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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Pic lip - Ty do - Hanh phiic
sé: 420 /QLD-DK Ha Noi, ngay | thing & niim 2019
Viv ¢iip nhit mau nhin va t& hwdmg
din sirdung

Kinh giri: Céng ty ¢6 phin duge phim Trung wong | - Pharbaco
Dija chi: 160 - Tén Pirc Thiing - Pong Pa - Ha Ngi,

Ngdy 17/07/2018, Cyc Quan 1y Dugc nhin duge don ding ky thay i dé
ngay 13f06f20|8 va cac tai lteu co lién quan cua ccng y (so tiep nhan
2446/TDTN) vé vige clip nht ) mau nhéin va t& huéng dan sir dung déi vai thude
sdn xudt trong nuée da duge cip 6 ding ky lru hanh.

Ciin cir Thong tur sb MIZOM-'T”T BYT ngdy 25/11/2014 ctia B§ trudng B
Y té quy dinh viéc ding ky thuoc Théng tur sé 01/2018/TT-BYT ngay
18/01/2018 cia Bo truong B Y té quy dinh ghi nhan thube, nguyén lidu lam
thube va t& huéng din sir dung thude;

Cén cir Bién ban tham dinh ho so thay déi/bd sung cia cong ty, Cue Quan
Iy Duge cé y kién nhwr sau:

1. E)ong y dé cong ty duge cip nhat mau nhén va t& huéng din sir dung
dbi voi thude Tilmizin 300, sb ding ky:VD-30542-18.

Hudéng dan sir dung, mau nhin thay doi duge déng dau xac nhin cia Cuc
Quan ly Duge kém theo Coéng van nay.

Ngodi ngi dung dugc Ihay doi trén, tat ca cac ndi dung khéc giir nguyén
nhir hé so dang ky thude luru tai Cue Quén Iy Dugre.

Céng ty déng ky, nha sin xuét phai chju trach nhiém vé chit leong déi
v@i thuoe luu hdnh trén thi trrdmg va ¢6 trach nhiém théng bdo sir thay doi nay
dén céc co quan lién quan va khich hang.

2. Cong ty chi duge san xuét va luu hanh thude déi véi cic néi dung dé de
nghj thay doi sau khi da tr hoan thién ¢dc ndi dung quy dinh tai mye s0 3 cia
céng van nay.

3. Trong théi han 06 thang ké tir ngay ky cong vin ndy, yéu cdu cong ty
phai hoan thanh vige b sung trong hé so luu cia cc—ng ty céc phén hc— sorco lién
quan dén néi dung cdp nhét mau nhiin va W hudng din sir dung, cu thé nhu sau:

- B sung bang so sanh chi tiét cac ndi dung thay déi trong t& hudng
diin sir dung so véi cée ndi dung da dugc phé duyét,
- Pon diing ky thay ddi: mye B2.2: D& nghi phén loai thudc ké don,

Cic ndi dung cong ty ty b6 sung, hoan thién cho hd so cla thuqc nay
duge ding lam bang chimg xuat trinh trude co quan ¢d tham quyen khi kiém tra
vé hd so ding ky lwu hanh thude, nguyén ligu lam thude.
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4, Sau 06 thang ké tir ngay ky cong van ndy, cong ty phai san xudt thube
theo cic ndi dung d4 duge phé duyét thay doi.

Cuc Quan ly Duge théng béo dé cong ty biét va thuc hign ding cic quy
dinh ctia Viét Nam vé luu hanh thude./.

s KT, CUC TRUONG
i r trem;

- CT.Va Tuiin Cuomg (dé bic); suc TRUONG
- S Y té TP.Ha Noi; ‘

- Luu: VT, BK (Chi).
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Mau hop thudc tiém TILMIZIN 300 - Hép 10 6ng/3ml (Ty Lé 100%)
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TILMIZIN 300 & 150
HUGNG DAN SU DUNG THUOC

an -3 e P LS008 - vt o el |

DE XA TAM TAY TRE EM.
DOC K¥ HUONG DAN SU DUNG TRUJC KHI DUNG.
THUGU NAY CHI DUNG THEQ DON THUOC,

1. Thanh _nl'ufu ehng thive e

Tilmizin 150

Thinh phin duge chit: Netilmicin (dudi dang Netilmicin sulfat)...............150 mg

Thénh pkffn # dere:Natri metabisulfit, nipagin, nipasol, natri citrat, acid citrie, nuée cit pha tiém
vira dii | ong 1,5ml.

