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Public summary of opinion on orphan designation
Immunoglobulin G1, anti-(human tumour-associated calcium signal transducer
2)(human-Mus musculus monoclonal hRS7 heavy chain), disulfide with human-Mus
musculus monoclonal hRS7 k-chain, dimer, hexakis (thioether) with (4S)-4-[[[[4-
[[(2S)-2-(4-aminobutyl)-2-[[2-[2-[[26-[4-[[[[4-[(3-mercapto-2,5-diox0-1-
pyrrolidinyl)methyl]cyclohexyl]carbonyllamino]methyl]-1H-1,2,3-triazol-1-yl]-
3,6,9,12,15,18,21,24-octaoxahexacos-1-ylJamino]-2-oxoethoxy]acetyl]Jamino]-1-
oxoethylJamino]phenyllmethoxy]carbonyl]oxy]-4,11-diethyl-9-hydroxy-1H-
pyrano[3',4':6,7]indolizino[1,2-b]quinoline-3,14(4H,12H)-dione for the treatment of

pancreatic cancer

On 15 October 2014, orphan designation (EU/3/14/1343) was granted by the European Commission to
Immunomedics GmbH, Germany, for immunoglobulin G1, anti-(human tumour-associated calcium
signal transducer 2)(human-Mus musculus monoclonal hRS7 heavy chain), disulfide with human-Mus
musculus monoclonal hRS7 k-chain, dimer, hexakis(thioether) with (4S)-4-[[[[4-[[(2S)-2-(4-
aminobutyl)-2-[[2-[2-[[26-[4-[[[[4-[(3-mercapto-2,5-dioxo-1-
pyrrolidinyl)methyl]cyclohexyl]carbonylJamino]methyl]-1H-1,2,3-triazol-1-yI]-3,6,9,12,15,18,21,24-
octaoxahexacos-1-yl]Jamino]-2-oxoethoxy]acetyl]Jamino]-1-
oxoethyl]lamino]phenyllmethoxy]carbonyl]oxy]-4,11-diethyl-9-hydroxy-1H-
pyrano[3',4':6,7]indolizino[1,2-b]quinoline-3,14(4H,12H)-dione for the treatment of pancreatic cancer.

What is pancreatic cancer?

Pancreatic cancer is cancer of the pancreas, a small organ that lies behind the stomach. The pancreas
has two functions: to produce a juice that helps with the digestion of food, and to produce hormones
such as insulin. Due to the absence of symptoms in the early stages of pancreatic cancer, the majority
of patients are diagnosed when the cancer has spread locally or to other parts of the body.

Pancreatic cancer is a very severe and life-threatening disease that is associated with shortened life
expectancy.
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What is the estimated number of patients affected by the condition?

At the time of designation, pancreatic cancer affected approximately 0.4 in 10,000 people in the
European Union (EU). This was equivalent to a total of around 21,000 people”, and is below the ceiling
for orphan designation, which is 5 people in 10,000. This is based on the information provided by the
sponsor and the knowledge of the Committee for Orphan Medicinal Products (COMP).

What treatments are available?

At the time of designation, several medicines were authorised in the EU for treating pancreatic cancer.
The choice of treatment depended on several factors, including how far the disease had advanced.
Treatments included surgery, radiotherapy (treatment with radiation) and chemotherapy (medicines to
treat cancer).

The sponsor has provided sufficient information to show that this medicine might be of significant
benefit for patients with pancreatic cancer because early results in patients with pancreatic cancer that
had failed to respond or come back after conventional treatment showed that treatment with the
medicine could prolong the time before their disease got worse. This assumption will need to be
confirmed at the time of marketing authorisation, in order to maintain the orphan status.

How is this medicine expected to work?

This medicine contains a monoclonal antibody (a type of protein) that is able to recognise and attach
to a target substance called Trop-2, which is found on the surface of pancreatic cancer cells. The
antibody has been linked to the activated form of an existing cancer medicine called irinotecan. When
the antibody attaches to Trop-2, the activated irinotecan is delivered into the cancer cells where it
blocks the action of topoisomerase I, an enzyme needed for the cells to divide and grow, and so leads
to their death. By specifically targeting the cancer cells, side effects on normal cells should be reduced.

