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TO HUONG DAN SU DUNG THUOC
Vién nén

REINAL

Pé xa tim tay ciia tré em
Poc ky hm&’ng din sir dung truéc khi ding
Chi dung thudc nay theo sy ké don ciia béc sy
Théng bdo ngay cho béc s§ hodc dugc sy nhitng tdc dung khong mong mudn khi sir dung thude

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phan

M&i vién nén chira:

Flunarizin dihydroclorid

twong duong Flunarizin ............ 10 mg.

Ta dugc: Cellulose vi tinh thé M101, povidon, natri lauryl sulfat, natri starch glycolat, magnesi
stearat.

2. Mo ta san phﬁm: Vién nén dai mau tr'fmg, mot mat c6 dap logo & , mat kia c6 dap gach
ngang.

3. Quy cich dong goi:
Hop 6 vi (Nhom - Nhom) x 10 vién
Hop 10 vi (PVC - Nhém) x 10 vién

4. Thudc ding cho bénh gi?

REINAL chira hoat chét 13 flunarizin ding dé didu tri du phong con dau mira dau trong trudng
hO‘p céc bign phap diéu tri khéc khong c6 hiéu qua hoic kém dung nap.

Thudc dung dé diéu tri du phong, lam tang khoang cach va giam cudng do cua con dau chir
khéng dung dé didu tri trong con dau nira diu.

5. Nén dung thudc nay nhu thé nao va li¢u lwgng?

Lu6n dung thuoc chinh xé4c nhu huéng din cua bac sy hodc duge s§. Néu ban chua rd, hdy hoi
lai cho chic chén.

Liéu dung: i

Ngueoi lon: < 65 tudi

Y2 vién/ ngéy

Sau vai tudn diéu tri, bac s§ c6 thé cho ban ngimg thudc hodc ting liéu 1én 1 vién/ ngay. Thoi
gian diéu tri khong qua 6 thang.

Ngudi cao tudi: > 65 tudi

V2 vién/ ngay. Thoi gian diéu tri khong qua 6 thang.

Tré em: > 12 tudi

Trong truong hop dau nira dAu chua dugc chin dodn xac dinh: % vién/ ngay. Thoi gian diéu tri
khdng qua 6 thang.

Tré em: < 12 tuoi '

Khong khuyén cdo dung thude cho tré em duéi 12 tudi. i‘/
Céch dung:

Dung thudc bing dudng uong Ban nén nudt vién véi it nuac.

Do nguy co giy budn ngti va an than, ban nén dung thudc vao bubi tbi trude khi di ngu.

6. Khi nao khong nén dung thudc nay?

Khong nén dung thudc nay néu ban:

- MAn cam véi flunarizin hogc bat ky thanh phan nao cua thudc.
- C6 triéu chirng ctia bénh Parkinson tir truéc khi diéu tri.
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- Tién sir ¢6 c4c tri¢u chimg ngoai thép.
- Mic bénh trdm cam hodc tién sir ¢6 hdi ching trAm cam t4i phat.

7. Tic dung khéng mong muédn

Nhu céc thude khac, flunarizin c6 thé giy tac dung khéng mong mudn, nhung khéng phai ai
cling gd@p phai.

Ngung ding th ubc va lién hé rrung tim y té gan nhit néu ban gap cdc phan :mg sau:

Phan ung di u'ng nghiém trong gdy sung mit, mdi, miéng, ludi hoic cd hong c6 thé din dén kho
thd hodc khé nudt.

Cic tic dung khong mong muén khdc:

Rat thuong gap:

Tang can.

Thuong gap:

S6 miii hodc chay nudc mili.

Téang cam g1ac ngon miéng.

Budn ngu, trim cam, mét ngu.

Téo bén, dau thugng vi, budn ndn.

DPau co.

Kinh nguyét bat thuong, dau vi.

Mét moi.

It gap:

Phan (g di img.

Triéu chimg trAm cam, rdi loan gidc ng, thd o, lo du.

Mé't phuong hudng, kho ngéi hodc tép trung, chim chap hodc diém tinh bét thuong, réi loan
phdi hop, ngita ran, cam gidc ngia ran, 1 tai, veo cd.

