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TO HUONG DAN SU DUNG THUOC

- _ti'_)-' chi ding theo don thudc
5 Lin tay tré em
y lra'ng dan sir d;mg truede klu dung

Acid gadoteric (du6i dang gadoterate meglumine)..... 2793,2 mg tuong duong 5 mmol
- Thanh phin ta duge: DOTA (1.4,7,10- Tetraazacyclododecane-1.4,7,10-tetra- acetic acid
dihydrate), natri hydroxyd. nuéc cat pha tiém.
2. Dang bao ché:
2.1. Dang bao ché: Dung dich tiém
2.2. Mb ta dang bao ché: Dung dich trong, khong mau dén vang nhat.
3. Chi dinh:
Thuée ndy chi dugce ding cho muc dich chan doan.

Acid gadoteric la mot chﬁt tuong phan dugc chi dinh lam tang cudng d¢ twong phan trong chyup
cong huong tir (MRI) dé ¢6 hinh hién thi/mé ta tdt hon o

Ngueoi lén va tré em (0-18 tuoi)
- Chyp MRI than kinh trung uong bao gom cac ton thuong ndo, cot séng va cdc md xung quanh

- Chup MRI toan than bao gém céc ton thuong gan, than, tuy, xuong chéu, phdi, tim, nguc va hé
CO Xuong.

Ngueoi lon

- Chup mach cdng hudng tir bao gbm céc tén thuong hoic hep dong mach khong vanh.

Acid gadoteric chi dugc sir dung khi thong tin chan doan rit cin thiét va khong c6 sin MRI
khéng ting cuong.

4. Liéu diing va cich dung:
4.1. Lidu dung

Nén sir dung liéu thzip nhit di lam tang d§ twong phan cho muc dich chdn doan. Lidu nén duot
tinh todn dya trén can néng clia bénh nhan, va khéng duoc vuot qué liéu khuyén cdo cho mdi kg
trong luong co thé duge néu chi tiét trong phén nay.

MRI ndo va cét song

Trong kham thén kinh, liéu co thé thay déi tir 0,1 dén 0.3 mmol/kg can ndng, twong (mg v6i 0,2
dén 0.6 ml/kg. Sau khi dung 0,1 mmol/kg cho bénh nhan u ndo, liéu bd sung 0,2 mmol/kg cé thé
cai thién dic diém cia khéi u va tao diéu kién thuén loi cho viéc dua ra quyét dinh diéu tri.

Chup MRI toan than va chup mach

Liéu khuyén cdo tiém tinh mach 13 0,1 mmol/kg (tic la 0,2 mi/kg) dé cung cép dd du tuong phan
chén dodn.

Chup mach: Trong nhiing trudng hop ngoai I¢ (vi du nhu khong thu dugce hinh anh ung y cua
mdt ving mach mau rdng), vi¢c tiém tiép mot liéu 0,1 mmol/kg, twong duong 0,2 ml/kg c6 thé
hop 1y. Tuy nhién, néu du kién sir dung 2 lidu acid gadoteric lién tiép trude khi bit dau chup
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mach, thi viéc sir dyng mdi lidu 0.05 mmol/kg, tuong duong 0,1ml/kg co thé cé loi, tiy thude
vao thi¢t bi chup anh hién co.

Déi twong dic biét

Suy than

P6i voi bénh nhan suy than nhe dén trung binh (GFR > 30 ml/phut/1,73m?): ap dung lidu cho
ngudi truong thanh,

P6i vai bénh nhan suy than nang (GFR <30 ml/phat/1,73m?) va bénh nhén trong giai doan ghép
gan chu phiu: chi duge sur dung acid gadoteric sau khi da dénh gid can than rui ro/lgi ich, khi
thong tin chdn doén rét cén thiét va khong c6 san MRI tang cudng khéng tuong phan (xem phén
6.Canh bdo va than trong khi dung thudc). Néu cén thiét phai sir dung acid gadoteric, liéu dung
khong dugc vuot qua 0,1 mmol/kg. Khong nén sir dung nhiéu hon mét liéu trong qué trinh
chup. Do thiéu théng tin vé viéc tiém nhéc lai, khong nén tiém 13p lai acid gadoteric trir khi
khoang cdch giira cdc lan tiém it nhit 13 7 ngay.