What is the stage of development of this medicine?

The effects of the medicine have been evaluated in experimental models.

At the time of submission of the application for orphan designation, clinical trials with the medicine in
patients with pancreatic cancer were ongoing.

At the time of submission, this medicine was not authorised anywhere in the EU for treatment of
pancreatic cancer. Orphan designation of the medicine had been granted in the United States for
treatment of the condition.

In accordance with Regulation (EC) No 141/2000 of 16 December 1999, the COMP adopted a positive
opinion on 4 September 2014 recommending the granting of this designation.

“Disclaimer: For the purpose of the designation, the number of patients affected by the condition is estimated and assessed
on the basis of data from the European Union (EU 28), Norway, Iceland and Liechtenstein. This represents a population of
511,100,000 (Eurostat 2014).
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Opinions on orphan medicinal product designations are based on the following three criteria:
e the seriousness of the condition;
e the existence of alternative methods of diagnosis, prevention or treatment;

e either the rarity of the condition (affecting not more than 5 in 10,000 people in the EU) or
insufficient returns on investment.

Designated orphan medicinal products are products that are still under investigation and are
considered for orphan designation on the basis of potential activity. An orphan designation is not a
marketing authorisation. As a consequence, demonstration of quality, safety and efficacy is necessary
before a product can be granted a marketing authorisation.

For more information

Sponsor’s contact details:

Immunomedics GmbH
Otto-R6hm-StralRe 69

D-64293 Darmstadt

Germany

Tel. +49 6151 667 1566

Fax +49 6151 667 1577

E-mail: lgb@immunomedics.com

For contact details of patients’ organisations whose activities are targeted at rare diseases see:

e Orphanet, a database containing information on rare diseases, which includes a directory of
patients’ organisations registered in Europe;

e European Organisation for Rare Diseases (EURORDIS), a non-governmental alliance of patient

organisations and individuals active in the field of rare diseases.
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Translations of the active ingredient and indication in all official EU
languages®, Norwegian and Icelandic

Language

Active ingredient

Indication

English

Bulgarian

Croatian

Immunoglobulin G1, anti-(human tumour-associated calcium
signal transducer 2)(human-Mus musculus monoclonal hRS7
heavy chain), disulfide with human-Mus musculus monoclonal
hRS7 k-chain, dimer, hexakis(thioether) with (4S)-4-[[[[4-
[[(2S)-2-(4-aminobutyl)-2-[[2-[2-[[26-[4-[[[[4-[(3-
mercapto-2,5-dioxo-1-
pyrrolidinyl)methyl]cyclohexyl]carbonylJamino]methyl]-1H-
1,2,3-triazol-1-yl]-3,6,9,12,15,18,21,24-octaoxahexacos-1-
ylJamino]-2-oxoethoxy]acetyl]Jamino]-1-
oxoethyl]lamino]phenyllmethoxy]carbonyljoxy]-4,11-diethyl-
9-hydroxy-1H-pyrano[3',4':6,7]indolizino[1,2-b]quinoline-
3,14(4H,12H)-dione

NUMyHOrnobynumH G1, aHTU-(4OBELIKM TYMOp-acouumpaH
LasumeBTpaHcaocep Ha curHan tvn 2) (Yyoselwwka-mmuwa (Mus
musculus) MOHOKJ/IOHaNHa TexkoBepuxHa hRS7),ancyndua c
YyoBeLlKa-Mu1LIa MOHOK/IOHaNHa hRS7 k-sepura,
anmep,xekcakuc(tmnoetep) c (4S)-4-[[[[4-[[(2S)-2-(4-
aMuHobyTun)-2-[[2-[2-[[26-[4-[[[[4-[(3-MepkanTO-2,5-
ANOKCO-1-
nuponuanHun)MetTununknoxekcunlkapboHmn]aMmmHolmetTun]-
1H-1,2,3-Tpnason-1-un]-3,6,9,12,15,18,21,24-
OKTaoKcaxeKcakoc-1-unjaMmmHo]-2-
oKcoeTokcu]aueTnn]aMmmHo]-1-
okcoeTun]ammHo]deHnn]metokcn]kapboHmnlokem]-4,11-
AneTnn-9-xmuapokcu-1H-nmpaHo[3',4':6,7]UHA0NN3NHO[1,2-
b]xnHonuH-3,14(4H,12H)-aM0H

