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T8 roi géi: Thong tin cho bénh nhan

KEYTRUDA® 25 mg/mL dam dic cho dung dich tiém truyén

pembrolizumab
Poc ky tit ca td rdi nay trudc khi ban dugc dung thubc nay vi né chda théng tin quan trong cho ban.
Hay gill t& rdi nay. Ban c6 thé can phai doc né mot 1in nifa.
Didu quan trong 1a ban phai gil thé bén minh trong qua trinh didu tri.
Néu ban c6 bat ky cau hdi nao, hay héi bac si cla ban.
Néu ban gap b4t ky tac dung phu nao, hay néi chuyén véi bac si clia ban. Pidu nay bao gbm bit ky tac dung phu nao co thé xay ra khong
dugc 1iét ké trong td rdi nay. Xem phan 4.

Cé gi trong t8 rdi nay

KEYTRUDA 13 gi va dung dé 1lam gi

1. Nhiing didu ban can biét trudc khi dugc cip KEYTRUDA
2. 3. Ban dugc cip KEYTRUDA nhu thé nao

4. Tac dung phu cé thé xay ra

5. Cach bdo quadn KEYTRUDA

Noi dung cla gé6i va théong tin khac

1. KEYTRUDA 13 gi va dung dé 1lam gi

KEYTRUDA chda hoat cht pembrolizumab, 13 mot khang thé don dong.
KEYTRUDA hoat ddng bang cach gitp hé théng mién dich cda ban chéng lai bénh ung thu.

KEYTRUDA dugc sii dung 8 ngudi 16n dé didu tri:
+ mdt loai ung thu da goi 1a u ac tinh
« mét loai ung thu phdi dugc goi 1a ung thu phdi khéng phai té bao nhéd
+ mdt loai ung thu dugc goi 1la ung thu hach Hodgkin cb dién
+ mdt loai ung thu goi 1a ung thu bang quang (ung thu bidu m6 tiét niéu)
 mot loai ung thu diu va cd dugc goi 1a ung thu biéu mo té bao vay & ddu va cb.
+ mdt loai ung thu than goi 1a ung thu bidu mé té bao than + mot
loai ung thu dugc xac dinh 1la cé do bat 4n dinh vi vé tinh cao (MSI-H) hoadc thiéu hut sda chifa khéng khdp (dMMR)
8 dai trang hoac tryc trang (goi 1la ung thu dai tryc trang), td cung (dudc goi la ung thu ndi mac tU
cung), da day (goi 1a ung thu da day), rudt non (goi 1a ung thu rudt non), hodc dng mat hodc tui mat (goi 1a ung
thu dudng mat)
mét loai ung thu goi la ung thu bidu mé thuc quan
+ mdt loai ung thu vl goi 1a ung thu vd bd ba am tinh
« mot loai ung thu t& cung goi 13 ung thu bidu md néi mac td cung
mot loai ung thu goi 1la ung thu cb tu cung

mot loai ung thu da day dugc goi 1a ung thu bidu mé tuyén néi da day hodc thyc quan

KEYTRUDA dudc s dung & tré em va thanh thiéu nién:

« tU 3 tudi tré lén dé didu tri mot loai ung thu goi 1a ung thu hach Hodgkin cd dién - td 12 tudi trd

lén dé didu tri mot loai ung thu goi 1la u ac tinh.

Moi ngudi m&c KEYTRUDA khi bénh ung thu cda ho d& lan rong hodc khéng thé c&t bd bing phiu thuat.

Moi ngudi nhan dugc KEYTRUDA sau khi ho phdu thuat @& loai bé khdi u &c tinh, ung thu phdi khéng phai té bao nhé
hodc ung thu bidu m6 té bao than dé gilp ngdn nglia ung thu tadi phat (liéu phap bd trg).
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Moi ngudi dung KEYTRUDA trudc khi ph3u thudt (1liéu phap tan bd trg) d¢é didu tri ung thu va bd ba am tinh
va sau d6 tiép tuc ding KEYTRUDA sau phiu thuat (liéu phap bd trg) dé giup ngdn nglta ung thu tai phat.

KEYTRUDA c6 thé dugc dung két hgp véi cac loai thubc chdng ung thu khac. Pidu quan trong 13 ban cii ng phai doc
td roi hudng din s dung cta cac loai thubc khac nady. Néu ban cé bat ky cau hdi nao vé nhiing loai

thudc nay, hay héi bac si cua ban.

