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MA U NHAN THUOC PANG KY

2 -MAU NHAN Vi POLACANMIN 6 (1 vi x 15 vién nén bao phim)
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MAU NHAN THUOC PANG KY

3 - MAU HOP POLACANMIN 6 (Hop 2 vi x 15 vién nén bao phim)
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Polacanmin‘e

Dexclorpheniramin maleat @

/

INDICATIONS, CONTRA-INDICATIONS, DOSAGE,
WARNINGS: Read the package insert carefully

Hép 2 vi x 15 vién nén bao phim

COMPOSITION:
Dexchlorpheniramine maleate ....... 6 mg /}r)
Excipients q.5. ...... 1 Film coated tablet L
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Block 11D, Road C, Tan Tao P, Binh Tan Dist.,, HOMC

86 10 SX/Lot. No
Ngdy SX/Mfg. Date
Han dung/Exp. Date

San xudt tai:

CONG TY TNHH DU(QC PHAM USA - NIC
Lo 11D, Bubing C, KCN Tan Tao, Q.Binh Tan, TP.HCM
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Tp.HCM, Ngay 46 thdng 0/ nam 201
KT.Tdng Gidm Pdc
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4-MAU HOP POLACANMIN 6 (Hop 5 vi x 15 vién nén bao phim)

i -ou Hép 5 vi x 15 vién nén bao phim
g | Polacanmin'e
= Dexclorpheniramin maleat @
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Wm SDKVISA: ...
Dexchiorpheniramine maleale ...... 6 M3 mEy CHUAN AP DUNG: TCCS

Read the package insest carefully

tanu oy: 5616 SX/Lot. No
USA - NIC PHARMA Co., Lta 9% SKMi Dabo :
Eiock 11D, Road C, Tan Tao [P, Binh Tan Dist HCMC Hon ding/Exp. Date :

INDICATIONS, CONTRA-INDICATIONS,
DOSAGE, WARNINGS:
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Box of 5 blisters x 15 film coated tablets

Polacanmin’e

Dexchlorpheniramine maleate @

—\

BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG

PE XA TAM TAY CUA TRE EM
BAD QUAN NOI KHO MAT, NHIET B0 DU 30T,

TRANH ANH SANG.

¢ONG THC: ml :II.I'H' zﬁn CHi DINH,
; 1 DONG - CACH DONG, THAN
e o1 e e
T - KHAC: Xin doc trong t huting din

San xust tai: sif dyng.

CONG TY TNHH DUQC PHAM USA - NIC

Lo 11D, bubng C, KCN Tan Tao, Q.Binh Tan, TP.HCM

/

Tp.HCM, Ngdy /¢ thdng 02 ndm 2017
KT.Tong Gidm Péc
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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim POLACANMIN 6

POLACANMIN 6 - Vién nén bao phim

¢ Cong thire: (cho mot vién)
- Dexclorpheniramin maleat................. 6 mg
- Taduge...........viradu.................. 1 vién

(Lactose, dextrose anhydrous, tinh bjt sin, PVP K30 (Polyvinylpyrrolidon), bdt talc, magnesi
stearat, HPMC 615 (Hydroxypropyl methylcellulose), titan dioxyd, PEG 6000 (Polyethylen glycol))

¢ Tiac dung duge ly:
Duge lye hoc:

- Dexclorphenamin: Khéng histamin H), ¢6 c4u triic propylamin, duge dac trung boi:

+ Téc dung an thin & lidu théng thuong do tac dong khang histamine va irc ché adrenalin
trung uong. _

+ Téc dung khang cholinergic 1a ngudn gdc gay ra tac dung phu ngoai vi. 7”

+ Téc dung trc ché adrenalin ngoai vi c6 thé gay ra ha huyét 4p thé dimg.

- Thude khéang histamin c6 tac dung chung la dbi khang, boi déi khang canh tranh. Lam dao
ngugc tic dung cia histamin trén da, ni€ém mac mach va két mac mét, miii, phé quan va rudt.

Dugc dong hoc:

- Sinh kha dung cta dexclorphenamin 25-50%. Chuyén hoéa l1dn ddu & gan. Thoi gian dé dat
nong dd toi da la 2- 6 gio.

- Hiéu qua toi da dat dugc khodng 6 gi¢r sau khi ubng. Thoi gian tic dung tir 4-8 gio.

- Phén phdi: Lién két véi protein huyét tuong khoang 72%.

