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HUONG DAN SU DUNG THUOC

Pabianickie Zaklady Farmaceutyczne
Polfa S.A.
ul. Marszatka J. Pitsudskiego 5
§5-200 PABIANIC
tel. (0-42) 225-05-55 : 59: fax:21 5-53-96
NIP 731-000-45-27, REGON 000043883

Ha

J-‘.

R 4



klady Farmaceutyczne
olfa S.A.
ul. Marszatka JAFE;"IS;\JEJSI%E 05
Hudéng din sir dung danh cho nguwoi bﬁ{f% 4%55225(.) 005_25 ; 5%’-33;‘1"62010562%%%
1. Tén thudc: CODODAMED 75 myg 808 353

Vién nang ctig pregabalin 75 mg
2. Khuyén cdo
Thubc nay chi ding theo don cua bac si.
Boc ky hudng dan s dung trudce khi ding. Néu cn thém thong tin, xin hoi y kién bac si.
Dé xa thm mit va tim tay tré em.

Pabianickie ZFa,

Khong sir dung thude sau ngay hét han ghi trén bao bi thuée.
Théng béo ngay cho bic si hoic duoc si nhimg tac dung khong mong muén gap phai khi
str dung thube

3. Thanh phan, ham lrgng
Hoat chdt: Mi vién nang cung chira 75 mg pregabalin
Td duge: Lactose monohydrat 8 mg; tinh bot ngd 8,5 mg; talc 8.5 mg; nang clng gelatin

4. M0 ta, dang bao ché ciia Cododamed 75 mg
Vién nang cimg ¢& nang sb 4, nip nang mau nau do, than nang mau tring ¢6 in d4u chi
75 mg", bot bén trong nang mau trang toi trang duc.

5. Quy cich déng géi ciia Cododamed 75 mg
Hop 4 vi x 14 vién; Hop 2 vi x 14 vién (D_T

6. Cododamed 75 mg dung cho bénh gi? i
Pregabalin thuéc nhém thude didu tri dong kinh, dau than kinh va réi loan lo 4u lan téa &
nguoi 1on.
Dau thin kinh lrung uong va ngogi vi: Pregabalin duoc sir dung dé didu tri cac con dau
thn kinh kéo dai. C6 rét nhidu bénh 1y ¢6 thé la nguyén nhan dan t6i dau thin kinh ngoai
vi, vi du nhu dai thao duong hay zona than kinh.
Cac cam giac dau c6 thé dugc mod ta nhu nong, rat, dau nhoi, chuét rat, dau nhu bj cham,
ngia ran, té, budt nhu kim tiém. Dau thin kinh trung wong va ngoai vi cling c6 thé két
hop véi nhiing thay déi tam trang, roi loan gidc ngu, mét moi, va ¢é thé anh hudng t6i cac
chiic nang thé chdt va chét luong cudc séng.
Ding kinh: Pregabalin dung diéu tri mot thé dong kinh (cac dong kinh cuc bd c6 hay
khong ¢6 toan bd hoa thi phat) & nguoi lon. Béc sy cua ban s& ké pregabalin cho ban dé
hd tro diéu tri dong kinh néu nhu phuong phap diéu tri hién tai cua ban khong kiém soat
duoc tinh trang dong kinh. Ban s& duoc dung pregabalin thém vao véi phuong phap diéu
tri hién tai. Pregabalin khong ¢o v dinh sir dung mét minh, ludn luén sir dung pregabalin
két hop cung véi thude didu tri dong kinh khac.
Roi loan lo du lan téa: Pregabalin dung diéu tri rdi loan lo au lan téa. Cac trigu chimg cua
réi loan lo au lan toa 2 su lo ling va lo 4u qua mire kéo dai, réi loan lo au 1a réi loan ma
bénh nhéan khéng thé kiém soat duge. Réi loan 1o 4u lan toa ¢6 thé dan téi bon chdn, mét
moi, kho tap trung, cam giac kich thich, cang co bap hoic rdi loan gidc ngu. Nhitng triéu
chimg nay khéc voi nhitng cing thang, stress cude sdng hang ngay.

7. Nén dung Cododamed 75 mg nhw thé nio va lidy lwgng?
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Pabianickie Zaktady Farmaceutyczne

Polfa S.A.
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Dung thuoe theo dung loi dan cua bac s§ cua ban. Hoi lai y kleryb%.‘g%ﬁ%ﬁ%{%%%&?g 6
A s £ -05-55 : 59; fax:215-09-
khéng chac chan. o0 haa a7 REGON 000043883

Bac sy ctia ban s& xac dinh liéu thu6c phit hop véi ban.
Pregabalin vién nang cimg, chi sir dung cho duong udng.
Dau than kinh trung wong va ngoai vi, dong kinh hodc réi loan lo au lan toa:
Ubng lidu thuée nhu hudng dan cua béc s3.
Liéu thude duoc khuyén cdo co thé tir 150 mg dén 600 mg pregabalin mdi ngay.
Béc sy cta ban s& x4c dinh dung liéu thude 2 1an hodc 3 1dn mdi ngay. Véi lidu dung 2 1an
mbi ngdy, udng mot lan budi sang va mot lan budi t5i, vao mdi gio nhat dinh mdi ngay.
Véi liéu dung 3 1an méi ngay, uéng thudc mot 1an bubi sang, mot lan budi trua va mot 1an
budi ti, vao mdi gio nhit dinh mdi ngay.
Néu ban cam the"iy tac dung cua thude qua manh hodc qua nhe, hay néi chuyén véi bac s§
cua ban.
Néu ban 16n hon 65 tubi, ding thudc pregabalin nhu lidu binh thuong trir khi ban ¢6 van
dé vé than.
Bac s¥ cua ban c6 thé ké lidu khac néu ban c6 van dé vé than.
Nudt vién thude voi nude.
Khong tu y bo thude trir khi bac s§ cuia ban néi ban dimg. @7

8. Khi nio khéng nén dung Cododamed 75 mg? e
Néu ban di img véi pregabalin hay bt ct thanh phan nao khac trong thudc nay.