Imunoglobulin G1, protu-(prijenosnik 2 kalcijevih signala
povezanog sa ljudskim tumorom)(ljudsko-misji monoklonalni
hRS7 teski lanac), disulfid s ljudsko-miSjim monoklonalnim
hRS7 k-lancem, dimer, heksakis(tioeter) sa (4S)-4-[[[[4-
[[(2S)-2-(4-aminobutil)-2-[[2-[2-[[26-[4-[[[[4-[(3-merkapto-
2,5-diokso-1-
pirolidinil)metil]cikloheksil]karbonilJamino]metil]-1H-1,2,3-
triazol-1-il]-3,6,9,12,15,18,21,24-oktaoksaheksakos-1-
ilJamino]-2-oksoetoksi]acetilJamino]-1-
oksoetilJamino]fenilJmetoksi]karbonil]oksi]-4,11-dietil-9-
hidroksi-1H-pirano[3',4':6,7]indolizino[1,2-b]kinolin-
3,14(4H,12H)-dionom

1 At the time of designation

Teatment of pancreatic
cancer

JleyeHue Ha pak Ha
rnaHkpeaca

Lijecenje raka gusterace
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Language

Active ingredient Indication

Czech

Danish

Dutch

Immunoglobulin G1, anti-(human tumour-associated calcium Lécba karcinomu
signal transducer 2)(human-Mus musculus monoclonal hRS7 pankreatu
heavy chain), disulfide with human-Mus musculus monoclonal

hRS7 k-chain, dimer, hexakis(thioether) with (4S)-4-[[[[4-
[[(2S)-2-(4-aminobutyl)-2-[[2-[2-[[26-[4-[[[[4-[(3-

mercapto-2,5-dioxo-1-
pyrrolidinyl)methyl]cyclohexyl]carbonyl]Jamino]methyl]-1H-
1,2,3-triazol-1-yl]-3,6,9,12,15,18,21,24-octaoxahexacos-1-
ylJamino]-2-oxoethoxy]acetyl]Jamino]-1-
oxoethyl]Jamino]phenyllmethoxy]carbonyl]oxy]-4,11-diethyl-
9-hydroxy-1H-pyrano[3',4':6,7]indolizino[1,2-b]quinoline-

3,14(4H,12H)-dione

Immmunoglobin G1, (anti-(human tumor-associeret calcium Behandling af
signal transducer 2) )(human-Mus musculus monoclonal hRS7 pancreascancer
heavy chain), disulfide med human-Mus musculus monoclona

hRS7 k-chain, dimer, hexakis(thioether) with (4S)-4-[[[[4-
[[(2S)-2-(4-aminobutyl)-2-[[2-[2-[[26-[4-[[[[4-[(3-

mercapto-2,5-dioxo-1-
pyrrolidinyl)methyl]cyclohexyl]carbonyl]Jamino]methyl]-1H-
1,2,3-triazol-1-yl]-3,6,9,12,15,18,21,24-octaoxahexacos-1-
ylJamino]-2-oxoethoxy]acetyl]Jamino]-1-
oxoethyl]lamino]phenyllmethoxy]carbonylJoxy]-4,11-diethyl-
9-hydroxy-1H-pyrano[3',4':6,7]indolizino[1,2-b]quinoline-

3,14(4H,12H)-dione

Immunoglobuline G1, anti-(humaan tumor-geassociéerd Behandeling van
calcium signaal transducer 2)(humaan-Mus musculus pancreaskanker
monoclonaal hRS7 zware keten), disulfide met humaan-Mus

musculus monoclonaal hRS7 k-keten, dimeer,

hexakis(thioether) met (4S)-4-[[[[4-[[(2S)-2-(4-aminobutyl)-
2-[[2-[2-[[26-[4-[[[[4-[(3-mercapto-2,5-dioxo-1-
pyrrolidinyl)methyl]cyclohexyl]carbonylJamino]methyl]-1H-
1,2,3-triazol-1-yl]-3,6,9,12,15,18,21,24-octaoxahexacos-1-
ylJamino]-2-oxoethoxy]acetyl]Jamino]-1-
oxoethyl]Jamino]phenyllmethoxy]carbonyl]oxy]-4,11-diethyl-
9-hydroxy-1H-pyrano[3',4':6,7]indolizino[1,2-b]quinoline-