2. Nhiing didu ban can biét trudc khi dugc cép KEYTRUDA

Ban khong nén dugc c&p KEYTRUDA

néu ban bi di Ung v6i pembrolizumab hoac b4t ky thanh phén nao khac clta thubc nay (dugc 1liét ké trong

phan 6 “Néi dung cla géi va cac théng tin khac”). N6i chuyén véi bac si cGa ban néu ban khéng chéc chin.

Canh bdo va bién phdp phong ngia
Hay néi chuyén vdi bac si hodc y td cda ban trudc khi nhan KEYTRUDA.

Trudc khi ban nhén dugc KEYTRUDA, hdy néi véi bac si néu ban:
B mdc bénh ty min dich (tinh trang cd thé tn céng cac té bao cla chinh né)
) bi viém phdi hodc viém phdi (goi 1a viém phdi)
) trudc day di dudc dung ipilimumab, mot loai thubc khac dé didu tri khéi u ac tinh va gdp phai cac
téc dung phu nghiém trong do loai thudc d6

c6 phan Ung di Ung vdi cac liéu phap khéang thé don dong khac

dang ho3c da bi nhilm virus man tinh & gan, bao gdm viém gan B (HBV) hoic viém gan C

(HCV)

bi nhi&m virus suy gidm mién dich & ngudi (HIV) hodc hdi ching suy gidm mién dich mic phai

(AIDS)

bi tén thudng gan

bi tén thuong than

da dugc cdy ghép ndi tang rdn hodc ghép tdy xudng (té bao gbc) sd dung té bao gbc cua ngudi hién
tdng (allogeneic)

Khi sd& dung KEYTRUDA, ban c6 thé g3p mot sé tac dung phu nghiém trong. Nhing tdc dung phu nay déi khi cé thé de
doa tinh mang va cé thé dan dén tu vong. Nhiing tac dung phu nay cé thé xay ra bat cU luc nao trong

qua trinh didu tri hodc tham chi sau khi quad trinh didu tri cda ban két thuc. Ban cé thé gap nhidu tac dung phu
cung mét luc.

Néu ban c6 bdt ky tinh trang nao sau day, hay goi dién hodc gadp bac si ngay. Bac si c6 thé cung cdp cho
ban cac loai thubc khac dé ngin nglla cac bién chiing nghiém trong hon va gidm céac triéu chdng cda ban. Bac
si cda ban c6 thé gitf lai 1iéu KEYTRUDA tiép theo hoac ngiing didu tri bing KEYTRUDA.

. viém phdi, c6 thé bao gdm khé thd, dau nguc hodc ho viém rudt, cé thé bao gdm tiéu chay hodc

di tiéu nhidu hon binh thudng, phan den, hic in, dinh hodc phan cé mdu hoac chit nhdy, dau bung

dd doi hodc dau , budn nén 6i mla

viém gan, c6 thé bao gdm budn nén hodc nén, cam thiy bdt déi, dau bung bén phai, vang da hodc long

trang mit, nudc tidu sim mau hodc d& chay mau hoic bam tim hon binh thudng

viém than, c6 thé bao gdm nhiing thay ddi vé sé lugng hodc mau sdc cda nudc tidu
viém cac tuyén noi tiét t6 (dac biét 1a tuyén gidp, tuyén yén va tuyén thugng than), co thé bao
gém nhip tim nhanh, sut céan, tang tiét md h6éi, tang can, rung toc, cam théy lanh, tdo boén,

giong trdm hon, dau cd, chéng mit hodc ngdt xiu, dau ddu sé& khong bién mdt hoidc dau ddu bt thudng

bénh tiéu dudng loai 1, bao gdm nhiém toan dai thdo dudng (axit trong mau do bénh tidu dudng tao ra),
cac triéu ching coé thé bao gdm cam thiy d6i hoac khat hon binh thudng, can di tidu thudng xuyén hon

hodc sut can, cam théy mét mdi hodc budn nén, dau da day, thd nhanh va sau, 1u 13n,
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Budn ngd bat thudng, hdi thd céd mui ngot, vi ngot hodc kim loai trong miéng hoac mui khac
véi nudc tidu hodc md hdi clta ban

viém mit, c6 thé bao gdm nhiing thay ddi vé& thi luc

viém cd, c6 thé bao gdm dau cd hodc yéu co

viém cd tim, cé thé bao gdm khé thd, nhip tim khéng déu, cam thdy mét méi hodc dau nguc

viém tuyén tuy, co thé bao gdm dau bung, budn nén va nén

viém da, c6 thé bao gdm phat ban, ngda, phdng rop da, bong tréc hodc 13 loét va/hodc loét
3 miéng hodc niém mac md i, cb hong hoac vung sinh duc rdi loan

mién dich cé thé anh hudng dén phéi, da, mét va/ hodc hach bach huyét (sarcoidosis)

viém ndo, c6é thé bao gém nham 13n, sbt, van dé& vé tri nhd hoac co giat (viém ndo)

dau, té, ngda ran hoac yéu & canh tay hodc chan; cac van dé vé& bang quang hodc rudt bao gdm can
di tiéu thudng xuyén hon, tidu khéng tu cha, khé tidu va tao bon (viém tay)

viém va seo éng mat, c6 thé bao gdm dau & phan trén bén phdi cta da day, sung gan hodc 14
lach, mét mdi, nglfa hoac vang da hodc 1long trdng mat (viém dudng mat xd cling) viém da day

