(pembrolizumab)

NGA MOHIOHIO

KEYTRUDA® (pembrolizumab) is available as a 100 mg/4 mL concentrate for solution for infusion.

The KEYTRUDA Consumer Medicine Information (CMI) is available at www.medsafe.govt.nz.

KEYTRUDA is a Prescription Medicine and may be used in adults:

o After surgery to remove melanoma, non-small cell lung cancer or renal cell carcinoma to help prevent the cancer from coming back

o Before surgery to treat triple-negative breast cancer and then continued after surgery to help prevent the cancer from coming back

e To treat bladder cancer which has not spread to nearby tissues but is at high-risk of spreading and where bladder removal is not preferred
e To treat classical Hodgkin Lymphoma (cHL) that has returned or when other treatments have not worked

e To treat certain cancers when the cancer has spread (metastatic) or cannot be removed by surgery (unresectable), such as:

- melanoma - cervical cancer

- non-small cell lung cancer - endometrial carcinoma

- urothelial carcinoma - triple-negative breast cancer

- head and neck squamous cell carcinoma - a kind of cancer that can occur in any part of the body and is shown by a

- renal cell carcinoma laboratory test to be microsatellite instability-high (MSI-H) or mismatch repair

deficient (dAMMR)

- oesophageal carcinoma :
- colon or rectal cancer that is shown by a laboratory test to be MSI-H or dMMR

- cutaneous squamous cell carcinoma
KEYTRUDA may be used in children with cHL, MSI-H or dMMR cancer, or after surgery to remove melanoma. It is not known if KEYTRUDA is
safe and effective in children with MSI-H or dMMR cancer of the brain or spinal cord (central nervous system cancers).

You should not be given KEYTRUDA if you are allergic to pembrolizumab or to any of the other ingredients listed at the end of the CMI.

KEYTRUDA can cause harm or death to unborn babies. Talk to your doctor if you are a woman who could become pregnant and use effective contraception
while you are being treated with KEYTRUDA and for at least 4 months after the last dose of KEYTRUDA. Do not breastfeed while taking KEY TRUDA.
Serious immune-mediated side effects have occurred affecting the lungs, intestines, liver, kidneys, hormone glands, blood sugar levels, skin, other
organs and in transplant recipients. Some of these side effects can sometimes become life-threatening and can lead to death. These side effects
may happen anytime during treatment or even after your treatment has ended and you may experience more than one side effect at the same time.
Serious infusion reactions have also occurred.

Very common side effects with KEYTRUDA alone include diarrhoea, nausea, itching, rash, joint pain, back pain, feeling tired, cough, patches of
discoloured skin, stomach pain, decreased levels of sodium in blood and low levels of thyroid hormone.

When KEYTRUDA was given in combination with chemotherapy, hair loss, vomiting, decrease in white-blood cell count, mouth sores, fever,
decreased appetite, and swelling of the lining of the digestive system (for example mouth, intestines) were also commonly reported.

When KEYTRUDA was given in combination with axitinib, high blood pressure, fatigue, low levels of thyroid hormone, decreased appetite, blisters
or rash on palms of your hands and soles of your feet, increase in liver enzyme levels, hoarseness, and constipation were also commonly reported.
When KEYTRUDA was given in combination with lenvatinib, high blood pressure, decreased appetite, low levels of thyroid hormone, vomiting, weight
loss, headache, constipation, hoarseness, urinary tract infection, stomach-area (abdominal pain), blisters or rash on the palms of your hands and soles of
your feet, pratein in your urine, increased in liver enzyme levels and feeling weak were also commonly reported.

The most common side effects when KEYTRUDA is given alone to children include fever, vomiting, headache, stomach pain, decrease in number
of red blood cells, cough, and constipation. (v48)

KEYTRUDA has risks and benefits. Talk to your doctor to see if KEY TRUDA is right for you. If symptoms continue or you have side effects, tell your doctor.

KEYTRUDA is funded for the treatment of patients with melanoma and non-small cell lung cancer which have spread (metastatic),
or is advanced and cannot be removed by surgery — restrictions apply. KEYTRUDA is not funded for the treatment

of all other cancers listed above.
. y . €9 MSD

Ask your health professional about the cost of the medicine and any other medical fees that may apply.
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NGA MOHIOHIO
MO KEYTRUDA

MA KOUTOU KO
TO WHANAU

Vit

Ki te hiahia koe ki etahi mohiohio ano, me korero koe ki to Rata Mate
Pukupuku, ki to Nehi Mate Pukupuku ranei, me titiro ranei ki nga Mohiohio
Rongoa ma te Kiritaki mo KEYTRUDA.

