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CUC QUAN LY DUQC Poc 1ap — Tu do — Hanh phic

GIAY XACNHAN
NQI DUNG QUANG CAO THUOC

Tén Co quan x4c nhan: Cuc Quan Iy Duge - BQ Y té

X4c nhan ndi dung quang céo thudc:

| STT Tén thudc S6 gidy dang ky lwu hanh

1 Panadol cam cam VD-16582-12

Pon dé nghi s6: CHVN/CHPAN/0041/17e

Tén co s& dé nghi xac nhan: Van phong dai dién GlaxoSmithKline Pte. Ltd tai
TP. Ho Chi Minh

Dia chi: Phong 701, lau 7, Toa nha Metropolitan, 235 Pong Khoi, Quan 1,
TP. Ho Chi Minh

Phuong tién quang céo: Trén trang thong tin dién tir cho cong ching

84 gidy x4c nhan: 64.2.4..../2017/XNQC/QLD

Ha Néi, ngay (S thdng (/-ndm 2018

KT. CUC TRUONG ‘
PHO CUC TRU’OW
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Panadol Cam Cum
Giam céac triéu chirng cam cum:
Sot, dau va xung huyét miii

Chi dinh Quy cich dong goi

Panadol Cam Cum lam giam cac triéu ching cia | ' Hop 15 vix 12 vién.
cam cum nhu sdt, dau va xung huyét mii.

Thanh phan Chong chi dinh

500 mg Paracetamol ‘ ‘ Khéng dung thudc cho nhiing bénh nhan:

25 mg Caffeine Co tién sir qua man véi paracetamol, caffeine,

5 mg Phenylephrine Hydrochloride ‘ phenylephrine hodc véi bat ky ta dugc nao cua
‘ thudc.

‘ Bénh nhan dang dung hoic da dung trong 2 tuan
\ gan day cac thudc trc ché monoamine oxidase.

Liéu lwong va cich ding
Chi dung duong udng

Do tuoi Li€u lwong

Nguoi 1on (ké ca nguoi cao tudi) va ' 1- 2 vién mdi lan. C6 the dung t6i 4 1an/ ngay. Liéu toi |
tré em tur 12 tudi trd 1én da hang ngay: 8 vién trong 24 gid. Khoang cach li€u
toi thiéu: 4 gio. Thoi gian toi da dung thudc khong co6

\
|
\
l
\ tu van clia bac si: 7 ngay.

© Tré em du6i 12 tudi

Khong khuyén nghi ding thuéc nay. |

Théin trgng va luu y dic biét )

Béc s§ can canh bao bénh nhén vé cac dau hi¢u cia phan g trén da nghiém trong nhu hi chimmg Stevens-
Johnson (SJS), hoi ching hoai tir da nhiém doc (TEN) hay hoi chimg Lyell, hoi chimg ngoai ban mun mt toan
than cap tinh (AGEP)

Chira paracetamol. Khong ding véi céc thude khac ¢6 chira paracetamol, cac thude chong xung huyét va cac
thude chdng cam cam khéc. Sir dung ddng thoi cac thude khéc c6 chira paracetamol c6 thé dan dén tinh trang qué
liéu. Dung qué lidu paracetamol c6 thé gdy ra suy gan, didu nay c6 thé dan dén viéc ghép gan hay tir vong.

P c6 bao cdo truong hop rdi loan/suy giam chirc ning gan ¢ nhitng bénh nhan bi thiéu hut glutathione nhu suy
dinh dudng, biéng an tram trong, c6 chi sb khdi co thé thép hodc nguoi nghién rugu man tinh.

Tham khéo ¥ kién bac sy trudc khi ding thudc nay cho bénh nhan dang bi cac bénh sau:

« Cao huyét ap

* Bénh tim mach

* Béi thado duong

» Cudng giap v
* Glaucoma goc don

* Budu Phae%)chromc%cytoma b/ /1E

« Phi dai tuyén tién liét
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”PHOfG '
DAI DIEN m\
eﬁh Iﬁm{bp &n (nhu Hoi ching Raynaud’s)