(viém da day)

giam chdc nang cla tuyén can gidp, c6 thé bao gdm chudt rat hodc co thit cd, mét mdi va
suy nhugc (suy tuyén can giap)
phan Ung truyén dich, cé thé bao gdm khé thd, ngda hodc phat ban, chéng mat hodc sbt

Cac bién ching, bao gdm bénh ghép chéng lai vat chi (GVHD), & nhilng ngudi dugc ghép tdy xuong (té bao gbc) su

dung té bao gbc ctia ngudi hién tang (allogeneic). Nhiing bién ching nay cé thé nghiém trong va cé thé din dén tu
vong. Chung c6 thé xdy ra néu ban di ting cdy ghép loai nay trong quad khd hodc néu ban thyc hién né trong tudng lai.
Bac si s& theo doi ban vé& cac diu hiéu va triéu ching, cé thé bao gdm phat ban da, viém

gan, dau bung hodc tiéu chay.

Tré em va thanh thiéu nién

Khéng dung KEYTRUDA cho tré em dudi 18 tudi, ngoai trd tré em:
mic bénh ung thu hach Hodgkin cd dién ti 3 tudi trd 1én
v6i khdi u &c tinh tif 12 tudi trd lén.

Cac loai thubc khac va KEYTRUDA

Hay cho bac si
. clia ban néu ban dang ding cac loai thubc khac 1am cho hé théng mién dich cda ban yéu di. Vi du vé
nhiing didu nay c6 thé bao gbm corticosteroid, chéng han nhu prednisone. Nhiing loai thubc nay cé
thé anh hudng dén tac dung cia KEYTRUDA. Tuy nhién, sau khi ban dugc didu tri b&ng KEYTRUDA, bac
si c6 thé cho ban dung corticosteroid dé gidm téc dung phu ma ban cé thé gap phdi véi KEYTRUDA.
Corticosteroid ciling cé thé dugc cung clp cho ban trudc khi ding KEYTRUDA k&t hgp vdi héa tri 1liéu
dé ngan nglta va/hodc didu tri budn nén, nén mia va cac tac dung phu khac do héa tri liéu gay ra.

Néu ban dang dung, gin day d5 dung hodc c6 thé dung bt ky loai thudc nao khac.

Thai ky
- Ban khong dudc s dung KEYTRUDA néu ban dang mang thai trif khi cé khuyén nghi cu thé clta bac si
NG.

Néu ban dang mang thai va nghi rang minh c6 thé dang mang thai hodc dang c6 ké hoach sinh con, hay bdo cho bac si biét.
- KEYTRUDA c6 thé gay tdn hai hodc td vong cho thai nhi cla ban.

Néu ban 1a phu nif c6 khad niang mang thai, ban phdi sd dung bién phap tranh thai ddy dG trong khi
dang didu tri bdng KEYTRUDA va trong it nhdt 4 thang sau 1iéu cudi cing.

Cho con bu
B Néu ban dang cho con bd, hdy néi vdi bac si cla ban.
- Khéng cho con bi trong thdi gian dung KEYTRUDA.

Ngudi ta khéng biét 1iéu KEYTRUDA c6 di vao sifa me hay khéng.
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Lai xe va sU dung may méc

KEYTRUDA c6 anh hudng nhd dén khd ndng 1ai xe hoac st dung mdy méc cla ban. Cam thiy chéng mat, mét mdi hoac
yéu dubi 1a nhiing tac dung phu cé thé xdy ra cla KEYTRUDA. Khéng 14i xe hodc st dung may méc sau khi da

diing KEYTRUDA trif khi ban chic chdn ring minh cam thiy khde.

3. Ban dudc cip KEYTRUDA nhu thé nao

KEYTRUDA sé& dudc trao cho ban tai bénh vién hodc phong khdm dudi sy gidm sat cia bac si c6 kinh nghiém
trong didu tri ung thu.

Lidu KEYTRUDA dugc khuyén nghi & ngudi 16n 1a 200 mg mbéi 3 tudn hodc 400 mg mdi 6 tudn.