Tilmizin 300

Thinh phfu_n duge chit Netilmicin (dudi dang Netilmicin sulfat)...............300 mg

Tleinh phan tet dhegre: Natei metabisulfit, nipagin, nipasol, natri citrat, acid citric, nuée ¢t pha tiém
vir dit | dng 3,0ml.

2. Dgng bio ché: Dung dich tiém,

Thube tiém dang dung dich trong suét, dyng trong dng thiy tinh mau ndy, ¢y biing hin kin,

3. Chi dinli:

Nhiém khudn da, mé mém,

Nhiém khuin & byng .

Nhiém khudn hd hip dudi.

Nhidm khudn tiét niéu,

Nhiém khuodn huyét

Bénh lau.

Netilmicin duge chi dinh thay thé eho amikacin trong didu 1 cée binh nhidm khudn ning do vi
khuin nhay cim di khing gentamicin vi tobramycin, Trong da sé trwrdng hop, netilmicin nén phéi
hop voi cac khing sinh khidc nhumg phii tiém riéng €, khong pha cing chung trong mt xi lanh hay
chai truyén, Chi sir dyng netilmicin don ddc trong trudmg hop didu tri mit & nhiém tring didmg
nigu (viém thin — bé thin clp & ngudi 16m v tré em, diic bi¢t vai bénh nhin di img véi khang sinh
beta-lactam hofic da khing cephalosporin thé hé 3).

4. Cich ding, liéu ding: ﬁ

Netilmicin duge dimg dudi dang mudi sulfat nhumg lidu duge bicu thj dudi dang netilmicin,

Ngmi‘i fén:

Thube thurdmg ding tiém hﬁp v litu 4-7, 3mg/kg/ngdy, mot lin duy nhit hofic ¢6 thé chia déu cdch
nhau 8 hofe 12 giin

Trong tht ca cic truomg hop bénh nhin ndng ¢6 nguy co lam ting thit tich phin b (Vd) vi'hodc
nhiém chiing vi khudn cd gid tri MIC ting, ¢in phii ding lidu t5i da, dic bigt khi bit ddu dot didu
trj.

Lidu ding trén ¢b thé tiém tinh mach chim trong 3-5 phiit hodie l.ruyén tinh mach trong vong 30 phit
— 2 gidy, pha trong 50 ~ 200 ml dich truyén twong hop. Chéng chi dinh tiégm dudi da vi ¢6 nguy co