Ngueeri cao tuéi (tir 65 tuéi tro lén)

Khéng can chinh liéu. Cén than trong o bénh nhan cao tudi (xem phin 6.Canh béo va than trong
khi ding thudc).

Suy gan

fip dung liéu cho ngudi truong thanh. Khuyén cdo phai than trong khi sir dung, ddc biét trong
truomg hop dang trong thoi gian ghép gan chu phiu (xem phén Suy than & trén).

Tré em

MRI ndo va ct séng/MRI toan than: lidu khuyén céo va t6i da la 0,1 mmol/kg. Khéng nén si
dung nhiéu hon mét liéu trong qua trinh chup.

Do chire nang thin & tré méi sinh dén 4 tuan tudi va tré so sinh dén 1 tudi chua truong thanh, chi
nén ding acid gadoteric cho nhimg bénh nhén nay sau khi di cin nhic ky véi liéu khong qua 0,1
mmol/kg thé trong. Khéng nén sir dung nhiéu hon mét liéu trong qué trinh chup. Do thiéu thong
tin vé vigc tiém nhéc lai, khdng nén tiém I3p lai acid gadoteric trir khi khoang céch giia céc Iin
tiém it nhét 1a 7 ngay.

Acid gadoteric khéng duge khuyén cdo dé chup mach & tré em du6i 18 tudi do khong cé du dir
lidu vé& hi¢u qua va d$ an toan trong chi dinh nay.

4.2. Cach dung
San phdm chi duoc chi dinh tiém tinh mach.

Tée d tiém: 3-5 ml/phit (t6c do tiém cao hon 1én dén 120 ml/phit, tic 1a 2 ml/gidy, 6 thé duoc
st dung cho céc thu thudt chup mach).

Hinh anh t6i wu: trong vong 45 phiit sau khi tiém.
Chudi hinh anh téi wvu: trong T1 (T1-weighted).

Néu c6 thé, nén sir dung phuong tién can quang trong long mach khi bénh nhén dang nﬁm Sau
khi diing thudc, bénh nhén nén dugc theo ddi it nhat nira gid, vi kinh nghi¢m cho thay phén lén
cac tac dung khéng mong mudn xay ra trong thoi gian nay.

Chuén bi mét éng tiém c6 kim. Mo nép nhya ra. Sau khi lau sach nut bdng bang tdm cdn, ding
kim choc thung nit. Rut lugng dung dich can ding va tiém vao tinh mach.

Chi st dung m6t 1an, bit ky dung dich nao khéng sir dung nén duge loai bo.

Dung dich tiém can dugc kiém tra bing mét thuong truée khi sir dung. Chi sit dung céc dung
dich trong su6t, khong c6 céc tiéu phan nhin thiy duge.

5. Chbng chi dinh
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Qué man véi acid gadoteric, véi meglumine hogc v6i bt ky san phim nao cé chira gadolinium.
Qué mén v6i bit ky thanh phin nao cua thude.

6. Canh bdo va thén trong khi ding thubc

Canh bdo

Khong sir dung dudng tiém trong da. Cha y duy tri tiém tinh mach ngh:em ngét: thoat mach c6
thé dan dén phan img khong dung nap cyc b, can dugce diéu tri tai chd.

Nén thuc hién cac bién phap phcm}5 ngtra thong thuong khi kiém tra MRI, chéng han nhu loai trir
trufmg hop bénh nhén dat may tao nhip tim, kep mach sat tir, bom truyén dich, méy kich thich
than kinh, thiét bi éc tai di¢n tir, hodc nghi ngo ¢6 di vét kim loai trong ndi tang, dic biét 1a &

mit.

Qué mén

- Nhu véi cac thuoc can quang khéc ¢6 chira gadolinium, ¢6 thé xay ra phan rng qua man ké ca =
phan rng nguy hiém dén tinh mang (xem phan 10. Téc dung khong mong muén). Phéan g qué 002,

man c6 thé la di img (dugc mo ta I phan (g phan vé khi nghiém trong) hodc khong di tmg.
Ching co thé biéu hién ngay lap tac (dudi 60 phit) hodc cham (lén dén 7 ngay) Phéan Gng phan
V€ xay ra ngay |dp tic va ¢ thé gay tir vong. Chiing khdng phuy thude vao licu lugng, c6 thé xay
ra ngay sau licu dau tién va thudng khang thé doan trude duoc.

