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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pic lip - Ty do - Hanh phiie
sé: 3715 /QLD-BK Ha Ngi, ngay U thang 5 nam 2019
Vv edp nhit miu nhin, & hudng
dén sir dung

Kinh giri: Céng ty cé phin duge phim Trung wong 1 - Pharbaco
Dia chi: 160 - Tén Piee Thiing - Péng Da - Ha Néi.

Ngay 13/07/2018, Cyc Quan 1y Duge nhan duge don ding ky lha")-r doi dé
ngdy 12/07/2018 vi céc tai héu cd lién quan cua cong ty (sa tiep nhdn
2419/T DTN} vé vige clp nhﬁt mau nhén, t& huéng dan sir dung déi véi thuoe
san xudt trong nudc d duge cp sé dang ky lwu hanh.

Ciin cir Thong tur 6 44/2014/TT-BYT ngay 25/11/2014 cia B trudng Bo
Y té quy dinh viée ding ky thuéc Théng tr sé 0172018/TT-BYT ngay
18/01/2018 cua Bo u'udmg B& Y té quy dinh ghi nhin thude, nguyén lidu lam
thudc va t& huémg dan sir dyng thude;

Cin cir Bién ban thim dinh hé so thay doi/bd sung ciia cong ty, Cuc Quéan
Iy Duge ¢6 ¥ kién nhur sau:

1.Déng ¥ dé céng ty duge cdp nhit mdu nhén, té huéng dan sir dung déi
véi thube Fabalofen 60 DT, sé ding ky:VD-30524-18.

Huéng dan sir dung, méu nhan thay déi duge déng diu xéc nhin cia Cuc
Quan ly Duge kém theo Cong van nay.

Ngoii ndi dung duge thay dbi trén, tat ca cac ndi dung khac giir nguyén
nhir hé so diing ky thude luu tai Cye Quan Iy Duge.

Céng ty ding ky, nh sin xudt phai chju trich nhiém vé chat lugng doi
véi thude luu hanh trén thi trudng va cb trach nhiém théng béo sur thay di nay
dén cic co quan lién quan va khach hang.

2. Cong ty chi duge san xuat va luu hanh thude déi véi céc ndi dung da de
nghi thay ddi sau khi d3 ur hoan thién cac ndi dung quy dinh tai muc 6 3 cia
cong vin nay.

3. Trong théi han 06 thing ké tir ngay ky cong vin ndy, yéu gﬁu cong ty
phéi hoan thanh vigc bo sung trong ho so luu ciia cdng ty cdc phan ho so ¢6 lién
quan dén ndi dung cip nhat mau nhin, t& hwéng din sir dung, cy thé nhw sau:

- Bb sung bang so sanh chi tiét cée ndi dung thay déi trong to huéng
dan sir dung so véi cac ndi dung da duge phé duyét.

- Don dang ky thay doi: myc C: Bé nghi ghi chi tiét cde noi dung dé
nghi thay doi.

Céc néi dung cdng ty tr bé sung, hoan thién cho hé so cua thube nay
duge ding lam bing chimg xudt trinh trude co quan ¢6 thim quyén khi kiém tra
vé hd so ding ky luu hanh thude, nguyén liéu lam thude.
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4. Sau 06 théng ké tir ngdy ky cdng vén ndy, cong ty phai san xudt thude
theo cac ngi dung da duge phé duyét thay doi.

Cue Quan ly Duge thong béo dé cong ty biét va thue hién ding cic quy
dinh cia Viét Nam vé luu hanh thuoc./.