9. Tac dung khéng mong muén ciia Cododamed 75 mg
Gibng nhu hu hét cac thuée, pregabalin c6 thé dan toi mot sb tac dung khong mong
mudn, mic do khong phai tat ca moi ngudi dung pregabalin déu gap.

Tdc dung khéng mong muon rat hay gdp (tan sudt > 1/10): C hong mat, budén ngu, dau
dau.

Tdc dung khéng mong mucn hay gap (tan sudt > 1/100 va < 1/1 0):

Téang cam giac thém an.

Cam giac hung phan, bdi rdi, mét phuong huéng, giam ham mudn tinh duc, kich thich.
Roi loan chu vy, vung vé, suy giam tri nhé, mét tri nho, run, noi kho, cam gidc ngira, té,
budn ngu, hén mé, méat ngu, mét moi, cam thay bt thuong.

Nhin mo, nhin doi.

Chéng mat, van dé vé thang bang, nga.

Miéng kho, tdo bon, non, day hoi, tiéu chay, budn nén, bung phu.

Kho khan trong cuong duong vat.

Phui, gém ca t chi.

Cam giéc say, buéce di khong binh thuong.

Téang céan.

Chudt rat, dau khép, dau lung, dau chan tay.

Dau hong.

Tdc dung khong mong muon it gap (tan suat > 1/1000 va < 1/100):
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Mét cam giac thém an, ha duong huyét, tang duong huyét. DI Fa-U00-4-21, REGOR GIRRAES
Mét nhén thitc vé ban than, bdn chdn, trdm cam, lo au, thay ddi tam trang, kho khan trong
dung tir, a0 giac, gidc mo bt thuong, con hoang loan, thd o, giy hin, suy giam tinh than,
kho khan trong suy nghi, ting ham muén tinh duc, cac van dé lién quan chirc nang tinh
duc bao gém mét kha nang dat dugc cuc khoai, tri hoan Xuét tinh.
Céc thay doi vé thi gidc, chuyén dong mét bét thuong, thay dbi tim nhin bao gdém tim
nhin duong ham, nhin thiy tia chop, chuyén dong giat, giam phan xa, ting hoat dong.
chong mat tu thé ding, da nhay cam, mat vi giac, cam giac bong rat, run khi di chuyén,
giam y thirc, mat ¥ thiic, ngat xiu, ting nhay cam voi tiéng dn, cam giac khong khoe.
Mit khd, phu mat, dau & mit, tim nhin kém. chay nudc mit, mét kich ung.
R&i loan nhip tim, ting nhip tim, ha huyét ap, tang huyét ap, thay doi nhip tim, suy tim.
Noéng bung.
Kho thd, nghet mii.
Tang san Xuét nude bot, o nong, té quanh miéng.
D6 mb héi, phat ban, én lanh, sbt. ®T
Giét co, phu khép, cung co, dau co, dau cd.
Dau vu. i
Tiéu kho, tiéu dau, tiéu rat.
Khat, dau that nguc.
Thay dbi céac két qua lién quan xét nghiém mau va chlirc nang gan (tdng creatinin
phosphokinase huyét thanh, ting alanin amino transferase, tang aspartat aminotransferase,
giam tiéu cau, giam bach cau, ting creatinin huyét thanh, giam kali huyét thanh).
Tang nhay cam, phi mit, ngira, n6i mé day, chay nuéc mii, chay mau cam, ho, ngay.
Dau kinh nguyét.
Lanh tay va chan.

Téc dung khong mong muon hiém gap (tan sudt > 1/10000 va < 1/1000):
Cam gidc bat thuong vé mui, tim nhin, thay ddi cam nhan vé do sau, do sang cua hinh
anh, mat tim nhin.

Gian dong tu.

Mb hoi lanh, ludi phu.

Viém tuy.

Khé nudt.

Cham hodc giam van dong cia co thé.

Tang dich trong 6 bung, dich phéi.

Co giat.

Céc thay doi trong dién tam dd véi cac rdi loan nhip tim.

Huy hoai co.

Phat trién v bat thuong, phat trién vii & nam gidi.

Gian doan chu ky kinh nguyét.

Suy thén, giam lugng nude tiéu, bi tiéu.

Giam cac té bao bach huyét.
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Cac hanh vi khong thich hop. NIP 731-000-45-27. KEGON 000043388

Céc phan Gmg di tng (bao gdom kho tho, viém mat, viém da nghiém trong nhu ban do,
mun nudc, bong troc da va dau).

Néu ban bi phit mdt hodc lwgi hodc da ban bi méan dé va bit dau moc mun nudc hay
bong tréc, ban phii di khdm ngay tai cdc co sé'y té.

Mot s6 tic dung phy nhu mat ngu c6 thé phd bién hon vi & nhitng bénh nhéan duoc diéu tri
ton thuong cot sdng cé thé dang dung nhimg thude khéc, thuong 1a giam dau hodc gian
co, nhitng thude ¢6 nhimg tic dung phu tuong tu pregabalin va nhu vdy mirc do nghiém
trong cua tic dung phu c6 thé tang lén néu bénh nhan ding dong thoi.

Nén tranh ding nhirng thudc hoic thwe phém gi khi dang sir dung Cododamed 75
mg?

N6i v6i bac sy néu ban dang dung hoac gf?m day c6 dung mot loai thude hodc mdt vai loai
thude nao do.

Pregabalin va cac thuoc khéc ¢6 thé anh huong 1én nhau. Khi sit dung chung véi céc
thudc khéc, ¢ thé lam tang tac dung phu bao gém ca suy hd hip va hon mé. Mic do
budn ngu, chéng mit, giam tap trung c6 thé ting néu pregabalin ding chung véi céc
thude sau:

Oxycodon (str dung nhur mét thude giam dau) 0\7

Lorazepam (diéu tri lo au)

Ruou.

-

Thude tranh thai duong ubng.
Str dung pregabalin c6 thé cing hodc khong cung thire dn. Khong uéng ruou khi dung
pregabalin.

Cin lam gi khi mot lan quén khong dung Cododamed 75 mg?