giy hoai tir da. IGLC

Thisi gian diéu tri coa netilmicin thudimg khong qui 3 ngiy,

F AV
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Tré em:
Trd dé non vit 50 sinh dudi | tudn tudi: 3 merke, 12 giddifin,
Tré sorsinh trén | win woi: 2,5 - 3mgrkg, § gidvlin,
Tré nho: 2,0 - 2,5 mg/kg, 8 giovlin
Giam sat didu tri bing nbng dd thude trong huyét thanh:
Netilmicin ciing nhi cde khang sinh aminoglycosid khde 1 thude ¢6 pham vi diéu trj hep. Tgi che co
50 khim chira bénh cé khi ning dinh lugng ndng 4§ thude trong huyét thanh, vige xée dinh ndng dé
dinh trong huyét womg ngay sau khi tiém mii ddu tién dupe khuyén cio trén tit ¢i cde bénh nhin
nfing, die bigt khi ¢o thay d6i vé thong s6 ducge ding hoe (ting thé tich phin bé Vd kém theo hofic
khéng kém theo giam khi ndng phin bd thude vio efec mo): $oc nhiém Khuin, bong, st gidm bach
ciiu trung tinh, bénh nhin tho miy & dom vi didu 1 tich eye, bénh nhin béo phi, chin thuong, xo
nang... Viée xéde dinh ndng do dinh phai duge tién hinh trong 30 phit sau khi két thic truyén thube.
Néu két qua thiip hon so véi ndng d9 dinh Cyu, cin dat 167 ciia netilmicin (30-40 mg/lit) thi ¢n phai
tang licu thude & lan tiém truyén sau, Viée xic dinh nong 4§ diy cla thude chi cin thiét khi d6 dii
dot diéu tri > 5 ngdy (tién hanh ddnh gid sau 48 gid didu 1) hofie trong trudmg hop ¢6 suy giam
chire ning thdn va cin phii duge tidn hinh 2 0 wiin cing vai viée ddnh gid chire ning thin. Néu
ndng 4§ diy ctia thude do durge cao hon ndng di didy Cup clia netilmicin (<0,5 mg/lit) thi ¢in phi
tiing khodng cich gitr cde Lin dun thube.
Binh nhin suy thin:
Cin higu chinh litu vi kidm wa dinh ky chirc niing thin, chirc ning thinh gide vi gidm sdt ndng d
thude trong huyét thanh trong trutmg hop ¢6 thé thyue hién duge X6 nghidm iy,
Higu chinh lidu theo ndng o creatinin huyét thanh: €6 thé chon | trong 2 cach sau:
Cheh 1: Gitrnguyén lidu 2 mg/ke vt kéo dii khodng cdeh ede lin tiém. Khoing cich (tinh theo gity)
giim 2 lin tiém duge tinh bing cach nhan gid tri cia creatinin huyét thanh (mg/ml) véi 0.8, | quy dbi
ereatinin huyét thanh (mg/m1) = ereatinin huyét thanh (micromol/lit) x 88,4].
Cich 2: Gifr nguyén khoang céch tiém 13 8 gidr nhumg giim liéu. Trwdng hop nity, sau khi tiém mit
liéu nap ban diu 2 mg/ke, ¢ & gidrtiém | lin | liéu 43 higu chinh bing cdch chia lidu nap cho 1710
tri 56 creatinin huyét thanh (tinh theo don vi mg/dl),
Higu chinh lidu theo d§ thanh thii creatinin: tiém mét lidu ngp ban diu 2 mg/ky. Sau 46, ¢ir § gibr
ot dn, tiém cde liu duge tnh theo cong thire nhir sau:

Gid tn Cl, cda bénh nhin (ml/phit)

2mgkg x
Gid trj binh thuwdmg e Cly, (100mb/phit)

Bénh nhin thim tich mau dinh ki:

Tiem ok mach chim liéu 2mg/ke vio cubi méi budi thim tich méu.

Sir dyng tdng liéu 1 lin trong ngay ¢6 thé duge &p dung cho cie binh nhin dudi 65 wai, ¢b chirc
niing thin binh thuimg, th gian diéu 1 khong qua 10 ngay, khong ¢6 bidu hién gidm bach ciu,
nhiém khuén khong nghi ngd do vi khuin Gram duong, Psewdomonas holde Serratia spp. , vi che
truirng hop iy, sir dung lidu | lin trong ngay dem lgi hidu qua twong dwong nhimg dung ngp 161
hom so vdi cach diing mdi 8 giohay 12 gio

5. Chilng chi dinh:

Qud midin véi netilmicin, cie khing sinh nhom aminoglycosid hoe bt ky thinh phin nio cia thude.

Whirye co ndng; bl;‘,
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Ding ding thii vai cae khing sinh aminoglycosid khic.
6. Cinly bio va thiin trong khi ding thube:
Do dic tinh elia netilmicin gidng nhu che aminoglycosid khie, thin trong khi sir ding netilmicin ¢
nguedi cao tdi hofic & bénh nhiin ¢6 suy thin mic kém, Poc tinh trén thin thudmg lién quan dén sir
dyng lidu cao, didu tri kéo dai, di 6 thay déi chire niing thin trude do, teén bénh nhan roi loan huyét
dng hofic phi hop véi che thude khic ¢6 e tinh rén thin. Can gidm liéu netilmicin Iuy theo wdi
vii mire dj suy thin. Suy giam chirc ning thin & ngudi cao 1o thudmg lién quan dén wdi, Vi vily
khong ding lidu qud cao netilmicin cho ngudi cao tudi v cin theo dii chire néng thin dya trén CL,
tinh todn theo cong thire:

(140 — i) x cin ndng (kg) (x 0,85 d6i vdi nir)

Cly (mliphity = — -
Mong d¢ Creatinin huyét thanh (umol/l) x 0,81

Cin thin trong st dung netilmicin & tré dé non vi 18 sor sinh, vi chire niing thin & d6i twgng niy
chura ho.m thién Eim kéo dai théri gian bin thai cia thube, ting nguy co gy dde tinh. Liéu dimg & tré
em cin thay d5i cho phi hop (xem liéu ding v cich -;Iuru,,)

Mt nudre vi giam khéi lugng dieh ngogi bio ciing 13 yéu 16 lam ting nguy co giy dée cho bénh
nhin.