Lidu KEYTRUDA dugc khuyén nghi & tré em va thanh thiéu nién tu 3 tudi trd 1én mic bénh ung thu
hach Hodgkin cd didn va thanh thiéu nién tu 12 tudi tré 1én méc khdi u ac tinh 1a 2 mg/kg thé
trong (tdi da 200 mg) mdi 3 tudn.

Bac si s& truydn KEYTRUDA cho ban qua dudng truyén vao ti nh mach (tiém ti nh mach) trong khodng
30 phuat.

Bac si sé& quyét dinh ban cdn bao nhiéu phudng phap diéu tri.

Néu ban 18 hen nhan KEYTRUDA
H3y goi ngay cho bac si dé dat lai lich hen.

pidu rit quan trong 1a ban khéng bé 18 mdét 1idu thudc nay.

Néu ban ngiing nhan KEYTRUDA
Viéc ngiing didu tri co thé lam mit tac dung cla thudc. Piing ngiing didu tri bing KEYTRUDA tril khi ban d3

thdo ludn didu nay vdi bac si .
Néu ban cé thém bat ky cau hdi nao vé viéc diéu tri, hay héi bac si .
Ban ciing sé& tim thdy thong tin nay trong thé bénh nhan ma bac si d& cip cho ban. Pidu quan trong

1la ban phdi gid thé nay va dua cho ban ddi hodc ngudi cham séc cda ban xem.

4. Tac dung phu c6 thé xdy ra

Gidng nhu tit ca cac loai thubc, thudc nay c6 thé gay ra tac dung phu, mdc du khéng phdi ai ciing gdp phai.
Khi s dung KEYTRUDA, ban cé thé gap mét sd tac dung phu nghiém trong. Xem phan 2.
Cac tac dung phy sau day dad dugc bdo cdo khi chi dung pembrolizumab:

R&t phd bién (c6 thé anh hudng dén hon 1 trén 10 ngudi)

giam sé lugng té bao hdng cau

giadm hoat déng cta tuyén giap
cam thdy bt doi han
dau dau

hut hdi; ho

bénh tiéu chdy; dau bung; budn nén; nén mia; tdo bon
ngla; phat ban da

dau cd va xudng; dau khdp

cam thiy mét; mét méi hodc yéu dudi bt thudng; sung tdy; sét

Phd bién (c6 thé anh hudng dén 1 trén 10 ngudi)
B nhi&m tring phdi

gidm sé lugng tiéu cdu (d& bi bdm tim hodic chdy mau); giam sb lugng bach cdu (bach cdu trung tinh,
té bao lympho)
phan (ng 1ién quan dén viéc truyén thubc
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tuyén giap hoat dong qua mic; néng bing

gidm natri, kali hodc canxi trong mau

khé ngu

chéng mat; viém day than kinh gay té, yéu, ngla ran hoac dau rat & tay va chan; thiéu ning
lugng; thay ddi khdu vi cla ban

kho mit

nhip tim bt thudng

huyét ap cao

viéem phdi

viém rudt; khd miéng

viém gan

phat ban d6, d6i khi cé mun nudc; viém da; cac mdng da bi mat mau; Da ngda khd; rung toéc; van
dé& vé da gidng nhu myn trdng ca

dau cd, dau nhdc hodc dau nhic; dau & canh tay hodc chan; dau khdp kém theo sung tay

bénh gibdng ctm; én lanh

tang ndng d6 men gan trong mau; tdng canxi trong mau; xét nghiém chidc nang than bt thudng

Khéng phd bién (c6 thé anh hudng dén 1 trén 100 ngudi)

) sé 1ugng té bao bach ciu (bach cdu) gidm; phan Ung viém chéng lai tidu cdu; tang sé lugng té
bao bach cdu (bach cdu ai toan)

mot rbi loan mién dich cé thé &nh hudng dén phéi, da, mit vashodc cac hach bach huyét (sarcoidosis)

giam tiét hormone do tuyén thugng than san xudt; viém tuyén yén ndm & day nio; viém tuyén gidp

bénh tidu dudng loai 1, bao gdm nhiém toan dai thdo dudng
tinh trang cd trd nén yéu va d& mét mdi; co giat
viém mt; dau mit, kich dng, ngla hodc dé mit; nhay cdm khé chiu véi anh sang; nhin thdy diém

viém cd tim, cé th® biéu hién dusi dang khé thd, nhip tim khéng déu, cam thdy mét méi hodc dau
nguc; tich tu chat 1dng quanh tim; viém bao phl trai tim