- Luén c6 nguy co qua min bat ké liéu luong dugc tiém.

(B[ S=ESE)

- Nhitng bénh nhan da timg bj phan tmg khi sir dung chat can quang MRI ¢6 chira gadolinium
trude d6 s€ lam ting nguy co gdp phan ng khéc khi sir dung cling mot san pham sau d6 hoic ¢o
thé 1a céc san phim khéc, va do dé duoc coi la co nguy co cao.

- Tiém acid gadoteric ¢6 thc lam tram trong thém céc mLu chimg cta bénh hen suy&n hién co. O
nhitng bénh nhédn hen suycn chua kiém soat duge, quyét dinh st dung acid gadoteric phai dugc
dua ra sau khi danh gia can thén ty 1¢ nguy co - loi ich.

- Nhur d2 biét khi sir dung chét can quang co chira i- 61, phan tng qué min c6 thé trAm trong hon
& nhitng bénh nhan dang dung thude chen beta, va dac blt;t khi c6 bénh hen phé quan. Nhﬁng
bénh nhén nay c6 thé khong dap ung diéu tri tiéu chuén ddi véi phan {mg qua man bing thubc
chu vén beta.

- Trudc kh: tiém bét ky chét can quang nao, nén hoi bénh nhén vé tién sir di tng (vi du di tng
hai san, s6t, néi mé day), nhay cam véi chit can quang va hen phé quan vi ty I& phan (mg c6 hai
v6i chét can quang duge bdo cdo cao hon & bénh nhén c6 tinh trang ndy va viéc diéu tri bing
thuéc khang histamin va/hoic glucocorticoid ¢ thé dugc xem xét.

- Trong qua trinh chup can ¢o sy gidm sdt cua bac si. Néu phan ung qua man xay ra, phai ngay
lap tirc ngimg sir dung chit twong phan va bét diu diéu tri cu thé néu cin thiét. Do d6, nén nem
tinh mach mét vi tri trong toan bd qué trinh chyp. D& chudn bj cdc bi¢n phap dbi pho khﬁn cap
ngay |ap tirc, cdc loai thude thich hop (vi du nhu epinephrin va thuée khang histamin), éng ndi
khi quan va mdy hé hap nhén tao phai sin sang.

Suy thén

Trude khi sir dung Gadoteric Bidiphar, tit ci bé¢nh nhin dwoc khuyén cdo nén kiém tra
rbi loan chirc niing thian bing cic xét nghiém trong phong thi nghiém.

D4 c6 bao cdo vé xo hoa hé thong ngudn gde thin (NSF) lién quan dén viéc sir dung mét sé chét
can quang c6 chira gadolinium & bénh nhén suy thén ning cip tinh hoic man tinh (GFR <30
ml/phit/1,73m?). Bénh nhin dugc ghép gan dac biét c6 nguy co vi ty 1& suy than cip & nhém
nay cao. Do kha niing NSF c¢é thé xay ra vai acid gadoteric, chi nén sir dung thudc nay cho bénh
nhan suy thén ning va bénh nhan trong g1a| doan ghép gan chu phau sau khi da déanh gia rui
ro/loi ich cén than, khi théng tin chan doan rt can thiét va khong c6 sin MRI tang cuong khong
can quang.
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Thim phén méu ngay sau khi dung acid gadoteric ¢6 thé hitu ich trong viée loai bo acid
gadoteric ra khoi co thé. Khong c6 bing chimg cho thdy viée bit du thim phan mau dé phong
ngura hodc dicu tri NSF ¢ nhitng bénh nhan khong ¢6 chi dinh loc mau.

Ngudi cao tudi

Vi d§ thanh thai qua thén cua acid gadoteric c6 th¢ bi suy giam o ngudi cao tudi, viée sang loc
bénh nhan tir 65 tudi tré 1én bi roi loan chirc nang than la dic biét quan trong.