3,14(4H,12H)-dione
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Language

Active ingredient Indication

Estonian

Finnish

French

Immunoglobuliin G1, anti-(inimese tuumoriga-seotud Pankreasevahi ravi
kaltsiumi signaaali esilekutsuja 2)(inimese-Mus muskuluse

monoklonaalne hRS7 raske ahel), disulfiid koos inimese-Mus

muskuluse monoklonaalne hRS7 k-ahel, dimeer,

heksakis(thioeeer) koos (4S)-4-[[[[4-[[(2S)-2-(4-
aminobutudl)-2-[[2-[2-[[26-[4-[[[[4-[(3-merkapto-2,5-

diokso-1-

purrolidintal)metuul]tstikloheksutl]karbonuullJamino]metul]-
1H-1,2,3-triazool-1-uul]-3,6,9,12,15,18,21,24-
oktaoksaheksakoos-1-til]Jamino]-2-

oksoetoksu]atsetutl]lamino]-1-
oksoetuul]lamino]fenuullmetoksuul]karbontuljoksi]-4,11-
diettitl-9-hudroksu-1H-plrano[3',4':6,7]indolizinoo[1,2-
b]kinoliin-3,14(4H,12H)-dioon

Immunoglobuliini G1, (ihmisen kasvaimeen-liityvan Haimasyovan hoito
kalsiumsignaalitranducer 2:a) vastaan(ihmis-hiiri lihas

monoklonaali hRS7 raskas ketju), disulfidi ihmis-hiiri lihas

monoklonaalisen hRS7 k-ketjun kanssa, dimeeri,

hexakis(tioeetteri) liitettyna (4S)-4-[[[[4-[[(2S)-2-(4-
aminobutyyli)-2-[[2-[2-[[26-[4-[[[[4-[(3-merkapto-2,5-

diokso-1-

pyrrolidinyyl)metyyl]sykloheksyyl]karbonylJamino]metyyl]-
1H-1,2,3-triatsol-1-yl]-3,6,9,12,15,18,21,24-
oktaoksaheksakos-1-ylJamino]-2-oksoetooksy]asetyl]Jamino]-
1-oksoetyl]lamino]fenyl]metoksy]karbonyl]oxy]-4,11-dietyl-9-
hydroksi-1H-pyrano[3*,4':6,7]indolitsino[1,2-b]kinolin-

3,14(4H,12H)-dioni

Immunoglobuline G1 anti-(tumeur humaine — associée a un Traitement du cancer
transducteur 2 de signal du calcium)(chaine lourde hRS7 pancréatique
monoclonale humaine de Mus musculus), disulfure avec une

une chaine k monoclonale humaine hRS7 de Mus musculus,

dimeére, hexakis(thioéther) avec (4S)-4-[[[[4-[[(2S)-2-(4-
aminobutyl)-2-[[2-[2-[[26-[4-[[[[4-[(3-mercapto-2,5-dioxo-
1-pyrrolidinyl)méthyl]cyclohéxyl]carbonyl]Jamino]méthyl]-1H-
1,2,3-triazol-1-yl]-3,6,9,12,15,18,21,24-octaoxahexacos-1-
ylJamino]-2-oxoéthoxy]acétyl]Jamino]-1-
oxoéthyl]Jamino]phényl]méthoxy]carbonyl]oxy]-4,11-diéthyl-
9-hydroxy-1H-pyrano[3',4':6,7]indolizino[1,2-b]quinolin-
3,14(4H,12H)-dione
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Language

