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SIRO

Dexma SOH/

Dexchlorpheniramine maleate
0,04% (ki/tt)

G

SOHAVIMEX Hop 1L 60 ml

Dexma SOHA

Dexchlorphe nine m. ),04% (ki/tt)

Thanhphdn: M3i60ml sirochia:
Dexchlorpheniramine maleate.................. 24mg
(0,04% (kl/tt))

Chi dinh, cach dung, chéing chi dinh va cac
thong tinkhéc: xem trong tshuéng dansidung
thuSckémtheo.

Tiéuchudn: TCCS

Bao quan trudc va sau khimdndp:

Noikha rao, nhiétdd dudi30°C, tranh anhsang.
Sudyng trong vdng 12 ngdy saukhimandp.
Déxatamtaytréem.

Bocky hudng dén st dyng trudc khiding.

SDK/Visa No.:
LSX/Batch No
NSX/Mfg. Date
HD/Exp. Date

Cosdsanxudt:
CONG TY CO PHAN Dugc PHAM SOHA VIMEX
Buting N1 - Khu cong nghip Yén Mg Il, Thy trdn Yén
My, Huyén Yen Mg, Tinh Hung Yén, VietNam.

SYRUP

Dexma S0HA

Dexchlorpheniramine maleate
0,04% (w/v)

SOHAVIMEX

Dexma SOHf

4% (kI/tt)

Dexchlorpheniramine mal

Composition: Each 60 mlsyrup contains:
Dexchlorpheniramine maleate................24mg
(0,04% (w/v))

Indications, administration, contraindications
and further information: please refer to the
packagelinsert,

Specification: In-house
Storagebeforeand after opening:

Store ina dry place at temperature below 30°C,
avoidinglight.

Use within 12 days after opening.
Keepoutofreachof children.

Readthe packageinsert carefully before use.

Barcode

Manufacturer:

SOHA VIMEX PHARMACEUTICAL JOINT STOCK
COMPANY

N1Road - Yen Myl Industrial Zone, Yen My Town, Yen
My District, Hung Yen Province, Vietnam.
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SOHA VIMEX

Nhan danlo

Thanh phdn: M&i 60 mlsiro chua:
Dexchlorpheniramine maleate................24 mg
(0,04% (ki/tt))

Chi dinh, cach ding, chéng chi dinh va céc

théngtinkhéc: xem trong té hudng ddnsidung Exma Hﬂ
thudckémtheo.

Tiéuchudn: TCCS

Bao quan trudicva saukhimdndp:

Nai khordo, nhietdo dudi30°C, tranh anhsang.

Strdungtrongvong 12 ngay sau khiméndp.

Dexchlorpheniramine maleate
0,04% (kl/tt)

Déxatdmtaytréem.
Bocky hudngdansidyng trudc khiding.

Barcode

Cosdsanxudt:

CTCP DUGC PHAM SOHA VIMEX
Bubng N1 - Khu cong nghiép Yén My II, Thy trén
Yén My, Huyén Yén My, Tinh Hung Yén, Viet Nam.

SDK/Visa No.:
LSX/Batch No
HD/Exp. Date
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g din sir dyung thube

DEXMA SOHA

8 PHAN,
%\ DUJC PHAM )
SOHA mxm il tay tré em

huwong dan sir dung trudc khi ding

iong bdo ngay cho bdc sy hodc diwgc sy nhitng phan teng 6 hai gdp phai khi siv dung
thuoc

1. THANH PHAN CONG THU'C THUOC

Mbi 60 ml siro chira:

Thanh phin hoat chit:

Dexchlorpheniramine maleate............... 24 mg (0,04% kl/tt).

Thanh phin ti dwoc:

Propylenc glycol, Sorbitol solution (dung dich sorbitol 70%), Citric acid monohydrate,
Sodium chloride, Sodium benzoate, Tartrazine, Huong cam tuoi, Nudce tinh khiét.

2. DANG BAO CHE

Siro

M ta dang bao ché:

Siro trong sudt, mau vang, mui thom.

