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Bottle of 100 ml

& PRESCRIPTION DRUG

Hop 1 chai 100 ml

B( THUOC BAN THEO BON

Each 5 ml contains:

Cyproheptadine

Hydrochloride (anhydrous) USP..2 mg
Alcohol ....uuninn 0.263 ml

(Absolute Alcohol content 5 % v/v)

Flavoured Sorbitol base ......... q.s.
Colour: Sunset yellow FCF

KEEP MEDICINES OUT OF
THE REACH OF CHILDREN

CAREFULLY READ THE
INSTRUCTIONS LEAFLET
ENCLOSED BEFORE USE.

DO NOT USE FOR CHILDREN
UNDER 2 YEARS OF AGE

STORE BELOW 30°C .
PROTECT FROM LIGHT

Indication, Administration,
Contraindication & other
Information: See enclosed insert

Bar Code

Syrup

Cyproheptadine
Hydrochloride Syrup USP

_ FOR ORAL USE
DUNG BUONG UONG

Cipla

S6 16 SX / B.No.: NNNNN
NSX / MFD.: dd/mml/yy

HD / EXP.: dd/mm/yy

TC / SPECIFICATION : USP
SPK / Reg. No.: VN-XXXX-XX

M.L.No 25/2/2010

San xudt bai : Cipla - An Do
Nha nhip khiu :

Mfd. by CIPLA LTD.
Plot no. 9 & 10,
Pharma Zone,Phase |l,
Indore SEZ,Pithampur
(MP)-454 775 India

Sird
Si ré Cyproheptadin
Hydrochlorid USP

Mai 5 ml co chira

Cyproheptadin Hydrochlorid

{khan) USP ...2 mg

Alcohol .uvarscriinas ..0,263 ml

(ham lugng cén tuyét déi 5% v/v)
Mui vi Sorbitol ........... vd

Mau : Sunset yellow FCF

-DE XA TAM TAY TRE EM

-DOC KY HUONG DAN SU' DUNG
TRUGC KHI DUNG

- KHONG DUNG CHO TRE EM DUOI
HAI TUSI

Bao quan & nhiét dd dwdri 30°C
Tranh anh sdng

Chi djnh, Cach diing , Chéng chi dinh
& cac thong tin khac : Xin doc trong
tér hurérg dan str dung
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Regulatory Affairs
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B:  PRESCRIFTION DAUG
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Syrup
Cyproheptadine Hydrochloride Syrup USP
FOR ORAL USE S 13 X / B. No.: NNNNN

Esch 5 ml cantains: ! 5
Cyproha i — NSX [ MFD.: ddmmiyy
Hydrochloride (anhydrous| s T 1 EXP: ddimm
e el T T o
(Atsolute Alcohol canten wivl SDK / Reg. No.: VN-XXKX-XX
Flavoured Sorbitol base Flli Sdn xudl bii - Cipla - An BY
Qalaily: Sunset yelioy Fo indication, Administration.
STORE BELOW 30°C . Contraindication & other
PROTECT FROM LIGHT information: See enclosed nsert
USSP spacificalion
LNn. 25/2/2010
- Wi, by CIFLA LD
CIplu 5 ot na. 9 & 10, Pharma Zone Phase i,
fndom SEZ Prhampur (WP)-454 775 Inda
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Chi dung thubc nay theo don ciia Bac sy
Boc ky huéng dan sir dung trude khi ding
Neéu can thém thong tin, xin hoi y kién Bac sy

Si ro Ciplactin
Sir6 Cyproheptadin hydrochlorid USP

THANH PHAN
M3i 5 ml ¢6 chira:
Cyproheptadin hydrochlorid (khan) USP --- 2 mg

Td dwgc Duong M30/5830, Methyl hydroxybenzoat, Propyl hydroxybenzoat, dung dich
Sorbitol, Acid citric khan, Con tuyét doi, mau Sunset Yellow FCF Supra, huong trai cay hén
hop S-1038, Glycerol, Natri hydroxid, Nudc tinh khiét.