:(m:qm{% nangjgan hodc than. C6 su gia tang nguy co gy hai ctia paracetamol déi véi gan trén nhiing bénh
ﬁang i cz;c/b;: vé gan.
ang bénh nyn & trang thai thiéu hut glutathione nhu nhim tring mau, str dung paracetamol c6 thé lam ting
nguy ccr\EhUYé(rl héa acid trong m4u.
Than trong khi diing thudc cho nhiing bénh nhan dang dung céc thudc chen beta, va cac thudc ha huyét ap khac.
Than trong khi diing thudc cho nhiing bénh nhan dang dung thudc chéng trdm cam 3 vong.
Khéng nén dung thudc cho nhiing bénh nhéan dang dung céc thudc kich thich than kinh giao cam (nhu thudc
chéng xung huyét, thudc an kiéng va cac thude kich thich thin kinh glong amphetamine).
Tranh dung qua nhiéu caffeine (vi du nhu tir ca phé, tra va mot sb do uéng dong hop khéc) trong khi dang dung
thube nay.Néu céc triéu chimg con dai dang, tham khao y kién bac sy.Dé xa tdm tay tré em.
Thube ¢6 chira Eurocol Sunset Yellow (E110), c6 thé gy phan tGng dj ing.
Thai ky va cho con bu
Kha niing sinh san: Chua c6 dir liéu.
Phu nit mang thai: Khong khuyén nghi dung thudc ndy cho phu nit mang thai.
Paracetamol: Cac nghién ctru trén nguoi va dong vat van chua xéc dinh duoc bat ky nguy co nao cua paracetamol
dbi voi thai ky hodc sur ' phat trién phoi thai.
Caffeine: Khong khuyén nghi ding thudc nay trong thoi ky mang thai do ¢6 kha nang lam tang nguy co say thai
tu nhién lién quan t6i viée tich liiy caffeine trong co thé.
Phenylephrine: Chua c6 dir liéu.
Phu nir cho con bui: Néu khong c6 chi dinh cua béc sy thi khong nén dung thube nay trong thoi gian dang cho
con bu.
Paracetamol: C4c nghién ctru trén ngudi v6i Paracetamol & liéu dung khuyén nghi khong xéc dinh duoc bét cur
nguy co nao dbi véi phu nir cho con b hodc tré bt me.
Caffeine: Caffeine trong sita me cé thé c6 tac dung kich thich déi vai tré bt me nhung van chua quan sat thiy doc
tinh dang ké.
Phenylephrine: Phenylephrine c6 thé bai tiét vao sira me.
Bénh nhén bi chéng mat do dung thudc khéng nén 14i xe va van hanh may méc.
Tac dung khong mong mudn
Paracetamol
Céc tac dung khong mong mudn thu dugc tir dir liéu ciia thir nghiém 1am sang thuong hiém gip va xay ra trén mot
sd it cac bénh nhan.
Vi vay, céc tac dung khong mong mudn thu duoc trong qua trinh luu hanh san phim & liéu dung khuyén nghi
duoc dua ra trong bang dudi ddy theo hé thdng co quan ciia co thé (MedDRA). Vi cac tac dung khéng mong
mudn ndy dugc bdo cdo tur nguyén va tir mot s6 dong khong xé4c dinh nén tan suat xudt hién dugc coi nhu rat hiém
(<1/10000).

Co quan Tac dung khéng mong muén

R&i loan mau va hé bach huyét Giam tiéu céu.

Phan Lrng quéa man. Phan trng di (rng da nhw: ban d3, phil mach, hoi chwng
Stevens —Johnson.

R&i loan hé mién dich

Ré&i loan hé hé hap, ngwe va trung that |Co that phé quan & cac bénh nhan nhay cam véi aspirin va cac NSAID khac.
Réi loan gan mat Bét thwong gan.
Caffeine

Céc tac dung khong mong mudn thu dugc trong qua trinh luu hanh san pham lién quan dén vigc sir dung caffeine
dugc liét ké dudi day. Khong xéc dinh dugce tan suat xuat hién cac tac dung khéng mong mudn nay.

Hé than kinh trung uong: Bon chdn, chéng mat.

Khi dung liéu khuyén nghi paracetamol-caffeine ciing v6i ché d9 an udng cé nhiéu caffeine, c6 thé gip céc tac
dung phu do qua liéu caffeine nhu mat ngu, thao thtc, lo léng, cau kinh, dau dau, réi loan tiéu hoa, hoi hop.
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Phenylephrine

Céc tac dung khong mong mubn dudi day da gap trong cdc thir nghiém 1am sang vdi phenylephrine, va c6 thé 1a
dai dlen cho céc tdc dung khong mong mubn phd bién nhét.