Netilmicin nén duge str dyng thin trong & cic bénh nhan 6 réi loan thin kinh — o nhy nhuge co,
bénh Parkinson, vi thue niy ¢ thé lam yéu co niing do tie dung tre ché din truyén thin kinh - co
tueng tr cura. Thin trong khi sir dung dong thad nerilmicin voi cie thude giy mé hode tre ché thin
kinh - co.

Natri metabisulfit ¢ rong thude tiém netilmicin sulfat ¢6 thé giy cie phan img dang dj img, sbe
phin vé hofic co thiit phé quin & mt s6 bénh nhan nhay cam,

Than trong st dyng netilmicin & bénh nhin ¢6 bit thudng thinh gidc hodc réi loan tién dinh. Péc
tinh trén thinh gide thudmg xudt hign khi sir dung fiéu cao, didu tr kéo dii, di c6 thay ddi chire ning
thiin trude dd hoje phér't hp v cie thude khic ¢d doe tinh trén thinh gifie.

7. Sit diwiig thuie cho phy niv ¢6 thai vir cho con bii:

Téie ding ciia thuie lén phy niy mang thai: Netilmicin qua duge nhau thai vi co thé adly doc véi

thiin va thinh gide ciia thai nhi. Do dd, ¢in nhiie chi ding netilmicin ¢ho nhimg bénh ning de doa
tinh mang mé cic thude khdc khong thé sir dung dugc hojic khing con higu lire sau khi di cin nhie
k¥ neuy collgi ich, Trong trirmg hop phai sir dyung Khdng sinh niy, cin gidm &t chiit ch& chire niing
thin vi thinh gié-c e tré sosinh,

e dong ciia thude lén ,g.‘m st cho con bt Che ammm,lycosld durgre b 1iét vio sita vii lugng nho,
Nguy co khi sir dung chit yéu lign quan dén sy thay dbi vi khudn chi trong dudmg tiéu hoa cia wé.

C6 thit sir dyng trong truémg hop diéu trf ngin ngdy v chire ning thin cla ngm‘n me binh thudmg.
Trong tnrdmg ¢b roi logn 1iéu hoa & tré bi me (tiéu chiy, nhiém ndm rudt), cin dimg cho 1é bi ngay
Idp tire.

8. Ank Iirdng cia tude 1én khi ning 160 xe, vin hink mdy mic:

Netilmicin ¢é thé gy chéng mat, mét ngd, bon chon, lo Hing, tinh trang mo méng, sb1, inh hurdmg
dén vide didu khién xe ¢d hay van hinh miy mée.

9. Tutng tic, twimg Ky ctia b

Sir dung netilmicin véi khing sinh aminoglycosid khie hode capreomyein s€ Jam ting dée tinh trén
thinh gidc, trén thin va e ché than kinh — co. Hom nim, néu str dyung ddng thin hai aminoglycosid ¢6

s
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thé lam giam kha ning thim thude vio trang té bao vi khwin do co ché canh tranh. Vi viy ching chi
dinh dimg déng 1hér netilmicin véi ede khing sinh ndy.

Khdng nén phdl hop netilmicin voi kiving sinh polymyxin (dudmg tiém) do ting nguy co de tink
trén thin trir tnedmg hop két qui thir 4 nhay cam cho thiy khing con bién phip phéi hep Khing
sinh khic ndo cho bénh nhin,

Khong nén ding phéi hop netilmicin vii die 16 botalivm do ting tdée dung cia doe 16 niy. Nén lua
chon khing sinh khic thay thé.

