-(2 ‘{E} 229975-97-7 C38H54NBOT1S § C38HEZNEOT H204S v < osage Dala
pyridylibenzyl-Ltert-leucylhydrazide sulfate salt (1:1) FOF Data Patent Term
Atorvastatin calcium trinydrate P
(betaR deltaR)-2-(p beta, delta-di h 1 @ 244020-08.7 CBEH74CaF2N4013 v Dosage Data
calcum iy drate, [R-R" R*)}-2- (¢F\unmnhen‘f\}bela delta- mhvdmxv 5 ( phenyl-4 C33H34FN205 C33H34FN205 H20.H20.H20.Ca [
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Search by structure

Follow these simple steps to Search by structure in SmartChem:

1. Search by structure

i.  Structure search can be performed by either using SMILES string or drawing the structure.
ii. Enterthe desired SMILES string in the provided field.

Home

Patent Expiry Search

SmartChem Home

Chemical Search

Search Category

Enter required details

@ Chemical Name
(O CAS Ho.

O Mol. Formula
O EC No.

DAdvanced Search Option

Global suppliers with their DMF, VMF, CEP status
Raw materials consumed

Application Areas

Products consuming a Raw Material

Global potential customers

Literature information and more.

Company Search

Company Name

Enter Company Name

[ country
Select v

Global suppliers with their DMF, REACH status
Accrediations

Contact Details

Direct Link to Product List

Business Types

Company Contact Form

Structure Search

Search Structure using SMILES
3)/C=C/C3=NC4=C(C=CC(=CHC=CISCCSCCRCC(=0)[01)0. Na+]

OR

QO Substructure

QO Similarity 50% v
@ Exact{Parent Only}\/
() Parent (Salts, isotop|

A d

ii. Alternatively you can draw the structure, simply click on the Draw button to open the drawing appellate.
After drawing click on Done to close the appellate.

iv. Select the search criteria from Substructure search, Similarity, Exact (Parent only) or Parent (for searching salts
or stereo isomers of your query).
v. Click on the "Submit" button.
vi. Click on the chemical name or “+/” to access the relevant information.
Chemical Search Results
Results for Exact Search CC(C)(C1=CC=CC=C1CC[C@H](C2=CC=CC(=C2)/C=C/C3=NC4=C(C=CC(=C4)CI)C=C3)SCC5(CC5)CC(=0)[0-)O.[Na+]

e

Montelukast sodium 4
[R-{E)-1-{I[1-[3-[2-(7-Chloro-2-quinolinyl)ethenyllph e nyll-3-[2-(1-hydroxy-
o §

i e % X K C35H35CINNa03s ’/ Dosage Data ‘/
acetic acid, salt; Sodium {1-{4(1R)- r 151767-02-1 i i <

1{3-{(E)-2-(7-chloro-2-quinalinylinllpheny} 322 hydroxy- Regulatory Data FDF Data Patent Term
Montelukast sodium micronised
[R-E}-1-lI[1-{3-[2-{7-Chlore-2-guinelinyl)etheny phenyll-3-{2-(1-hydraxy- . =8 Hon
1 tic acid, salt; Sodium {1{{(1R)- LA ] ggg:gggngf’ Synthetic NONE
1-{3{(E)-2-(7-chlaro-2-quinoliny| vinylJphenyl}-3-[2-(2-hydroxy- - S Regulatory Data Route

5 1

*kkkk
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Use Patent Expiry Search

Follow these simple steps to Use Patent Expiry Search in SmartChem:

1. Access Patent Term

i. Onthe SmartChem home page click on the "Patent Expiry Search" tab.

Home

Patent Expiry Seard‘ J

Welcom

SmartChem Home

Chemical Search

Search Category

Enter required details

@® Chemical Hame
O CAS No.

© Mol. Formula
O EC Ho.

[[J Advanced Search Option

Global suppliers with their DI, VMF, CEP status
Raw materials consumed

Application Areas

Products consuming a Raw Material

Global potential customers

Company Search

Company Name

Enter Company Name

O Country
Select v

Global suppliers with their DMF, REACH status
Accrediations

Contact Details

Direct Link to Product List

Business Types

Company Contact Form

Structure Search

Search structure using SMILES
Enter Smiles String

OR

@ substructure

Q similarity | 50% v
O Exact{Parent Only)
© Parent (Salts, isotopes)

Literature information and more m

ii. Choose date range (from and to)
iii. Select countries of your interest
iv. Click "Submit"

Patent Expiry Search

COUNTRY
Cusa [CJcaNADA

10 | [JFRANCE [] GERMANY

§-DEC-2023 [CJuapan ] SLOVAKIA
. ’ [J SWEDEN [] SWITZERLAND
Cuk

! FROM |
01-JAN-2022

Patent term expiry data from 01-Jan-2020 to 5-Dec-2023 :

USA
Canada
France
Germany
Japan
Slovakia
Sweden
Switzerland

UK
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v. Click on the desired country to access the list of APIs with patent details.

Proprietary and Confidential

vi. Click on the desired API to access other information like Route of synthesis, Dosage, Regulatory information,
and Dosage Data

UsA

Patent No.