DANG BAO CHE
Sird

DUQC LY & CO CHE TAC DUNG

Cyproheptadin la mét chit d6i khang véi histamin & serotonin. Thudc ¢6 tinh khang cholin
va an than. Thudc c6 tac dung canh tranh v4i serotonin va histamin tuong {ng & céac vi tri
tiép nhan.

DUQC DONG HQOC )

Sau khi udng mot liéu don 4 mg Cyproheptadin hydroclorid danh déu 14 C phéng xa &
ngudi khée manh, dudi dang thude vién hodc Si-rd, thube duoc bai tiét theo phan khoang 2-
20% trong d6 chi"khoang 34% thudc & dang khong chuyén hoa, tuong (g véi it hon 5,7%
liéu ding. it nhat 40% hoat tinh phéng xa sir dung duoc bai tiét trong nuéce tidu. Khong cé sb
lugng phat hién cua thube khong thay dbi duoc hién dién trong nudc tiéu ciia bénh nhan man
tinh 12-20 mg liéu hang ngay cia xi-rd cyproheptadin. Chét chuyén héa chinh duoc tim thiy
trong nude tiéu ctia ngudi di duoc xdc dinh nhu mot lién hop glucuronid amoni bac bdn cua
cyproheptadin. Su thai trir gidm & bénh nhan suy than.

CHI PINH

Viém mii di ing lau nam & theo mua
Viém miii vdn mach.

Viém két mac di tmg do hit phai cac di tmg nguyén va thuc phim

Céc biéu hién di ting ngoai da nhe, khéng bién chirng ctia bénh ndi mé day va phu mach

Cai thién cac phan tmg di img v6i méu hodc huyét tuong.

Mé day do lanh.

Chimng da v& ni

Duoc ding trong diéu tri cac phan tmg phan vé phu thém cho epinephrin va céc xir tri chudn
khéc sau khi cac biéu hién cép tinh da duoc ché ngu.

LIEU LUQNG VA CACH DUNG

Puong ding : uéng

Liéu luong duoc ké toa cho ¢4 nhén tiy theo nhu ciu va dap img cua bénh nhan.

Mic du thude nay chii yéu ding cho tré em, nhung n6 ciing duoe sir dung cho ngudi 16n
khéng thé nudt duge thube vién.
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Tré em: Tdng liéu ding hang ngay cho tré em c6 thé duge tinh trén co s¢ trong lugng co thé
hoic dién tich co thé véi lidu ding khoang 0,25 mg / kg / ngay (0,11 mg / pound / ngay) hodc
8§ mg cho mdi mét vudng da (8 mg/m2 ).

Tréem (2 -6tudi):

Lidu thudmg dimg 13 2 mg (mbt mudng ca phé) x 2-3 14n / ngay, ¢o thé diéu chinh khi cin tay
mirc do dap ting cta bénh nhan. Téng licu khéng qua 12 mg /ngay.

Tré em (7 - 14 tudi) : lidu thudng ding 13 4 mg (hai mudng ca phé ) x 2-3 13n / ngy, ¢6 thé
dwoc diéu chinh khi can tity mitc d6 dép (g cila bénh nhan. Téng liéu khong quéa 16 mg
/ngay

Nguéi lon: tong liéu diing hang ngay cho nguoi 1on khéng nén vugt qua 0,5 mp / kg / npay
(0,23 mg / pound / ngay). Pham vi diéu tri tir 4 - 20 mg / ngay, voi phan 16m cac bénh nhan
cén lidu tir 12 -16 mg / ngay. Mgt bénh nhan thinh thoang c6 thé can liéu cao dén 32 mg/
ngay dé c6 dugc sur giam bénh diy di. Khuyén cdo nén bat dau vai lidu dung 4 mg (hai
mudng ca phé ) x 3 1an / ngay , liéu cd thé duge didu chinh thy theo mirc d6 dap img cua
bénh nhén,

CHONG CHI PINH

Tré so sinh hoiic sinh non: Thudc nay khong nén sir dung & tré so sinh hoiic sinh non.

Ba me nudi con bii: Do thudc khang histamin ¢6 nguy co cao néi chung cho tré nhé va dic
biét Ia cho tré so sinh va sinh non, do dé chdng chi dinh diéu tri thudc khéng histamin & cac
ba me dang nudi con bi.