He aha a KEYTRUDA?

Ka tukuna a KEYTRUDA i runga i te whakahau rongog, ara, e Kiia ana he rongoa tatohu.
Kei roto i KEYTRUDA ko te mata hohe, ko pembrolizumab.

E kiia ana a KEYTRUDA he haumanu awhikiri i te mea ka mahi tahi me te panaha awhikiri
o te tinana ki te tautoko i ta te ptinaha awhikiri kimi i nga patau mate pukupuku, me te
whawhai i aua patau. Ka awhina a KEYTRUDA i te panaha awhikiri ki te mahi i tana mahi -
ara, ki te awhina i tou ake tinana ki te whawhai ki te mate pukupuku.

Ehara a KEYTRUDA i te hahau.
Ka pehea te tukuna o KEYTRUDA

Ka whangaia te KEYTRUDA ra roto i tetahi ngira ki tetahi ia-auraki, i roto i te 30 meneti.
| te nuinga o te wa, tukuna ai a KEYTRUDA iia 3 wiki, i ia 6 wiki ranei, i runga ano i te
ahua o te pota ka tukuna ki a koe, e Kiia ana ko ‘nga hurihanga’.

Ka tukuna pea a KEYTRUDA i te taha o étahi atu rongoa awhikiri pukupuku. He mea nui
kia panuitia hoki e koe nga Mohiohio Rongoa ma te Kiritaki mo éra atu rongoa. Ména he
patai au mo aua rongoa, me patai atu ki to rata.

| te nuinga o te wa, ka tukuna 6 maimoatanga e te Rata/Matanga Mate Pukupuku, e te
Nehi ranei i tetahi hohipera. Ma to6 Rata/Matanga Mate Pukupuku e whakatau te nama o
nga maimoatanga/huringa hei whiwhi mau.

@
¥ Vv
Whangaia a-iaia I roto i te 30 meneti I ia 3 wiki, i ia 6 wiki ranei,

i runga ano i te ahua o te pota
ka tukuna ki a koe
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Nga ahuatanga hei whakaaroaro i mua i te maimoatanga

Koe e kore e tika kia hoatu KEYTRUDA mena he mate mate koe ki te
pembrolizumab, ki tetahi atu mea whakauru ranei kua whakararangitia i te
mutunga o te KEYTRUDA Rongoa korero rongoa mo nga kaihoko.

Mena kei te hapu koe, ki 6 whakaaro ranei kei te hapu pea koe, kei te hiahia
ranei koe kia hapu koe, me korero atu ki to rata. Ka tukino pea, ka whakamate
pea ranei a KEYTRUDA i to péepi kaore ano kia whanau mai. Mena he wahine
koe ka taea e koe te hapu, me matua whakamabhi koe i te arai haputanga
whaitake i a koe e whakamaimoatia ana ki a KEYTRUDA, ka mutu, me
whakamahi tonu mo te 4 marama, mo tetahi wa roa ake ranei, a murii te

pota KEYTRUDA whakamutunga. Ména kei te whangai u koe, me korero

atu ki to rata. Kaua e whangai u i te wa e whakamaimoatia ana koe ki

a KEYTRUDA.
Ka pa atu pea etahi panga kino i a koe ’
e whiwhi ana i a KEYTRUDA
I a koe e whakamaimoatia ana ki a KEYTRUDA, | Repe tonga 28
ka auau nga whakaritenga hei aroturuki i to 2 il ¢
hauora me nga panga kino, ména ra he [ Pakahukahu ¢ ﬂ
panga kino.
Pera i nga rongoa katoa, ka ahu atu peaia " -
KEYTRUDA &tahi panga kino, engari kaore e pa . ~~
atu aua panga kino ki nga tangata katoa. [ Kopiro nui

Ka korero 10 rata ki a koe md aua panga kino, a,
ka whakamarama i nga tdraru me nga painga o to
maimoatanga.  Kir

Na KEYTRUDA ka pangia pea e te punaha awhikiri
nga putau hauora i étahi atu wahanga o to tinana.

| étahi wa he taumaha tonu enei panga kino, ka mutu,
i tahi wa, he panga whakamate.

