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MAU NHAN THUOC PANG KY

2 - MAU NHAN CHAI TAGIMEX (Chai 100 vién nang cifng)

CONG THUC: CHi DINH, CHONG CHi DINH, |
Cimetidin ............co.ooriecrnees 300 mg CACH DUNG, THAN TRONG VA CAC
TR ARIC.... W viiivesiaaniiis 1 vién THONG TIN KHAC:
Dé xa tim tay tré em Xin doc trong td hubng dan si dyng.
Doc ki hudng din sd dyng trudc khi ding :
Blo qudn ot K0 e, vt 09 ok 30°C. SOIOVISAC e
trénh dnh séng. Ma Vach
TIEU CHUAN AP DUNG: TCCS B0t Ne -
Ngdy SX/Mig. Date :
ﬁ.nnmhI: i Han dung/Exp. Date :
CONG TY TNHH DUQC PHAM USA - NIC m R —
L L& 11D, Budng C, KCN Tan Tao,Q. Binh Tén, TP_HCM - mnu.mmmmr.mmmjmc )
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TO HUONG DAN SU DUNG THUOC
Vién nang cirng TAGIMEX
(Thubc ban theo don)

TAGIMEX - Vién nang cing

¢ Cong thirc (cho mot vién):
= AR o vovvmsaasimmmmsrassssan 300 mg

(Tinh bot Séll, PVP K30 (Polyvinylpyrrolidon), bt talc, magnesi stearat)
¢ Tic dung duge ly:

Cic dic tinh dwoe lue hoc:

- Cimetidin e ché canh tranh v6i histamin tai thy thé H, cua té bao bia da day, tc ché tiét
dich acid co ban (khi do6i) ngay va dém cua da day va ca tiét dich acid duoc kich thich béi
thirc dn, histamin, pentagastrin, cafein va insulin. Lugng pepsin do da day san xuat ra cling
giam theo.

Cic dic tinh dwoce dong hoc:

- Sau khi udng, cimetidin nhanh chéng hap thu, ham lugng trong méu dat mirc toi da sau 45-
90 phut. Nua doi cua cimetidin khoang 2 gio. Dung udng hodc tiém (tinh mach hodc bap)
déu cho nhimg khoang thi gian tuong tu vé ham lugng thubc ¢ hiéu qua diéu tri trong
mau. Sau khi ding liéu 300 mg, 4-5 gidr sau, nong do thube trong mau van con cao hon
nong do can thiét (rc ché 80% su tiét dich acid co ban cua da day.

- Cimetidin dao thai cha yéu qua nu:orc tiéu. Sau khi udng, thudc duge dao thai chu yéu du6i
dang chuyen héa sulfoxid: néu uong mdt liéu don, thi 48% thudc duge dao thai ra nudc tiéu
sau 24 gio dudi dang khong bién doi.

¢ Chi dinh: .
Diéu tri ngin han: ("{
- Loét ta trang tién trién.
- Ditu trj duy tri loét ta trang véi lidu thap sau khi 6 loét di lanh.
- Ditu trji ngiin han loét da day tién trién lanh tinh.
- Piéu tri chimg trao nguwgc da day thue quan gy loét.

- Pitu tri cdc trang thai bénh Iy ting tiét dich vi nhu hji chirng Zollinger-Ellison, bénh
da u tuyén ni tiét.
- Phong chiy m#u dwong tiéu héa trén & nguwoi c6 bénh ning.
¢ Litu dung, cich dung, dwomg ding:
- Cach ding: Liéu ban ngay, udng thudc vao bita n va/hodc truée lic di ngu. Khong udng
qua 2,4 g/ngay.
- Ngudi 1on:

+ Loét da day, ta trang: [1cu duy nhit 3 vién/ngay trong 4 tuan dbi voi loét ta trang, 6
tuin déi véi loét da day. Liéu duy tri 1 vién/ngay. Ding budi tdi trude lue di ngu.

+ Diéu trj trdo nguge da day thuc quan: 1 vién/lan, 4 1an/ngay, tir 4-8 tudn.
+ Hoi ching Zollinger-Ellison: 1 vién/lan, 4 lan/ngay, co thé ting toi 2,4 g/ngay.
+ Stress gdy loét duong tiéu hoa trén: 1 vién/lan, cach 4-6 gio.
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Pé phong nguy co hit phai dich vi trong khi gdy mé:1 vién/lan, 90-120 phut trudce khi
gdy mé, néu can sau 4 g gio cho uong nhic lai.