Cac truong hop khic :

Qué man voi cyproheptadin va céc loai thudc khac ¢6 cdu triic hoa hoe tuong ty.
Piéu tri ddng theri v6i chét Gc ché monoamin oxidase (xem Tuong tic thudc)
Bénh ting nhén dp géc dong.

Bénh nhin bj loét da day do hep ta trang.

Phi dai tuyén tién liét tridu chimg.

Hep o6 bang quang.

Téac mén vi ta trang.

Ngudi cao tudi, bénh nhan suy nhuge

CANH BAO-THAN TRONG

Tré em: Diing qua liéu thude khang histamin, diic biét 13 cho tré nho va tré em c6 thé tao ra
40 giac, suy nhuge hé than kinh trung wong, co gidt va tir vong.

Khéng nén str dung Cyproheptadin cho tré em dudi 2 tudi. Trén tré em, ding qué liéu cé thé
gdy ngung tim ngung tho.

Céac thude khang histamin ¢4 thé lam giam sy tinh tdo; nguge lai, dic biét la & tré nhd, thinh
thoang ching c6 thé giy kich thich.

Thudc 1am din hé thin kinh trung womg : Thubc khing histamin c6 thé c6 tic dung cong
thém v&i rugu va céac thude 1am diu hé than kinh trung vong khac, vi du nhu thudc nga, thude
an than, cac thuéc chéng lo 4u.

Cic hoat dong cin sir tinh t4o: Bénh nhin cdn phai than trong khi tham gia vao cac hoat
dong doi hoi sy tinh téo va ph01 hgp van dong, ching han nhu 14i xe hay van hanh mdy.
Thude khang histamin ¢6 nhiéu kha nang gay chong mit, budn ngi va ha huyét &p & bénh
nhin cao tudi.

Trén nguoi cao tudi (> 65 tudi) chua cé nghién clru day di, can khai dau diéu tri o liéu thap
clia khoang lidu khuyén céo cho ngudi 16n.

Cyproheptadin cé tac dong gibng atropin, do d6, nén dung thn trong ¢ nhimg bénh nhén:




https#//trungtamthuoc.com/

- C6 tién sir hen phé quan
- Tang nhan ap

- Bénh cudng tuyén giap
- Bénh tim mach

- Tang huyét ap

THOI KY CO THAI VA CHO CON BU

C6 thai - mirc d§ nguy co B .

Nghlen clru smh san da duoc thuc hién trén tho, chudt nhét va chudt cong khi dung duong
ubng véi lidu gép khoang 32 lan lidu diing trén ngudi, khong thdy co bing chimng
Cyproheptadin gay hai t6i bao thai ciing nhu kha nang sinh san. Cyproheptadin da dugc
ching minh la déc ddi vai chudt khi dugc tiém trong phiic mac vai liéu gdp bdn lan liéu ubng
khuyén dung téi da cho ngudi. Tuy nhién trong hai nghién ciru & phu nir 6 thai, da khong
thay cyproheptadin lam ting nguy co bat thudng khi duge sir dung trong tam ca nguyét dau,
thir hai va thir ba ctia thai ky. Khong thdy thudc gay anh hudng sinh quai thai cho bét ky tré
so sinh ndo. Vi cac nghién ciru & ngudi khong thé loai trir kha ning gy nguy hai, do do chi
nén sir dung cyproheptadin trong thoi ky mang thai khi that can thiét.

Chura biét r5 liéu thudc co tiét vao sira ngudi hay khong. Vi nhiéu loai thube cé thé tiét vao
sira nguoi va vi cyproheptadin c6 kha nang gay phan tng phu néng cho tré dang bu sira me
nén can co chi dinh cia Bac s§ xem nén ngung cho con bd hay ngung thubc, dong thoi cin
luu y dén tAm quan trong cua thude dbi véi ngudi me.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY

Thudc nay c6 thé giy chéng mat va budn ngi. Bénh nhan dang dung thuc khong nén 14i xe
hay van hanh may mac, trir khi kha nang vé thé chit va tinh than cua ho da dugc chimg minh
la khong bi anh hudng bai thudc.