Viéc sir dung thube déu din vao mot gio nhéat dinh mdi ngay la rat quan trong. Néu ban
quén khong udng 1 liéu thude, ubng bu lai ngay khi ban nhé ra cang sém cang tdt trir khi
do 1a thoi gian ciia liéu tiép theo, trong truomg hop nay chi udng lidu thude nay nhu binh
thuong, khong st dung lidu gép doi dé bu vao liéu da quén.

Cin bio quan Cododamed 75 mg nhu thé nao?
Béo quan thude & nhiét do khéng qua 30°C. Bao quan thude trong bao bi gbc dé tranh énh
sang. Tranh am.

Nhirng dau hi¢u va tri¢u chimg khi dang Cododamed 75 mg qua liéu
Ban c6 thé cam thdy budn ngu, bdi rdi, kich dong, bdn chon.

Cin lam gi khi ding Cododamed 75 mg qua liéu khuyén cd0?
Ban can dén gip bac s¢ hodc dén bénh vién gan nhét ngay khi biét sir dung qua liéu, nhé
mang theo hop thude.

Sl
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15. Nhirng diéu can thin trong khi ding Cododamed 75 mgN:P(Q;Z%SSiQSZ?JREGON 00004388

Su dung o phu nit c6 thai: Khong nén ubng pregabalin trong thai k¥ trir khi ¢6 y kién clia

bac sy. Mat bién phéap tranh thai hiéu qua nén duge suir dung. Néu ban c6 thai hodc nghi

ngd ¢6 thai ciing nhu ¢6 ké hoach c6 thai, hay hoi y kién béc sy.

St dung & phu nit cho con bii: Néu ban dang cho con by, tham khao ¥ kién béc s¥.

Anh huong cia thuéce lén kha ndng ldi xe va vdan hanh mdy méc: Pregabalin co thé gay

chong mit, budn ngu, giam tap trung. Ban khéng nén 1ai xe, vén hanh may moéc hay cé

nhitng hoat dong co thé gy nguy hiém cho t6i khi ban biét rd anh huong cta thube 1én

kha nang lai xe va van hanh may méc cua minh nhu thé nao.

16. Khi nao can tham van bac si, duge si?
Neéu can thém thong tin, xin hoi y kién bac si hodc dugc si.

17. Han ding ciia thude: 36 thang tir ngay san xuat.

o3

18. Tén, dia chi ciia nha san xuit: -
Co s6 san xuat:

Zaklad Farmaceutyczny Adamed Pharma S.A. (tén tiéng Ba Lan)
Pharmaceutical Works Adamed Pharma Joint-Stock Company (tén tiéng Anh)

33 Szkolna Street, 95-054 Ksawerow, Ba Lan

Co s& déng i va xuat xuong:

Pabianickie Zaklady Farmaceutyczne Polfa S.A. (t€n tiéng Ba Lan)
Pharmaceutical Works Polfa in Pabianice Joint-Stock Co. (tén tiéng Anh)
ul. Marszalka J. Pilsudskiego 5, 95-200 Pabianice, Ba Lan

19. Ngay xem xét sira d6i cap nhat lai ndi dung huéng din sir dung thudc:
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HUONG DAN st DUNG THUOC DANH CHO CANBO Y TE

1. TEN THUOC: CODODAMED 75 mg

8 THANH PHAN CAU TAO
Hoat chdr: M&i vién nang clmg chira 75 mg pregabalin
Ta diroc: Lactose monohydrat 8 mg; tinh bt ngd 8.5 myg: talc 8,5 mg; nang cing gelatin

3. DANG BAO CHE
Vién nang cing, c& nang sé 4, nap nang mau nau do, than nang mau trang cé in du chir “75
mg", bot bén trong nang mau tréng t&i tre‘ing duc.

4. DUQC LyUC HOC ®T
Nhém duge 1y: Thuée chbng dong kinh
Ma ATC: N03AX16

Pregabalin: gamma-aminobutyric acid analogue ((S)—S-(arninomethyl)-S- methylhexanoic
acid).

Co ché téc dung:

-

Cac nghién ctru in virro da cho thdy Pregabalin gin véi subunit phu (<2.™ protein) cua dong
calci mang dién trong hé théng thin kinh trung uong, thay thé[3H]-gabapentin. Hai dan
chimg trén cho thay su gan két cia Pregabalin vap <2-™ protein 1a can thiét cho tic dung
giam dau va chéng co giat trén dong vat: (1) Cac nghién ctu véi dong phén hiru tuyén khong
¢6 hoat tinh va cac din chét ¢6 cdu tric khac cua Pregabalin va (2) Céc nghién ciru trén chudt
dot bién véi thube c6 kha nang gan vao < 2-™ protein kém. Thém vao d6, Pregabalin giam
giai phong mot chit din truyén than kinh, bao gém glutamat, noradrenalin. Su quan trong cua
nhimg tac dong nay trén 1am sang voi Pregabalin chua dugc biét,

- Pregabalin khong ¢ ai lue v6i cac thu thé tiép nhan hoac céc dap ing gin véi tac dung
cua mot so thude thuomg sir dung trong diéu tri dong kinh hodc dau. Pregabalin khéng tuong

- Pregabalin ngan ngura dau lién quan téi hoat dong trén dong vit véi dau thin kinh hoie
dau sau phau thuat, bao g0m ting cam giac dau va day do kich thich.

- Pregabalin ¢6 hoat tinh trén dong vt dong kinh, bao gém dong kinh do sbc dién co dp@i
trén chudt, déng kinh nguong rung giat véi pentylenetetrazol, dong kinh hanh vi va dién d6 &
chudt dugc kich thich vung hai ma.

5. DUQC PONG HOQC

Dugc dong hoc én dinh cua pregabalin la gidng nhau ¢ nhom nguoi tinh nguyén khoe manh,
bénh nhan dong kinh dang dung thuéc chéng dong kinh, bénh nhan vO1 dau man tinh.

Hip thu:
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Pregabalin dugc hdp thu nhanh khi uéng luc doi, voi ndng do dinkP trongoha§ S (HEHE 4 PI043683

Trong cac nghién ctru tidn 1am sang, thay pregabalin di qua hang rao méu nio & chudt nhit,
chudt céng va khi. Va pregabalin ¢6 di qua nhau thaj & chudt cong, c6 xuit hién trong sita
chudt cong. O nguoi, thé tich phan bé cua pregabalin dung dudng udng xap xi 0,56 I/kg.
Pregabalin khong lien két véi protein huyét tuong.