- Chuyén héa chit yéu & gan va mot phén chét chuyén hoa khong hoat tinh boi demethyl héa.

- Thai trir chd yéu qua thén va tiy thude vao d6 pH nudc tiéu. 34% cua dexclorphenamin duoc
bai ti¢t dudi dang khong thay doi va 22% duéi dang dimethyl héa. Thoi gian ban thai tir 14
dén 25 gio.

- Nhimng thay déi do bénh ly: Suy gan hodc suy thén lam ting thoi gian bén hiy cua
dexclorphenamin. Dexclorphenamin qua dugc nhau thai va di vao sira me.

¢+ Chi dinh:
- Pidu tri trigu chirng: Viém mii di ing mia vi quanh nim, nbi may day,
+ Liéu ding, cich ding;
- Céach dung: Uéng liic no hodc trude khi di ngi.
- Liéu luong;
+ Lidu luong thay déi tiy theo timg ngudi bénh, phu thudc vao dap \mg va dung nap cua
timg ngudi bénh,
+ Ngudi 16n va tré em trén 12 tudi: | vién/ 1an, ngay tir 1-2 14n
+ Tré em: Diing dang bao ché khéc ¢6 ham lugng thich hop
@ Chfmg chi dinh:

- Qué mén véi dexclorpheniramin maleat hodc bat cit thanh phin nio ciia ché phim.

- Ngudi bénh dang 1én con hen cép.

- Ngudi bénh cé trigu chimg phi dai tuyén tién ligt.
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- Glocom goc hep.
- Bi tiéu ti¢n.
- Hep mén vi.
- Tré duéi 12 tudi.
¢ Thin trong va khuyén cio dic bigt:
- Thubc ding dé didu tri cac tridu chimg dj tng. Can tim nguyén nhén cta di Gng.
- Néu triéu ching khéng giam hozc ning hon, hoi ¥ kién bac si.
- Trong trudmg hop dung kéo dai cho ngudi bénh gan, thdn phai bdo cho bac si dé diéu chinh
liéu.
- Thubc ding & ngudi gia: D& gay tho bon, chéng mit hodc budn ngu.
- Thén trong & ngudi ri loan tuyén tién liét.
- Thude duge bai tiét qua sita me nén khéng ding cho nguoi me trong thoi ky cho con bu.

- Khong dung cho bénh nhén mic bénh di truyén hiém gip khong dung nap galactose
hodc thiéu enzym lactase hodic kém héip thu glucose- galactose.

- Thin trong cho bénh nhan bj titu dwong. 3
¢ Tic dung khéng mong mudn ciia thudc: - ?ﬂ
- Anh huong lén hé than kinh trung wong: L
+ An thin, budn ngn, rd rét nhit 12 khi bit dau diéu tri.
+ Céc anh huéng khang cholinergic nhu kho mang nhiy, téo bon, bi tiéu, m& mit, gidn déng
ti, nhip tim nhanh.
+ Ha huyét 4p tu thé dimg.
+ Réi loan thiing bing, chong mat, giam tri nhé, ddc biét & ngudi gia.
+ Réi loan tAm than, 4o gidc.
+ Hiém gip hon: Kich déng, bdn chon, mat ng.
- Phan img di Gng:
+ Phat ban, eczema, ngira, ban xuit huyét, ndi may day.
+ Phiin, hiém khi phit mach.
+ Sbc phén vé,
- Huyét hoc:
+ Giam bach cau.
+ Giam tiéu céu.
+ Thiéu mau tan huyét.
Théng bdo cho bac si nhimg tac dung khong mong mubn gip phai khi sir dung thude.
¢ Tuwong tic véi cac thude khic:

- Rugu: Rugu lam téng tac dung an thdn clta thuoc khang hlstamm Hl, co thé nguy h1em cho
nguoi lai xe va su cll,lng may moe. Tranh ding dd ubng 6 cdn va thude khéc ¢ chira con.

- Céc thute chong tram cam, thuoc an than, barbiturat, benzodiazepin, clonidin va cic chét lién
quan, thude ngu, cac din xudt ctia morphin (thuoc giam dau, thude gy ho, thude ngt), thude
chéng loan thin, thudc chdng lo du: Gia ting sy trAm cam.

- Atropin va cdc chdt nhu atropin khéc (Fhuoc chong trdm cam ba vong, thubc khang
cholinergic tri parkinson, chong co that atropin, disopyramid, thudc an than kinh
phenothiazin: Téng tic dung phu atropin nhwr bi tiéu, tdo bén, khd miéng.