viém tuyén tuy; viém da day; vét loét phat trién & 16p 16t bén trong da day hodc phan trén cla
rudt non cda ban

da day 1lén, d6i khi cé vay; vét sung nhd, cuc hoac vét loét trén da; thay ddi mau téc

viém vé bao quanh gén

viém than

tang mUc do amylase, mdt loai enzyme phan hiy tinh bot

Hiém (c6 thé anh hudng dén 1 trén 1.000 nguoi)

mét tinh trang goi 13 tang sinh té bao lympho thuc bao mau, trong dé hé thbéng mi&n dich tao ra
qué nhidu té bao chbng nhiém trung dugc goi 1a md bao va té bao lympho cé thé gay ra

nhidu triéu ching khac nhau; phan Ung viém chéng lai hdng cdu; cdm thdy yéu, chodng véang, khd
thd hodc néu da cla ban tréng nhgt nhat (ddu hiéu céa lugng hdng cdu thip, c6 thé do mot loai
thiéu mau goi 14 bAt san hdng cdu nguyén chit)

giadm chic nang cda tuyén cén gidp, co thé bidu hién dudi dang chudt rut hodc co that cd,
mét méi va suy nhugc

tinh trang viém tam thdi cla cdc day thdn kinh gady dau, yéu va té liét cac chi (hoi

ching Guillain-Barré); viém ndo, cé thé bidu hién duéi dang nham 13n, sét, van dé& vé tri

nhd hodc co giat (viém ndo); dau, té, ngla ran hodc yéu & canh tay hodc chan; cac van dé& vé
bang quang hodc rudt bao gbm cin di tidu thudng xuyén hon, tidu khong tu cha, khé tidu va

tao bén (viém thy); sung day than kinh thi gidc c6 thé din dén mat thi lyc 8 mot hodc ca hai
mdt, dau khi ci dong mdt vas/hodc mdt thi luc mau (viém day thdn kinh thi giac); viém mang quanh
tay séng va ndo, cb thé bidu hién nhu clng cé, nhic dau, sét, nhay cadm vdi anh sang, budn ndn

hodc nén (viém mang nao)

viém mach mdu

mot 18 trong rudt non
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viém dudng mat

nglta, phdng rdép da, bong tréc hodc 18 loét va/hodc loét & miéng hodc niém mac md i, cd hong
hodc vung sinh duc (hdi ching Stevens-Johnson hodc hoai tu bidu bi nhiém doc); vét sung dé mém
dudi da

bénh trong d6 hé théng miln dich tén cong cac tuyén tao d6 dm cho cd thé, ching han nhu
nudc mét va nudc bot (hoi ching Sjogren)

viém bang quang, c6 thé bidu hién nhu di tidu thudng xuyén va/hodc dau, budn tidu, tidu ra

mau, dau hodc tlc & vung bung dudi

Cac tac dung phu sau day da dudc bao céo trong cac nghién ctu 1am sang véi pembrolizumab két hgp véi

héa tri liéu:

R&t phd bién (c6 thé anh hudng dén hon 1 trén 10 ngudi)

giadm sé lugng bach ciu (bach cdu trung tinh, bach cadu); giam sé lugng té bao hdng ciu; gidm s
lugng tiéu cdu (bam tim hodc chdy mau d& dang han)

giam hoat dong cua tuyén giap

gidm kali trong mau; cam thdy bdt déi hon

khé ngu

viém day than kinh gay té, yéu, ngla ran hoac dau rat & tay va chan; dau dau; chéng mat

hut hdi; ho

bénh tiéu chay; budn nén; ndén mda; dau bung; téo bdn

rung toéc; phat ban da; dau

khdp nglila; dau & cd va xuong; dau cd, dau nhdc hoac dau

cdm thdy mét; mét méi hodc yéu dudi bat thudng;

sét tang ndng dd men gan alanine aminotransferase trong madu; ting ndng d6 men gan aspartate

aminotransferase trong mau

Phd bién (c6 thé &nh hudng dén 1 trén 10 ngudi)

nhi&m trung phdi
gidm sé lugng bach cdu (bach cdu trung tinh) khi bi sét; gidm sé lugng té bao bach ciu (té
bao lympho)

phan (ng 1ién quan dén viéc truyén thubc

gidm tiét hormone do tuyén thugng than san xudt; viém tuyén gidp; tuyén gidp hoat dong qua mic

gidm natri hodc canxi trong mau

thidu ning lugng; thay d@di khdu vi cua ban
kho mat

nhip tim bat thudng

huyét ap cao

viém phdi

viém rudt; viém da day; khoé miéng

viém gan

phat ban d6 ndi 1én, do6i khi c6 mun nudc; van d& vé da giéng mun trung ca; viém da; Da ngda kho

dau & canh tay hodc chan; dau khdp kém theo sung téy

tdn thuong than dot ngot

sung tdy; bénh gibng cim; én lanh

xét nghiém chic ning than bat thudng; tang ndng d6 phosphatase kidm cla men gan trong mau; tang
bilirubin trong mdu; tang canxi trong mau