He mea nui kia wawe tonu te whakamaimoai a
koe, ména ka pangia koe e nga panga kino.

Me korero atu ki to Rata/Matanga Mate Pukupuku ména ka kite koe i étahi

panga kino, i etahi tohumate ranei. Ma te whakamaimoa wawe, ka aukatia
pea te taumaha haere o nga panga kino.

Ka taea pea e koe te maimoatanga KEYTRUDA te whiwhi tonu, ahakoa nga panga kino,
meéena ka wawe te whakamaimoa i a koe.

Engari, ki te taumaha haere nga panga kino, ka whakamutua pea to whakamaimoatia ki a
KEYTRUDA. Kaua koe e ngana ki te patu takitahi i nga panga kino.
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Nga panga kino e rite tonu ana te kitea

Kua kitea enei panga kino i roto i nga whakamatautau haumanu.

Ko nga panga kino a KEYTRUDA e tino kitea ana (ara, neke atu i te 1 i te 10 nga tangata
ka pangia pea) ko énei:

Ka ngaro te tae o etahi wahanga o te kiri
Te mamae o te puku

Ka heke nga rahinga konutai i roto i te toto
Ka iti te taiaki repe tenga

Te mate tikotiko, te whakapairuaki

Te mamae pona

Te mamae tuara

Te mangeo, te kopukupuku

Te ngenge

Te maremare

Nga panga kino a-punaha awhikiri

| te mea ka mahi tahi a KEYTRUDA me te ptnaha awhikiri, he panga kino ka ahu atu pea i
nga panga a te KEYTRUDA ki te ptinaha awhikiri.

He mea nui kia mataara ki énei panga kino ki te punaha awhikiri kia wawe ai te
maimoatanga. Ma konei e taea pea e koe te maimoatanga KEYTRUDA te whiwhi
tonu.

Meéna ka taea 0 panga kino te ata whakahaere, ka taea pea e koe te maimoatanga
KEYTRUDA te whiwhi tonu.
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Ina whiwhi koe i a KEYTRUDA, ka pa atu pea ki a koe etahi panga kino taumaha.

| etahi wa, he mate taihemo pea, ka mutu, ko te mate pea te otinga atu. Ka pa atu
eénei panga kino i te wa o t0 maimoatanga, a muri ranei i te mutunga o t6 maimoatanga.
Neke atu pea i te kotahi nga panga kino ka pa atu ki a koe i te wa kotahi.

Me wawe tonu to waea atu, to haere atu ranei ki to Rata, ki to Nehi ranei,

meéena ka pa atu ki a koe etahi o enei tohu, o enei tohumate ranei:

Nga tohu me nga tohumate o nga
raru pukahukahu

e kahemanawa

e te mamae o te uma

e te maremare

Nga tohu me nga tohumate o nga

raruraru o o0 kopiro

e te mate tikotiko, ka auau ake ranei te
haere ki te tiko

e he pango 0 hamuti, he ta te ahua, he
piripiri, he toto kei roto, he kea ranei
kei roto

e he tino nui te mamae o te puku (ara,
te whéekau e kiia nei te “stomach”), he
pawera ranei te puku

Nga tohu me nga tohumate o nga

raru o nga repe taiaki (ina ra te repe

tenga, te repe tupu, me te repe

koihi)

e Kka tere te kapa manawa

e Kka heke t0 taumaha

e Kka nui ake te werawera

e kataumaha haere koe

e Kka kore haere nga makawe

e Kkarongo ite matao

e Kka koroke

e Kka hahaka iho to reo

e ka mamae nga uaua

e ka poatinitini, ka tirehe ranei

® he anini mau roa o te mahunga, he
anini mahunga whanoke ranei

Nga tohu me nga tohumate o nga
raru huka toto

e ka nui ake te hiakai, te hiainu ranei
e ka nui ake te hiamimi

e ka heke te taumaha

Nga tohu me nga tohumate o nga

raru takihi

e Kkua rereké te nui, te tae ranei o to
mimi

Nga tohu me nga tohumate o nga

raru o te Kiri

e te kopukupuku

e te mangeo

e he pUputa kiri, he horehore, he
hakihaki ranei

e he mariaoirdo waha, i ro ihu, i ro
korokoro, i nga taihemahema ranei

Nga tohu me nga tohumate o nga

raru ate

e te whakapairuaki, te ruaki ranei

e kaiti iho te hiakai

e ka mamae te taha matau o to puku

e ka kowhai te ahua o to kiri

e ka kowhai te ahua o nga wahima o 0
karu

e ka uriuri te mimi

e ka mama ake te toto, te mart ranei

Nga tohu me nga tohumate o nga
tauhohenga whangai iaia (V)