Tré em

Tré moi sinh va tré so sinh

Do chire ndng than & tré méi sinh dén 4 tudn twdi va tré so sinh dén | tudi chua truong thanh, chi
nén duing acid gadoteric cho nhitng bénh nhéan nay sau khi da cin nhic ky

Bénh tim mach

O nhitng bénh nhén bi bénb tim mach ning. ct}i nén dung acid gadoteric sau khi da danh gia loi
ich riii ro cén than vi cho dén nay chi c6 mot sé dir liéu han ché.

Réi loan thin kinh trung uong

(}i("mg nhu vdi céc chat can quang c6 chira gadolinium khic, can dic biét than trong ¢ nhirng
bénh nhan c6 ngudng co gidt thap. Can thyc hi¢n cic bi¢n phap phong ngura, vi du nhu gidm sat
chat ché. Phai chuénqu sdn sang trudc tat ca cdc thiét bi va thude can thiét dé chéng lai bt ky
con co gidt ndo cé thé xay ra.

7. Sir dung thude cho phu nir ¢6 thai va cho con bu

7.1. Phu nir ¢6 thai

Khong c6 dir ligu vé viée sir dung acid gadoteric ¢ phy nit mang thai. Céc nghién ciru trén dong
vat khong cho thdy téc hai true tiép hodc gian tiép lién quan t6i doc tinh sinh san. Acid gadoteric
di qua nhau thai chim. Gadoteric Bidiphar khéng nén dugc dung trong thai ky trir khi tinh trang
1am sang cua phu nir mang thai bét budc sir dung acid gadoteric.

7.2. Thoi ky cho con bt

Chét can quang chira gadolinium dugc bai tiét vao stta me voi mot luong rz’i} nhé. O liéu 1am
sang, dy kieén khong ¢ anh hudng doi véi tré so sinh do mdt lugng nho bai tiét qua sita va kém
hap thu qua rudt. Tiép tuc hodc ngirng cho con b trong thoi gian 24 gi¢r sau khi ding acid
gadoteric, nén theo quyét dinh cta béc si va ngudi me dang cho con bu.

8. Téc d)ng ciia thude khi I4i xe va vin hainh may

Khéng c6 nghién ciru ndo vé anh huong dén kha nang ldi xe va sir dung may maéc. Bénh nhén
cép ciru khi dang 14i xe hodic vin hanh méy moc can luu y rang tinh trang budn nén cé thé xay ra
ngau nhién.

9. Tuong tdc, twong Ky ciia thube

9.1. Tuong tac cta thude:

Khong phat hién c6 twong tc véi cac thude khic. Céc nghién citu chinh thic vé twong téc thude
chura duge thue hién.

Thudc diing ddng thai cin duoe lru y

Thube chen beta, chét kich hoat mach, thudc e ché men chuyén, thudc doi khang thu thé
angiotensin [I: nhiing thudc nay lam giam hi¢u qua cta co ché bu trir tim mach véi réi loan
huyét ap: bac si X quang phai dugc thong bao trude khi tiém phirc hop gadolinium va thiét bi
hdi sirc phai sin sang cho sir dung.

9.2. Tuong ky cua thudc:

Khéng tron 13n thude nay véi cac thude khic.

T hudng dan sic dung — Trang 4/7
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10. Tac dyng khéng mong muén:

Céc téc dung khong mong muén lién quan dén vigc sir dung acid gadoteric thuong c6 cudng do
nhe dén trung binh va thodng qua. Phan tng tai chd tiém, budn nén va dau diu la nhirng phan
ing thudng duge quan sat thay nhat.

Trong cdc thir nghi¢m Iam sang, buon non, nhirc déu, phan ing tai chd tiém, cdm gidc lanh, ha
h}:}ret ap, buon ngu, chéng mit, cam gidc nong, cam gidc nong rat, phat ban, suy nhugc, loan vi
gidc va tang huy¢t dp la nhimg téc dung khong mong mudn lién quan thudng xuyén nhat, ¢6 tin
sudt it gép (=1/1.000 dén <1/100).

Sau khi luu hanh trén thi truong, cc phan tng c6 hai duge bédo cdo thudng gip nhat khi st dung
acid gadoteric 1a budn nén, nén, ngira va phan (ing qua min.

Trong cdc phan (g qua mén, cdc phan (mg thudng thdy nhét 12 céc phan Gmg trén da, ¢6 thé khu
tri, rdng khap hodc toan thin.