Chuyén héa: 0)7

O nguoi, pregabalin chuyén hoa khéong dang ké. Khi tiem lidy pregabalin ¢6 danh diu phong
Xa, Xip xi 98% pregabalin bai tiét qua nuée tidy O dang khong bién déi. Din chat N-
methylated cua pregabalin la chat chuyén héa chinh cua pregabalin duoc tim thdy trong nudc
tiéu, va chiém 0.9% so vai lidu dung pregabalin. Trong cac nghién ctru tién 1am sang, khong
¢6 dau hidu nao vé su bién di pregabalin tir d@)ng phan S sang dong phan R.

Thai trir:

Diéu chinh lidu & nhitng bénh nhan suy giam chirc nang than hodc dang tham tach mau 13 can 4
thiét (xem bang 1 muc Liéy dung, cdach ding) .
Tuyén tinh va khong tuyén tinh: ‘
Dugce dong hoc cua pregabalin 1a tuyén tinh trong khoang liéu don didy tri hang ngay. ™~
Khoang bién thién duoc dong hoc cua pregabalin 1a rat théip (<20%). Duoe dong hoc da lidu

c6 thé du doan tir d liéu don liéu, vi vy khéng can thiét phai theo doi nong do pregabalin

huyét twong thudng xuyén.

Gidi tinh:

Céc tht nghiém 1am sang chi ra rang gi6i tinh khéng anh huong dén nong do pregabalin

huyét tuong.

Suy thén:

D9 thanh thaj pregabalin ti 1¢ thudn véi thanh thai creatinin. Pregabalin b loai khoi huyét

twong bang thim tich mau (sau 4 gid tham tach mau, nbng do pregabalin huyét tuong giam

50%). Vi b

1

2 3

ai tiét qua than Ia con duong bai tiét chinh, viéc giam liéu ¢ bénh nhan suy than va
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khong bién d6i, & bénh nhan suy gan nong d¢ pregabalin huyét tuoﬁépkﬁgﬁogo%g%ﬁay d%l dgng
ké.

Bénh nhan nhi:

Sau khi udng pregabalin lic doi, thei gian dat duoc nong d¢ dinh trong huyét tuong la tuong
tr nhau gitta cic nhom tudi va la 0,5 t6i 2 gi¢r. Cac chi sé Cmax va AUC tang tuyén tinh véi
tang liéu thudc & cdc nhém tudi. AUC thdp hon & nhém bénh nhi duéi 30 kg 1a 30%, & nhém
bénh nhan nhi trén 30 kg 1a 43%, do su tang khéi luong co thé didu chinh d6 thanh thai.

Nua doi thai trir cua pregabalin trung binh 3 — 4 gi0 & bénh nhan nhi t6i 6 tudj vad -6 giy o
bénh nhan nhi 7 tudi va 16n hon.

Cac phan tich duoc dong hoc & bénh nhan nhj chi ra rang, thanh thaj creatinin 1a yéu t4 quan
trong trong thanh thaj pregabalin, khoi luong co thé 13 véu tb quan trong trong thé tich phan

D¢ thanh thai pregabalin ¢4 xy huéng giam khi tudi tang. Su giam thanh thai pregabalin
duong uéng nay la hop li vi thanh thaj creatinin giam theo tudi tang lén. Vi vay giam lidy
dung pregabalin ¢ thé duoc yéu cau ¢ nhiing bénh nhan ¢ lién quan té1 giam chire nang
than (xem bang I muc Liéy ding, cdch dimg)

Phu nir cho con bu:

tir sita me (gia sur luong sita tiéu thy 14 150ml/kg/ngay) déi vei me nhén lidy pregabalin 300
mg/ngay va téi da 600 mg/ngay co thé tuong tng la 0,31 va 0,62 mg/kg/ngay. Lidu uée tinh
la khoang 7% tong lidu me hang ngay tinh theo mg/kg.

6. QUY CACH PONG GOI mj

Hop 4 vi x 14 vién; Hop 2 vix 14 vién

7 CHI PINH

Dau thdan kinh; Pregabalin duoc chi dinh diéu trj dau thin kinh trung wong va ngoai vi ¢
ngudi 16m.

Dong kinh: Pregabalin duoc chi dinh nhur liéu phap bé trg thém vao liéu phép diéu tri dong
kinh cuc bo ¢6 hay khong c6 toan thé hoa the phat & nguoi 16m.

Réi loan lo du lan toa: Pregabalin duoc chi dinh dé didy tri réi loan lo 4u lan toa O nguoi 16m.

8. LIEUDUNG, CACH DUNG
Liéu dung pregabalin trong khoang 150 mg t6i 600 mg trén ngay, chia tir 2 t6i 3 14n.

(OS]
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Dau than kinh:
Pregabalin ¢6 thé bat dau didu tri tir lidu 150 mg trén ngay,
tmg timg bénh nhan, lidu pregabalin ¢6 thé téng lén t&i 300
ngdy diéu tri, va néu can thiét, ¢ thé In t6i 600 m

Dong kinh;

Pregabalin c6 thé diéu tri bat dau véi lidu 150 mg trén ngay,
g tirng bénh nhan, lidy pregabalin ¢6 thé tang 1én toi 300

https://vnras.com/drug/
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va lidu téi da 1a 600 mg trén ngay sau tuin tiép theo.

Roi loan lo dau lan toa:

Liéu pregabalin trong khoang 150 mg t01 600 mg trén ngay,

gid lai dinh ky diéu tri cua pregabalin.