7700081

8546143

7022330

6670384

7803788

RE41303

6673838

RE38551

6403567

7229613

6916802

7196205

6890927

10195159

7341744

7834020

8673921

RE42353

7351834

6204257

6858650

API/Combination

CLOBETASOL
PROPIONATE

GIVOSIRAN SODIUM
IXABEPILONE

IXABEPILONE

TENOFOVIR
ALAFENAMIDE FUMARATE

IXABEPILONE
Desvenlafaxine Succinate
LACOSAMIDE

Regadenoson

COLESEVELAM
HYDROCHLORIDE

Eliglistat
Eliglistat
VARENICLINE TARTRATE
CANNABIDIOL

CROFELEMER

VILAZODONE
HYDROCHLORIDE

VILAZODONE
HYDROCHLORIDE

VANDETANIB
Regorafenib
FOSPROPOFOL DISODIUM

Fesoterodine fumarate

v/

Patent Type

Method of treatment
Product

Product, Process
Product, Process, pharmaceutical composition,
Method of treatment

Product, Method of treatment

Product, Method of treatment

Product, Pharmaceutical composition, Dosage form,
Method of treatment, Formulation
Product, Pharmaceutical composition, Method of
treatment

Product
Method of treatment
Product

Product

Product, Process, Pharmaceutical composition,
Method of treatment

Product
Method of treatment

Product, Method of treatment, Process

Product, Pharmaceutical composition, Method of
treatment

Product, Process, Pharmaceutical composition

Product

Product, Pharmaceutical composition, Method of
treatment

Product, Process, Method of treatment

Galderma SA
Alnylam Pharmaceuticals Inc
R-PHARM US OPERATING LLC

R-PHARM US OPERATING LLC

GILEAD SCIENCES, INC.

R-PHARM US OPERATING LLC

Wyeth Corp

Research Corp Technologies Inc

Cv Therapeutics, Inc

Genzyme Corp

Genzyme Corp, University of Michigan

Genzyme Corp
pfizer Inc
GW Research Ltd
Napo Pharmaceuticals Inc
Merck Patent gesellschaft
Merck Patent gesellschaft
Genzyme Corp
Bayer Healthcare Lic
Universtiy of Kansas

UCB Pharma GmbH

*kkkk

23-Jul-2022

23-Jul-2022

08-Aug-2022

17-0ct-2022

06-Nov-2022

05-Dec-2022

05-Dec-2022

03-Jan-2023

T

03-Jan-2022
09-Jan-2022
23-Jan-2022

23-Jan-2022

02-Feb-2022

08-Feb-2022
01-Mar-2022
17-Mar-2022
10-Apr-2022
17-Apr-2022
29-Apr-2022
20-Apr-2022
06-May-2022
07-May-2022
02-Jun-2022
05-Jun-2022
05-Jun-2022
27-Jun-2022
28-Jun-2022
01-Jul-2022

03-Jul-2022

Patented Case
Expired
Expired

Expired

Patent Expired Due to
NonPayment of
Maintenance Fees Under
37 CFR 1.362

Expired
Expired
Expired
Expired
Expired
Expired
Expired
Expiry
Expired
Patented Case
Expiry
Expiry §
Expiry
Expired
Expired

Expired
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How to make an After Sale Request

Follow these simple steps to use After Sale Request in SmartChem:

1. After Sale Request:

i. Search for the desired chemical or company name, click "Submit".
If the chemical is not available, you can request it for after sale.

() SmartChem

Home

Patent Expiry Search

elcome

SmartChem Home

Chemical Search

Company Search

Search Category

Structure Search

Company Name Search Structure using SMILES
ABCDEFGH | | |
Enter Smikes String
@® Chemical Name
O CAS No. O country
O Mol. Formula Select v OR
O ECNo.

[ Advanced Search Option

[ Draw |

@ Substructure

. Global suppliers with their DMF, REACH status O similarity [ 50% v
Global suppliers with their DMF, VMF, fatus

Accrediations (O Exact(Parent Only}
Raw materials consumed Contact Details O Parent (Salts, isotopes)
Application Areas )

Direct Link to Product List
Products consuming a Raw Material

Business Types
Global potential customers

Company Contact Form
Literature information and more

ii. Check the chemical name again for accuracy click "Submit" to proceed.

Search results for ABCDEFGH : 0

MR
Recommendation: [ fHere o]
= Help|
1. Please verify your input. [Cc) o

2. Use your After Sales Assistant now and get updated information for this chemical.

To use the After Sales Assistant, please Key in / Edit the chemical details below and dlick Submit

e
5
[ chemical home ~ ﬂ

iii. A pop-up will appear, offering a list of information options, select the information you need:

Suppliers, Raw Materials Consumed, Applications area / Products consuming, Raw Materials, Reaction Schemes

and Literature. You can also add comments for additional details. ) f@;.];,
dwH

3
After Sales Assistant is ready to assist you!

For "ABCDEFGH" | would like to receive information on:
Suppliers

[ Raw Materials Consumed

[J Applications area / Products consuming Raw Materials

[ Reaction Schemes

[ Literature

foomens ]

Where would you like us to reply?
@ Registered Email ID
O Alternate Email ID

==
iv. You can select the email id on which you would like the reply to be sent.
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v. Click on the "After Sales Request Summary" tab, here, you can view the details and status of your after-sales
requests.

Patent Expiry Search

Your After Sales Requests details

After Sales Requests sent by ROW2 Technologies during last 6 months

User:
5 i Requested
Month Chemical\Company Chemical\Company Name Cas No. EC No. 2 Status Comments
Information
17-01-2024 Chemicals ABCDEFG Suppliers NOT DONE
*kkk*k
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Row2 Support team

General queries: info@row2technologies.com
Suppliers: namit@row2technologies.com
Chemistry: akajarekar@row2technologies.com
Software / Technical: agada@row2technologies.com

SmartChem — Your smart choice for chemical information!

THANKYCU