Twong tic thude

Thubde trc ché MAO kéo dai va ting cudng tic dung khang cholinergic cia thudc khang
histamin. Thudc khang histamin cé thé c¢6 tac dung cong thém véi ruou va cac thude lam diu
than kinh trung wong khac nhur thudc ngi, thubc an than, cac thude chéng lo au.

TAC DUNG KHONG MONG MUON

Phan ing bat lgi da dugc bao cdo véi viée sir dung cac thude khang histamin nhu sau:

Hé thén kinh trung womg : An thin va bubn ngi (thudng thoang qua), chong mat, rdi loan
phéi hgp, lu I4n, bdn chon, kich thich cang théing, run, khé chiu, mét ngu, di cam, viém thin
kinh,co giat, sang khoai, o giac, cudng loan, ngat.

Ngoai da : biéu hién di tmg phat ban va phii né, qua nhiéu md héi, néi mé day, nhay. cam véi
anh sang.

Cam giac dic biét: viém mé dao tai c4p tinh, nhin md, nhin dbi, chong mat, U tai.

Tim mach: Ha huyet 4p, danh trong nguc, nhip tim nhanh, ngoai tam thu, soc phan vé.
Huyét hoc: thiéu mau tan huyét, giam bach cau, mat bach ciu hat, giam tiéu ciu.

H¢ tiéu hoa : Kho miéng, dau thugng vi, chan an, budn non, ndn mira, ti€u chay, to bon,
vang da, tic mat, suy gan, viém gan, ¢ bét thudng vé chirc nang gan.

Tiét niéu - sinh duc: thudng di tidu, kho tiéu, bi tiéu, kinh nguyét c6 sém.

H6 hap: Khd miii va c¢d hong, tiét phé quan day dic, tirc nguc va thd kho khé, nghet miii.
Cic tac dung phu khic : Mét moi, én lanh, nhirc dau, ting su thém @n / ting cén.

Chii j: Thong bdo cho bdc sy nhitng tdc dung khong mong muon gap phai khi ding thuoc
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QUA LIEU

Céc phan (g qua liéu v6i thude khang histamin c6 thé thay ddi tir trang thai suy nhugc
TKTW dcn kich thich kich thich dic biét la & tré nho. Ngoai ra, ciing c6 cac dau hiéu va triéu
chirng gidng nhu véi atropine (khd miéng, gidn con nguoi; mit dé bimng, v..v) ciing nhu cac
triéu chimg tiéu hoa co thé xay ra.

Néu nén mira khong thiy xay ra mét cach tu nhién, bénh nhan nén dugc gy nén véi xi-rd
ipecac.

Néu bénh nhan khong thé non thi cho rira da day sau d6 cho diing than hoat tinh. C6 thé rira
da day bing dung dich mubi ding truong. Phai than trong khi thuc hién viéc hit dich ra, dic
biét 1a & tré so sinh va tré em. Khi thiy ¢6 cdc diu hiéu va tridu chimng vé TKTW de doa dén
tinh mang, c6 thé xem xét cho dung salicylate physostigmine tiém tinh mach. Liéu luong va
tan xuét dung phu thuge vao tudi, dap ing 1am sang, va tai phat sau khi dép tng.

Céc loai mudi ty x4 nhur sira Magnesi, bang cach thim thau dua nudce vao rudt va do do, c6
gid tri cho tdc dong trong viéc 1am lodng nhanh céc chét c6 trong rudt.

Khéng nén sir dung cac chat kich thich. Cac thudc ting huyét ap c6 thé dugc sir dung dé diéu
tri ha huyét ap.

LDso udng ctia cyproheptadin tuong tmg & chudt nhét va chudt cng 1a 123 mg / kg, va 295

mg /kg . %
BAO QUAN
Bao quan & nhiét do dudi 30°C. Tranh anh séng.

HAN DUNG
24 thang ké tir ngay san xuét.

TIEU CHUAN
USP 34

QUI CACH PONG GOI
Si ré Ciplactin : Hop 1 chai 100 ml

Nha san xuét: Cipla Ltd.
Plot no 9 & 10, Pharma zone,
Phase II, Indore SEZ, § ™

Pithampur (MP)-454775, India y

For CIPLA LIMITED

SHEETAL BOTE
Regylatory Affairs
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