Active ingredient Indication

German

Greek

Hungarian

Immunoglobulin G1, Anti-(human tumour-associated calcium Behandlung des
signal transducer 2)(humaner-Mus musculus monoklonaler Pankreaskarzinoms
hRS7 heavy chain) Disulfid mit humanem-Mus musculus

monoklonalem hRS7 k-Kette, Dimer, hexakis(thioether) mit
(4S)-4-[[L[4-L[(2S)-2-(4-aminobutyl)-2-[[2-[2-[[26-[4-[[[[4-
[(3-mercapto-2,5-dioxo-1-
pyrrolidinyl)methyl]cyclohexyl]carbonyl]Jamino]methyl]-1H-
1,2,3-triazol-1-yl]-3,6,9,12,15,18,21,24-octaoxahexacos-1-
ylJamino]-2-oxoethoxy]acetyl]Jamino]-1-
oxoethyl]Jamino]phenyllmethoxy]carbonyl]oxy]-4,11-diethyl-
9-hydroxy-1H-pyrano[3',4':6,7]indolizino[1,2-b]quinoline-

3,14(4H,12H)-dione

Avoooo@alpivn G1, avTi (avBpwnivo 0yKo-OXGETICOUEVO Oepaneia kapkivou Tou
METATponEa onuatog acBeaTiou 2 ) (Bapia aAucida NnaykpeaTog
avepwnonoinuévou HOVOKA®WVIKOUhRS?), diIcoUAQIdIO HE

avepwnonoinuévo HoVoKAwVIKO hRS7 (-aAuaida, diHepPES,

€€akig (BeioaiBépa), pe (4S)-4-[[[[4-[[(2S)-2-(4-
apivoBouTtul)-2-[[2-[2-[[26-[4-[[[[4-[(3-pepkanTO-2,5-010E0-
1-nuppoAidivuA)ueBuA]kukAoeEuA]kapBovuAl]apivo]ueBuA]-
1H-1,2,3-Tp1aloA-1-yl]-3,6,9,12,15,18,21,24-0kTa0EaeEAKOG-
1-yl]auivo]-2-o&oeBou]akeTuA]apivo]-1-
otoeBuA]apivo]pevuA]puebogulkapBovuAr]oEu]-4,11-01EBUA-9-
udpofu-1H-nupavo[3',4':6,7]ivdoAilivo[1,2-b]kivoAivn-

3,14(4H,12H)-610vn

Immunoglobulin G1, anti-(human tumor-asszocialt kalcium Hasnyalmirigyrak
signal transducer 2)(human-Mus musculus monoklonalis hRS7 kezelése

nehéz lanc), diszulfid human-Mus musculus monoklonalis

hRS7 kappa-lanc dimerrel, hexakis (thioether) (4S)-4-[[[[4-
[[(2S)-2-(4-aminobutyl)-2-[[2-[2-[[26-[4-[[[[4-[(3-

merkapto-2,5-dioxo-1-
pyrrolidinyl)methyl]cyclohexyl]carbonylJamino]methyl]-1H-
1,2,3-triazol-1-yl]-3,6,9,12,15,18,21,24-octaoxahexacos-1-
ylJamino]-2-oxoethoxy]acetyl]Jamino]-1-
oxoethyl]Jamino]phenyllmethoxy]carbonyl]oxy]-4,11-diethyl-
9-hydroxy-1H-pyrano[3',4':6,7]indolizino[1,2-b]quinoline-

3,14(4H,12H)-dione
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Language Active ingredient Indication

Italian Immunoglobuline G1 anti-(tumore umaio — associate a un Trattamento del cancro
transduttore 2 del segnale del calcio) (catena pesante hRS7 del pancreas
monoclonale umana di Mus musculus), disulfide con una
catena k monoclonale umana hRS7 di Mus musculus, dimero,
hexakis(thioethere) con (4S)-4-[[[[4-[[(2S)-2-(4-
aminobutyl)-2-[[2-[2-[[26-[4-[[[[4-[(3-mercapto-2,5-dioxo-
1-pyrrolidinyl)méehyl]cyclohexyl]carbonyl]Jamino]methyl]-1H-
1,2,3-triazol-1-yl]-3,6,9,12,15,18,21,24-octaoxahexacos-1-
ylJamino]-2-oxoethoxy]acetyl]Jamino]-1-
oxoethyl]Jamino]phenyllmethoxy]carbonyl]oxy]-4,11-diethyl-
9-hydroxy-1H-pyrano[3',4':6,7]indolizino[1,2-b]quinolin-
3,14(4H,12H)-dione