e kahemanawa

e te mangeo, te kopukupuku

e te poatinitini

e tekirika
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Nga tohu me nga tohumate o nga raruraru i eétahi atu whekau

e te mamae uaua, te ngoikore ranei

® ka rereké tau kite

e te mamae o te puku me te whakapairuaki me te ruaki (pancreatitis)

e te porauraha, te kirika, nga raruraru maumahara, te hukihuki (encephalitis)

e ka pupuhi nga pona taikiri, he kopukupuku te kiri, he porukuruku pawera ranei i te kiri,
ka maremare, ka mamae ranei nga karu (sarcoidosis)

e te hemanawa, te manawa whakahipahipa, te ngenge, te mamae uma ranei (myocarditis)

e te mamae, te tengatenga, te kékerewai, te ngoikore ranei i nga ringaringa me nga
waewae; nga raruraru tongamimi, nga raruraru kopiro ranei, tae atu ki te pikinga o te
auau o te hiamimi, te mate mimi turuturu, te uaua o te mimi me te koroke (myelitis)

e te kakatanga o nga ia toto (vasculitis)

e ka heke te kaha o te repe parathyroid, me te aha, ka pa atu pea te kuiki uaua, te
hukihuki ranei, te ngenge me te ngoikore (hypoparathyroidism)

e te mumura o te rakau o te kopu, tera pea ko te mamae kopu, te whakangawari ranei,
te paipairuaki, te ruaki ranei (gastritis)

e ko te whakangaromanga o nga putau toto whero, téra pea ko te mimi pouri, te kiri, te
kiri kdwhai ranei/kanohi, te mama, te rongo i te ngenge, te tere ngakau, te poto ranei o
te manawa (haemolytic anaemia)

e ka mamae te taha matau o runga o te puku, ka pupuhi te ate, te kdbateate ranei,
ka ngenge, ka mangeo, ka kowhai te kiri, ka kdwhai ranei te wahi ma o nga karu
(sclerosing cholangitis)

e e itiiho te kaha o te pancreas ki te hanga i nga whakokT kunatu, téra pea ko te
diarrhea me nga stools tarewa, hinu hoki, te ngaronga taumaha, te mate o te wheua
metabolic, me te vitamine, nga hénga kohuke ranei (exocrine pancreatic insufficiency)

Ka pa atu pea nga panga kino o te maimoatanga KEYTRUDA ki te tangata kua
whiwhi i tetahi huaranga whekau

e Te akiri i te whekau i huarangatia. Ka nui ake pea te tdraru akiri huaranga whékau i te
hunga kua whiwhi i nga huaranga whéekau. Me korero t0 rata ki a koe mo nga tohu me
nga tohumate e tika ana kia parongorongotia e koe, a, me ata aroturuki to rata i a koe,
i runga ano i te momo huaranga i whiwhi ai koe.

e Mate huaranga-tohe-i-te-papa (GVHD) i roto i te hunga kua whiwhi i nga huaranga
mongamonga koiwi (pGtau tata) whai patau tata kaituku (allogeneic). Ka pa atu pea te
GVHD meéna kua whiwhi koe i teénei huaranga. Ka aroturuki 10 rata i a koe kei puta enei
tohu me énei tohumate: te kopukupuku Kiri, te kakatanga o te ate, te mamae o te puku,
me te mate tikotiko.

Ki te hiahia koe ki étahi atu mohiohio, me korero koe ki to Rata Mate Pukupuku,
ki t6 Nehi Mate Pukupuku ranei, me titiro ranei koe ki nga Mohiohio Rongoa ma te
Kiritaki mo KEYTRUDA.
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Tohutoro: nga Mohiohio Rongoa ma te Kiritaki mo KEYTRUDA - https://www.medsafe.govt.nz/
consumers/cmi/k/Keytruda.pdf
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