¢ Sir dung cho phu nit ¢6 thai va cho con bi:

- Phu nit ¢6 thai khi ding & ba théng cudi cta thai ky c6 thé din dén nhimg phan tmg nghiém

trong & tré so sinh.
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- Phy nif cho con bi: Thubc duge bai tiét qua sita me nén khong ding cho ngudl me trong thoi
ky cho con bi.

¢ Sir dung cho ngudi l4i xe va vin hanh miy moc:

- Do thude ¢6 thé gay budn ngu va lam giam kha ndng phdi hop cac dong tac cho nén nguoi
bénh sir dung dexclorpheniramin maleat khong duoc 1ai xe va van hanh may moc.

¢ Qua lidu va xir tri:

- Triéu chung: Cac tridu chimg cia qua lidu dexclorpheniramin: co giat (nhat 1 & tré so sinh va
tré em); roi loan y thic, hon mé.

- Pidu tri: Ngung ding thude va didu trj triéu ching tai co say té.

¢ Trinh bay:

- Hop 2 vi x 15 vién.

- Hop 5 vix 15 vién.

- Chai 50 vién.

¢ Han dung:

- 36 théng k& tir ngay san Xuit,

¢ Bao quin: £
- Noi kho mat, nhiét do dudi 30°C, tranh énh sing. 73 2

¢ Tiéu chuin: TCCS 4 A

PE XA TAM TAY CUA TRE EM

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC

KHONG DUNG THUOC QUA HAN SU DUNG

THONG BAO CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAL o
KHI SU DUNG THUOC
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CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA) 2\] USA
L6 11D duong C — KON Tén Tao — Q.Binh Tan — TP.HCM N B

PT : (08) 37.541.999 — Fax: (08) 37.543.999 L%
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TO HUOGNG DAN SU DUNG CHO BENH NHAN

Tén thuée: POLACANMIN 6

Khuyén cdo:

Doc k¥ hudng dan st dung trude khi ding

Dé xa tam tay tré em

Thong bao cho bac s¥ hodc duoc s§ nhimg tac dung khong mong mudn gip phai khi sir
dung thuoe.

Thanh phiin, him lirgng ciia thude:

Hoat chét: Dexclorpheniramin maleat .............ocnee.... 6 Mg

Ta duoc: Lactose, dextrose anhydrous, tinh bot sin, PVP K30 (Polyvinylpyrrolidon), bt talc,
magnesi stearat, HPMC 615 (Hydroxypropyl methylcellulose), titan dioxyd, PEG 6000
(Polyethylen glycol).

Mo ta san phfim: Vién nén oval, bao phim mau trang, mot mat nhin, mot mat ¢ chit Y,
canh va thanh vién lanh lan.

Quy cach dong gbi: Hop 2 vi, 5 vi x 15 vién; Chai 50 vién.

Thudc ding cho bénh gi: / TO
Didu tri triéu chitng: Viém mii dj img mia va quanh nim, ndi may day.
Nén ding thuc nay nhw thé nio va lidu lugng:

Céch ding: Ubng lae no hodc trude khi di nga.

Liéu luong:

+ Liéu lugng thay ddi tuy theo tirng ngudi bénh, phu thude vao dap tng va dung nap cia

timg ngudi bénh.

+ Ngudi 16n va tré em trén 12 tudi: | vién/ 1an, ngay tir 1-2 lan.
+ Tré em: Ding dang bao ché khac ¢6 ham lugng thich hop.

Khi nio khong nén dung thudc nay:

Qua min véi dexclorpheniramin maleat hogc bat cir thanh phin nao ciia ché pham.
Nguwdi bénh dang 1én con hen cip.

Ngudi bénh ¢6 triéu chirng phi dai tuyén tién liét.

Glocom goce hep.

Bi tiéu tién.

Hep mén vi.

Tré duéi 12 tudi.

Tic dung khong mong mudn:

Anh huéng 1én hé than kinh trung wong:

+ An thin, budn ngu, rd rét nhat 13 khi bat ddu diéu tri.

+ Céc anh hutng khang cholinergic nhu khd méang nhay, téo bon, bi tiéu, mo mit, gidn
dong tir, nhip tim nhanh.

Ha huyét ap tu thé dimeg.

R&i loan thang bang, chong mat, giam tri nhd, dic biét & nguoi gia.
Réi loan tim than, 4o giac.

