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Ry thude ké don
ABINGEM 200
(Bot dong kho pha tiém Gemcitabine Hydrochlorid BP 200 mg/ lp)

CANH BAOQ PAC BIET:

Chi sit dung thuéc nay theo don

Boc kv hudng din sit dung trude khi ditng

Khéng ding qud liéu chi dinh.

NEw cdn thém théng tin, xin héi ¥ kién bdc sT

Xin théng bdo cho bdc st biét néu xdy ra bt ky tdc dung ngoai § nao trong qud trinh sit dung.
Khéng ding thud'c da qud han sit dung.

PE thude ngoai tdm vdi cia tré,

THANH PHAN:

M&i lo bot déng khé pha tiém cé chifa:

Hoat chdt: Gemcitabine Hydrochlorid USP tuong duong vai Gemcitabine..... 200mg

Td dwge: Mannitol BP, Natri acetate trihydrat BP, Natri Hydroxid BP, Nudc pha tiém BP,
DUUC LUC HOC:

Gemcilabine gdy déc t€ bio dic hiéu theo cdc pha nhu cac t€ bao dang dién ra qud trinh
t6ng hdp DNA (pha S) va Gemcitabine ciing 1tc ch€ su ti€n trié€n cita cdc t€ bao & giai doan
ranh gidi cia pha G1/S. O in vitro, tdc dung giy déc t& bao phu thudc vao ndng dé va thii
gian.

Qud trinh trao d6i chdt ctia 18 bao va co ché tdc dong:

Gemcitabine (dFdC), mét chal chéng chuyén héa pyrimidine, duge chuyén héa nédi bao bdi
men nucleoside kinase thinh dang cé hoat tinh diphosphat (dFdCDP) va triphosphat
(dFACTP) nuleosides. Tdc dung gdy d6c € bao clia Gemcitabine 1 do tc ch& téng hgp DNA
biing 2 cdch bdi dFACDP va dFdCTP, Cédch thit nhit, dFdCDP ¢ ch€ men ribonuleotide
reductase, men duy nhat chiu tréch nhiém chinh xdc tdc cho phan iing tao deoxynuleoside
triphosphate (dCTP) d€ t6ng hyp DNA. Uc ch& enzym nay béng dFACDP s& lam gidm néng
dd clia deoxynuleosides toan phdn va dic biét 1a dang dCTP. Cdch thi hai, dFdCTP canh
tranh vdi dCTP d€ gdn vao DNA.

Ml khdc mét lugng nhé Gemcitabine c6 thé ciing lién k&t v4i RNA. Vi vdy, sé gidm ndng
dd dCTP noi bio din 16i ting lién két cia dFACTP vao DNA. DNA polymerase epsilon
khong ¢6 khi nidng thdi trir Gemcitabine va sfa chita sgi DNA dang phdt tri€n. Sau khi
Gemcitabine dudc lién k&t vao DNA, mét nucleotide bé sung dugc gin vao sgi DNA dang
phat (ri€n. Su b sung niy s& e ch€ 14t y&€u qud trinh tSng hgp DNA (két thic chudi bi
chin). Sau khi gdn vao DNA, Gemcitabine giy m6t qud trinh dugc goi 1a gdy chél t€ bao
theo chudng trinh.

DUQGC PONG HOC:

Dudc déng hoc clia Gemcitabine la tuyén tinh va tuan theo mé hinh dwge déng hoc 2 ngin.
Thé tich phan b8 ciia Gemeitabine bi dnh hudng bdi thdi gian truyén va gidi tinh. P thanh
thai bi 4nh hudng bdi tudi va gidi tinh. Thyi gian bdn thdi cda Gemcitabine khi truyén nhanh
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dat tir 32-94 phiit va khi truyén chidm dat tir 245- 638 phiit, phu thudc vao wdi va gidi tinh.
Thé tich phin bd ting theo thii gian truyén, Khi thdi gian truyén dudi 70 phiit, thé tich phan
bd 1a 50 L/m?, diéu nay cho thiy Gemcitabine khong bd rong vao cic mé khi dugc truyén
nhanh. Khi truyén chim thé tich phian b dat 370 L/m® phin dnh cdn bing chim cia
Gemcitabine trong mé, Nong dé 16i da ciia dFdU (chat chuyén héa khéng hoat tinh ciia
Gemcitabine) dat dugc 30 phiit sau khi ngirng truyén vi cdc chit chuyén héa dudc thii trir
vio nude tifu ma khéng qua con dudng chiuy€n Lda sinh ye ndo nita, Cde chdl chuy€n hda
khong tich liiy khi diing liéu hang tuin, nhung su thai trir lai phu thudc vao s bai thiét cia
thin va c6 thé tich liiy & ngudsi suy thin. Chdt chuyén héa cé hoat tinh Gemcitabine
triphosphat ¢6 th€ duge (im thdy trong 1€ bao mdu don nhin ngoai vi. Th&i gian bdn thdi cla
phasc thdi trir v6i Gemcitabine triphosphat tir t€ bio mdu ddn nhén dat tir 1,7 — 19,4 gid.
CHI PINH:

Gemcilabine Hydrochlorid dudc chi dinh trong cdc trudng hdp sau day:

- Ung thi budng tritng: Gemcitabine ph&i hgp vdi carboplatin dude diing cho ngudi bi
ung the budng tritng ti€n tri€n da tdi phdt it nhdt 6 thdng sau khi k€l thic diéu trj bing
hdp chil clia platin.

- Ung thr vii: Gemcitabine phéi hgp ciing paclitaxel dudc chi dinh trong trudng hgp diéu
tri buc ddu cho bénh nhdn ung thr vi di cdn sau khi dd thdt bai vdi cdc thudc
anthracyclin ding trudc d6, ngoai trir trudng hdp khéng ding dugc anthracyclin.

- Ung thu phéi t& bao khéng nhé (NSCLC): Gemcitabine dung ciing cisplatin dé diéu tri
bwdc ddu cho bénh nhin NSCLC khéng mé dudc, ti€n tri€n tai chd (giai doan IIIA hodc
IIIB), hodc di cin (giai doan 1V)

- Ung thu tuy: Gemcitabine dudc diing bude ddu diéu tri bénh nhin ung thv tuy&n tuy
ti€n tri€én tai ché (khong cdt bd duge giai doan II hodc III) hodc di cin (giai doan IV).
Gemcitabine dugc chi dinh vdi bénh nhdn da dung 5-FU trudc dé.

CHONG CHI PINH:

Ngudi min cim vdi Gemeitabine hodc bat k¥ thinh phan nao cda thudc.

KHUYEN CAO VA THAN TRONG:

Khuyén cdo:

Né&u thdi gian truyén kéo dai trén 60 phit va lap lai hang tuidn s& ting nguy cd c ché tiy
xuong. Bi€u hién suy tly 12 gidm ti€u cdu, hach cdu va thi€u mdu. Mirc d6 suy tly thudng
phu thuée vao liéu ding. Bénh nhin cin dugc gidm sét chit.

Chua ¢6 nghién cifu sit dung Gemcitabine cho phu nit mang thai, cdn hét sitc thin trong.
Gemcitabine vdi mie liéu 1,5 mg/kg/ ngay & chudt (gdn 1/200 liéu khuyén cdo & ngudi theo
don vi mg/mz) gdy ddc cho phai nhu giy di tat thai chuodt (hd miéng, héa xudng khong didy
dii). Gemcitabine vdi liéu 0,1 mg/kg/ ngay & thd (gan 1/600 liéu khuyén cdo & ngudi theo
don vi mg/m?) gay di tat thai thd (dong mach phdi bi va, thi€u tii mat bang quang). Ngé ddc
thai durge dic trung bdi gidm sitc s6ng thai, gidm kich thuéc, cham phat trién. Bénh nhan cin
dudc biél cdc doc tinh nay cho phdi thai khi ding Gemcitabine lic mang thai hoic chudn bi

co thai.
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Gemcitabine cé thé giy doc tinh cho ph8i. Cin cd bién phdp hd trd kip thdi khi xudt hién
ddc tinh nay.

Suy thdn hodc hdi ching ure huyét tan huyét (HUS) ciing di dudc bdo cdo khi ding
Gemcitabine.

Théan trong:

Toan thin: bdc sT cdn gidm sdt chdt ché bénh nhin khi ding héa trj ligu. Khong nhat thiét
phdi ngirng hin Gemcitabine 1 Ldu L€l v tée dung khéng mong mudn 1 ¢6 thé hdi phuc
dude, nhung cdn gidm liéu hodc cho bénh nhiin tam thdi ngitng diing thuée. Phu n@, dic biét
ngudi cao tudi, khéng nén ti€p tuc liéu trinh tiép theo.