Pregabalin c6 thé didy tri bat dau véi lidu 150 mg trén ngay.
nhan, liéu pregabalin c6 thé tang 1én t6i 300 mg trén ngay sau
mg trén ngdy sau tuan diéu tri tiép theo. Lidu t6i da la 600 mg tr

tiép theo nita,

Dirng diéu tri pregabalin:

Theo céc tai liéu 1am sang, néu phai dirn

liéu dan dén it nht trong khoang 1 tuan.
Doi voi bénh nhdn suy thdn:

Pregabalin thai trir chu yéu ra khoi von
Liéu pregabalin giam duoc tinh toan d

thanh thai cleatinin cia ting bénh nhan:

F = 1: Bénh nhan nam
F=0,85: Bénh nhan ni

Loai bo pregabalin khoi huyét tuong
khoi trong vong 4 gi0). Véi nhimg
pregabalin can dugc didu chinh du
pregabalin nén dugc ubng ngay sau m

CLcr(ml/phL'lt) = qud! x F @’

-

chia tir 2 t6i 3 lan. Dya trén dap
mg trén ngay sau khoang 3 t6i 7
g trén ngay sau tuan tiép theo.

chia tlr 2 t6i 3 1an. Dua trén dap
mg trén ngay sau 1 tuan diéu tri

chia tir 2 t6¢i 3 lan. Cén thiét danh

Dua trén dép tng timg bénh
I tudn didu tri va lén t6i 450
€n ngay sau mét tuan didu trj

g diéu trj voi pregabalin phai duge thuc hién giam

g tuan hoan chung qua than & dang khong bién do.
ua theo cong thie dudi day, phu thuéc vao miec do

bang phuong phap thim tich mau (50% thudc bi loai
bénh nhan dang thim tach mau, liéu hang ngay cua
a trén chirc nang than. Thém vao lidy hang ngay.
6i 4 gior thdm tach mau (nhu bang 1).

Bang 1:
| D¢ thanh thai
creatinin Tong liéu pregabalin hang ngay * Ché do lidu
(CLcr)
(mL/min)
Lidukhoi ddu|  Lidu t3i da
(mg/ngay) (mg/ngay) ‘
>60 150 600 2 t6i 3 lan trén ngay
>30 - <60 75 300 2 16i 3 1an trén ngay
>15-<30 25-50 150 MGt lan trén ngay hodc 3
lan trén ngay
<15 25 75 Mot lan trén ngay
Eiéu bo sung sau tham tach mau (mg)

]

AT |

sy

\ Y
'!:,J %

\



https://vnras.com/drug/

[ | 25 [ 100 [Lidu don + ]

* tong liéu (mg/ngay) duge chia theo ché do liéu.
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Khong can dieu chinh lidu ddi véi bénh nhan bj suy gan. NIP 731-000-45-27, REGON 00004368
Bénh nhan nhi:

Hi¢u qua va an toan cua pregabalin trén tré em dudi 12 tudi va o thanh thiéu nién (12 -17
tudi) chua duoc thiét lap. Cac dir liéu hién tai dugc mo ta & muc 2 va muc 8 va khéng dugc
khuyén céo dung theo lidu dung nay.

Ngueoi Ién tuéi (16m hon 65 tuoi):
Liéu ¢ ngudi I6m tudi co thé phai giam tuy thude vao mue do suy giam chirc nang than (tham
khao “Sir dung pregabalin ¢ nguot suy than ).

Cdch ding:
Pregabalin chi st dung duomg udng, c6 thé ubng cung hodc khong cuing thuce an,

9, CHONG CHI PINH %

Man cam véi hoat chit chinh hodc véi bat cir thanh phan n&o cua thude. )

10.  CAC TRUONG HOP THAN TRONG KHI DUNG THUOC

Sur dung & bénh nhdn dai thao duong:

Trén thue hanh lam sang, mot sé bénh nhan dai thao duong nhimg nguoi ma ¢o tang can khi
st dung pregabalin c6 thé can didu chinh mot sé thuée ha duong huyét.

Cdc phan ving qud man:

Da ¢6 nhiimg bao cdo hau mai vé céc phan img qua man cua thube, bao gom nhing trudng
hop phi mach. Pregabalin nén ngimg diéu trj ngay lap tirc néu co cac tri¢u chimg cua phu
mach, nhu ¢ mit, quanh miéng, duong hé hép trén bi phu.

Chong mdit, mat y thire, béi r6i, suy giam tinh than:

Diéu trj pregabalin c6 thé lién quan tGi chong mit, va ¢é thé lam tang tai nan ngad & ngudi gia.
Hién da c6 bao cdo hau mai vé mét y thire, béi réi va suy giam tinh than. Vi vay, bénh nhan
dugc ké don pregabalin nén duoc khuyén than trong cho t6i khi ho quen véi céc tac dung nay
cua thude.

Anh huong 16i kha nang nhin:

Trong céac thu nghiém c6 kiém soat, ti I¢ cao bénh nhan diéy tri voi pregabalin duoc bdo cao
1a nhin m& hon nhitng bénh nhan sir dung gia dwoc, tac dung phu nay s& hét néu tiép tuc sir
dung thudc. Trong cac nghién ctru 1am sang, cac kiém tra vé mit duoc thuc hién, ti 1¢ giam
thi Iyc va thay déi thi luc 14 16n hon O nhitng bénh nhan sir dung pregabalin so véi bénh nhan
chi str dung gia duoe.

S
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Trong céc béo cao hau mai, téc dung phu trén kha nang nhifFa® Gifee e’ 6 b Y8R ikt
kha néng nhin, nhin m¢ hodc thay dbi kha ning nhin, da sé la thodng qua. Dimg str dung
pregabalin c6 thé giai quyét duge nhitng tac dung phu nay.

Suy théin:

Suy thdn di duoc bdo cao khi sur dung thube pregabalin va c6 hdi phuc khi dung sur dung
thudc.

Dieng sir dung thuéc ching dong kinh:

Khéng du dit liéu dé khuyén cdo ding st dung thude dong kinh dang st dung, viée udng
pregabalin dugc xem nhu 1a 1 liéu phép hd tro thém vio ma khong duge str dung don doc.
Triéu chitng cai nghién:

Diéu trj pregabalin sau mét thoi gian ngan hodc dai, khi ngimg diéu tri, da quan sat thiy triéu
chimg cai nghién & mét sé bénh nhan. Nhitng triéu chimg bao gdm: mét ngu, dau diu, budn
non, lo au, ia chay, hoi chimg ctim, lo ]éng, trdm cam, dau, co giat, chong mat, cac triéu
chimg dé xudt la phu thudc thude. Bénh nhan nén duoc biét nhitng théng tin nay trude khi
dicu tri.