Tré em: Dung dang bao ché khac.

¢ Chéng chi dinh:

- Qué man véi cimetidin hay bét cir thanh phan nao cua thudc.
¢ Tic dung khéng mong muén:

- Thwong gap, ADR> 1/100

Tiéu héa: Ia chiy va cic roi loan tiéu héa khic.

Than kinh: Dau dau, chong miit, ngi ga, 14 1in hodi phuc duwge, trAm cim, kich
dong, bdn chon, o gidic, mat phwong hudng.

Da: Nbi ban.

Noi tiét: Chirng to vii & dan dng khi diéu tri 1 thang hodc lau hon.

- it giip, 1/100>ADR>1/1000

N@i tiét: Chirng bét Iyc khi ding lidu cao kéo dai.

Da: Dit san, ban dang trirng cd, may day.

Gan: Ting enzym gan tam thoi, tw hét khi ngung thude.
Thén: Ting creatinin huyét.

- Hiém gip, ADR<1/1000

Tim mach: Mach chim, mach nhanh, nghén din truyén nhi-thit.

Miu: Giam bach ciu da nhan, mat bach cau hat, giam tiéu cdu, giam bach ciu
trung tinh, giam toan thc huyet ciu, thiéu mau khong tii tao. Céc thude khang
histamin H; giy giam tiét acid nén ciing giam hép thu vitamin B, rit dé gy thiéu
mau.

Thin kinh: Li lin hoi phuc dwgc (dic biét ¢ ngudi gia va ngudi bi bénh ning nhuw
suy thin, suy gan, hji chirng nio), tram cam, kich djng, bon chon, do gidc, mat
phwong huwéng.

Gan: Viém gan & mit, vang da, rdi loan chirc niing gan

Tuy: Viém tuy cip. '
Thén: Viém than ké. r\w

Co: Dau co, dau khop.

Qua min: Sit, di wng két ci séc phin vé, viém mach, hi chimg Stevens-Johnson,
hoai tir biéu bi nhiém dic.

Da: Ban dé, viém da tréc viy, hdng ban da dang, héi diu rung téc.

Hé hip: Ting nguy co nhiém khuén (viém phéi bénh vién, viém phéi mic phai &
cjng djng)

Thong béo cho bac si nhimg tac dung khéng mong mudn gap phai khi ding thude.

Twong tic véi thude khic:
Cimetidin va cdc thude khing H2 khic lam giim hép thu ciia cic thude ma sy hap

thu cua ching phi,l thuoc vao pH da day nhw ketoconazol, itraconazol. Cic thudc nay
phai udng it nhit 2 gio trude khi udng cimetidin.

Cimetidin c6 thé twong tic véi nhleu thude, nhu-ng chi c6 mdt s6 twong tic c6 y nghla
lim sang, déc bi¢t véi nhirng thude ¢6 chi sé diéu tri hep, co nguy co giy djc, cin
thiét phai diéu chinh liéu. Phin lém cic twong tic 1a do sy gin cia cimetidin véi cic
isoenzym cuia cytochrom P 450 & gan, dic biét vao CYP1A2, CYP2C9, CYP2D6 va
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CYP3A4 dan dén trc ché chuyen héa oxy hoa & mlcrosom gan va lam ting sinh kha

dung hodic ndng d) trong huyét twong ciia nhirng thuéc chuyén héa béi nhirng enzym
nay.

- Mt vai twong tdc khdc 1a do canh tranh voi sw bai tiét & ong thin. Co ché twong tic
nay nhw thay doi lwong mau qua gan chi dong vai tro thir yéu.

- Céc twong tic c6 y nghia xay ra véi:

+ Cic thube chéng dong kinh nhw phenytoin, carbamazepin, acid valproic.
Cic thubc diéu tri ung thw nhw thude alkyl héa, thude chéng chuyén héa.
Din xuiit benzodiazepin.

Din xuit biguanid chong ddi thio dwomg nhu metformin.

+ + + +

Lidocain, metronidazol, nifedipin, procainamid, propranolol, quinidin,
theophylin.

+ Thubc chéng trim cim ba vong nhu amitriptylin, nortriptylin, desipramin,
doxepin, imipramin. Thudc gidam dau opioid nhw pethidin, morphin, methadon.
+ Triamteren.