3. NHOM DUQC LY

Nhom duge ly: Dexchlorpheniramine maleate la thuéc khang histamine thudc nhom
alkylamine.

Ma ATC: RO6AB02

4. CHI PINH

Viém miii di ing ldu ndm hodc theo mua.

Viém mii van mach.

Viém két mac di img do cac di nguyén tir khong khi va thic an.

Céc bidu hién di tng nhe, khong bién chimg trén da nhu may day va phu mach.
Cai thién cac phan g di tmg ddi voi mau va huyét twong.

Da v& noi.

La liéu phap diéu tri phan ing phan vé hd trg cho epinephrine va cac bi¢n phap tiéu chuan
khac sau khi cac biéu hién cap tinh da duoc kiém soat.

5. CACH DUNG, LIEU DUNG

Liéu ding nén dugc c4 nhan ho theo nhu cau va dap (g ciia bénh nhan.

Lidu lugng khuyén nghi nhu sau:

Nguoi 16n va tré em tir 12 tudi trér 1én: 2 mg (twong duong 5 ml).

Tré em tr 6 dén 11 tudi: 1 mg (twong duong 2,5 ml).
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5. CHONG CHI PINH
Qué mén véi dexchlorpheniramine maleate hodc céc thudc khang histamine khéc ¢6 ciu
trac héa hoc twong tu hodc bat ky ta duoc nao
Thudc nay khong dwge str dung cho tré so sinh hoac tré sinh non,
Thubc chdng chi dinh & ba me dang cho con bu do nguy co cao hon cua thudc khang
histamine doi véi tré so sinh ndi chung va tré so sinh va tré sinh non ndi riéng.
Thubc khéng histamine khéng nén dugc sir dung dé diéu tri cac triéu ching duong ho hip
dudi bao gdbm hen suyén.
Ngudi bénh ding thude G ché monoamine oxidase (MAO).
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Thudc khang histamine nén dugc str dung than trong ¢ nhiing bénh nhén:

e Glocom goc dong

e Hep 6 loét da day ta trang

e Tic mén vi - ta trang

e Phi dai tuyén tién liét co triéu ching

e Tic cb bang quang
Thude c6 tac dung gidng nhu atropine va do d, nén than trong khi st dung ¢ nhimng
bénh nhan:

e Tién sir hen phé quan

e Tang ap luc ndi nhan

e Bénh cudng giap

e Bénh tim mach

e Ting huyét ap
Tréem
Dic biét ¢ tré so sinh va tré em, thudc khang histamine dung qua lidu c6 thé gdy ao giac,
co giat hodc tu vong.
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Céanh bao ta duge:

tuéi (khoang 60 tudi tré 1én)

ang histamin co nhiéu kha ning giy chong mit, budn nga va ha huyét ap & bénh

Thude nay ¢ chia sorbitol, cén xem xét tac dung hiép dong cua cac thudc c6 chira sorbitol
(hay fructose) va lugng sorbitol (hay fructose) dung theo ché d6 an kiéng. Ham lugng
sorbitol c6 trong thudc udng cé thé anh hudng sinh kha dung ctia cac thude khac khi dung
chung.

Thudc nay c6 chira 5 mg sodium benzoate trong 5 ml. Thude c6 thé lam ting nguy co vang
da, vang mit & tré so sinh (4 tuan tudi tré xuéng). Tang bilirubin mau do bilirubin bi day
ra khoi gin két voi albumin c6 thé lam tdng nguy co vang da, vang mat ¢ tr¢ so sinh c6 thé
din dén vang da nhéin ndo (bilirubin khong lién hop tich tu tai mé néo).

Thubc chira tartrazine, co thé géy cac phan tng di ing.

Thudc nay c6 chira dudi 1 mmol (23 mg) natri trong mdi don vi phan liéu, vé co ban dugce
xem nhu ” khong chura natri”.

7. SUDUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU

Phu nit ¢6 thai: Nghién ciru vé thubc nay & phu nit ¢6 thai khong du dé xac dinh liéu co
kha ning gay hai cho thai nhi dang phat trién hay khong. Vi vay phu nit mang thai chi nén
dung thudc nay khi lgi ich diéu tri dwgce dénh gia 1a 16n hon nguy co.

Phu nit cho con bii: Khong nén str dung thudc & phu nit cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC

Bénh nhan khéng nén li xe, vn hanh may moéc trong khi dung thudc nay.

9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tac cua thube

Thubc trc ché MAO kéo dai va ting cuong tac dung khang cholinergic cla thudc khéang
histamin.

9.2. Twong ky ciia thude

Do khéng co6 céc nghién ctru vé tinh twong ky cta thude, khong tron 1an thudc nay vai cac
thuoc khac

10. TAC DUNG KHONG MONG MUON CUA THUOC

Toan than: May day, phat ban do thudc, sbc phan vé, nhay cdm véi anh sang, ra nhidu mo
héi, 6n lanh, khé miéng, miii va hong.

Hé tim mach: Thiéu mau tan huyét, giam tiéu cAu, mat bach ciu hat.

Mau va hé bach huyét: Thiéu mau tan huyét, giam tiéu cdu, mat bach ciu hat.
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, cang thang, run, khoé chiu, mét ngu, hung phén, di cam, nhin mo, nhin déi, chong

|\, ¢ 3’—"30 Pﬂﬁ&tMu tai, viém mé dao tai cdp tinh, bénh hysteria (r6i loan phan ly), viém ddy thén kinh,

SOHA u’gﬂE -

H¢ 1iét ni¢u: Tiéu nhidu lan, tiéu khé, bi tiéu, c6 kinh som.

Hé hé hdp: Dich tiét phé quan dic, tirc ngue va thd kho khe, nghet miii.

Béo céo céc tac dung khong mong mudn

Viéc bao cao cac tac dung kh(‘)ng mong muon sau khi thudc dugce phé duyét la rat quan
trong. Diéu nay cho phép tiép tuc theo doi danh gia lgi ich/rdi ro cua thude. Cac chuyén
gia cham soc suc khoe dugce yéu cau bao cdo bat ky tac dung khong mong mudn nao téi:
Trung tam DI & ADR Qubc gia, 13 - 15 Lé Thanh Téng - Hoan Kiém - Ha Noi.
Website: http://canhgiacduoc.org.vn/

[=]

-

11. QUA LIEU VA XU TRI

Céc phan (ing qué lidu thudc khang histamine c6 thé thay di tir e ché dén kich thich hé
than kinh trung wong. Kich thich dic biét c6 kha nang xdy ra ¢ tré em.

Céc diu hiéu va tridu chimg gidng nhu atropine - khd miéng, gidn ddng tir c6 dinh, do bung
mit va cac tridu chimg v& dudng tiéu hoa ciing c6 thé xdy ra.

Néu nén khong xay ra mot cich tu nhién, bénh nhan nén duge gay non. Diéu nay dugc
thuc hién t6t nhat bang cach cho bénh nhan uéng mot cde nude hoic sita, sau dé bénh nhan
nén duoc bit miéng. Can tranh cho bénh nhan hit vao chét non, dic biét 1a & tré so sinh va
tré em.

Thudc nhuén trang, ching han nhu sita magie, hat nude vao rudt bang tham thau va do dé,
c6 tac dung lam loang nhanh céac chét trong rudt.

Khéng nén sit dung chat kich thich.

Thubc van mach c6 thé dugc sit dung dé didu tri ha huyét ap.

12. QUY CACH PONG GOI

Hép 1 lo 60 ml, lo thuy tinh tron ndu, nip HDPE kém cdc nhua chia licu.
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Tiéu chudn chdt heong ciia thuée: TCCS

14. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

CONG TY CO PHAN DUQC PHAM SOHA VIMEX

Pia chi: Puong N1 - Khu cong nghiép Yén MY II, Thi tran Yén My, Huyén Yén My, Tinh
Hung Yén, Viét Nam.