Co giat bao gdm ca dong kinh trang thdi va dong kinh con 1ém cé thé xay ra trong sudt qua
trinh sir dung pregabalin hodc sau khi dimg str dung pregabalin.

Lién quan t6i viée dimg diu tri pregabalin sau mot thoi gian dai didu tri, cac dit liéu khuyén
cao ti 1€ va mirc d6 nghiém trong cua triéu chimg cai nghién c6 thé lién quan t6i lidu.

Suy tim sung huyét:

Da ¢6 cac bao cdo hau mai vé tac dung phu suy tim sung huyét & mot sé bénh nhan diéu tri
voi pregabalin. Hau hét cac tac dung phu nay xay ra ¢ nhimng bénh nhan 16n tudi c6 sin cac
ton thuong vé tim mach, diéu tri pregabalin cho chi dinh dau than kinh. Pregabalin phai sir
dung théan trong ¢ nhitng bénh nhan nay. Tac dung phu nay sé hét hin néu dimg diéu trj
pregabalin.

Diéu tri dau than kinh trung wong o nhitng bénh nhdin chdn thuong cét song: (?T
Trong diéu trj dau thin kinh trung wong ¢ nhitng bénh nhéan chén thuong cot song, ti 1¢ tac
dung khong mong mudn noi chung, tdc dung khéng mong muén trén than kinh trung vong va
dac biét 1a budn ngu tang Ién. Nhiing tac dung khong mong muén nay c6 thé 1a do tac dung
hiép dong do ding chung pregabalin véi cac thude khac (vi du: thude gian co) dung trong
truomg hop nay. Nén can nhéc khi ké pregabalin déi véi truomg hop nay.

¥ dinh tw tw va réi loan hanh vi:

Y dinh tu tir va réi loan hanh vi da dugc bao cdo trén vai truong hop diéu tri véi thude chéng
dong kinh. Céc phan tich gdp cac nghién ctru ngdu nhién ¢ kiém soét vai gia duge cua thude
chéng dong kinh ciing chi ra réng ¢0 su tang nhe nguy co ¢6 y dinh tu tir va rdi loan hanh vi.
Co ché cua nguy co ¢6 y dinh tur tir va r6i loan hanh vi la chua duoc biét 5, va cac dir liéu
khong loai trir kha nang tang nguy co nay khi diéu trj bang pregabalin. Vi vdy bénh nhan nén
dugc theo doi cac ddu hiéu cta y dinh ty tir va rdi loan hanh vi cting nhu can nhéc liéu phap
diéu tri. Bénh nhan va nguoi cham soéc bénh nhan nén duoe tr vin k¥ dé tim hd tro y hoc néu
nhu thiy nhimg dau hiéu cua ¥ dinh tw tw va réi loan hanh vi.

Giam chirc nang duong tiéu héa duwdi:

T AP
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Da c6 nhimg béo céo hau mai ¢6 lién quan t6i giam chirc n.fm,ghe ohpUEddhoh Bﬁ‘éi”f’\/‘f“a’ﬁf’d&%
tdc rudt, lidt rugt, tdo bon) khi pregabalin sir dung ddng thoi véi cac thube ma co kha ning
gay ra tao bon, vi du cac thube opioid. Khi sir dung phéi hop pregabalin va céc thude opioid,
nén co cac bién phap phong téo bon (dac biét ¢ bénh nhan nit va nguoi 16n tudi).

Lam dung thuéc, kha ndng lam dung thuéc hodc phu thuéc thuéc:

Dai ¢6 béo cdo vé nhimg truong hop lam dung thuéc, phu thuéc thude. Vi vay nén than trong
khi ké don & nhimg bénh nhan ¢6 tién sir lam dung thudc va bénh nhan nén dugc theo déi cac
tri€u chimg ctia lam dung hay phu thudc thude pregabalin.

Bénh Iy ndo:

Da ¢6 bdo cdo ve nhitng truomg hop ¢6 bénh Iy ndo khi didu tri v6i pregabalin, hau hét trén
nhitng bénh nhan c6 nhimg diéu kién co ban c6 thé thic ddy t6i bénh Iy ndo.

Lactose:

Thube nay c6 chita lactose. Nhitng bénh nhén c6 vin dé vé dj truyén hiém gap nhu khong
dung nap galactose, thiéu hut men chuyén hoa lactase hodc kém hép thu glucose-galactose
khong nén dung thudc nay.

11.  SUDUNG O PHU NU' CO THAI VA CHO CON BU 037

Sw dung o phu nir ¢6 thai: -

Chua c6 du dit liéu vé st dung pregabalin dbi véi phu nit ¢6 thai.

Cac nghién ciru trén dong vat chi ra rang sir dung pregabalin giy quai thai trén dong vit thi
nghi¢ém. Kha nang gy quai thai nay trén ngudi 1a chua biét.

Pregabalin khong nén diing trong sudt thoi ky mang thai trir khi can thiét (néu loi ich trén me
vuot qua nguy co tiém an trén thai).

St dung o phu nir cho con bii:

Pregabalin dugce bai tiét qua sita me. Tac dung cua pregabalin trén tré so sinh 1a chua biét 13,
Mot quyét dinh la ¢o hay khéng dimg cho con bu hay dimg sur dung pregabalin trong giai
doan nay phai can nhic t6i loi ich cho con bu stta me va loi ich diéu tri pregabalin cua me.

12 ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Pregabalin c6 thé anh huong tir nho t6i trung binh téi kha nang lai xe va van hanh may mac.
Pregabalin c6 thé gdly chong mat, budn ngu vi vay ma anh huong téi kha nang 14i xe hay van
hanh may moéc. Bénh nhan nén duoc khuyén khéng l4i xe, van hanh may moc cho téi khi ho
biét 13 anh huong cua thuée 1én kha nang lai xe va van hanh mdy méc cua ho nhu thé nao.

13.  TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI
TUONG TAC KHAC

Vi pregabalin bai tiét chu yéu & dang khong chuyén hoa qua nudc tiéu, chuyén héa khong
dang ké (<2% bai tiét qua nuée tiéu dang chuyén hoéa), pregabalin khéng wc ché chuyén hoa
thude trong in vitro, khong lién két voi protein huyét tuong, pregabalin gin nhu khong lién
quan téi cdc tuong tac duge dong hoc.