+ Warfarin va cdc thubc chong dong mau dwong udng khic nhw acenocoumarol va
phenindion.

Zalcitabin, Zolmitriptan.

Phai tranh phm ho*p cimetidin véi cic thude nay hogc dung than trong, theo doi
tac dung hoic nong do thube troug huyét twong va 1am lidu thich ho'p Cac thude
khdng acid ¢6 thé 1am giam hip thu cimetidin néu uoug ciing, nén udng cich
nhau mét gio.

+ Khi dang dung cimetidin cin phai thin trong néu uéng rugu hoic lam nhimng viéc
doi héi sy tinh tdo nhwr lii xe hodc vin hanh may méc.
¢ Thién trong khi dung thudc:
- Cimetidin twong tac v&i nhiéu thude, boi vay khi ding phéi hop véi loai thube nao d6 déu
phai xem xét k§.
- Truée khi ding cimetidin diéu tri loét da day phai loai frir kha néng ung thu, vi khi ding
thude c6 thé che lap triéu chimg gay khé chuan doan.
- Giam lidu & nguoi bénh suy gan, than.
¢ Tic dong cia thude khi ldi xe va viin hinh may méc:
- Khong dung dugc cho nguoi lai xe va van hanh may moc.
¢ Sir dung cho phu nir ¢6 thai va cho con ba:
- Thubc qua nhau thai nén trong thoi ky mang thai tranh dung cimetidin.
- Thudc bai tiét qua sira va tich liy dat nong do cao hon nf‘mg do trong huyét tuong cta
ngudi me. Khong nén dung cimetidin trong thoi ky cho con ba.
¢ Qui liéu va xir tri:

- Qua liéu: Ding qua 12 g/ngay sinh ra mot s6 tac dung khéng mong mubn nhu: gidn déng
tir, loan ngdn, mach nhanh, kich dong, mat phuong hudng, suy ho hap

- Xur ly: Rura da day, géy non va diéu tri céc triéu chimg. Khéng cén dung thude loi tiéu vi
khong c6 ket qua.
¢ Trinh bay:
- Hop 10 vi x 10 vién.
- Chai 100 vién.
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¢ Han dung:
- 36 thang ké tir ngay san xuit.
¢ Bio quan:
- Noi khé mét, nhiét dd dudi 30°C, tranh 4nh sang.
¢ Tiéu chuin: TCCS
PE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG THUOC QUA HAN SU DUNG

THONG BAO CHO BAC ST NHUNG TAC DUNG/ KHONG MONG MUON GAP PHAI
KHI SU DUNG THUOC

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D dudng C — KCN Tan Tao - Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 — Fax: (08) 37.543.999

/"
TPHCM, ngiy 14 thing 12nﬁm2016\ 2\
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1.
2.

TO HUONG DAN SU DUNG CHO BENH NHAN

Tén thuée: TAGIMEX

Khuyén cdo:

Doc kj huéng din sir dung trude khi dung

Dé xa tdm tay tré em

Thudc bén theo don

Thong béo cho béac sy hodc duoc sy nhimg tic dung khong mong mudn gip phai khi sir
dung thuoc.

Thanh phén, ham lwgng ciia thude:

Hoat chit: Cimetidin...........co......... 300 mg

Té duoc: Tinh bdt sin, PVP K30 (Polyvinylpyrrolidon) bot talc, magnesi stearat.

Mo ta san pham: Vién nang cung s6 2, ndp mau nau, thin mau nga, bén trong chira cém thudc
mau tring, kho toi, ddng nhat.

Quy cich déng g6i: Hop 10 vi x 10 vién; Chai 100 vién. |

Thudc ding cho bénh gi:

Didu tri ngin han: \(

Loét ti trang tién trién.

Diéu tri duy tri loét t trang voi lidu thip sau khi d loét di lanh.

Piéu trj ngin han loét da day tién trién lanh tinh.

Diéu tri chirng trao ngwoc da day thgrc quén gay loét.

Piéu tri cac trang thai bénh Iy ting tiét dich vi nhu hi chirng Zollinger-Ellison, bénh

da u tuyén ndi tiét.

Phong chiy mau dwong tiéu héa trén & nguoi c6 bénh ning.

Nén dung thudc nay nhuw thé nao va liéu lwgng:

Céch ding: Liéu ban ngay, udng thube vao birta in va/hoidc trude lic di ngi. Khong uéng

qua 2,4 g/ngay.