Nhing phan (g nay thuong xay ra ngay lap tire (trong khi tiém hodc trong vong mot gidr sau
khi bat déu tiém) hoac d6i khi cham (mét gio dén vai ngay sau khi tiém), biéu hién nhu phan
rng da trong trudng hop nay.

Céc phan (g tirc thoi bao gdm mét hoic nhidu téc dung, xudt hién ddng théi hodc tuin ty,
thudmg 1a cde phan (ing trén da, ho hép, tiéu hoa, khép vashodc tim mach. M&i ddu hiéu ¢6 thé 1a
mét dau hiéu canh béo vé mot ¢ sdc bét diu va rat hiém khi din dén tir vong.

Céc trudmg hop xo hda hé thong do than (NSF) biét 1ap da duoc béo cdo vdi acid gadoteric, hau %
hét 1a & nhitng bénh nhén dung dong thoi cde chat can quang ¢ chira gadolinium khic (xem *

phén 6. Canh bdo va than trong khi dung thudc).

Céc phan img ¢6 hai dugc ligt ké trong bang dué6i ddy theo h¢ co quan va theo tén sudt voi
huéng dan sau: rat thuong gip (>1/10), thuomg glp (=1/100 dén <1/10), it gip (=1/1.000 dén
<1/100), hiém gap (>1/10.000 dén <1/1.000), rat hiém gap (<1/10.000), chua r3 (khéng thé uéc
tinh duoc tir dir liéu co sén).

Hé¢ co qﬁ;il : Tén suit: tic dung khong mong mudn

R6i loan hé mién | [t gdp: qua man

dich Rét hiém gip: phan g phan vé, phan (ng gia phan vé
R&i loan tdm than Hiém gap: lo ling

Rét hiém gap: kich dong

Roi loan mat

R&i loan hé than kinh | ft géap: nhirc dAu, loan vi gidc, chong mat, budn ngu, di cam (bao gbm ca
cam giac bong rat)

Hiém gap: tién mé

Rit hiém gdp: hon mé, co giat, ngét, run, roi loan khiru gidc

g

| Hiém gap: pht né mi mét
Rz‘gt hiém gap: viém két mac, xung huyét mit, m& mit, tang tiét nudc
mat

|
{
|

R&i loan tim Hiém gdp: danh tréng nguc
R4t hiém gap: nhip tim nhanh, ngimg tim, loan nhip tim, nhip tim chm

R&i loan mach mau it gap: ha huyét ap, ting huyét ap
Rét hiém gp: xanh xao, gidn mach

R6i loan hé hép, long | Hiém gép: hét hoi

nguc va trung that Rét hiém gdp: ho, kho thg, nghet milii, ngimg hd hép, co that phé quén,
co that thanh quan, phu hau hong, khé hong, phu phéi
R&i loan tiéu hoa It gép: budn non, dau bung

Hiém gaip: n6n mira, tiéu chay, ting tiét nude bot

To huomg dan si dung — Trang 5/7
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Réi‘ loan da va mod | It gdp: phat ban
dudi da Hiém géip: may day, ngira, ting tiét md hoi
Rét hiém gap: ban do, phi mach, cham
Chura r: xo héa hé théng do than

ROi loan CO Xuong va R4t hiém gap: chudt rt co, yéu co, dau lung
mo lién két
Céc roi loan chung | It gap: cam gide nong, cam gidc lanh, suy nhugc, phan tng tai chd tiém
va tinh trang noi sir | (thodt mach, dau, khé chiu, phii né, viém, lanh)

dung Hiém gap: dau nguc, 6n lanh

Rat hiém gap: kho chiu, kho chiu & nguc, sét, phit mat, hoai tir vét tiém
(trong trudong hop thodt mach), viém tinh mach néng

Céc khao sat Rat hiém gap: giam do bio hoa oxy

Céc phan (mg bét lgi sau ddy da dugc béo céo voi céc chat can quang tinh mach khac dung trong
MRI:

Hé co quan Téc dung khéng mong mudn

Roi loan hé bach | Tan mau
huyét va mau

R&i loan tdm than Lan Ion

R&i loan mit Mui thodng qua. dau mit
R6i loan tai va mé | U tai, dau tai

dao

R6i loan ho hﬁ:p~’l"5ng Bénh hen suyéﬁ -
nguc va trung that

RAi loan tiéu hoa | Kho mié¢ng

RG1 loan da vd md | Viém da bong nudc

dudi da

R&i loan thdn va tiét | Tiéu khong kiém soat, hoai tir 6ng thén, suy than cip

niéu

Céc khao sat Kéo dai PR trén dién tim dd, ting st trong mau, ting bilirubin mau,

tang ferritin huyét thanh, bat thudng xét nghiém chirc ning gan

Phan tmg khéng mong muén & tré em

Tinh an toan trén tré em da dugc xem xét trong cdc thir nghi¢ém 1dm sang va nghién ciru sau khi
dua ra thj trudng. So véi ngudi 16n, hd so an toan cua acid gadoteric khéng cho thiy bét ky tinh
khéc biét nao & tré em. Hau hét cdc phan (mg 12 céc triéu ching tiéu héa hodc diu hiéu qua min.

11. Qua lidu va cach xir tri:

Acid gadoteric co thé dugc loai bo bing loc mdu. Tuy nhién, chua c6 béng chimg cho thay loc
méu thich hgp dé phong ngira xo hoa hé thong ngudn gdc than (NSF).

12. Théong tin vé dwoc Iy, 1am sang

12.1 BPéc tinh duge lye hoc:

Nhom duwoe ly: Chét tuong phan thuan tir
Ma ATC: VO8CAOQ2 (acid gadoteric).
Duge Iy va co ché tdc dung:

Acid gadoteric 1a mot chét twong phan thudn tir dé chup hinh anh cong hudng tir. Téc dung ting
cudng do tuong phan qua trung gian acid gadoteric 1a mgt phirc hop ion gadolinium duge tao
thanh tir oxyd gadolinium va 1,4,7,10-tctraazacyclododecane-1,4,7,10-acid tetraacetic (DOTA),
va hién dién duéi dang mudi meglumine.

Tor huomg ddn sie dung — Trang 6/7
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Higu tmg thudn tir (tinh thu gidn) duoc xdc dinh tir anh huéng dén thoi gian thu gian theo truc
doc (T1) khoang 3,4 mmol™'.L.gidy"' va trén thoi gian thu gidn theo tryc ngang (T2) khoang 4,27
mmol.L.gidy

12.2 Béc tinh duge déng hoc

Sau khi tiém tinh mach, acid gadoteric nhanh chéng dugc phan bé trong dich ngoai bao. Thé tich
phan bo khoang 18L xap xi bang th¢ tich ciia dich ngoai bao. Acid gadoteric khéng lién két voi
protein nhur albumin huyét thanh.

Acid gadoteric dugc thai trir nhanh choéng (89% sau 6 gio, 95% sau 24 gio) qua than & dang
khong doi thong qua loc cau than. Bai tiét qua phan khong dang ké. Khong ¢6 chét chuyén héa
nao dugc phét hién. Thoi gian ban thai khoang 1,6 gior & nhitng bénh nhén ¢é chirc ning than
binh thutmg. O bénh nhan suy than, thoi gian ban thai tang 1én khoang 5 gitr ddi vdi do thanh
thai creatinin tir 30 dén 60 ml/phut va khoang 14 gi¢r déi véi do thanh thai creatinin tir 10 dén 30
ml/phit.

Trong céc thi nghiém trén dong vit, ngudi ta da chimg minh rf’mg acid gadoteric c6 thé duoc loai
bo bing thAm phan.

13. Quy cich déng goi:

Hop 1 lo x 10 ml dung dich tiém.

14. Piéu kién bao quén, han ding, tiéu chuén chit lugng ciia thube

14.1 Diéu kién bao quan: Noi khd, nhiét do khong quéa 30°C, tranh anh sang.

14.2 Han ding: 24 thang.

Han dung sau khi m& ndp: San phdm dung ngay sau khi m& nip, bo phén khong sir dung con lai.
14.3 Tiéu chuén chit lugng: TCCS

15. Tén, dia chi co so sin xuét

CONG TY CO PHAN DUQC ~ TRANG THIET Bl Y TE BINH DINH (BIDIPHAR)

498 Nguyén Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh Binh Dinh, Viét Nam

DT: 0256.3846500 - 3846040 * Fax: 0256.3846846
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