Dinh trong nguc.

Ha huyét 4 ap, nong bung.

Khé tiéu, tac rugt, khd miéng, roi loan tiéu hoa, non.

NG6i may day, phat ban da, tang tiét md hoi.

Co thit co, co co.

Ri loan kinh nguyét nhiéu va dai déng, tang thé tich v, giam ham mubn tinh duc.

Phu toan than hodc chi, mét moi rd rét.

Chuea rd tdn sudt:

Chirng ngdi niim khong yén.

Cir dong ¢6 tw chu chdm, co cimg co lam cong céc chi (déu hiéu cua banh xe ridng cua, co giat),
chuyén dong bat thudng, cimg co, run, co co gy dau & chi hodc ¢ c6 thé dan dén tu thé bat
thuong.

Parkinson.

Giam kha néng di lai.

An thél}.

Téng nong d6 enzym gan.

Nga.

Do da.

Chay dich & num vi. 1%

Thubc cé rhe c6 tdc dung khong mong mudn khdc, théng bdo cho bdc sy nhitng tdc dung khong

mong mudn gap phai khi sir dung thuéc.

" 8. Nén trinh ding nhirng thude hoic thwe plgénj gi khi dang sir dung thubc nay?
Thong béo cho bac sy hodc duge sy cuia ban vé tat ca cac loai thudc ma ban dang sir dung, bao
gdm ca c4c thube ké don hoic khong ké don, céc vitamin hodc thuoc tir dugc liéu.

Thong bao cho bdc sy hodc duoc sy néu ban dang sur dung cdc thube sau:

Céc thude ¢6 chira con.
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Thubc c6 tic dong gidng atropin nhu thube chéng trim cdm nhoém imipramin, hau hét cac thube
khang histamin Hi, thudc diéu tri Parkinson, thubc khang cholinergic, thudc chéng co thit
atropinic, disopyramid, thubc an than phenothiazin cling nhu clozapin.

Thudc an than nhu"morphin (giam dau, giam ho va dicu tri thay thé), thudc an thén, barbiturat,
benzqdiazepin, thudc giai lo au khéc (vi du nhu meprobamat), thuéc ngu, thude chéng trAm cam
an than (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thudc khéng histamin H; an
thin, thuéc diéu tri ting huyét ép tdc dung trung wong, baclofen va thalidomid.

9. Cin Iam gi khi mjt lAn quén khéng ding thudc?

Néu ban quén khong dung 1 lidu, khong dung gép dbi liéu dé bu lai cho liéu da quén. Ding liéu
tiép theo nhur binh thuong.

10. Cin bio quin thudc nay nhuw thé nao?
Giir thudc trong bao bi goc cuia nha san xuat, ddy kin.

Pé thudc noi khd rédo, tranh dnh sing, nhiét d khong qua 30°C, va ngoai tim véi clia tré em.
Khong str dung thudc sau ngay hét han ghi trén bao bi (hdp va vi thuoc).

11. Nhitng d4u hi¢u v tri¢u ching khi diing thudc qué liéu

Diing thude chinh xdc nhu huéng dan cia bac . Néu ban ding qué liéu hoic tré em nudt phai
thude, lién hé ngay véi béc s§ va trung tim y té gin nhét. Tri¢u chimg khi qua lidu 12 budn ngu,
nhip tim nhanh, kich dong.

12. Cin phai lam gi khi ding thudc qué lidu khuyén cd0?

Ngung ding thudc va lién lac ngay voi béc s§ hodc trung tdm y té gan nhat.

Mang theo vién thudc cing véi bao bi de bac sy biét ban da udng thudc gi va cé bién phép xur ly
kip thoi.