Cédc xét nghiém lam sang: s6 lugng 1€ bao mdu toan phan, bao gém ti€u cau va cdc t&€ bao
khdc, nén dudc xdc dinh trude khi dung thude. Khi bi suy tdy, nén ngitng thuéc hodc gidm
liéu. Trudce khi bt diu diéu tri va dinh ky sau méi lan diéu tri, cdn ddnh gid cdc chi s xét
nghiém chic ning gan, than.

Kha ning giy ung thu, dot bi€n, gidm kha ning sinh sdn: Chua ¢6 mot nghién citu dai han
nao trén déng vat ddnh gid nguy cd gdy ung thu cda Gemcitabine. Trong mt thir nghiém
ding u lympho cla chudt (L5178Y), cho thiy Gemcitabine giy dét bién & in vitro. Trong
nghién cifu nhin sinh sdn chudt, thiy Gemcitabine 4m tinh khi dugc ki€m tra s trao d6i
nhiém sic thé & in vivo, va trong thir nghiém sai léch nhi€m sic thé, khéng thdy
Gemcitabine gay léch qué trinh t8ng hdp DNA & in vitro. O chudt duc, khd ning sinh sin bi
dnh hudng khi diing Gemcitabine liu 0,5 mg/kg/ngay (khodng 1/700 liéu khuyén cdo &
ngudi tinh theo don vi mg/m?): gidm tiét tinh tring, gidm khi nang sinh sin, gidm ham
mudn, G chudt cdi, khd ning sinh sin khéng bi 4nh hudng nhung da thdy ddc tinh cho chudt
mang thai vdi liéu 1,5 mg.kg/ ngay (khodng 1/200 liéu khuyén cdo & ngudi tinh theo don vi
mg/m?) va déc tinh cho phdi, thai ciing xuat hién vdi liéu 0,25 mg/kg/ ngay truyén tinh mach
(khodng 1/1300 liéu khuyén cdo & ngudi ding theo don vi mg/m?).

Thén trong khi pha ché! xit Iy thudc:

- Pha ché dung djch truyén: Gemcitabine da dudc chitng minh 14 chi twdng hgp véi dung dich
NaCl. Vi viy, chi pha thudc vdi dung méi nay. Chua cé nghién citu vé tinh twong hgp cia
Gemcitabine vdi cdc chit khdc. Vi vdy, khong nén trén 13n dung dich sau khi pha vdi cdc
ché& phim khdc. Cdc thudc dung dudng tiém truyén tinh mach nén dugc kiém tra bing mit
thuding xem c6 vit thé la hay c6 mau sic bat thiriing hay khong trude khi ding. Néu c6 bat
thudng gl thi cin phai logi bé thudc.

- Xut ly khi ding thudc:

Cén phai hét sitc than trong khi x{ 1y cdc vit dung diing cho pha ché& thudc nay. Cdc vit
dung khéng dude xi dung hodc bi nhiém khudn nén dudc d€ trong tdi chat thdi véi luu y
nguy hi€ém. Cdc vt dung nhv kim, xi lanh, lo thudc .. nén dugc dit trong thiing ciing thich
hdp. Ngudsi thu don, xit Iy cdc rdc nay cdn dugc bi€t nhitng doc hai lién quan. Cdc chat thai
nén dude xt Iy biing cdch dét. Cdc vat dung khdng duge ding dén hoic bi loai bd cdn duge
xl¥ Iy theo yéu ciu tai chd.

ANH HUGNG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC:
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Chra ¢6 bdo cdo Gemcitabine gdy dnh hudng tdi kha ning 14i xe/ vdn hanh mdy mdc. Tuy
nhién, Gemcitabine gay budn ngd tif nhe tdi vira, dic biét khi ph&i hgp vdi nrgu. Bénh nhdn
khéng nén ldi xe hodc van hainh mdy méc khi thiy budn ngi.

SUDUNG CHO PHU NU CO THAI VA CHO CONBU :

Phy nit ¢6 thai: Mitc D. Bénh nhdn nén dudc bi€t nguy cd gdy dbc cho phdi thai khi ding
Gemcitabine lic dang mang thai, hodc chudn bi mang thai.

Phu niz cho con bit: Khéng 16 Gemcitabine va cdc chit chuyén héa c6 dirde bai ti€l vao sita
me hay khdng. Vi nguy cd giy ddc tinh nidng cho tré bd me, chi nén ding Gemcitabine khi
thuc sy can thi€t va da danh gid 1gi ich cao hon nguy cd.

TUGNG TAC THUOC:

Chua ¢6 nghién citu dic trung nao vé tudng tac ca Gemcitabine vdi cdc tac nhin khic.