Cdc phdn tich diwoc dong hoc va cdc nghién ciru in vivo:

A
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U 1. 1o o2
Theo cac nghién ctru in vivo phi lam sang, lién quan t6i twong tac duge dong hoc quan sat
gitta pregabalin v&i phenytoin, carbamazepin, valproic acid, lamotrigin, gabapentin,
lorazepam, oxycodon, ethanol. Cac phén tich dugc dong hoc chi ra rang. thudc tiéu duong
dang ubng, thudce loi tiéu, insulin, phenobarbital, tiagabin va topiramat khong co tac dong 1am
sang quan trong nao vaéi su thanh thai coa pregabalin.
Cdc thuéc tranh thai duong uong, norethisteron va’hodc oestradiol:
Su dung dong thoi pregabalin voi cac thudc tranh thai dudng ubng noresthisteron va/hodc
cthinyl oestradiol khong anh hudng t6i trang thai 6n dinh dugc dong hoc ctiia moi thude.
Cdc thuéc giam dau Irung wong:
Pregabalin ¢ thé lam tang tac dung cua ethanol va lorazepam. Trong céac nghién ctru 1lam
sang c6 kiém soat, da lidu, pregabalin sit dung dong thoi véi oxycodon, lorazepam, ethanol,
khong thay tac dung khéng mudén muédn dang ké trén dudng hd hap. Pa c6 nhimg bao cao hau
mai vé suy hé hap, hon mé & nhimg bénh nhén sir dung dong thoi pregabalin va céc thude
giam dau trung uong. Pregabalin nhu tac dung hiép luc vao tac dung khong mong muén suy
giam chire nang van dong va nhén thire gdy boi oxycodon.
Nguoi lon tudi:
Khéng ¢6 nhimg nghién ctru vé tuong tac dugc luc hoc & nguoi 16n tudi tinh nguyén, cac
nghién ctru déu duoc tién hanh & nguoi 1om.

0

14.  TAC DUNG KHONG MONG MUON -
Cac chuong trinh lam sang pregabalin tién hanh trén 8900 bénh nhan, trong dé c6 hon 5600
bénh nhan thudc cac thir nghiém mu ddi ¢6 kiém soat. Tac dung khong mong muédn phé bién
nhét duoc bao cao la chong mat va buon ngu. Tac dung khéng mong mudn c6 muc do tir nhe
t61 trung binh. Trong cac nghién ctru ¢é kiém soat thay ti 1¢ dirng do phéan tng phu la 12% &
bénh nhin dung pregabalin va 5% & bénh nhan dung gia dugce.Céc phan tng phu thong
thuong nhit din dén dumg cta nhom dung pregabalin 14 do chong mit va budn ngu.
Trong bang dudi day xay ra tac dung khong mong mudn, ma ti 1é xay ra la Ién hon ¢ nhitng
bénh nhan ding gia dugc va c6 hon 1 bénh nhan, duoc liét ké theo cac nhém va tin sudt nhu
sau (rt hay gap = 1/10; hay gap (> 1/100 va < 1/10); it gap (= 1/1000 va <1/100); hiém gip
(= 1710000 va <1000); rat hiém gap (<1/10000); khong rd (khong ude tinh duoc tir cac di
liéu c6 san).
Trong méi nhom, cac tac dung khdéng mong mudn duoc trinh bay theo tht tw giam dan mire
do.
Téac dung khéng mong muén duoc ligt ké co lién quan t6i bénh ly dang mac va’hoac cac
thude cing diéu tri.
Trong diéu tri giam dau than kinh trung uong do chén thuong cot song, ti 18 tac dung khong
mong mudn trong dau than kinh trung wong ciing nhu budn ngu 1a tang lén.

Tir cac bao cao hdu mai, tic dung khong mong mudn tém tat trong bang sau:



https s o rug/ Pabianickie Zaktady Farmaceufyczne
Polfa S.A.
ul. Marszatka J. Pitsudskiego 5

£ IANIC
.g\sn'szconor‘ i:.? -BRQ' fax'215-53-96

=

H¢ co quan Tac dung khdng mongialpm-000-45-27. REGON 000043583
Rt hay Hay gap It gap Hiém gap Tan xuat
gap khong rd
Nhiém trung va Viém mili
ky sinh tring hong
R6i loan mau va Giam bach cau
hé bach huyét trung tinh
R6i loan hé Qua man Phu mach,
mién dich phan tmg di
ing
R6i loan chuyén Téng thém an | Chan an, ha
hoéa va dinh dudng huyét
dudng
Réi loan tam Tam trang Ao gidc, tan cong Mat phan xa
than phén khich, hoang sg, bon 6 diéu kién
16 1an, khé | chon, lo &u, trAm
chiu, ham cam, tdm trang
muén tinh chan nan, tam
duc giam, trang hung phan, @_}
mat phuong | thay doi tam
huéng, mat trang, mat nhan -
ngu cach, kho khan
trong dung tur,
nhimg gidc mo
bat thuomg, ham
mubn tinh duc
tang lén, cuc
khoai, tho o
R&i loan hé than | Chong Mit thing Ngit, simg so, | Co giat,
kinh miit, budn béng, phéi giat rung co, mat | loan khiru
ngu , dau | hop bat y thire, tam ly gidc. giam
dau thuong, run, | hiéu dong thai chirc nang
kho phat am, | qua, rdi loan van | van dong. kho
mét tri nha, dong, chong mat viét
suy giam tri | tu thé, run, rung
nhé, rdi loan giat nhan cau, roi
su chuy, di loan nhén thiec,
cam, giam suy giam tinh
Xuc cam, than, rbi loan
budn ngu, réi | ngdn ngir, giam
loan tién phan xa, giam
dinh, thd 0 | cam xuc, rat, mat
vi gidc, khd chiu