Céc tac dung khong mong muén nay dugce chia theo hé thdng co quan ctia co thé (MedDRA).

Co quan Tac dung khong mong muén
Céc rdi loan tam than Bén chon.
Cac r6i loan trén hé than kinh Pau dau, chéng mit, mét ngu.
Cac 16i loan trén tim Tang huyét ap.
Cac r6i loan trén duong tiéu hoa  |Budn nén, non.

Dudi day xin liét ké cdc tac dung khong mong mudn thu duoc trong qua trinh luu hanh san pham. Tan suit xuét
hién cac tac dung khong mong muon nay khong dugc xac dinh rd nhung duong nhu 1a hiém (<1/1000).

Gian dong ti, glaucoma goc dong cép tinh, thuong hay xay ra & nhimg

Céc rdi loan vé mit bénh nhan c6 tién s bi glaucoma goc dong (xem phan Than trong va
nhitng hru ¥ déc biét/ Chong chi dinh).

Céc roi loan trén tim Nhip tim nhanh, hoi hop.

Céc r6i loan da va dudi da Phan mg di tmg (nhu phat ban, may day, viém da di ung).

Céc r6i loan than va duong tiét | Tiéu buodt, bi tiéu. Thuong hay xay ra & nhimg bénh nhan bi tac nghén
niéu duong tiét niéu nhu bénh nhan phi dai tuyen tién liét.

Thong bao cho bac sy cac tdc dung khdong mong mudn gap phai khi dung thudc.
San xuit tai

Cong Ty C6 Phin Dugc Phim SANOFI-SYNTHELABO VIET NAM, 15/6C Ding Vin Bi, Thi Dic,
Thanh ph6 H6 Chi Minh, Viét Nam.

S6 gidy x4c nhan ndi dung quang cdo thudc cia BO Y té: ... /XNQC, ngdy ..... thdng.....nim
Poc ki hwéng din sir dung trude khi dung

PANADOL la nhan hiéu s¢ hitu bdi hodc cap phép cho Tép doan GSK.
CHVN/CHPAN/0041/17e
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Trangchd Triéuchimg v Dauddu  Théng Tin An Todn v

Panadol Cam Cam
Gidm cic trigu chimg cam cim:
Sét, dau va xung huyét mi

Panadol Cdm Clon Lim giam cée triéu chiimg cia cam cim nw sbt, Hop 15 vix 12 vien. |

dau va xung huyét mai |

500 mg Paracetamol Khong diing ﬁ cho nhamg bénh nhin I

25 mg Caffcine €6 tién sir qua miin voi paracctamol, caffine. phenylephring hode .al
5 mg Pheaylephrine Hydrochloride bit ky t due 530 cia thube.

Binh nhdn dang ding hode d ding trong 2 tudn gin dly el thude i

ché moncamine oxidase. 1

Liéu lwgng vi cich diing |

Chi dung duing uéng

Nguin Ion (ké ci nguin cao -2 vién mdi lin. C6 thé diing ly. Li¢u t5i da hing ngdy:
ré em ti 12 tudi ro lén vién troag 24 gio. Khodng cich lidu t6i thidu: 4 gid. Thsi gian 1 da |
dimg thudc khong ¢ tur vin cia bic s 7 ngiy. |

Tré em dudi 12 wéi Khong khuyén nghj ding thudc nay. ]

Thin trong va hru ¥ a9 bt

Bic 5§ cdn cdnh bdo béah nhin vé cc ddu hiéu cia phin img trén da nghiém trong nhu hoi chimg Stevens-Johnson (SJS). bdi chimg hogi nir da nhidm doc |
(TEN) hay hoi chimg Lyell, bi chimg ngogi han mun ma todn thin cip tinh (AGEP).

Chira paracetamol. Khdag ding voi cic thube khikc ¢ chirs panscetamol, e thude chdng xung huyét va cic thude chéng cim com khic. S dyng ddng mul
cdc thude khdc ¢6 chira paracetamol c6 thé dlin dén tinh trang qua lidu. Ding qud liéu paracetamol o6 thé gly ra suy gan. didu niy 6 thé din dén viée ghép |
g bay b vong.