Khéng phd bién (c6 thé anh hudng dén 1 trén 100 ngudi)

tang sb lugng té bao bach cdu (bach cdu ai toan)

viém tuyén yén nam & day nio

bénh tiéu dudng loai 1, bao gdm nhiém toan dai thdo dudng

viém ndo, cé thé bidu hién duéi dang nhdm 13n, sét, vén d& vé tri nhd hoac co giat (viém nao);

co giat
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viém mit; dau mit, kich Gng, ngla hodc dé mit; nhay cdm khé chiu véi anh séang; nhin thdy diém

viém cd tim, c6é thé biéu hién dudi dang khé thd, nhip tim khong déu, cam théy mét moéi hodc dau
ngyc; tich tu chit 1ong quanh tim; viém bao phl trai tim

viém mach mau
viém tuyén tuy; vét loét phat trién & 1dp 16t bén trong da day hodc phdn trén cCia rudt non cla
ban

da day 1én, déi khi c6 vady; cac mang da bi mit mau; vét sung nhd, cuc u hoic vét loét trén da

viém vé bao quanh gan

viém than; viém bang quang, cé thé bidu hién nhu di tidu thudng xuyén va/hodc dau, budn tidu,
tidu ra mau, dau hodc tdc & vung bung dudi

tang mdc do amylase, mot loai enzyme phan hidy tinh bot

Hiém (c6 thé anh hudng dén 1 trén 1.000 nguoi)

phan (ng viém chéng lai hdng cdu hodc tidu ciu

mot rbi loan mién dich cé thé anh hudng dén phéi, da, m&t va’hodc cac hach bach huyét (sarcoidosis)
gidm chlic ning cta tuyén can gidp, cé thé bidu hién dudi dang chudt rGt hodc co thit cd, mét
méi va suy nhugc

tinh trang viém tam thdi cda cac day than kinh gay dau, yéu va té 1iét cac chi (héi

ching Guillain-Barré); tinh trang cd bép trd nén yéu va d& mét mdi

mot 18 trong rudt non

viém dudng mat

ngla, phdng r6ép da, bong tréc hodc 18 loét va/hoidc loét & miéng hoac niém mac md i, cd hong

hodc ving sinh duc (hdi ching Stevens-Johnson); vét sung dé mém dudi da; thay ddi mau toc

bénh trong d6 hé théng mi&n dich tén cbng cac tuyén tao dé 3m cho co thé, chéng han nhu nudc mit

va nudc bot (héi ching Sjogren)

Cac tac dung phy sau day da dudc bao cao trong cac nghién clu 1am sang vdi pembrolizumab két hgp
vdi axitinib hodc lenvatinib:

R4t phd bién (c6 thé &nh hudng dén hon 1 trén 10 ngudi)

nhié&m Frung tiét niéu gténg\tén sudt di tidu va dau khi di tidu)

gidm so lugng té bao hong cau lam giadm

hoat déng cta tuyén giap

cam thiy bdt déi haon

dau dau; thay ddi khdu vi cda ban

huyét ap cao kho

thd; ho

bénh tiéu chdy; dau bung; budn nén; ndn mia; tdo bon

phét ban da; nglda

dau khdp; dau & cd va xuong; dau cd, dau nhilc hodc dau nhic; dau & tay hodc chéan, cam théy mét
méi; mét méi hodc yéu dubdi bat thudng; sung tdy; sét

tang mdc do lipase, mdt loai enzyme phan hly chit béo; ting ndng do men gan trong mau; xét nghiém
chiic nang than bt thudng

Phd bién (c6 thé anh hudng dén 1 trén 10 ngudi)

nhidm trung phdi

gidm sd lugng té bao bach ciu (bach cdu trung tinh, té& bao lympho, bach cdu); giam sb lugng
tidu cau (dé bi bam tim hoc chay mau hdn) phan tng