Sir dyng dong thod netilmicin vi ede khing sinh nhom beta-lactam lin ting nguy co dic tink trén
than. vi viiy, cin theo doi chire ning thin trude v trong qud trinh diéu 1 cho bénh nhin vi higu
chinh lidu trong truimg hop ciin thiée,

Phoi hop aminoglycosid vii vancomyein trong diéu trj viém mang trong tim nhiém khuin do
Streprocacei, Corynebacteria hoje nhiém ty cau khing thude ¢é khit ning ting dic tinh wwén thin
hoje thinh gide. Cin theo d3i chire nang thin, gidm sit ndng 4o thube d& higu chinh lidu ctia
netilmicin,

Sir dyng ding thivi khing sinh mmmﬂly«.c&d ndi chung vdi mulhw.yﬂumn hodie polyrnyxm lam
tang dic tinh teén thin hofic (e ¢hét diin truyén thin kinh - co. Ding mpl s0 thude giy mé cau triic
hydmcub-un halogen héa, thude giam dau opioid, cic thude (e ché thin kinh — cor hofic truyén mau
ch{:ng dong ¢d citrat déng thivi vdi khing sinh aminoglycosid e nguy ¢o irc ché thin kinli - co , gay
yeu hofe Tigt co ho hip, diin dén suy b hip. Do d6, thin trong sit dung netilmicin dong thivi wii cic
thude trén trong qud triinh phiu thudt holie sau phiu thudt, theo ddi mire d§ giin co cudi phiu thud,
Thin trong khi str dung netilmicin dong thid vai cac thude loi ity quai nhu acid ethacrinic,
furosemid, bumetamid do cde thube niy lm 1ang nong @9 cla netilmicin trong md vi huyét thanh,
din dén higp df)ng lam ting dge tinh coa netilmicin,

Sir dyng ddng thdi nerilmicin vi cie thude ching hiy xuong nhém bisphosphonat 6 nguy co hy
calei mau nghiém trong do tée dung Iam gidm calei nvlu cta hai thude. thin trong khi sir dyng k&t
hop edc thude niy va theo doi chit ché nimg 4 calei vi magnesi huyét ¢ia bénh nhin,

Thin trong khi phdi hop netilmicin voi amphotericin B, ciclosposin, tacrolimus, sirolimus, e din

chit platin (cisplatin, oxaliplatin} do ¢6 kb niing ting dée tinh trén thin, ddc biét trén et bénh nhiin

da e6 suy gidm chire ning thin trude do. /
Twong ky:

Khi trén chung véi cae khing sinh nhém beta — lactam, aminoglycosid bi mét hoat tinh. Khong trjn
chung trong ciing mdt bom tiém, chai hofic 1 truyén dich. Néu phai diing dong thoi aminoglycosid
véi khing sinh nhom beta-lactam, cin tiém & 2 vi trl khac nhau. Néu diéu nay khong thé thue hign
duwge, phii trdng sach day truyén biing dung mdi teomg hop gif cde Fin dua thube,

Netilmicin cling duwge ghi nhin khing twong hop v&i furosemid, beparin va phire hop vitamin B,

10 Tdcdung klbng mong muin ciia thude:

ADR ciia netilmicin tueng ty gentamicin,

Tineimg giip, ADR = 11100

Than: ¢o thé suy than clp, ¢ai nhiéu hiolie dai it, khit nude.

Thiin kinh: co thilt co, co giat. ]

Orc tai tién dinh: nghe kém, 0 tai, chong mdt, hon mit, ndn, bubn nén,

fegdp, 171000 < ADR < 12100

Qui man: Ngir, ban da, phil.

Hiém gap. ADR < 1/1000 4 _

| PRI UL
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Thitn kinh - cor Lidt co ki hip, véu co.

Mt: réi logn thi gide.

Tufin hodn: ha huyét 4p

Huyét hoe: ting bach ¢du 4i toan

Chuyén hoa: ting didmg huydt, ting kali huyét, ting transaminase huyét thanh,

11, Qud liéu vis edch xic iri;

Khing b thude piai djc die hidu. Chi didu i triéu chimg vi hd e, Thim tich mdu hode thim
phiin phitc mac dé tang loal thude ra khol mau,

Diing thude khing cholinesterase, mubi calel, két hop voi thong khi nhin 1po dé diéu tef tinh trang
yéu hofic ligt co hé hilp.