Khi két hgp vdi xa tri: DPdc tinh nguy hiém tinh mang dd dugc bdo cdo. Nén dung
Gemcitabine sau khi thuyén gidm cdc doc tinh cdp do Xa tri ho#ic it nhat 1 tudn sau khi ding
Xa [ri.

Triong hop khdc: vaccin sot vang hodc cdc vaccines phong cdc bénh gan khdc khéng dudc
diing cing Gemcitabine do nguy cd gdy ti vong, dic biét d ngudi suy gidm mién dich.

TAC DUNG KHONG MONG MUON:

Suy iy 12 anh hudng thuting thay khi ding Gemcitabine. Thi€u mdu, gidm bach cdu, gidm
ti€u cdu va cdc rdi loan mdu khic di dudc bdo cdo trén mot s§ bénh nhin. Pgc tinh trén
mdu ctia Gemcilabine can dudc gidm sdt chit ché, nhat 1 khi ding liéu cao.

Gidm nhe 56 ludng (€ bao mdu va c6 dom xudt huyét da dugce bdo cdo. Thong thuding, gidm
nhe tiéu ciu ciing xudt hién khi ding Gemcilabine. S& tridng hop gidm ti€u cdu thudng it
(1,2% bénh nhin hoic it hon), vdi triéu chitng nhe, v khong c6 bing chiing ldm sang rd
rang.

Ngoai ra, chura thdy déc tinh tich liiy khi duing Gemcitabine. Pa c6 bdo cdo Gemcitabine gdy
déc trén tim mach nhu loan nhip, nhdi mdu cd tim, suy tim sung huyét, gdy héi ching o i
man mach, cao Imyédl dp, phu, dj cdm, budn ngt. Ba ¢6 bdo cdo cdc trudng hdp ricng bigt bi
cao huy€l dp ning.

Hay gip: s6t, thudng do nhiém khu&n, protein niéu, huy€t niéu, ting nhe transaminase huyét
thanli 3 khang <6 tridu chitng, kha thed

Di gip nén, budn nén, tidu ohdy, tdo bén, rdi loan mang niém mue, viem phdi vudt huyét
va dgc tinh phdi gdy i vong & ngudi 16n bi hdi ching nguy ngdp ho hap cip, héi, ban da,
ngita, viém da (di phdt do xa tri, ban do, loét da, u md gid, suy nhude dau xuong khi diing
Gemcitabine.

Hi€m gip: dbc tinh trén thin va hdi ching tan huyét ure huyét (HUS)

LIEU LUGNG VA CACH DUNG:

Thudc ding dudng truyén tinh mach. Ding theo chi din cda béc si diéu tri.

Nguoi lon:

-Don ui liéu:

+ Ung thit tuy:
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Liéu thong thuong:
Truyén tinh mach Gemcitabine vdi liéu 1000 mg/m® trong 30 phiit x 1 1in/ tuin
trong 7 tudn (hodc cho tdi khi cin ¢ theo mic ddc tinh cdn phdi gidm liéu hoic
ngitng thudc), ti€p d6 | tuan nghi. Liéu trinh ti€p theo nén truyén 1 1in /tudn trong 3
tudn lién tuc trong mdi 4 tuin.

Hidu chinh lidu:
Dua theo doc tinh trén mdu ctia bénh nhan d€ gidm liéu. P§ thanh thdi cia ngudi
cao tu6i va phu nir gidm va phy nif it khi ¢6 kha niing ti€p tuc liéu trinh diéu tri ti€p
theo.
Ngudi dung Gemcitabine nén duge gidm sdt sé lugng (& bao mdu trude khi diéu tri,
bao gdm s6 lugng li€u cdu va cdc 1€ bao mdu khdc. N€u c¢6 suy tiy, nén diéu chinh
lai ch¢ dd diéu tri hodc ngitng diing thudc theo hudng din trong bang 1 sau:

Bing 1
S lugng bach cdu hat tuyét S6 lugng ti€u ciu (x e
& 6 6 % lieu toi da
d6i (x 10° /L) 10°71)
> 1000 Va 100000 100
500-999 hodc | 50000-99999 75
< 500 hodc | < 50000 Ngirng thudc

Bénh nhin ding Gemcitabine da xong toan bd liéu trinh diéu tri ¢6 thé tang liéu lén
25% trong liéu trinh tiép theo, mién la so lugng bach cdu hat tuyét ddi va so lugng
tiéu cdu vugt qud 1500 x 10° /L va 100000 x 10%L, va néu déc tinh trén mau khong
ning hon mic 1 theo phin loai cia WHO. N€u bénh nhdn ding thudc 4§ liéu trinh
sau cao hon, liéu cho liéu trinh ti€p theo c6 thé ting hon 20%, mién 12 s6 lugng
bach cdu hat tuyét déi va s& luong tiéu cdu vugt qué 1500 x 10° /L va 100000 x
10°71., va nén ddc tinh trén mdu khong ndng hdn mic 1 theo phén loai cia WIIO.