Noi nhin:

- Mhar trén;

- CT.Vii Tuin Cudmg (dé ble);
-S& Y 16 TP.Ha Nji;

- Luu: VT, DK (Chi).
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T HUCONG DAN SU DUNG THUOC

FABALOFEN 60 DT. Vién nén phin tdn

DEXA TAM TAY TRE EM, ) _
DOC KT HUGNG DAN SEDUNG TRUCC KHEDUNG,

THANH PHAN CONG THUC THUOC: cho | vien nén phin tin:
Thinh phin duge chir: Loxoprofon natr (dudi dang Loxoprofan natri Bydeat) e s 0,0 Mg,
Thinh phin 4 duge: Cellulose vi tinh thé, asportam, acrosil R200, magnesi stearat, croscarmelose natr, bt mi ddu

wira i | vién,
DANG BAO CHE: Vign nén dhi, mébu teling ngd, morindt cd vach phin liu, mit vién nhiin, canh vién lnh tin,

CHI BINH

DE gidm viém v day ireng cde rdi Togn vit tridu chimg sau; Viem khop dong thip, viem xuwong - khop, dau lung
dunii, viém quanh khop vai, hii chimy ¢ - cinb tay, dau cing (1),

Dé gidm vidm v dau sau phiu thuft, sau chin thuong bode sau khi nhd rang (2).

1 b 50t v gidm dau trong che i loan sau: Viém didng b hilp trén edp tinh (bao gdm viém dwimg hi hip rén
¢dip tinh kém theo viém phé quin clip) (3)

CACH DUNG - LIEU DUNG:

= Licw feegmg ver edeh divg eho ehi dinh (1) hode (2);

Lidu thing thubng cho ngudi Im 13 60 my loxoprofen nari (dqng khan) dimg dudmg udng, ngdy 3 1in. Trong truimg
ligp chp tinh, diing liéu i 60 - 120 mg moi s ding dubng udng. C6 thé didu chinh lidu theo wbi vi tridu chimg cia
bénh nhin.

- Lidn hepmg var cich dimg cha ehi dinh (3); ) )

Lidu thing thudmy cho ngudd Wn 160 my loxoprofen natri (dang khan), ding duimg udng. Co thé diéu chinh lidu

theo tudi v tridu ching ctin bénh nhdn. Theo quy dinh, ding thude niy vai litu diing hdng ngdy 10i da duge khuydén ';
cio 1 2 Uhn trong ngay, 1en dén 180 mg/ngiy. J
Udinng <au An. Nén teinh udng thude trong loe doi.

Co the udng thude vai nude nhir thong thuimg hode hba tan trong mede, kheby @& trade khi ubng

CHONG CHI DINH: )

Tré em v thanh thidu nién dudi 18 whi ’

Bénh aldin bj loét hi tigu hoa [CO6 thi bi leét hE tiéu hia teim teony hom do sy gidm chiy miu dg day 1 sy e ché -

sinh ting hop prostaglanding,

Iiinhérﬂ:inﬁcﬁ nhimg bt thtmg v méu nghidm trong (U6 thé xdy ra rdi logn chire mang iy ¢hu vi sy bit thudng
e the b xiu di‘i. .

Bénh nhin bj roi foan chire ning gan nehicrm trong (D3 co bao cio vé thi hai gan ol 1 mét the dung c6 hpi, vh
riti logm chire ning gan el bénh nhin ed thé bi gin tang). fo
Bénh aldn bj rbi loan chire nding thin nghiém tegng [Cle tae dpng phu e suy thin cdp, hoi chimg thin b, vl i/
e thé xdy ra]. E x
Bénh nhin suy ehite ndng tm nghiém trong [Che trify chime vé tim ¢6 the wia Kng do sy frc ché sinh thng by
prostaglandin trong hiin ¢6 1heé gy ra phit va lam ding thé tich dich dn hedn trong co thé, kim vii syt ding
v cutmg d4 1am vife clia tim),

13énh nhdn o ién si min cim vir bit cir thanh phin mio cia thude.

Bénh nhin bi hode co tidn sir bj b¢nh hen do aspirin (sy cam g eda con hen v cae thube giam dau Khing viém
khdng steroid, v.v... ) [C6 thé gy ra mdt con hen do aspiring.