13. Nhiing diéu cin thin trong khi ding thudc nay

Ddc biét than trong:

Bac s§ sé& theo dbi ban thudng xuyén dé phat hién ra bat ky triéu ching ngoai thap hodc trdm
cam nao va s€ cho ban ngung thudc. Triéu chimg ngoai thap (ctmg co, cir dong chdm, run) c6
thé xay ra. Thoi gian khoi phét triéu chimg ngoai thép c6 the dai (khoang 1 ndm). Tri¢u ching
néi chung thudong khong ning nhung co6 thé dai ding nhiéu thdng sau khi ngimg diéu tri (thoi
gian dé khoi triéu chimg trung binh 3 thang). Sy cai thién c6 thé khong hoan toan va can phai sir
dung thudc diéu tri Parkinson. Trong mét sb trudng hop, triéu chimg c6 thé dai déing mic du da
didu trj. Vi thé nén than trong khi ding thude cho ngudi cao tudi.

Hbi chimg trdm cam c6 thé xay ra trong 5 - 8 théng sau khi khai dau diéu tri, n6i chung l1a khong
nghiém trong, tuy nhién trong mot so trudng hop, ban c6 thé cAn phai sir dung thudc chéng trim
cam va/ hodc nhép vién.

Ban c6 thé bi tang can khi dung flunarizin.

Trong truong hop ban bi mét moi véi mirc d9 néng tang dén, hiy héi ¥ kién bac s§. C6 thé ban
can phai ngimg thudc.

Phu nit mang thai hodc cho con b

Phu nir c6 thai

Tét nhét nén tranh sir dung flunarizin trong thai ki.

Néu ban phét hién ra minh mang thai, hay hoi ¥ kién béc sy @ dugc danh gia su cén thiét tiép
tuc diéu tri.

Phu nit cho con bu

Khdng khuyén céo ding thude cho phu nit cho con bu.

Hoi y kién bac s§ trudce khi ban sir dung bt ky thudc nao.

Ldi xe va vdn hanh mdy moc

REINAL c6 thé gdy budn ngu, dic biét lic bét diu diéu tri. Ban nén than trong trong céc hoat
dong nhr 14i xe hodic van hanh mdy méc. *I/
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14. Khi nao cin tham vén bic sy, dwgc s§?

Cén lién lac ngay véi béac sy hodc trung tdm Y té gén nhét khi dung thudc qua lidu chi dinh.
Théng thudng, bao gid ciing phai héi ¥ kién béc s§ hodc duge s§ trude lic ding bat ky thude
nao khi mang thai hoéc cho con bu.

Thong bao ngay cho bac s§ hodc dugc sy nhimg tac dung khéng mong mudn gip phai khi sir
dung thuoc

Néu can thém thong tin xin héi y kién bac sy hodc duge sy.

15. Han diing ciia thudc: 36 thang ké tir ngay san Xuét.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1.DUQC LUC HQC

Mi ATC: NO7CAO03.

Nhém dwge Iy: Thube chen kénh calci.

Flunarizin la thuéc ¢6 hoat tinh chen kénh calci, khang histamin va an than. Thudc ngin chin su
qué tai calci & té bao, bing cach lam gidm calci tran vao qua mirc qua mang té bao. Flunarizin
khong tac dong 1én su co bop co tim, khong e ché nit xoang nhi hodc nhi thét, khong lam ting

tAn s6 tim, khong c6 tac dung chdng ting huyét ép.

p DU'OC PONG HQC

Hdp thu

Flunarizin dugc hap thu t6t qua dudmg ti€u héa > 80%, dat nong do dinh trong huyet tuong
trong vong 2 dén gid sau khi uong va dat trang thai 4n dinh & tudn thir 5 - 6. Trong diéu kién
acid diclg vi da day giam (pH da day cao), sinh kha dung cua flunarizin cé thé thip hon.

Phdn bo

Flunarizin gin véi protein huyét tuong > 99%. Thé tich phan bd 16n: 78L/ kg & ngudi khoe
manh va 207 L/ kg & nhimg bénh nhan bi dong kinh, ¢6 mirc d phén’ b cao ngoai mach, Thuoc
nhanh chéng qua hang rao méu ndo; ndng dd trong ndo cao hon gip khoang 10 lan ndng do
huyét tuong.

Chuyén héa

Flunarizin chuyén héa tai gan thanh it nhit 15 chét chuyén héa. Puomg chuyén héa chinh la
CYP2Deé.