Nguoi 16n:

+ Loét da day, ta trang: Liéu duy nhét 3 vién/ngay trong 4 tuan d6i véi loét ta trang, 6 tudn

doi vai loét da day. Liéu duy tri 1 vién/ngay. Dung budi toi trude lic di ngu.

Piéu trj trao nguoc da day thuc quan: 1 vién/lan, 4 1an/ngay, tir 4-8 tuan.

Hoi chimg Zollinger-Ellison: 1 vién/lan, 4 lan/ngay, c6 thé tang t&i 2,4 g/ngay.

Stress gy loét dudng tiéu hoa trén: 1 vién/lan, cach 4-6 gio.

pé phong nguy co hit phai dich vi trong khi gay mé:1 vién/lan, 90-120 phit truée khi

gay mé, néu cin sau 4 gio cho ubng nhic lai.

+ Tré em: Ding dang bao ché khac.

Khi nao khéng nén dung thudc nay:

Qué mAn v6i cimetidin hay bat c(r thanh phan nao cta thude

Téc dung khéng mong mudn:

Thwong gip, ADR> 1/100

+ Tiéu héa: Ia chiy va cic roi loan tiéu héa khic.

+ Than kinh: Pau diu, chéng mit, ngi ga, 1a lin hoi phuc dwgre, trAm cam, kich dong,
bdn chdn, do gide, mit phwong hwéng.

+ Da: Néi ban.

+ N@i tiét: Chirng to vii & dan dng khi diéu tri 1 thiang hodc liu hon.

+ <+ 4+ <+
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10.

it gip, 1/100>ADR>1/1000

+ Ngi tiét: Chimg bét lyc khi ding lidu cao kéo dai.

+ Da: Dat sﬁn, ban dang tring c4, may day.

+ Gan: Ting enzym gan tam thoi, ty hét khi ngung thude.

+ Thién: Ting creatinin huyét.

Hiém giip, ADR<1/1000

+ Tim mach: Mach ch:‘im, mach nhanh, nghén din truyén nhi-that.

+ Mdu: Gidam bach ciu da nhan, mat bach ciu hat, gidm tiéu cau, giam bach ciu
trung tinh, glam toan the huyet cau, thi¢u miu khong tii tao. Cac thude khéng
histamin H; giy giidm tiét acid nén ciing giim hip thu vitamin Bj, rit dé giy thiéu
mau.

+ Thin kinh: Li 1in hdi phuc dwge (dac biét &' nguoi gia va ngum bi bgnh ning nhu'
suy thén, suy gan, hi chirng nio), tram cam, kich dong, bon chon, do gidc, mat
phuong huéng.

Tuy: Viém tuy cép.
Thén: Viém than ké.
Co: Pau co, dau khap.

Qui min: Sét, di u’ng két ca sbe phin vé, viéem mach, hji chirng Stevens-Johnson,
hoai tir biéu bi nhiém ddc.

+ Da: Ban dé, viém da tréc viy, hong ban da dang, héi diu rung téc.

Gan: Viém gan & mit, vang da, réi loan chirc niing ganQ.j

+ + + + +

+ Hé hip: Ting nguy co nhiém khufn (viém phdi bénh vi¢n, viém phdi méc phai &
cong dong)

Théng bao cho béc si nhitng tic dung khong mong mudn gip phai khi sir dung thude

Nén trinh ding nhirng thudc hoiic thwe phim gi khi dang sir dung thude nay.

Khi dang dung Cimetidin va cic thuoc khing H2 khic lam gidm hap thu ciia cdc thude

ma sy hap thu cua chung phu thude vao pH da day nhu ketoconazol, itraconazol. Cic
thudc nay phai udng it nhit 2 gio truée khi ung cimetidin.

Cimetidin ¢6 thé twong tac véi nhiéu thuoc, nhung chi c¢6 mjt s0 twong tic ¢6 y nghla
Iam sang, dic biét véi nhu’ng thube c6 chi sé diéu tri hep, cé nguy co giy dc, can thiét
phii diéu chinh liéu. Phin lén cdc twong tic 13 do sw gin cia cimetidin véi céc
isoenzym cua cytochrom P 450 & gan, dic biét vao CYP1A2, CYP2C9, CYP2D6 va
CYP3Ad, din dén irc ché chuyén héa oxy héa ¢ microsom gan va lam ting sinh kha
dung hoic ndng d trong huyét twong ciia nhirng thude chuyén héa béi nhimg enzym
nay.