Hiém gap hon: Kich dong, bdn chén, mét ngi.

Phan img di ung:

+ + 4+ o+

+ Phat ban, eczema, ngira, ban xut huyét, néi may day.
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10.

11.

12.

13.

14.

15.

16.

+ Phu né, hiém khi phu mach.

+ Sb6c phan vé.

Huyét hoc:

+ Giam bach cau.

+ Giam tiéu cau.

+ Thiéu mau tan huyét.

Thong bdo cho béc sT nhiing tac dung khong mong mudn gap phai khi sir dung thude

Nén tranh ding nhitng thube hoiic thwe phdm gi khi dang sir dung thudce nay.

Rugu: Ruou lam ting tac dung an thin cta thudc khang histamin H1, ¢6 thé nguy hiém cho
nguoi 14i xe va sir dung may moéc. Tranh ding db udng c6 cbn va thube khac ¢ chira con.
Céc thude chdng trdm cam, thudc an than, barbiturat, benzodiazepin, clonidin va cac chét
lién‘ quan, thudc ngu, cac d’ﬁn xXudt clia morphin (thude giam dau, thudc gay ho, thudc ngu),
thude chdng loan thin, thude chong lo du: Gia ting su tram cam.

Atropin va céc chit nhu atropin khéc (thudc chdng trAim cam ba vdng, thudc khang

cholinergic tri parkinson, chéng co thdt atropin, disopyramid, thubc an thin kinh

phenothiazin: Tang tic dung phuy atropin nhu bi tiéu, to bén, kho miéng.

Can lam gi khi m{t lin quén khong ding thude:

Tiép tuc ding thude theo hudmg din. |

Cin bio quéin thube niy nhw thé nao: T}’i

Noi khd mat, nhiét do dudi 30°C, tranh anh séng,

Nhirng dfu higu va triéu chirng khi ding thude qud liéu:

Triéu chimg: Céc tri¢u chimg cia qué liéu dexclorpheniramin: co giat (nhit 13 & tré so sinh

va tré em); roi loan y thic, hon mé.

Cin phai lam gi khi dung thudc qua liéu khuyén cdo:

Pidu trj: Neung ding thude va didu trj triéu chimg tai co sd y t&.

Nhirng Diéu cin thin trong khi ding thudc nay:

Thube ding dé didu trj cac tri¢u chimg di tmg. Can tim nguyén nhén cta di img.

Néu tridu chimg khong gidm hodc ning hon, héi ¥ kién béc si.

Trong truomg hop dung kéo dai cho ngudi bénh gan, thén phai bdo cho bdc si dé diéu chinh

ligu.

Thuée dung & nguoi gia: DE gdy tao bon, chong mat hodc budn ng.

Than trong & ngudi rdi loan tuyén tién liét.

Thude duge bai tiét qua sita me nén khdng dung cho ngudi me trong thai ky cho con bu.

Khéng ding cho bénh nhin miic bénh di truyén hiém gip khong dung nap galactose

hoiic thidu enzym lactase hodc kém hiip thu glucose- galactose.

Thén trong cho bénh nhén bi ticu dwong.

Sir dung cho ngudi J4i xe va vin hanh may mée: Do thube c6 thé gay budn nga va lam giam

kha nang phdi hgp céc dong tic cho nén ngudi bénh st dung dexclorpheniramin maleat

khéng dugc lai xe va van hanh may moc.

Sir dung cho phu nit mang thai va cho con bu:

+ Phu nit c6 thai khi ding & ba théng cudi cia thai ki cé thé din dén nhimg phan img
nghiém trong ¢ tré so sinh.

+ Phu nir cho con bui: Thude duge bai tict qua sita me nén khong ding cho ngudi me trong
thoi ky cho con bu.

. - A » - -
Khi nio cin tham vén bac sy, duge sy:
Néu cin thém théng tin xin hoi y kién bac s§ hodc duoc s§.
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17. Han ding cuaa thudc:
- 36 thang ké tir ngay san xudt.
18. Tén, dia chi, biéu twong (néu c6) ciia co' s& sin Xuit.
- Tén nha san xuat: CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
- Dia chi: L6 11D, duéng C, KCN Tén Tgo, Q. Binh Tan, Tp.HCM.
- Dién thoai: (028) 37.541.999 — Fax: (028) 37.543.999
19, Ngay xem Xét sira dbi, cip nhat lai ndi dung hudng din sir dung thuoe: 16/03/2017
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