Latvian Immunoglobulins G1, anti-(cilvEéka audzé&ja-saistitais kalcija Aizkunda dziedzera véza
signalu parneséjs 2) (cilvéka-Mus musculus monoklonala arstésana
hRS7 smaga kéde), ar disulfida saiti saistits ar cilvéka-Mus
musculus monoklonalu hRS7 x-kédi, dimeérs,
heksakis(tio€tera) ar (4S)-4-[[[[4-[[(2S)-2-(4-aminobutil)-2-
[[2-[2-[[26-[4-[[[[4-[(3-merkapto-2,5-diokso-1-
pirolidinil)metil]cikloheksil]karbonilJamino]metil]-1H-1,2,3-
triazol-1-il]-3,6,9,12,15,18,21,24-oktaoksaheksakos-1-
ilJamino]-2-oksoetoksi]acetilJamino]-1-
oksoetilJamino]fenilJmethoksi]karbonil]oksi]-4,11-dietil-9-
hidroksi-1H-pirano[3',4':6,7]indolizino[1,2-b]kvinolina-
3,14(4H,12H)-dions

Lithuanian  Imunoglobulinas G1, anti-(kalcio signalo keitiklis 2, susijes su  Kasos vézio gydymas
Zmogaus navikais)(Zmogaus - pelés monokloniné hRS7
sunkioji grandine), disulfidas su Zzmogaus — pelés
monoklonine hRS7 k-grandine, dimeras, heksakis (tioeteris)
su (4S)-4-[[[[4-[[(2S)-2-(4-aminobutil)-2-[[2-[2-[[26-[4-
[[[[4-[(3-merkapto-2,5-diokso-1-
pirolidinil)metil]cikloheksil]karbonilJamino]metil]-1H-1,2,3-
triazol-1-il]-3,6,9,12,15,18,21,24-oktaoksaheksakoz-1-
ilJamino]-2-oksoetoksi]acetilJamino]-1-
oksoetilJamino]fenilJmetoksi]karbonil]oksi]-4,11-dietil-9-
hidroksi-1H-pirano[3',4':6,7]indolizin[1,2-b]kvinolin-
3,14(4H,12H)-dionas
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Language Active ingredient Indication

Maltese Immunoglobulina G1, kontra (transducer 2 tas-sinjal tal- Kura tal-kancer tal-frixa
kal¢ju assoc¢jat ma’ tumur uman)(katina tgila hRS7
monoklonali umana ta’ Mus musculus), disulfide ma’ katina «
monoklonali hRS7 ta’ Mus musculus, dimer,
hexakis(thioether) ma’ (4S)-4-[[[[4-[[(2S)-2-(4-aminobutyl)-
2-[[2-[2-[[26-[4-[[[[4-[(3-mercapto-2,5-diox0-1-
pyrrolidinyl)methyl]cyclohexyl]carbonyl]Jamino]methyl]-1H-
1,2,3-triazol-1-yl]-3,6,9,12,15,18,21,24-octaoxahexacos-1-
ylJamino]-2-oxoethoxy]acetyl]Jamino]-1-
oxoethyl]lamino]phenyllmethoxy]carbonyl]oxy]-4,11-diethyl-
9-hydroxy-1H-pyrano[3',4':6,7]indolizino[1,2-b]quinoline-
3,14(4H,12H)-dione

Polish Immunoglobulina G1, przeciw-(ludzki zwigzany z nowotworem Leczenie raka trzustki
zalezny od wapnia transduktor sygnatu 2)(fancuch ciezki
przeciwciata monoklonalego ludzki-Mus musculus hRS7),
dwusiarczek z tancuchem « przeciwciata ludzki-Mus musculus
hRS7, dimer, heksa(tioeter) z (4S)-4-[[[[4-[[(2S)-2-(4-
aminobutyl)-2-[[2-[2-[[26-[4-[[[[4-[(3-merkapto-2,5-diokso-
1-pyrrolidinyl)metyl]cykloheksyl]karbonylJamino]metyl]-1H-
1,2,3-triazol-1-yl]-3,6,9,12,15,18,21,24-octaoksoheksako-1-
ylJamino]-2-oksoetoksy]acetyl]Jamino]-1-
oksoetyl]Jamino]fenyl]metoksy]karbonyl]oksy]-4,11-dietyl-9-
hydroksy-1H-pirano[3',4':6,7]indolizyno[1,2-b]chinolino-
3,14(4H,12H)-dion