Thai trie
Flunarizin dugc thai tru' chu yeu qua phan theo duong mat dudi dang thudc gbc va cac chat

chuyén hoa. Sau khi uong 24 dén 48 gio, ¢6 khoang 3 - 5% heu dugc thai trir qua phan dudi
dang thudc goc va cac chat chuyen héa, va < 1% dugc bai tiét qua duong tiét niéu. Thoi glan
ban thai thay d6i nhiéu tir 5 - 15 gio & hau hét cdc bénh nhéan sau khi dung lidu don. O mét sb
ngudi, nong do flunarizin trong huyet tuong co thé do dugc (> 0,5 ng/ mL) trong thoi gian kéo
dai (1én den 30 ngay), didu nay c6 thé do sy phong thich thudc tir cdc mé khac.

Ding liéu lgp lai

Nong do trong huyet tuong cua flunarizin dat dugc trang thai 6n dinh sau khoang 8 tudn ding
liéu nhéc lal mdt 1an mdi ngay va khoang 3 1an cao hon so véi liéu don. Néng d flunarizin dat
trang théi 6n dinh tuong img trong khoang liéu thay dbi tir 5 - 30 mg.

Thude chi ¢6 anh hudng trén than kinh trung wong khi ding liéu cao hon dang ké so vai lidu ti

da.

3. CHI PINH
Diéu tri du phong con dau nira diu trong trudmg hop céc bién phap diéu tri khac khéng c6 hiéu

qua hodc kém dung nap.

4. LIEU DUNG - CACH DUNG

Li¢u ding

Newdi lon < 65 tudi va nguoi cao tuo: (> 65 tudi)

5mg (2 v1en)/ ngay, uOng vao bum t6i, duy tri trong 4 dcn 8 tuln.

Trong thoi gian diéu tri, neu xuét hién cac triéu chung trAm cam, ngoai thép hay cac bién cb bit
loi nghiém trong khac, cin ngimg ding thubc (xem phin CAC TRUGNG HQP THAN TRONG

KHI DUNG THUOC)
Néu sau 8 tuan diéu trj khéng c6 sy cai thi¢n, bénh nhén duge xem nhu khong dép img véi diéu

tri va nén ngimg dung thuée.
Thoi gian dieu tri khong qua 6 thang.
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Khuyén céo chi danh cho bénh nhan < 65 tudi: Néu biéu hién 1am sang ctia bénh nhén cho thay
dap (mg diéu tri khong day du, c6 thé ting liéu 1én dén 10 mg (1 vién)/ ngay nhung can cin nhic
trong kha ning dung nap thudc ciia bénh nhan.

Tré em

Tré em > 12 tuél dac biét tmng trudng hop dau nira diu chua duoc chén doan x4c dinh: 5 mg
(%2 vién)/ ngay, uong vao budi toi. Thoi gian dleu tri khong qua 6 thang.

Tré em < 12 tudi: Chua cé bé’mg ching ddy du vé hiéu qua va do an toan cua flunarizin trén dbi
twgng nay. Khong khuyén cdo st dung flunarizin cho tré em dudi 12 tudi.

Cich dung

Do nguy co gay budn ngu va an than, t6t nht nén dung thudc vao budi tbi trudc khi di ngu.

5. CHONG CHI PINH

M3n cam v6i flunarizin hogic bt ky thanh phan nao cta thudc.
Cé tri¢u chimg cua bénh Parkinson tir tru6ce khi diéu tri.

Tién sir 6 céc triéu chimg ngoai thap.

Bénh trAm cam hodc tién sir c6 hdi chimg trAm cam tai phat.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Flunarizin c6 thé gia ting tne;u chimg ngoai thép, trdm cam va bdc phat hoi chimng Parkinson,
dic biét & nhitng bénh nhan dé ¢6 nguy co nhu ngudi gia. Do vay nén ding than trong trén cac
bénh nhén nay.

Khoéng str dung thude qua lidu khuyén cdo. Cén theo dai ngudi ‘bénh thudng xuyén, dinh ky, dac
biét trong thoi gian di€u tri duy tri dé phat hién som cac biéu hién ngoai thap, trim cam va
ngung diéu tri kip thoi.