Phy ni mang thai & 3 thang cudi thai k§ [Xem phi"l:l St g o phy e e thad va oo con ),

CANH BAQ VA THAN TRONG KHI DUNG THUOC: M

* Trong ser dyng: :

- Nguy co hny’grkhﬁi tim mach: cie thube ching viém khing steroid, khong phii aspirin, ding dudmg todn thin eb

thit tang nguy co xudt hign bidn cd huyét khdi tim mach, bao gbm ci nhbi miu co tim vi dft quy. ¢6 thé din dén w
vong. Nguy co niy ¢6 thé xudt hidn stm trong vii tudin ditu ding thude vit ¢6 thé tang 1n theo théi gian ding thube.
Nauy cor huydt Khii tim mach duge ghi nhiin chi yéu 0 liéu cao.

[¥4c <F cin danh gid dinh ki su xudt hign cia che bién eb tim mach, ngay ¢ ki binh nhin kKbing o6 cac wridu chimg
tim mgeh e do. Bénh nhin cin duge canh bio vé cbe trigu chimg cia bidn eb tim mach nghiém irong vi ciin
thiim Khdim bie 57 ngay khi xudt hifn ede rigu chimg niy, . .

Dé gidm thidu nguy co xult hién bicn ¢b bit gi, edn sir dyng Fabalofen 60 DT, ¢ liéu hing ngiy thip ahdt co higu
quit trong thivi gian ngin nldt oo thi.

« Bénh nhin cd tidn st bj 106t 1§ tigu hon. Vi khi ding thude niy ¢6 thé gdy ti phin vt lodt.

« Bénh nhiin bj loét hé tiéu hoa lién quan dén vige ding dai ngdy cic thude ching viém gifm day khing steroid mb
bidu hi¢n Viny shnge doi hoi phii didu tri thude ndy dai ngdy vi nhiing bénh nhin dang di¢u 1 misoprostol, Nén thin
trong khi dimy thube cling véi sy kidm sodt chat ¢hd cde bidu hign Em sing cia nhimg bénh nhin dang dang thude
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ndy, vl oo thé kho chira cde vét loét hé tiku hia khi dimg cing misoprostol, thude duge chi dinh dimg chitn loét hi
tiéu hoa ghy ra do thude ehdng viém giim dau khing steroid,

- Bénh nhiin bi hodic ¢6 tién i bj cie bl thuomy vé miw. Vi c6 kit niing xiy ra cée te dyng phy nine thidy mau tan
v,

= Bénh ahin bj hole cd tidn i bj logn chite ning gan. Vi ed thé xdy mosie gia ting holie 147 phdt bénh lapn chite nfing
gan;

- Biénly ahin b Hoje oo tién st bj Togn chite ning thin, Vi co thé xdy ra cde tde dyng phy nlie phis, protein nidu, ting
creatinin trong huyét thanh hay tang Kali huyér.

- Bénh nhin bi loan chie ning tim.

- Bénly nhiin ¢6 1ién sit miin cam,

= Bgnh nhdn bj heén phé quan.

- Bénly ahiin bj viém loét rugt két.

« Bgnhy nhdn bj bénh Crohn,

- Bénh nhin cao twdi. Vi hay gip cbe the dung phy & bénh nhiin cao twdi, nén ditng thiin trong thude ndy, vi du bt
diu udng thude vii iku thip, dong thivi kiém sodt chjt ché tinh trang coa bénh nhin,

< Thubie ¢6 chita aspartam voi thinh phin chinh 14 phenylalunin, ¢6 1hé bt i ddi voi nguti mée biénk phenyleeton
nigu,

SUDUNG THUOC CHO PHUY NIUTCO THAT VA CHO CON BU:

« Phy nit ¢ thai: o

Chi sir |I|.|1!¥ thude niy cho phu nir dang hofic ding 6 khi ning mang thai khi cin shic thiy nhimg lpi fch biét inede
ciia vie dicu e hon so véi Biit k¥ nguy co tidm ting ndo. [Tinh an todn cdn thube cho phip nik mang thai chua duge
thidt lip]. )

Khéng nén ding thubc nky cho phy nir mang thai & giai dogn cudi.[DA ¢6 bio céo vé sy sinh can bi tri hodn trong
nghién e trén ding viin (& chudt)].