Portuguese Imunoglobulina G1, anti-(tumor humano associado ao Tratamento do
transdutor 2 do sinal calcico) (-cadeia pesada monoclonal carcinoma do pancreas
hRS7 humano-Mus musculus), dissulfeto com humano-Mus
musculus monoclonal hRS7 de cadeia k, dimero, hexaquis
(tioéter) com (4S)-4-[[[[4-[[(2S)-2-(4-aminobutilo)-2-[[2-[2-
[[26-[4-[[[[4-[(3-mercapto-2,5-dioxo-1-
pirrolidinil)methil]ciclohexil]JcarbonilJamino]methil]-1H-1,2,3-
triazol-1-il]-3,6,9,12,15,18,21,24-octaoxahexacos-1-
ilJamino]-2-oxoetoxi]acetilJamino]-1-
oxoetilJamino]phenilljmetoxi]carbonil]oxi]-4,11-dietil-9-
hidroxi-1H-pirano[3',4':6,7]indolizino[1,2-b]quinolina-
3,14(4H,12H)-diona
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Language Active ingredient Indication

Romanian Imunoglobulind G1, anti-(transductor uman 2 al semnalului Tratamentul cancerului
de calciu asociat tumorilor)(lant greu Mus musculus pancreatic
monoclonal hRS7 uman), disulfid cu lant k-chai Mus musculus
monoclonal hRS7 uman, dimer, hexakis(tioeter) cu (4S)-4-
[LL[4-[[(2S)-2-(4-aminobutil)-2-[[2-[2-[[26-[4-[[[[4-[(3-
mercapto-2,5-dioxo-1-
pirolidinil)metil]ciclohexil]carbonilJamino]metil]-1H-1,2,3-
triazol-1-yl]-3,6,9,12,15,18,21,24-octaoxahexacos-1-
ilJamino]-2-oxoetoxi]acetilJamino]-1-
oxoetilJamino]feniljmetoxi]carbonil]oxi]-4,11-dietil-9-hidroxi-
1H-pirano[3',4':6,7]indolizino[1,2-b]qginolin-3,14(4H,12H)-

diona
Slovak Imunoglobulin G1, anti-(fudsky vapnikovy prenasac signalu Liecba rakoviny
spojeny s nadorom 2)(fudsky-mus musculus monoklonalny pankreasu

hRS7 tazky retazec), disulfid s ludskym mus musculus
monoklonalmym hRS7 k-retazcom, dimér, hexakis(tioéter) s
(4S)-4-[LL[4-[L(2S)-2-(4-aminobutyl)-2-[[2-[2-[[26-[4-[[[[4-
[(3-merkapto-2,5-dioxo-1-
pyrolidinyl)metyl]cyklohexyl]karbonylJamino]metyl]-1H-
1,2,3-triazol-1-yl]-3,6,9,12,15,18,21,24-oktaoxahexakos-1-
ylJamino]-2-oxoetoxy]acetyl]Jamino]-1-
oxoetyl]lamino]fenylJmetoxy]karbonyl]Joxy]-4,11-dietyl-9-
hydroxy-1H-pyrano[3',4':6,7]indolizino[1,2-b]chinolin-
3,14(4H,12H)-dién

