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Vial-EabelArtwork: Albutein® 2§5%, 50 mL (Revised Vietnam Bilingual Labeling)
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Vial Label Artwork: Albutein® 25%, 100 mL (Revised Vietnam Bilingual Labeling)
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Attachment 2.3
Outer Carton Artwork: Albutein® 25%, 50 mL (Revised Vietnam Bilingual Labeling)
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125 ¢/ 50mL | at albumin | 125/ 50mL flusds with ot immeduately follew g Albutein™
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Attachment 2.4
Outer Carton Artwork: Albutein® 25%, 100 mL (Revised Vietnam Bilingual Labeling)
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Albutein® 25%

Albumin (Human) U S.F. (ne 100 ml vial Albumin (Humani U S P Alatein® | Albumin (Human) U S.P

| Each 100 mL coptams 25 grams Albu min (Human]

i agquecys diluent

Oxmotically equivaient lo 500 ml of plasma

Sedium range 130160 milhieguivalenis per |ites

Stabibzed with 008 millimele sedium capryate 25/ 100 mL

| and 00 millimele sedium acetylfyptophanale . 4 cai
ger gram of albumin Dung dich trayen Goh mach 25 q / 100 mL

Frecautions:

[a nat aliaw to freeze

Single dose cantainer for intravenous
adminisiration.

Discard  any wnused  contenls  2nd
adminisiration devices afler use

In case of dehydration, administer additianal

Solutian for infusion

25g/ 100 ml

Salution for infusion

] fluds  with o immediately [allewing
Conlains rio preservative Hap 1 cha 160 ml Albuten®,
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infarmaticn on dosage and directions for
administralion, see enclosed pamphlet
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GRIFOLS

Albutein® Dich truyén 25%
Albumin (Ngudi) US.P.

MOTA

Albumin (Ngutr) L1.5.P., Dung dich Albutein® 25% |2 dung
dich nugc va tring tiEm tinh mach don ligu, chira 25%
albumin ngui (trong luong/ thé tich), Albutein® 25%
duot bao che bang phuang phip phin doan ton lanh
1ir hé huvet 1 nguii thu duec tir mau tinh mach,
Sin pham duroe cd dinh bing 0,08 mmol caprylate natri
va 0,08 mmol acetyltryptophanate natri cho moi gram
albumin.

Albutein’ 25% c dwong luong thim thiu gip §
lin huyét twong nquéi bish thudng cung the tich.
Albutein® 25% chira 130-160 mEq ion Na* jlit vi co pH la
7,020,3. Ham luong nhém trong dung dich khanglon hon
200 meg/lit trong thin han sif dung cia thudc, Ché pham
khing chira chit bio quan

Albutein® 25% duoc xir Iy nhiét & 60 °C trong 10 gidr
Khéng the khing dinh chic chin 13 xi I nhiét ndy hodn
toan tiéu diét cac tic nhin gdy viém gan siéu vi, tuy
nhién, chua o trwémg hop no dwoc biét va duoc ihlng
dinh [3 viém gan vi rdt do sit dung Albutein® 25%,

DUOC LY LAM SANG:

Albumin 2 protein hinh ciu, ¢6 tinh chit hoa tan @
(trong lwang phan tlr 66.500), tao 70-80% ap sudt
tham keo cua huvel trong, Vi vay, né ral guan lrong
trong diéy hoa dp sudt tham thiu cia huyét twong'”,
Albutein® 25% cung cap duang lvong keo xdp xi § fén
huyél tuong nquei cung the tich. NG lam téng the tich
hwel tuong tuin hoan xap Xi 3,5 fin thé tich dich truyén
vio trong 15 phir, néu ngudi duoc t:um duoe cun
cap nuac dnr du’, Luang dich thém nay lim gidm dd <
dac mau va dﬁ nhét miu. Mic 45 va théi gian tang the
tich tify vio thé tich mau ban diu. Khi diéu tri bénh nhan
vai the tich mau giam, tac dung cia albumin truven vio
€6 the 1n tai trong, nhiéu giz. Suf pha loang miu keo dai
trong thir gian ngin han khi albumin duoc truyén cho
nhitng bénh nhan ¢d the tich miu binh lhu‘ung

Albumin (eng a protein van chuyén va gin ket tu nhién
v cic chat hign hiru, thudc hodc doc chit lww thing
trong tudn hoan,

Albumin duoc phan b bd & khap dich ngoai bao v han 60%
ho albumin cor thé nam trong khu vure ngoal mach. Tung
56 albumin trong co lhe mét nguin dan dng 70 kg xdp
%3209, b thu ky tuan hoan 15-20 ngay, tong hop va
thaai dutng xap i 159 / ngay'.