2. Bge tink dieoe liee hoc:

Netilmicin I mét khing sinh thude nhom aminoglycosid ¢6 tic dung diét khudn bing cich e ché
qui trinh sinh tdng hop protein cta vi khuin, Netilmicin ta¢ ddng & néng d§ thip chong lui nhidu
logi vi khudn gy bénh bao gom: Escherichia cofi, cie vi khudn nhom Klebsiclla- Enterobacter
Serratia, Citrobacter sp., Protens sp., Psewdomonas aeruginosa vi Neisserin gonorrhovae,
Netilmicin ciing ¢6 tac dimg i vitre trén cie vi khuin phin 1ap Hemophilus influenzae, Satmonella
sp., Shigella sp., v trén Staphylococens tao penicillinase vi khing tao penicillinase ké ¢ cie ching
khing methicilin. Mgt sd ching thuie Providencia sp., Acinetobacter sp., vi Aeromonas sp. eting
nhay cam vai netilmicin,

Trén in vitre, nhiu dong vi khuin d& khing voi cic aminoglyeosid kbic, vi du nlw kanamyein,
gentamigin, tohramycin va sisomicin viin nhay cam vai netilmicin,

Sur phéi hop netilmicin v penicitlin G 1o mdt tie dong diét khudn hiép déng ching lai phin Ion cic
ching Streptococens favcalis (Enterococens), Tae ddng phoi hop eia netilmicin v carbenicillin
hofic ticarcillin ¢b tinh hiép dc"mg trén nhidu chiing Prewdomonas aeruginoss. Hon nim, nhidu chin I
¢ ip Servatia dé khing véi nhidu khing sinh b @e ché bdi the dyng higp dong eda netilmicin v
carbemcillin, azlocillin, methicillin, cefamandol, cefotaxim hay moxalactam.

13, Dic tinh dicge ding lhpc:

Hép thu: Netilmicin hip thu nhanh va gin nhie hodn toan sau khi tiém bip, wy nhién, tbe dd lap thu
thay dési iy theo vi tel tiém. Sau khi tiém bip netilmicin lifu 2 mwke, ndng d§ dinh trong huyét
tomg dat trong vong 0,5 = 1 gidr 13 7 pg/ml, twong ty nhar sau khi truyén tinh mach ciing lidu trong
mot gidr. Khi tiém tinh mach, nong ¢4 dinh trong huyét tong ed thé cao gip 2 -3 lin so vdi truyén
tinh mach ciing lidu. Tiém lidu chuin ngdy 1 Kin c6 thé dat ndng o dinh khoang 20 -30 pg/ml. Néu
tiém netilmicin lidu thong thudmg, cich 12 gid lin, nbng d§ dn dinh dat duge vio ngly thir 2 cao
hem khodng 20% ndng d9 sau lidu diu tign. &ﬂ
Phin bé: Netilmicin duge phin bd chi yéu vio dich ngogi bio ciim nhidu md va dich trong cor Mié:
huy:::l womg, dich ming bung, dich mang tim, dich ming pllf:i, dich viém 6 dp xe, hoat dich, N(zmg
d thude thip trong mit, sira, dich tiét phé quan, dom, dich nio Wy. Netilmicin khong vurgt qua hing
rio miu - nfio & lidu didu 1] thing thudmg dinh cho ngudi 16m, tuy nhién, mit lugng nho thude qua
durge ming ndo khi ming ndo bj viém. Néng ¢ thude trong dich nfio thy & tré s0 sinh cao hon &
ngwdn 16m, Netilmicin cling duge phiin bo & ede mo trong eo thé, nong 49 cao trong gan, phéi vi djic
biét thiin, nhumg thip trong co, md vi xuomg. Netilmicin tich 1y trong co thé khi dimg thude nhidu
in trong ngiy, chit yéu trong té bio v thin. Tuong 1y cic aminoglycosid khic, netilmicin gin voi
protein huyét tuong & 1y 1§ thip ( 0 - 30%). Thé tich phin bd cia netilmicin khodng 0,16 — 0,34
litkg. O3 1€ sor sinhy, Vg khodng 0,56 lit/ ke, 'K.!f
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Thai trir: thési gian bén thai cda netilmicin 13 2 — 2,5 gié, nd khéng phy thufe vio duimg ding nhumg
phut thude vio lidu dimg, thude bdi tiét qua thin dudi dang khéng chuyén héa chit yéu bing co ché
lpc qua ciu thin. Ty 1¢ thude duge i hip thu & dng thin thip. Khodng 80% liéu dua vio dugce thai
trir ra nurGe tidu trong vong 24 gid,

(3 bénh nhin suy thin : thod gian ban thai kéo dai iy thude mite 49 suy thin, & bénh nhdn ¢6 Cl, 70
= 90ml/phat/1,73 m’, thoi gian ban thii khoang 3,5 gid. thivi gian bin thii khodng 42210 gid o bénh
nhin vo higu.