D3 ¢6 bito edo v sy co ddng mach i thai trang mit nghién cim teén chudt whng thide & gini doan cudi cia thai ky,
- Phy nit cho con bi:

Nén trdnh ding thude nay cho ba me dong cho con b, Neu viée ding thude duos xem Ta ¢in thiét thi nén ngimg cho
con b, [Cle nphidn ¢l irén ddng vt (rén chudt) cho thily loxoproten duge 1iét trong sitame].

ANH HUGNG CUA THUOC LEN KHA NANG LAIXE, VAN HANH MAY MOC:
Khang cb nghién cin oy th ve dnh huong lén khi ndng i miy moe, thu xe. Tuy nhign, bénh nkhin clin duge chnh
béo ring the dyng khdng mong mudn nhir budn ndn, tidu chiy cb thé xdy ra.

TUONG TAC, TUONG KY CUA THUOC:

;ﬁw;nrl‘arin: 1igu qua ching déng ea cie thube niy o the diege tng 1En. Vi vily, cin thiin trong vi giam Hiew néu
i thigt,

= Thude hy glucose - huyét Sulfonylurea (Tolbutamid vil cae thube khiic): e dyng gism glucose huyét cia nhimg

thube niy o6 the duge tag 1én. Vi viy, cin thin trong vil gidm 1idu néu cin thié,

- Thube khiing sinhi quinolon thé hé moi (Enoxacin hydrat vi cde thube khie): e dong ady co gift cim nhing thube

ndy co thé bj ting 1én.

- Methatrexat: Ning. d9 methotrexat trong huyét wong e thé duge tang 1En, din dén lm ting the dung coa

miethotrexat. ,

- Cée ehé phm Lithium (Lithium carbonaty: Nong 0 lithium trong huyét neong 6 the ting diin dén dde 1 lithium,

W vy, cln thin trong kidnt sot nbng d§ lithium trong huyé tuong v gidm Tidu khi cin thidt,

- 'I'Iulgc li tiéy Thiazid (Hydroftumethinzd, hydrochlorothiazid vi cic thube khic): Cie the dung ching ng huyét

fip - loi tiéu cia nhitng thude niy cb thé bj gidm.

TAC DUNG KHONG MONG MUON: u .
Nyuy cor huyét khi tim mach: xem thém phin Cinh bio val thin trong khi ding thude.

Ciie e dung phy phé bidn duge bde cdo 14 che iridu chimg vé tidu héa (khd chiu dip diy, dau byng, budn non
vihoge ndn, chin &n,....); phit. ban, may day, budn ngi.

* e rdee dymy khdng mong muein ol yéu ieén idm sang:

- S vi cde tridu chimg phan v§ nlur gidam huydt dp, phi thanh quan, khi thr (chua d tin sufi): Nén theo dai binh
nhiin chit che, néu e bit ki sy bit thudng ndo ngimg thude npay 1p tie va s dung cde bitn phip didu trj thich
hep.

= ?l?hi.éu i tan mdw, gidm bach chu, gidm tiéu chu (chua rd dn suit) Theo dai chit ch binh ahdn thing qua xé
nghiém huyét hoe... Néw e6 bt ky su bat thiimg ndo ngimg thude ngay 1ip tie vi si dung cic bign phip didu i
thich hgp.

- Hji ¢;::]|;ng Stevens-Johnson, hii chimg Lyell (chua rdotin suat): Nén theo ddi binh nhin chiit che, néu ¢o bt ki sy
biit thudmg ndo ngimg thude ngay Bip tie v si dung cag bign phip dicu g thich hop. .