- Diéu uri phdi hdp: f'f

+ Ung thi phdi khéng t&¢ bao nhé (NSCLC): P

C6 hai lidu trinh:

- Li¢u trinh 4 tuin: Comoitabino nén dudo truyén tinh mach liéu 1000 mg/m"' trong 30
phiit vao ngay 1, 8, 15 clia m&i 28 ngay. Cisplatin nén dudc diing truyén tinh mach
véi liéu 100 mg/m? vao ngay 1 sau khi truyén Gemcitabine.

- Litu trinh 3 tudn: Gemcitabine dudc truyén tinh mach liéu 1250 mg/m? trén 30 phiit
vao ngay 1 va 8 ciia liéu trinh 21 ngay. Cisplatin liéu 100 mg/m? dutge truyén sau khi

truyén Gemcitabine,

Hiéu chinh liéu:
Cin diéu chinh liéu cia Gemcitabine va cisplatin theo mirc d6 ddc tinh trén mdu.

Hiéu chinh liéu cia Gemcitabine theo s& lugng bach ciu hat va tiéu cdu dude xdc
dinh vio ngdy diéu tri. Bénh nhan dung Gemcitabine nén dugc d€m s& t€ bao mau
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toan phin trude méi liéu, bao gdm tiéu cdu va cdc t&€ bao mau khdc. Néu bi suy tly
thi gidm liéu hodc ngitng thudc nhv bang 1 & trén,
Théng thudng, n€u doc tinh ngodi mdu ning (mic 3 hodc 4), ngoai trir héi va nén/
budn nén, cin ngirng ding thudc hodc gidm 50% liéu, phu thuéc vao ddnh gid cia
bdc si. Khi phdi hdp vdi cisplatin, cin gidm sdt chit creatinine huyé&t thanh, Kali
huyét thanh, Calci huyét thanh, Magnesi huyét thanh (khi diing phéi hop nay, déc
tinh creatinine huyé&t thanh d6 3/ 4 xudt hién trén 5 % truding hop trong khi diing
cisplatin don doc 1a 2%).

+ Ung thue vii:

Liéu théng thuong:
Gemeitabine 1250 mg/mz vio ngay I, 8 ciia liéu trinh 21 ngay. Paclitaxel liéu 175
mg/m? vao ngay 1 va truyén trudc Gemcitabine 3 gi®. Bénh nhin cin dugc gidm sat
chit s8 lugng t& bao mdu toan phan, trong d6 ¢6 cdc 1€ bao khdc nhau, Bénh nhin
cén c6 s lugng bach cdu hat tuyét ddi 1a 1500 x 10° /L va 100000 x 10%L trude khi
diéu tri.

Hiéu chinh liéu:
Hiéu chinh liéu ciia Gemcitabine vio ngay thi 8 sau khi ki€m tra s Iugng t€ bao
bach cdu hat va ti€u cdu. N&u c6 suy tiy, hiéu chinh liéu theo bing 2 sau diy:

Bang 2:
Hiéu chinh liéu Gemcitabine vao ngay thi 8 khi phoi hdp Gemcitabine vdi paclitaxel:
S6 lugng bach cdu hat S& Iwgng ti€u cdu e
oy 6 5 % li€u 16i da
tuyét doi (x 10° /L) (x 10°/L)

PRER va 75000 100
1000-1199

Hoidc 50000-75000 75
AteEa Va > 50000 50
<700 :

Hoic < 50000 Ngirng thude

Thoéng thudng, mitc dd ddc tinh ngoai mdu nang (d6 3 hoic 4), trir trudng hdp hdi,
nén/ budn nén, cin ngitng thudc hodc gidm 50% liéu ding theo ddnh gid ciia bc s
diéu tri.