Thoi gian khoi phit tri¢u chimg ngoai thap co thé dai (khoang 1 nam). Triéu chlmg noi chung
thudmg khong ning nhung c6 thé dai dang nhiéu théng sau khi ngimg dleu tri (thoi gian dé khoi
tri¢u chimg trung binh 3 thang) Su cai thién c6 thé khong hoan toan va can phai sir dung thude
diéu tri Parkinson. Trong mdt s6 truong hop, tridu chimg c6 thé dai dang mgc du da diéu tri.

Hoi ching trAm cam da duoc béo céo thudng xuyén. Cac truong hop ndy xuét hién trong 5 - 8
thdng sau khi khoi dau diéu tri, n6i chung khéng nghiém trong, tuy nhién trong mdt so trudng
hop, c6 thé can phai sir dung thube chong trdm cam va/ hoic nhép vién.

Co the xdy ra ting can khi diéu tri véi flunarizin.

Mot s6 truong hop mét moi v6i mire d§ ndng ting dén d3 dugc ghi nhan khi sir dung flunarizin.
Neu tmh trang nay xay ra, cin ngirng diéu tri véi flunarizin.

Pé xa tim tay tré em.

Sir dung cho phu nir ¢6 thai va cho con bu:

Phuy nit co thai

Chua c6 thong tin vé sir dung flunarizin cho phu nir mang thai. Nghién ciru trén dong vét khong
cho thiy bt ky tac dung c6 hai truc tiép hodc glan tiép ndo trén phu nit mang thai, sy phat trién
ciia phoi/ thai nhi, sir phat trién cta tré khi sinh va sau sinh.

Do khong gdy quéi thai & dong vét nén flunarizin dugc du dodn la khong gdy quai thai trén
ngudi. Tuy nhién, dé phong ngira, t6t nhét nén tranh sir dung flunarizin trong thai ki.

Phu nit cho con bu

Chua rd flunarizin c6 tiét qua sita me hay khong. Nghién ctru trén dong vét cho thay flunarizin
tiét qua sua

Nén quyét dinh ngimg cho con bi hodc ngimg sir dung flunarizin dya trén loi ich cta vige cho
con bu va loi ich cua thudc véi ngudi me.

Anh hwéng ciia thuoc doi véi cong viée (ngudi vin hanh mdy méc, ngwdi dang lii tau xe,
ngudi lam viée trén cao va cic trudng hop khac)

Budn ngii c6 thé xay ra, ddc biét lic bét ddu diéu tri. Nén than trong trong cac hogtdong nhu lai
xe hodc van hanh may maoc. «/y
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7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

Twong tdc nén tranh

Rirou .

Ruogu 1am ting tic dung an thin cua thude. Sir tinh tdo bi thay ddi c6 thé gy nguy hiém néu 14i
xe hogc vén hanh may méc.

Tranh st dung céc d6 udng chira con va céc ché pham c6 cdn khi dung thudc.

Twong tic cin chii y V.

Thuéc cé tdc dong giong atropin (atmp:‘m‘c)

Dung chung vén cac chat atroplmc ¢6 thé 1am cho céc tac dung khdng mong muén nhu bi tiéu,
tang nhan ap cap, té4o bon, khé miéng.. . dé xéy ra hon.

C6 nhiéu thudc atropinic nhu thudc chéng trAm cdm nhém i 1m1pramm hau hét cac thudc khang
histamin Hj, thuqc didu tri Parkinson, thuéc khang cholinergic, thubc chéng co thét atropinic,
disopyramid, thudc an than phenothiazin ciing nhu clozapin.

Thudc an than

Nén can nhic vi viéc sir dung chung ¢6 thé gy ting tac dung uc ché than kinh trung uong va
giam tinh tdo. Nhung thuoc nay bao gébm din chét cua morphm (giam dau, giam ho va diéu tri
thay thé), thubc an thin, barbiturat, benzodiazepin, thude gidl lo &u khac khong phai
benzodiazepin (vi du nhu meprobamat) thudc ngu, thude chong trdm cam c6 tac dung an than
(am1tr1ptylm doxepin, mianserin, mirtazapin, trimipramin), thubc khang H; c6 tic dung an than,
thude chong ting huyét ap tac dung trung wong, baclofen va thalidomid.