- Suy thin cip, hii chitg thin b, vicm thin ke (chwa rd thn sudty: Thin rong khi ditng thude trén nhitng bénh nhin
ndy vi ting kaki huyét c6 thé xiy ra, Theo di bénh nhin chit chi, néu e bit ky sy bit thimg nio ngimg thu
nuay 1p tirc vé sir dyng che bign phap dicu trj thich hop. g

- Suy tim sung huyét (chua rd tn sudt); Nén theo doi binh nhin chit chd, néu co biit k¥ sir bit thubmg nbo ngimg
thude ngay 1y tie va st dung ehe bifn phip didu e thich hop. %:;;;

4
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= Viém phdi ke (chum rd Gin sult): Viém phoi k& kém theo cie bidu hign sdt, ho, khd thi, nhimg bit thuimg & X-
quang ngwe, ting bach cliu ua acid ¢6 thé iy ra Cln dimg thude npay lip e v thare hign clie bién phiip thich hop
b dida 1rj conticosteroid,
- Chiy mau da diy fehua ed tn sudye VE lodn hé iéu hoa nghidm trong hojde chiy mau dp diy & it non vivhoge
ot trdng, ndn e mdu, dai g mie den v di gn phiin ¢é miu ¢ thé xily ra. Mén theo dai bénh nhin chit che, néu
¢ bilt ky sie bt tharimg ndo ngimg thude ngay Tip tie vi s dumg cic bién phap didu tr thich hop.
= Thing da dity (chura D vlin sudt) Co Uhé xiy ra thiing dy diy, Néu thiy dau thugng vi, dan bung,... nén ngimge
thude ngay Iip tirc va thue hién cic bign phip didu ir thich hop,
- Logn chire niing gan, ving da (chura rd thn sudty: Tang chi sb AST (GOT), ALT (GPT) vh y-GPT trong huyét thanh
hode viém gan co thé dit ngft xiy ra Néw quan s4t thdy nhing bdt thudmg niy nén ngimg thade vi thye hign cde
bién phap didu trj thich hm
- Com hen (ehura rd o suit): Nén theo d0i bénh nhin chdt ehe. ndu ¢d bit ky sir bit thudng ndo nglmg thude ngay
lip tire i sir dyng cde bién phip didu tej thich hop.
- Vidm ming nfo vi khuin (chua rd tin sud); sit, duu_dﬁu. budn nén vivhede ndn, cimg gay, mdt tinh 1o, e thé
xity ra. Bgnh nhin cfin duge theo di chit ¢hd, néu ¢d bit ky s bit thidmyg ndo ngimg thube ngay Hip tic vl st dyng
cac bign phip diéu trf thich hap (dhe bigt dbi vai bEnh nhin lupus ban db b§ thing hoje bEnh md lién két hin hep).
< Thidu mau bit sdn: di eb bio cho & thida mau biil san xay ke ding che e ch:‘mg viem gidm dau khong
steroid Klvac. -
* e rere: clyrg Riring g mneon Knic,

Tﬂﬂ_:_g[‘l_cdr the dung phy
0,1 dén < 1.0% 0,05 dén < 0,1 % < 1,05% Chira ri tin sudt
Qui mian Ban Wetri Ny day S
Do bung
K chiu dy diy Loét hi titu hiva
. Chin in Thao bén .a Khit
Tituhla | pody aon vihode | @ ndng Khé tigu Chirtmg bung
non Vidm migng
Tiku cliy
Tim mapch Béinh trong npye ;I:ﬂ.ng Tuyét ap
Thinkinh | Bubn ngi Dau dhi s
Thicw mén g inid
byt e Giam bgch el :.in.’nm T tidu
Ting bach chu tra cosin | =
- Tang AST (GOT) o
Gan Tane ALT (GPT) Ting AP
= 5 Huyeét nifu
Tiet ni¢u Protein nidy
. Duu ngye
Khic Phis ng i Khi @

Tidirg beter mgray cho hec 57 hoge dge 57 Hl;r;ug phian tong oo bt @dp phai khi sie dyng Nee.