CHI BINH VA SU DUNG:

Albutein® 25% duoc chi dinh trong

3} Diéu tri sbc gidm the ticht,

b La thude phy trg trong thim tich mau cho bénh
nhan chiu sur thém tich dai ngiy hoic cho nhitng

Attachment 4

Package Insert Artwork (Continued): Albutein® 25% (Revised Vietnam Bilingual Labeling)

Nhtmg g hop Albutein® 25% CO THE duo chi dinh:
H3i chitng suy ho hip cap & ngudi lom (ARDS)

- Chintheong nang hoac phéu thudt lim su mat albumin
gia tang hodc su’lnng hop khang day di',

- Thin hu c3p khing dip ¢ng difu tri bing
mlnp!\osphmde hodc steraid, Ligu phip steroid 0
th fam 1ang phi ne ma o thé dip tng vén diéu tr phii
nop albumin va Ihuoc lon Géu,

- Suygan tap hodc 6 trudmg, vigc diéu tri dwoc didu
chinh tiy tirng bénh nhin',

Trit phi tinh trang bénh Iy giy giém albumin huvet duor diéy

ch:nh truyen albumin <hi lam mat cac triéu (hung KHONG

¢é Iy do hop Iy nao dung albumin nhu chit dinh duting
truyen tinh mach,

Sir dung o Tré em Albutein® 25% duoe chi dinh phm hap

tm»,ren thay mau trong diéu tri téng bilirubin huyt so sinh,

Su st dung Afbutein® 2550 1té em chua duoe danh gid trén

Iam sang. Vi vay, bac sf nén can nhic giira nguy ¢ va loi ich

clia viée sir dung Albutein® 25% cho tre em,

CHONG CHI DINH:

Albutein® 25% chong chi. dinh cho bénh nhin thiéy miu
ning hodc suy tim von the tich mdu nd mach binh thuang
hoc ting,

Viie sir dung Albutein® 25% chang chi dinh & bénh nhdn vai
biénh sir co phan dng di ig véi sn phim nay.

CANH BAO:

Sau nhitng bao cdo cho rang ton tai mdt nguy €o tiéw huyét
6] cdp tiEm tang vi suy thin cdp do <y s dung khang
diing Nudt Va trung Pha tiém nhu mét chat dung pha loang
Albumin (Nguay’, neu s pha iodng dugc dbi hoi, dung
dich pha loang chp nhin duoc Ja Clorua Natri 09‘6 hodc
Dextrose 5% trong Nude’.

Albutein® 25% duoc san xudt tir ho huyét twong aguin. Dua
trén sur thanh loc nquti cho huyét tweng hidu qua va cac
qui trinh san xudt sin pham, no mang nguy co vo cing xa
xbi sulruyin biénh virus, bao gdm cd nquy co trén Iy thuyet
cuia s mmn bénh (reulzlaldl -Jakob ((JD), Mac di chua o
ca truyén bénh do virus hodc CJ0 nio duoc nhan dign do
ding albumin, nguy co cac tic nhan liy nhiém khéng the
hodn todn bi foa trie, Bac si nén cin nhac nhirng nguy co vi
lart ich cda vige sir dung sin phim nay vi nén thao luan didu
ndy vin bénh nhin.

Dung, dich Albutein® 25% khing nén ding néu thiy dug, co
cin lang trong lo, khang sir dung sau khilo da md nap hon
4 gigr, Vit bb phan khang s dung.

CAN THAN:

Albutein® 25% nén duoc truyén cin thin & bénh nhin ¢6 dy
rir tim thip.

Truyén nhanh co thé qud (H] dan dén Ph” phii. &rh nhan
nén duoe theo déi st nhing dau hieu ting &p sudt tinh
mach,

Huyet aJ) ting nhanh sau khi tsuyen bit budc theo dal (an
thin déi vér bénh nhin bi chan tnwng hnac hiu phay dé
phai hign va dleu tri bénh Iy mach mau trdm trong khng
chay mau & ap sudt thip han,

Bénh nhin mat nuac ding kE dbi héi truyén dich thém
vao, Albutein® 25% ¢6 thé truyén véi dich truyén tinh mach

Phu nir mang thai category C: nhitng nghién cuu trén su
sinh sin ctia thi vit chua dwoc thue hin var Albutein® 25%.
Nguei ta ciing chua 1o Albutein® 25% cd hay khang gdy tén
theang béo thai khi ding cho phu nir mang thaj hodc dnh
hudng dén kha ning sinh san. Albutein® 25% chi diig cho
phu nir mang thai khi thit cin thiét,

Phu nir cho con bit: Chra co nghién citu vé vise sir dung
Albutein® 25% trén ngudi ciing nhu thu vit trong gial doan
cho con b, Chi wdung khi thit su can thiét,

Tac ding cia thuée lén khi uing lai xe va vin hanh may
méc KI:gm € téc diing ndo cia thudc [én kha ndng It xe va
van hanh miy méc dvot quan sat,

PHAN NG PHU:

Cac tac dung phu hay gip nhat bao gcm sit va an lanh; ndi
mdn, budn non, nﬁn tim d&p nhanh va ha huyét dp tiing da
duot bio cdo. Ny phn, g xay ra myen chim vd ngung
truyén trong then gian ngan co the am mat nhu'ng triéu chirng
trén. Néu da ngung trz.ven va bénh nhan doi héi phai truyén
Albutein® 25% nén dung sdn pham cua I khie,

Albutejn 25% dac biét néu truyén nhanh, ¢6 the gy qua tii
din dén phis phai.