1lién quan dén viéc truyén thudc

gidm tiét hormone do tuyén thugng than san xudt; tuyén giadp hoat dong quéd muc; viém tuyén
giap

gidm natri, kali hodc canxi trong mau

khé ngu
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chéng mat; viém day than kinh gay té, yéu, ngla ran hodc dau rat & tay va chan; thiéu niang lugng

khd mit
nhip tim b&t thudng
viém phéi viém rudt; viém

tuyén tuy; viém da day; khd miéng

viém gan ndi man dé, déi

khi c6 mun nudc; viém da; da khd; vidn dé& vé& da gidng myn tring c&; rung téc dau khdp sung tédy

viém than gidng bénh cim; &n
lanh
tang ndng do amylase, mdt loai enzyme phan hdy tinh bot; t&ng bilirubin trong mau; tang ndng

dd men gan dugc goi 13 phosphatase kiém trong mau; tang canxi trong mau

Khéng phd bién (c6 thé anh hudng dén 1 trén 100

ngudi) tang sb lugng té bao bach cdu (bach ciu &i toan)

viém tuyén yén ndm & day ndo

bénh tiéu dudng loai 1, bao gdm nhiém toan dai

thao dudng, tinh trang cc bdp trd nén yéu va d& mét méi; viém ndo, co thé bidu hién dudi dang 1d
13n, sét, cac vén d& vé& tri nhd hodc co gidt (viém ndo), viém mit; dau mét,

kich ng, ngla hodc dd mit; nhay cdm khé chiu vdi anh sang; nhin thiy didm

viém cd tim, c6 thé bidu hién dusi dang khé thd, nhip tim khong déu, cdm thiy mét méi hodc dau
nguc; tich tu chat 16ng xung quanh tim, viém mach mau, vét loét

phat tridn & 16p 16t bén trong da

day hoac phdn trén cla rudt non, da khd, ngiia; da day 1én, d6i khi c6é vdy; cac mang da bi mit

mau; vét sung nhd, cuc hodc vét loét trén da; thay ddi mau téc

viém v6 bao quanh gén

Hiém (c6 thé anh hudng dén 1 trén 1.000 ngudi)

giam chic ning cla tuyén can giap, co thé bidu hién dudi dang chudt rat hoac co thit cd, mét
méi va yéu sung day

thdn kinh thi gidc c6 thé din d¢én mit thi lyc & mét hodc ca hai mit, dau khi cd dong mét
va/hodc mat thi lyc mau sic (thi gidc). viém day than kinh)

mdt 16 trén rudt non ngla,

phdng rdép da, bong tréc hodc 18 loét va/hoidc loét & miéng hodc niém mac mi i, cb hong hodc vung
sinh duc (hoai tu bidu bi nhiém doc hodc hdéi ching Stevens-Johnson) trong

d6 hé théng midn dich tén cong co thé cac tuyén tao d6 dm cho cd thé, ching han nhu nudc mit va
nudc bot (hdi chdng Sjogren), viém

bang quang, c6 thé bidu hién dudi dang di tiéu thudng xuyén vashodc dau, budn tiéu, tidu ra

mau, dau hodc tdc & vung bung dudi

Bdo cdo tac dung phu

Néu ban gip bat ky tac dung phu nao, hdy néi chuyén véi bac si cla ban. Didu nay bao gdm bit ky tac dung phu nao cé thé xdy ra khéng dugc

1liét ké trong td rdi nay. Ban ciling cé thé bao co tac dung phu tryc tiép thong qua Chudng trinh Thé Vang tai

www.mhra.gov.uk/ yellowcard hodc tim kiém Thé vang MHRA trong Google Play hoic Apple App Store.

Bang cach bao cdo cac tac dung phu, ban cé thé giup cung cip thém théng tin v& dd an toan cda thubc nay.

5. Céach bdo quan KEYTRUDA

Gitl thubc nay xa tam mdt va tdm véi cda tré em.
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Khéng sl dung thubc nay sau ngay hét han dugc ghi trén thung va nhin lo sau EXP.
Ngay hét han d& cap dén ngay cubdi cung cta thang d6.

Bdo quan trong td lanh (2°C - 8°C).
biing déng bang.

Bado quan trong thing carton ban dau dé& tranh anh sang.

T quan diém vi sinh, san phadm sau khi pha lo&ng nén dugc sd dung ngay. Dung dich pha lodng khong
dugc déng lanh. Néu khéng st dung ngay, do 6n dinh vé mat héa hoc va vat 1y khi s dung cta KEYTRUDA
da dudc ching minh trong 96 gid & nhiét dé 2°C dén 8°C. Thdi gian luu gill 96 gid nay cé thé bao gdm
téi da 6 gid & nhiét dd phong (bing hodc dudi 25°C). Néu d& trong td lanh, lo va/hodc tdi truyén ti nh
mach phai @& & nhiét d phong trudc khi sl dung.