Yy

Twong tic khac o
Topiramat N\
Dugc dong hoc flunarizin khong bi thay dbi boi topiramat. Dugc dong hoc & trang thdi 6 on dinh

{
cua topiramat khong bi anh hudng béi flunarizin.
8. TAC DUNG KHONG MONG MUON p

Rat thuong gdp, 1/10 <ADR

Xét nghiém: Tang cén.

Thuowg gdp, 1/100 <ADR < 1/10

Nhlem tring va nhiém khudn: Viém mili.

Chuyen héa va dinh dudng: Tang cam giéc ngon miéng.

TAm thin: TrAm cam, mét ngu.

Thén kinh: Budn ngu.

Tiéu héa: Téo bon, dau thuong vi, budn non.

Co xwong va md lién két: Pau co.

Hé sinh duc va tuyen vii: Kinh nguyét bét thuong, dau vi.
Toan than: Mét moi.

It gap, 1/1.000 < ADR <1/100

Mién dich: Qua man.

Tam than: HOI ching trAm cam, rdi loan gidc ngy, tho o, lo du.
Thin kinh: B4t thudmg phdi hop, mit phuong huéng, hon mé, di cam, néng ndy, cham chap, u
tai, veo cd.

Tim: P4nh tréng nguc.

Mach mau: Ha huyét ‘ap, nong ‘mmg

Tiéu héa: Khé tiéu, tic rudt, kho miéng, ri loan tidu ‘'hé6a, ndn.
Da va md duéi da: Noi may day, phat ban da, tang tiét md hoi.
Co xuong va mo llen két: Co thit co, €0 co.

H¢ sinh dyc va tuyen via: Xut huyét, ri loan kinh nguyét, kinh nguyét khong déu, phi dai tuyén
vii, gidam ham muon tinh duc.

Toan than: Phu toan théin, phu ngoai bién, suy nhuogc.

Chua ré tan sudt Pﬁ/
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Than kinh: Chirng ngdi nim khong yén, van dong chém, dau hiéu banh xe rang cua, loan van
ddng, run, hdi ching ngoai thap, Parkinson, an than.

Gan mét: Téng transaminase gan.

Da va mé dudi da: Phi mach, ngira, hdng ban.

Co xuong va mo lién két: Cimg co.

Hg sinh dyc va tuyén via: Tiét sira bit thuomg.

Thudc cé thé gdy ra cdc tdc dung khong mong muén khdc, khuyén bénh nhan théng bdo cdc tdac
dung khéng mong muén gdp phai khi ding thuéc.

9. QUA LIEU VA CACH XU TRi

Triéu chzmg

Dua vao tlnh chét du'crc ly cua thuoc budn ngu va suy nhuge c6 thé xay ra. Mot vai truong hop
qua lidu cdp (cao dén 600 mg udng 1 14n) di duoc bio cdo, tridu chimg duge quan sat 1a budn
ngu, nhip tim nhanh, kich djng.

Xue tri .

Khong c6 thudc giai doc dac hiéu. Trong vong 1 gid sau khi uéng qua liéu, nén suc rira da day.
C6 thé ding than hoat néu thdy thich hop.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong dung qué liéu chi dinh.
11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

4 DAVIPHARM

CONG TY TNHH DUQC PHAM PAT VI PHU

(DAVI PHARM CO., LTD)
L6 M7A, Puong D17, Khu CN M§ Phuéce 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh B1

Duong, Viét Nam .
Tel: 0650-3567689  Fax: 0650-3567688 .
12. NGAY XEM XET SUA DOI, CAP NHAT LAI NOERENG HUONG DAN SU DUNG

THUOC

PHO GIAM BOC

DS, puyin i Fhitng

TUQ.CUC TRUONG

P.TRUONG PHONG ,1’/
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