Dé bio cdo CAC TRUONG HOP NGHI NGO GAP PHAI TAC
DUNC PHU, xin fién hé Grifols 5 dién thoat 1-323-225-2221.

LIEV LUGNG VA CACH DUNG:
Albutein® 25% dng tiem tmyen tinh mach, Tnm; ieu thay
doi theo timg ca nhn. O nquin lan liéu tiém Imfcn diu
tién 1a 100 ml. duoc dé nghi. Lieu thém vae ty vo chi dinh
lam sang. Khi dieu tri bénh nhan bi s vii lugng mau giam
nlmu Albutein® 25% ¢4 thé Iln'ftn nhanh han neu can thiet
dé cii thién tinfi trang lam sang va phuc hdi the tich miu,
Ligu nay co. thé [ip lai trong 15-30 phat néu ligu ddu tidn
khéng du. & bénh hdn vi thé tich miu binh thudng hodc
giam nhe, tic dd truyén thong thirirng 1a 1 mL/phit.
Néu s pha loéng Albutein® 25% doi héi trén lim sang, dung
dich pha lodng twang hop gom dung dich Clorua Natn 0,%%
vd trung hodc Dextrose 5% v tring trong Nuoc.
Sir dung ¢ Tré em Sir dung Albutein' 25% o tré em, chua
duot dinh giiréa lim sang. Liéu lrong thay i tiy finh
trang. Iam sanq n ning, Tiéy bleu. lieui/4 énl 2 ligu
¢ uuven hodc liéu co the tinh todn trén co s
kg cig, nang (2,4 dén 4 ml Albutein® 25%).
do tan huyét so sinh, liéu thich hap
il n huyét thanh tu do 1a 1 gram/kg cdn ning
trong summh’ Téc da truyén ¢ tre em bang 1/4 toc
da nguin lan, .
Ché pham tiém IrWot kiém tra bing mat dé phit
hién can lang vd su ddi e khi dem dung, bt cif khi
nao dung dich va chai cho phép.
HUGNG DAN S DUNG: (50 mL vi 100 mL)

Khi b tiém lruyin duecding:

B0 nap nhya trén ddu lo, bic 16 ndp cao su. Khir trur!g nip

a0 su ver dung dich I:hulrung thich hop,, khang dé cdn tan

dong, Tuin theo ky thuit va tring va chudn bi dung cu tigm

i tring nhy sau.

1. Dong khoa bé diy truyén,

2. Latnguoc chai, ép chat budng nha giot, choc kim lhang
vao chinh giira nip. Khing choc nghiéng hoac xoay van,

6. & hét dung cu ligm truyén sau khi s dung. 86 hét
thugc thira,

Khi b tiém truyén khoﬂg durore dung

86 nip nhua trén diu lo, bic 19 nap cao su. Khir tring nap

cao su vori dung dich khit lrung ‘thich hep, khang d& ¢dn ton

dong. Tuan theo kf thudt vé triing va chuan bi dung cu tiEm

v trimg nhy sau;

L Bung ky thudt vé tring, Iap kim foc vao bom tiém nhya

vé Irung diing mt [an.

Chor kim loc vao dung dich Albutein® 25%

Rit dung dich Albutein® 25% tir Jo vao bom ti

Rt wi vint b kim loc khot bom tiém.

Lip kim tiém co kich c& mong mudn vio tigm.

B hét dung cu ém truyén sau khi s dung. 8 hélt

thudc thira,

TRINH BAY:

1. Lo 50 mL Albutein® 25%
2, Lo 100 mL Albutein® 25%.

#Ao QuAN:

Albutein® 25% on dinh trang 3 nam néu bdo qudn & nhiét dg
Ithnry qua 30 °C. Khéng doc dé ngin di.

Thude ké toa
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KHUYEN CAO

- Boc kj hwing dan sir dung trrde khi ding. Néu cén
thém théng tin, xin hoi y kin bic si.

- Thuft nay chi ding theo su ké dom cda thiy thudc,

- Thng bao cho bac si nhing téc dung khing mong
muon gap phai khi sir dung thudc.

- !(heng dung thudc sau ngay hét han st dung d duoc in
trén nhan va bao bi.
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