Mt vai twong tic khac la do canh tranh véi sy bai tiét & éng than. Co ché twong tic
nay nhw thay doi lrgng mau qua gan chi déng vai tro tha yéu.

Cic twong tac c6 y nghia xay ra véi:

Cic thube chong djng kinh nhw phenytoin, carbamazepin, acid valproic.

Cic thude diéu tri ung thw nhu thude alkyl héa, thude chéng chuyén héa.

Dén xuét benzodiazepin.

Déin xuit biguanid chéng d4i thio dwdng nhu metformin.

Lidocain, metronidazol, nifedipin, procainamid, propranolol, quinidin, theophylin.
Thube chong trim cim ba vong nhu amitriptylin, nortriptylin, desipramin,
doxepin, imipramin. Thudc giam dau opioid nhw pethidin, morphin, methadon.

+ + + + + +

+ Triamteren.
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11.

12.

13.

15.

16.

17.

18.

+ Warfarin va cdc thube chéng dong mau duong u(‘mg khac nhw acenocoumarol va
phenindion.

+ Zalcitabin, Zolmitriptan.

+ Phii tranh phdi hop cimetidin véi cdc thudc nay hoiic ding thin trong, theo ddi tic
dung hoiic nong dj thujc trong huyét twong va giam liéu thich hgp. Cic thude
khéng acid ¢6 thé lam giam hép thu cimetidin néu ubng cing, nén udng cich nhau
mot gio.

+ Khi dang dung cimetidin cin phai thin trong néu udng rugu hodc 1am nhimg viéc
doi héi sy tinh tdo nhwr lii xe hodc vin hanh may méc.

Cin lam gi khi mjt lin quén khéong ding thude:

Tiép tuc dung thubc theo hudng din. /

Cin bio quéan thudc nay nhu thé nao: Q‘

Noi khdé mat, nhiét d§ dudi 30°C, tranh énh sang.

Nhirng diu hi¢u va triéu ching khi ding thube qua liéu:

Qua liéu: Dung qua 12 g/ngay sinh ra mot sb tac dung khong mong mubn nhu: gidn dong tur,

loan ng6n, mach nhanh, kich dong, méit phuong hwong, suy hé hép...

. Cin phii lam gi khi dung thubc qu4 liéu khuyén cdo:

Xir Iy: Rira da day, gdy non va diéu trj céc triéu chimg. Khong can ding thudc loi tiéu vi
khong co6 ket qua.

Nhimg Piéu cén thin trong khi ding thude nay:

Cimetidin tuong tac véi nhiéu thude, bai vay khi ding phdi hop véi loai thube nao do déu
phai xem xét ky.

Truge khi ding cimetidin diéu tri loét da day phai loai trir kha néng ung thu, vi khi dung
thude c6 thé che lap tridu chimg gay khé chuén doén.

Giam liéu & nguoi bénh suy gan, than.

Str dung cho ngudi ldi xe va vdn hanh may moc: Khong dung duge cho ngudi lai xe va, uﬁn
hanh may méc. '

Str dung cho phu nir ¢6 thai va cho con bi:

+ Thudc qua nhau thai nén trong thoi ky mang thai tranh ding cimetidin.

+ Thudc bai tiét qua sira va tich lily dat ndng do cao hon ndng d6 trong huyét twong ciia
ngudi me. Khong nén dung cimetidin trong thoi ky cho con ba

Khi nao cin tham vin bic sy, duge sy:

Néu can thém thdng tin xin hoi ¥ kién béc s§ hodc dugc sy.

Han diing ciia thudc:

36 thang ké tir ngay san xuat.

Tén, dia chi, biéu twong (néu c6) cia co sé san xuit.

Tén nha san xudt: CONG TY TNHH DUQC PHAM USA - NIC (USA - NIC PHARMA)
Pia chi: L6 11D, duong C, KCN Tén Tao, Q. Binh Tén, Tp.HCM. .

Dién thoai: (08) 37.541.999 — Fax: (08) 37.543.999

Ngay xem xét sira d6i, cip nhit lai n§i dung huéng din sir dung thube: 14/ /2016

TUQ.CUC TRUGNG
PTRUONG PHONG

Nouyén Nzoe nk
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