QUA LIEU VA CACH XU TRI: )

Mie dit chum ¢é kinh nghigm vé qua lidu edp voi loxoprofen natri hydrat, €6 thé khuyén cio ring ehe diu higu vi
irigu chitmg nhu 43 duge d& cip & mye “Tae dung Midng mong mudin® nén duge thing bio,

Chua ¢6 thude gial dée dic hidu cho loxoprofen natri hydrat, ¢é the xir [y qui liku bing cie bign phip thing thuimg
whr gifim W this (v dy i da dity v ditng than hogt) v ting bl tiét. Trong tneime hop qui lide hiy nghi ngd qud
lidu, clin theo dai bénh nhan vit duy tri cic bifn phip bis sude vh dign gial thich hap. Nén ding éde bién phip didu
1ri triéu chimg vii dicu 1ri b tro. &;
PAC TINH DUGC LT HOC:

Loxoprofen natri hydrate It thude chéng viém khing steroid nhdm phenylpropionic, ¢o tie dyng giim daw ngoal vi
frignh, khdng viém vi Iy sdt Day 14 min thude mid san khi duge hip th 0 mt, duge bién dbi sinh hoe thinh mit
chdt chuyén hda ¢d hoat tinh d& phit huy tae dung,

Fiie oy gisem i .

* Loxoprofcn natri hydrate duge chimg minh cho thiy EDSO cia ligu 0,13 mp/ky wong thit nghigm Randoll-Selitto
(phucny phap gy 4p Tye 1wén chin chudt bj viém: ding dumg udng). te dyng gidm dau gip 10 dén 20 Tin 5o vii
tie dyng cia cie thude so sanh khde nhu ketoprofen, naproxen vi indomethacin, ;

* Theo dinh gia trong thic nghiém vét thuong viém ty & chudt (chudt, dimg dudng ubng), loxoprofen matri hydrate
cho thiy 150 cia licw 0,76 mpke vi duge chimg mink ¢6 vic dyng nhir naproxen vi gap 3 dén 5 Hn the dyng so
wiii ketoprofen v indomethagin.

* Trong thir nghigm dau viém khép man (chudt, p.o.) loxoprofen natr hydrte ¢6 the dung gidm dou dde bigr (D30
a lidu 0,53 mg/ke), gip 4 dén 6 Hin wic dyng dupe so sinh voi indomethacin, ketoprofen vi naproxen.

* T dymg gidm dau cda thude 1 & ngogi vi,
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e dhyngs Ardng vidm: Loxoprafen natri hydmte tho m e dyng khing viém cin thidt co thé se sanh vai the dyng cua
ketoprofen vi naprosen ireng viém chp vt mpn ol phit ghy @ de cammgeenin (trén chuit) va viém khap bi g
{rén chudt).

Tide g b sér: Loxoprotin natri hydrate duge chimg minh ¢ho thiy ¢ t4e dung b sbt eln thidh eo thé so sinh v
tie dung cia ketoprofen vi naproxen v pdp khodng 3 Bin te dyng so voi indomethacin trong bt gdy rm de men
{trén chudt). .