Khéng 1luu tril bdt ky phdn dung dich truyén chua st dung nao dé tai su dung. BAt ky loai thubc khéng
st dung hodc chat thai nao déu phai dugc xd 1y theo yéu ciu cua dia phuong.

6. No6i dung clia géi va théng tin khac

KEYTRUDA chda nhiing gi

Hoat chit 1 pembrolizumab.

Mot 1o 4 mL chdfa 100 mg pembrolizumab.
MBi mL chit cb6 dac chda 25 mg pembrolizumab.

Cac thanh phén khac la L-histidine, L-histidine hydrochloride monohydrate, sucrose, polysorbate 8@ va

nudc pha tiém.

KEYTRUDA tréng nhu thé nao va ndi dung cda géi
KEYTRUDA 1a dung dich trong suét dén hdi trdng duc, khéng mau dén hoi vang, pH 5,2 - 5,8.
N6 cé sdn trong hép chla mét 1lo thiy tinh.

Ngudi giit gidy phép tiép thi
Ngudi gitl gidy phép tiép thi: Merck Sharp & Dohme (UK) Limited, 120 Moorgate, London, EC2M 6UR,
UK.

nha ché tao
Merck Sharp & Dohme BV

Waarderweg 39
2031 BN Haarlem

Ha Lan

Moi thong tin v& thudc vui long lién hé:

Merck Sharp & Dohme (Anh) Limited

Dién thoai: +44 (@) 208

154 8000 Email:Medicalinformationuk@msd.com

T3 rdi nay dugc sula ddi 1an cubi vao thang 9 nam 2023

© 2023 Merck & Co., Inc., Rahway, NJ, Hoa Ky va cac chi nhanh cda né. P& dang ky Ban quyén

PIL.KTD.23.GB.8464.11-052.RCN0O23046
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Thong tin sau ddy chi danh cho cédc chuyén gia cham séc suc khde:
Chudn bi va truyén dich + Khéng 1l&c lo.

Can bang lo thubc & nhiét d6 phong (bang hodc dudi 25°C).

Trudc khi pha loéng, lo chat 1éng cé thé aé ngoai tG lanh (nhiét dd bang hodc dudi 25°C)
trong téi da 24 gid.

Cac san phém thudc ding dudng tiém phai dugdc kiém tra bing mét vé& cac hat va sy

ddi mau trudc khi dung. Chit cé dic 1a dung dich trong subt dén hoi duc, khéng mau

dén hoi vang. Loai bé lo néu quan sat thdy cac hat cé thé nhin thdy dugdc.

RGt thé tich cdn thiét 1én t8i 4 mL (100 mg) chit c6 dic va chuyén vao tui truyén

ti nh mach chda natri clorua 9 mg/mL (@,9%) hodc glucose 50 mg/mL (5%) dé chudn bi dung
dich pha lodng vdi ndng d6 cubi cung tif 1 dén 10 mg/ml. Mdi lo chia ludng du ©,25 mL
(téng ham lugng trong mbéi lo 1a 4,25 mL) @8 dam bdo thu hdi dugc 4 mL chdt co dic. Tron
dung dich da pha loang bang cach ddo ngudc nhe nhang.

TU quan diém vi sinh, san phém sau khi pha lodng nén dugc sd dung ngay.

Dung dich pha lodng khéng dugc dong lanh. Néu khong st dung ngay, do dn dinh vé& mat héa hoc va
vat 1y khi s dung cCa KEYTRUDA d& dudc chiing minh trong 96 gid & nhiét dd 2°C dén 8°C. Thdi gian
1uu gill 96 gid nay c6 thé bao gdm téi da 6 gid & nhiét dd phong (bang hodc dudi 25°C). Néu dé
trong tG lanh, lo va/hodc tGi truyén ti nh mach phai dé & nhiét do phong trudc khi s dung. Cac
hat protein trong sudt dén tring co thé dugc nhin thdy trong dung dich pha loang. Tiém

ti nh mach dung dich truyén trong 30 phut béng cach s dung bd loc ndi tuyén hoac bd loc bd sung
vb trung, khong gay sét, cé ham

1ugng protein thp tif ©,2 dén 5 pm. + Khong dung chung cac thudc khac qua cung mét

dudng truyédn. « KEYTRUDA chi dugc sd dung mét 1dn. Loai bd phdn khong s dung con sét lai trong lo.

B4t ky san pham thudc hodc chit thdi nao khéng dudc sl dung phdi dugc xi 1y theo yéu cau

cla dia phuong.

© 2023 Merck & Co., Inc., Rahway, NJ, Hoa Ky va cac chi nhanh cta né. D& dang ky Ban quyén
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