ke
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R6i loan trén
mat

Tam nhin
mo, nhin doi

Mat ngoai vi thi te
gice, rbi loan thi
giac, sung mat,

thi luc giam, dau
mat, thi luc suy
nhuge, hoa mat ,
kho mat | chay
nude mit ting

1én, kich ‘mg mat

(Giam 256 Dac5
P‘]I }n(}%(fwas 27 R
mac, nhin dao
dong, thay doi
thi giac chiéu

sau, gian
déng t, lac,
do sang hinh
anh

:{59; fax:215-53
EGON 000043

-96
583

Réi loan trén tai Chéng mat Tang thinh luc
va trong tai
Roi loan & tim Nhip tim nhanh, | Kéo dai
Block nhi that d6 | khoang QT .
1, nhip cham nhip xoang
xoang, nhanh, loan
Suy tim sung nhip xoang
huyét
Réi loan trén Ha huyét ap, tang
mach mau huyét ap, con 0}/{
nong bimg, do
birng mat, ngoai -
vi lanh
R6i loan trén ho Khoé tha, chay Phui phoi, ¢o
hép, 16ng nguc mau cam, ho, hong thit lai
va trung that nghet miii, viém
mili, ngay,
kho mii
R6i loan trén NoOon mura, Trao nguoc, tang Co truong,
tiéu hoa budn non, tao | tiét nude bot, viém tuy,
bon, tiéu Giam vi giac sung ludi,
chay, day kho nuébt
hot, bung
trudng,
miéng kho
Roi loan da va Phét ban, noi Hoi chimg
mod mém mun nho trén da | Stevens
ndi mé day , Johnson, toat
ngua md hoi lanh
Roi loan co Chudt rit, Sung khép, dau | Tiéu co van
xuong va mo dau khop, co, co gidt co

lién két dau lung, dau | bap, dau cd, climg
chantay,co |co
that ¢o tur
cung

R6i loan trén
than va tiét nié¢u

Tiéu khéng kiém
soat , tieu kho

Suy than,
thiéu niéu, bi
tiéu

R6i loan trén hé R61 loan chire | R6i loan chire Vo kinh. ung
thong sinh san ning cuong nang tinh duc, thu vu ,vi to,
va tuyén vu duong xuat tinh chdm, | vii to & nam

-
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R6i loan toan Phu ngoai vi, | Phu, pht mit, tie
than va tai vi tri phu né, dang | nguc, dau, sot,
sir dung di bét thuong, | khat, on lanh,
ngd, cam giac | suy nhuoc
say rugu,
cam thiy bét
thuong, mét
moi
Xét nghiém Tang trong Tang creatin Giam bach
lupong phosphokinase, cau
tang alanin
aminotransferase,
tang aspartat
aminotransferase. @1
ting duong
huyét, tiéu cau -
giam, creatinin
mau tang 1én,
Kali mau giam,
trong lugng giam

&Y=

Dirng diéu tri pregabalin sau modt khoang thoi gian diéu tri ngin hay dai cé thé gay triéu
chimg gay nghién da dugc bao cao. Cac triéu chimg moé ta nhu sau: mét ngu, dau dau, budn
non, lo au, ia chay, hoi ching cum, co gidt, lo ling, suy giam tinh than, dau, chong mat, tiét
mé hoi, phu thudc thude. Bénh nhan nén duoc thong bao didu nay trudc khi bat dau dicu tri.
Lién quan t&i viée dimg diéu tri pregabalin sau khoang thoi gian dai, cac dir li¢u khuyén céo
rang ti 1& va mirc do cua cac triéu ching cai nghién c6 thé lién quan t&i liéu ding.

Bénh nhan nhi:

Dit liéu do an toan pregabalin duge quan sat trong 2 nhom nghién ciru sir dung pregabalin

trén tré em (dugc dong hoc va kha nang dung nap, n = 65; nghién ciru thiét ké nhan mo vé do
an toan, n = 54) cho thiy do an toan la tuong tu so v&i ¢ cac nghién ciru tién hanh trén ngudi
16m.

B4o cdo phan uing c6 hai:

Viéc bao cao cac phan tng c6 hai cua thube sau khi thudc duge luu hanh la rit quan trong.
N6 cho phép tiép tuc theo ddi loi ich/nguy co cua thudc. Cac chuyén gia y té duoc yéu cau
phai bao cdo tat ca cac phan Gmg phu cta thudc hay nghi ngo phan Gng phu cia thube t6i
trung tim qudc gia vé phan tmg c6 hai cua thudc.

15. QUA LIEU VA CACH XU TRi

Trong cac bao c4o hau mai, hau hét cac tac dung khong mong mudn dugc quan sat thay khi
sir dung qua liéu pregabalin bao g6m buon ngu, trang théi 14 1an, kich dong, bon chon.

Trong rét hiém trudng hop, ¢ hon mé.

11
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Xu tri qua lidu pregabalin bao gdm céc bién phéap hd tro chung ﬁp&gﬂ%@ﬁéﬁf hmwnewna”
can thiét.

16 LUUY

Thudc ban theo don. Poc ki huéng dan str dung trude khi ding.
Pé thudc xa tam tay cua tré em. Néu can thém thong tin, xin hoi y kién bac si.

17. BAO QUAN
Béao quan thudc & nhiét do khong qua 30°C. Bao quan thude trong bao bi gbc dé tranh anh

sang. Tranh am,

18. HAN DUNG (L—]
36 thang ké tir ngay san Xuat.

—

19. NHA SAN XUAT

Co sO san xudt:

Zaklad Farmaceutyczny Adamed Pharma S.A. (tén tiéng Ba Lan)
Pharmaceutical Works Adamed Pharma Joint-Stock Company (t€n tiéng Anh)
33 Szkolna Street, 95-054 Ksawerdéw, Ba Lan

Co s dong gbi va xuit xuong:

Pabianickie Zaklady Farmaceutyczne Polfa S.A. (tén tiéng Ba Lan)
Pharmaceutical Works Polfa in Pabianice Joint-Stock Co. (t€n tiéng Anh)
ul. Marszalka J. Pilsudskiego 5, 95-200 Pabianice, Ba Lan

20. NGAY PHE DUYET HUONG DAN SU DUNG:

TUQ.CUC TRUUNG
P.TRUONG PHONG

i ( A fa g
Fham Thi Vin Hank
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