Cor ohif e g Sy tre ¢hé sinh tng hop proswaglindin o nén oo el the dung eta thube ndy, vi tri tie dung 1a
vong oxi hoa. Khi ding duémg ubag, loxoprofen natrd hydrate duge hip th tr dng tidu hoa dwéi dang hep chit
khong doi voi s it Kich ing da diy nhat. Sau dé thude duge nhanh chéng bién dbi sinh hec thinh chdt chuyen héa
digng ddng phin trans OH ed hogt tinh (s phdi hop SRS) voi tie dyng e ehé tidm nang sinh g bop prostaglindin
1po nén tie dyung duge 19 cla thude,

BAC TINI DUQC BONG HOC:

Sy drdpy Hiee vl chuydn b

Cho mudi sdu tinh nguyén vién tnrémg thinh khoe manh ubng thebe thay Loxoprofen natri dige hip thu nhanh

chéng sau khi ubng Iy don 60 mg. Loxoprofen v dang ddng phitn trans - OH eda nd (ehit chuyén hou ¢o hom

tinh) duge thily rrong miw, Thii gian dat duge nong di dinki huyét wong th khodng 30 phit doi vai loxaprofen v

Khiodng 50 phit i voi dang dong phin 1rans-OH, voi thoi gian ban thili xdp «f | gidr vit 15 philt cho cA hai chir,

Céic enzym ehuyén hiv thiede

Loxoprofen notri hydrate khng tie ding dén sy chuyén hoa cia clie thude khie mi cb tac dung nir 13 chdt nén cho

ciic isoform cytochrome P450 (CYPIAL2, 2A6, 26, 2C8/9, 2C19, 2D6, 2E1, vi 3A4), thim chi o ndng 4§ can

*dp xd gap 10 Hin ndnyg b dinh huvét wromyg (200 pMY trong mdt nghién et vé de ché chuyén héa thie hign rong

phing thi nghigm vin micmsom_e LN g,

€de thing $6 e ding e (18 dom)

* T 1 hép thu hing dinh v ty 1€ thii telr hing dinh

Ty 1§ hap thu hang diph | Ty 1§ thai e hing dink
(gitr') (eiir')

A= o004 0,93

gl her o 0,59 1 0,04
Damg ding phin R D99 L 0,07

t%nns—"gll; 3.56.+0.21 by 0,54 2 0,02

n= 16, trung binh + 5.E

= T4 12 lién kit protein hn?él. tuong

9 1 lién kit protein huyct tuemg nhi diege xa¢ dinh & ngudi (trén 5 ¢f th ui thiv diém | gity san khi udng lidu 60

mg) omg dng Ei 97,09 vit 92,8% ddi vai loxoprofen vi ddng phin trans-0F,

* ALC {n = 16, trung binh = S.E.)

Loxoprofen: 6,70 & 0,26 gig*gid'ml

Dyng déng phin trans-OF: 2,02 + 0,08 pg*gio'm '

B v

Thude duge bai el ahanh qua meée tide, chi véu dwdi dang ién hop voi glecuronat cia loxoprofensi dong phin

trans-CH, ey

Ste Frckpr thesi vt i 0 san I i nbvids Hidn

Loxoprofen 10,21 £ 1.82

Sur bilp thu i bAi tiét cia thude sau khi $ tin nguyén vién tnsemg thanh khoe manh uong liku 80 mg dgdy 3 Kin
trong § ngdy khong thiy b khde bigt dang ehi ¥ ndo sau ki udng Tidu don, do vy khing o6 bing chimg wé sir tich

Iy thube.,
QUY CACH DONG GOL: Hip 10 vi % 10 vién nén phitn tn.
DIEU KIEN BAO QUAN: Noi kh, dudi 30°C.
HAN DUNG: 24 thing ké v ngly sin xuin
TIEU CHUAN CHAT LUQNG: TCCS
TEN, DIA CHI CUA CG SO SAN XUAT:
Cong ty cb phin Duge phim Trung wong 1 - Pharbaco q;;?
160 Tan Die Thitng = Ha Néi - Vig Nam
Bign thogi: 024 - 38454561; 024 - 38454562 Fax: 024 - 38237460
San xudi 1ic Thanh Xudn - So¢ Som - 1 Noi

[ *| buoe PHAN) |

| TRUNCE NG T * |

O, Pl S,

" TRGH B T 1
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BOY TE NG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pie lap - T do - Hanh phiie
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 dang ky:Cong ty ¢ phin duge phim Trung wong 1 -
Pharbaco )