Slovenian Imunoglobulin G1, anti-(humani tumor-povezani prenasalec Zdravljenje raka
kalcijevih signalov 2 (humana tezka monoklonsko veriga trebusne slinavke
k hRS7-Mus musculus), disulfide s humano Mus musculus
monoclonsko hRS7 k-verigo, dimer, heksakis(tioeter) s (4S)-
4-[[L[4-[[(2S)-2-(4-aminobutil)-2-[[2-[2-[[26-[4-[[[[4-[(3-
merkapto-2,5-dioksoo-1-
pirrolidinil) metil]cikloheksil]karbonilJamino]metil]-1H-1,2,3-
triazol-1-yl]-3,6,9,12,15,18,21,24-oktaoksaheksakos-1-
ylJamino]-2-oksoetoksi]acetilJamino]-1-
oksoetilJamino]fenilJmetoksi]karbonill]Joksi]-4,11-dietil-9-
hidroksi-1H-pirano[3',4':6,7]indolizino[1,2-b]kinolin-
3,14(4H,12H)-dion
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Spanish Inmunoglobulina G1, anti-(transductor 2 de sefiales de calcio Tratamiento del cancer
asociado a tumores humano)(cadena pesada del anticuerpo de pancreas
monoclonal humano-Mus musculus hRS7), union disulfuro con
cadena k del anticuerpo monoclonal humano-Mus musculus
hRS7, dimero, hexakis(tioéter) con (4S)-4-[[[[4-[[(2S)-2-(4-
aminobutil)-2-[[2-[2-[[26-[4-[[[[4-[(3-mercapto-2,5-diox0-1-
pirrolidinil)metill]ciclohexil]carbonilJamino]metil]-1H-1,2,3-
triazol-1-yl]-3,6,9,12,15,18,21,24-octaoxahexacos-1-
ilJamino]-2-oxoetoxi]acetilJamino]-1-
oxoetilJamino]feniljmetoxi]carbonil]oxi]-4,11-dietil-9-hidroxi-
1H-pirano[3',4':6,7]indolizino[1,2-b]quinolin-3,14(4H,12H)-

diona
Swedish Immunglobulin G1, anti-(human tumdr-associerad Behandling av
kalciumsignalomvandlare 2) (human-Mus musculus pankreascancer

monoklonal hRS7 tung kedja), disulfid med human-Mus
musculus monoklonal hRS7-kedja, dimer, hexakis(tioeter)
med (4S)-4-[[[[4-[[(2S)-2-(4-aminobutyl)-2-[[2-[2-[[26-[4-
[[[[4-[(3-merkapto-2,5-dioxo-1-
pyrrolidinyl)metyl]cyclohexyl]karbonylJamino]metyl]-1H-
1,2,3-triazol-1-yl]-3,6,9,12,15,18,21,24-octaoxahexacos-1-
ylJamino]-2-oxoetoxy]acetyl]Jamino]-1-
oxoetyl]lamino]fenylJmetoxy]karbonyl]Joxy]-4,11-dietyl-9-
hydroxi-1H-pyrano[3',4':6,7]indolizino[1,2-b]kinolin-
3,14(4H,12H)-dion

Norwegian Humanisert RS7 monoklonalt antistoff mot Trop-2 antigen Behandling av
konjugert via linker til (4S)-4-[[[[4-[[(2S)-2-(4-aminobutyl)- pankreascancer
2-[[2-[2-[[26-[4-[[[[4-[(3-merkapto-2,5-diokso-1-
pyrrolidinyl)metyl]sykloheksyl]karbonylJamino]metyl]-1H-
1,2,3-triazol-1-yl]-3,6,9,12,15,18,21,24-oktaocksaheksakos-1-
ylJamino]-2-oksoetoksy]acetyl]Jamino]-1-
oksoetyl]Jamino]fenyl]metoksy]karbonyl]oksy]-4,11-dietyl-9-
hydroksy-1H-pyrano[3',4':6,7]indolizino[1,2-b]kinolin-
3,14(4H,12H)-dion

Icelandic Immunéglobulin G1,anti-(manna aexlis-tengd kalsium merki Medferd briskrabbameins
transducer 2)(manna-Mus musculus einstofna hRS7 x-kedju,
dimer, hexakis(thiéeter) med (4S)-4-[[[[4-[(3-mercapt6-2,5-
dioxo-pyrrolidinyl)metyl]cykl6hexyllkarbényllamind]metyl]-
1H-1,2,3,triasol-1-yl]-3,6,9,12,15,18,21,24-oktaoxahexakos-
1-yllamind]-2-oxéethoxylacetyllamind]-1-
oxoetyllamind]fenylimethoxylkarbonylloxy]-4,11,dietyl-9-
hydroxy-1H-pyrranol[3~,4” :6,7[indd6lizi6[1,2-b]quindlin-
3,14(4H,12H)-dién
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