+ Ung thu budng tritng:

Liéu théng thuong:
Truyén tinh mach Gemcitabine 1000 mg/m® trén 30 phiit vao ngay 1, 8 cia mdi ligu
winh 21 ngay. Dung carboplatin AUC 4 vio ngay thi 1 sau khi ding Gemcitabin. S§
lugng t&€ bao mdu toan phin cdn dugc gidm sdt chat truée mdi ldn dung thugc. Bénh
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nhdn cdn ¢6 s6 ludng bach cdu hat tuyét d6i 1a 1500 x 10° /L va 100000 x 10%L
trude khi diéu trj.

Hiéu chinh lidu:

Hiéu chinh liéu ca Gemcitabine vao ngay tht 8 sau khi kiém tra s6 lugng 1€ bao
bach cdu hat va ti€u ciu. N&u c6 suy tiy, hiéu chinh liéu theo bing 3 sau diy:

Bang 3:
Hiéu chinh liéu Gemcitabine vao ngay thit 8 khi phdi hdp Gemcitabine vdi Carboplatin:
S6 lugng bach cdu hat S& lugng ti€u cdu s
o £ 6 6 % liéu toi da
tuyét doi (x 10" /L) (x 10°/L)
>1500 Va >100,000 100
1000-1499 Va/Hoidc | 75,000-99,999 75
Va/ ;
<1000 <50,000 Ngirng thuée
hodc

Thoéng thugng, mite d6 doc tinh ngoai mdu nang (do 3 hodc 4), trir trudng hdp héi,
n6n/ budn ndn, cin ngirng thude hoic gidm 50% liéu diing theo ddnh gid cla bac s
diéu .

Hiéu chinh liéu Gemcitabine khi phéi hdp vdi carboplatin trong liéu trinh ti€p theo
cdn dua trén déc tinh quan sdt dudc. Liéu clia Gemcitabine trong cdc liéu trinh tiép
ciin gidm (6i 800 mg/m’ vio ngay thit 1 va 8 trong cdc trudng hdp nhu sau:

S6 lugng bach cdu hat tuyét ddi < 500 x 10%L trong hdn 5 ngay, hoic s6 lugng bach
cAu hat tuyét ddi < 100 x x 10%L trong hon 3 ngay, hodc s6t gidm bach cdu trung
tinh < 25000 x x 10%L, hoic ngitng thudc hon 1 tuin do xuat hién cdc dc tinh. NEu
bdl k¥ doc tinh nao nhw trén tdi phdt sau khi ding liéu digiam ddu tién thi liéu trinh
diéu tri ti€p theo nén ding Gemcitabine duy nhat ngay 1 vdi liéu 800 mg/m®. Liéu
clia Gemcitabine nén dugc xdc dinh theo d4p Wng ctia bénh nhin.

Cich pha dung dich truyén @inh mach:

Trinh pha bdt thuéc dé€ dat ndng dd Gemcitabine cao hdn 38 mg/ml vi c6 thé khién dz_
Gemcitabine khong tan hoin toan. Z
P& phia dung dich truyén, cin thém chim thé tich phiv heip dung dich Natri Chlorid 0.9%
GCin va 1Ec kY.
[ Khdi lugng bot Thé tich dung dich Thé tich dung dich Néng dd dung dich
thudc NaCl tiém (0,9%) sau khi pha sau khi pha
200 mg 5 ml 5,26 mL 38 mg/mL

QUA LIEU:

Khong c6 thudc gidi doc dac hiéu khi dung Gemcitahine. Trong Phase 1 ciia nghién cifu lim
sing cho thdy khi ding don liéu truyén 5700 mg/m® trong 30 phit méi tun, thiy c6 biéu
hién suy tdy, di cAm va ndi ban ning. Trong trudng hdp c6 nghi ngd qud liéu, cin gidm sat

chit s8 lugng t€ bao mdu va cé bién phdp hd trg kip thdi.
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https://trungtamthuoc.com/

TIEU CHUAN CHAT LUQNG: USP

HAN DUNG:

24 thang ké tif ngay sdn xuat.

Dung dich sau khi pha c6 thé bdo qudn trong vong 24 gid ¢ nhiét do thudng.

S6'16 sdn xudt (B No.), ngdy sidn xuit (Mfg dt), han diing (Exp dt): xin xem trén nhin bao bi.
BAO QUAN:
Dudi 30°C.

PONG GOI:

Hop | lo bét déng khé pha tiém. 4
San xudt béi:

NAPROD LIIFE SCIENCES PVT. LTD.

G-17/1, Mide, Tarapur Industrial Area, Boisar, Dist. Thane- 401506, India.

Ngay xem xét lai t&f hudng din st dung: 29/07/2011