Dia chi: 160 - Tén Dirc Thang - Pong Da - Ha Ngi

2.Tén Cdng ty san xuat: Cong ty ¢b phiin duwge phadm Trung wong 1 -
Pharbaco i .
Bia chi: /160 - Ton Diee Thing - Péng Pa - Ha Ngi

3.Tén thuédc: Fabalofen 60 DT
4.86 dang ky:VD-30524-18 Ngay cip SDK:05/07/2018

5.Cong thirc: Loxoprofen natri (dudi dang Loxoprofen natri hydrat) 60
mg - 60 mg

6.Dang bao ché: Vién nén phan tan

7.Quy cach déng gbi: Hip 10 vi x 10 vién

8. Han diing: 24 thang

9.Céng vin dén so: 2419 Ngay dén: 13/07/2018

I.NQI DUNG PE NGHI THAY DOI/BO SUNG
¢dp nhat méu nhan, ¢ hieéng dan st dung

(Céc néi dung khéc dé nghi xem tai muc C - Pon ding ky thay déi)

I1l. PHAN LOAI THAY POI1 ) .
Thay doi lén O  Thay di chi can théng bio O
Thay doi nho can phé duyét (Z/ Thay déi khac O

.r_} l_J 1 ! I.-

Y =
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111. NQI DUNG VA KET QUA THAM PINH
(Ngay dua ra thim dinh:23/07/2018 )
PHAN Y KIEN CHUYEN GIA THAM DINH TIEU BAN PHAP CHE

— (& (L QQL:,JA%J:@ PS> T ke ,,£(
o) ; il e Cpn g Gl e,
= 'r"gé"‘»b% %SD JﬂﬁﬂMJDJ*“ﬁ&ﬁa V@‘:SL//J:&..M fﬁ?&ﬁ;

N Uu-t-cﬂﬁ‘ff- cﬂ_,e/j J‘[ H.&(uﬂwﬁ.j e, m,éé. J’Eﬂg

Tén chuyén gia Chir ky | Ngay thim dinh Noi dung dé xuat
/ 4’/ = B‘?“g ¥
[ o~ . | Bo sung
{ L’%f? /)’}{’/59 Khong dong y (]

1] ('I.hj: {SéJmﬂ../;/F_ ’;

¥ Iuén tb!am dinh hé so h-l} sung cia chuyén gia

Thém dinh hé so' bé sung Ni dung dé xut
Tén chuyén gia Chir Don Bé | Khén
Lin Ngiy TD yent K ¥ 3 sung dt:mgg
1
2

Phiin ¥ kién ciia chuyén vién (néu c6):

Y KIEN KET LUAN CUA PHONG PANG KY THUOC

dialp . B.} + PN m‘k

el
g [
Tén thube: Fabalofen 60 DT, SDK:VD-30524-18 S0 CV dén: 2419, ngay dén: IE?I]T.“IG]S



https://trungtamthuoc.com/

PHAN Y KIEN CHUYEN GIA THAM PINH TIEU BAN DUGC LY
M’ c%; wWer T og(1f .

Tén chuyén gia Chir ky | Ngay thim dinh Noi dung dé xuit
C e Lo - > Bdl'lg }. 5]
\/ll T2y Tty r}i‘:‘,‘_’r 26 f}’[c‘f Bo sung ]
Khong dong ¥ a

Y kién thim dinh hé so bd sung ciia chuyén gia

Thim dinh hé so bi sung Nii dung dé xuat
y Tén chuyén gia Chir ky | Béng Bo Khéng
Lin Neay TH ¥ sung | déng ¥
1
2
- S (V|
| Al

Tén thude: Fabalofen 60 DT, SDK:VD-30524-18

S6CV dén: 2419, ngay dén: 13/07/2018