O tré so sinh vi tré nho:

3 tré sor sinh trong twin déu sau khi sinh: théi gian bin thai ciia netilmicin t¥ 1¢ nghich véi can niing
ciia co thé, Vi tré ning 1,5 - 2 ke, théi gian ban thai khodng 8 giér va vai tré niing 3 -4 ke, théd gian
bén thii khodng 4,5 giér & tré em vi tré nhé trén 6 tuin wéi, thei gian ban thii khoang 1,5 =2 gidr v,
khong phu thude vio ¢in ning, wdi hojic s lugng liéu,

O bénh nhin béng: do tinh trang ting chuyén héa & bénh nhan bi bong ning, third gian bin thii cla
netilmicin 6 thé giam rd rét vi ndng dif thude trong huyét thanh cé thé thip hon dy doén,

(3 bénh nhin sot vi thiu mau: théd gian ban thai ctia netilmicin ¢6 thé ngfin hon so véi ngudi binh
thudmg, tuy nhién, khong cin higu chinh lidw.

5 bénh nhdn bj xo nang: thid gian bin thii cia netilmicin gidm & teé em b xo nang, & 1ré khong bi
xo nang, théi gian bin thai khodng 2,3 £ 0,9 gid, cdn & tré bj xo nang, thoi gian bin thai khoang 1.4
0,3 gidy,

C6 thé logi thude khédi co thé bing thim tieh miu, Nong 36 thuie trung binh trong huyét thanh gidm
63% sau khi thim tdch miu kéo di 8 gior.

. Quy cich dong gdi:

Hop 10 éng, kém hudng din sir dyng thude,

15.  Diéu kign bie quin, han diing, tiéu chudn chit hegng cia thde:
Diéu kign bio quin: noi kho, dudi 30°C, tranh dnh sing.

Han dimg: 36 thang ké tir ngdy san xuit,

Tiéu chuin chit lugng: TCCS.

16, Tén, dia chi ciia cor sét sin xuit thube:

Céng ty ¢d phiin Durge phiim Trung wong 1 - Pharbaco

160 Tén Birc Thing - Ha Ni - Viét Nam

Sin xuit tai: THANH XUAN - SOC SON - HA NOI
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BOY TE NG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pie ldp - Ty do - Hanh phiic
BIEN BAN

THAM DINH HO SO THAY POI/ BO SUNG
THUOC TRONG NUGC PA PUQC CAP SPK LUU HANH

LTHONG TIN CHUNG

1.Tén Cong ty ding ky:Céng ty c6 phin dwge phim Trung wong 1 -
Pharbaco

Dia chi: 160 - Tén Dirc Thing - Pong Da - Ha Nji

2.Tén Cong ty san xudt: Cong ty ¢b phin dwge pham Trung wong 1 -
Pharbaco .
Dia chi:Thén Thach Loi, xd Thanh Xudn, huyén Sée Som, TP. Ha Noi

3.Tén thudc: Tilmizin 300

4.86 dang ky:VD-30542-18 Ngay cap SPK:05/07/2018

5.Céng thire: Netilmicin (dudi dang Netilmicin sulfat) 300 mg/3 ml - 300
mg/3 ml

6.Dang bao ché: Dung dich tiém

7.Quy cach dong géi: Hop 10 dng x 3 ml

8. Han dimg: 36 thang

9.Céng viin dén sb: 2446 Ngiy dén: 17/07/2018

ILNOI DUNG PE NGHI THAY POI/BO SUNG

edp nhdt mau nhén va té heémg dan st dung

(Cac néi dung khic dé nghi xem tai myc C - Bon ding ky thay doi)

III. PHAN LOAI THAY POI _ )
Thay doi lém O Thay doi chi ean thong bao a
Thay ddi nhé can phé duyét = Thay doi khac O
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1L NQI DUNG VA KET QUA THAM DINH
(Neay diea ra tham dinh:23/07/2018 )
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Y kién thgm dinh hé so bd sung ciia chuyén gia
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Tén thube: Tilmizin 300, SDK:VD-30542-18

86.CV dén: 2446, ngay dén: 17/07/2018
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Tén thube: Tilmizin 300, SDK:VD-30542-18  S4.CV dén: 2446, ngiy dén: 170772018