DA GO bio cio truimg hap i lognisuy gidm chire nang gan o nhing bonh nhdn bi thidu hyt ghutathione nbu suy dinh dutmg, bidng an trdm trong, 0 chi 8 |
Khdi co thé thép holc nguiri nghién rugu man tinh,

‘Tham khdo § kidn béc s trud khi diing thud ndy cho bénh nhin dang bj cdc bénh s

* Cao huyét 4p

* Bénh tim mach

* Diii thio duimg

« Cuimg gidp

* Glaucoma gé dong

+ Bug Phacochromocytoma

« Phi dai tuyén tidn ligt

* Bénh mach tic nghén (nhu HOi chimg Raynaud's)

+ Suy gidm chirc ning gan hodc thin. C6 sy gia tng nguy co py hai ciia paracetamol ddi vi gan trén nhimg béah nhin dang bj cic bénh vé gan.

+ Nhimg bénh nhin & trong thii thidu hyt glutathione nhu nhiém trimg mau, sit dung paracetamol o6 thé lam ting nguy ca chuyén hda acid trong miu

‘Thin trong khi ding thudc cho nhimg b¢nh nhin dang ding céc thudc chen beta, va cdc thude ha huyét ép khic.

Thin trong khi diing thuSc cho nhimy bénh nhin dang dung thubc chdng trim cim 3 vong.

Khdng nén diing thudc cho nhing bénh nhin dang ding céc thudc kich thich thin kinh gino cm (nhur thudc chéng xung huyét. thude an kiéng va cic thudc|
kich thich thin kinh gifng amphetaminc).

Teinh diing qud nhidu caffeine (vi du nhy tir ci phé, trd vl mt 8 db udng ddng hop khic) trong khi dang ding thudc ndy.

Néu cic trigu chimg con dai déng. tham khao ¥ kién bic s§.

e xa tm tay tré em.

Thode c6 chi Eurocol Sunset Yellow (E110), ¢ thé gdy phia img di img

Thai k§ vi cho con bi

Khi niing sinh sin: Chua cd dit liéu.

Phy nlk mang thai: Khing khuyén nghi ding thude ndy cho phy n mang thai .
Paacetamol: Cic nghién cifu trén nguii va ddng vit vin chira xéc dinh duge bit ky nguy co ndo cia paracetamol ddi v61 thai k§ hoge sy phit trién pho tha
Caffcine: Khong khuyén nghi diing thudc nay trong thér k§ mang thai do c6 khd nang lim ting nguy co siy thai oy nhién lién quan tén vide tich Hy cafteine |
trong co thé

Phenylephrine: Chua o0 d0 liéu. |
Phy ai cho con bi: Néu khdng o chi dinh cva bic s§ thi khdng nén ding thudc ndy troag thii gian dang cho con bu.

Pacacetamol: Céc nghién cinu trén ngudi voi hmm»lauéudmknu)énnmummauawcwmmymma&mmmm:mbaw|
b me:

Cafleine: Caffeine trong sim me 6 th cd tie dung kich thich d8i véi tré bi me nhung vin chua quan sit thly ddx tinh ding ké
Phenylephrine: Phenylephrine c thé bai tiét vao sda me.

Bnh nhin bj chong it do ding thube khdng nén ki xe vi vin hinh may méc.

Tic dyng khing mong mudn

Paracetamol

Céc tic dung khong mong mudn thu duge tir 4t 1idu ciia thir nghi¢m Im sang thudmg hidm g8 vi xdy ra trén mt sd it cc bénh nhdn.

Vi vy, cc tic dyng khdng mong mudn thu dwge trong qud trinh luu hinh sin phdm ¢ lidu ding khuyén ghi uge dua ra trong bing dudi diy theo h¢ thdng.
corquan cua co the (MedDRA). Vi e the dung khong mong mudn ndy due bso cho ty nguyin vi ti it 56 ddng khdng xdc dinh nén tdn sudt xult hin
durge coi nh et hidm (<1/10000).

| o quan ac dyng khéng mong mubn

A8 ommavanabech byt Gumbdu chu |

I [Phén mg qu mln. Phdn ing 4 Ung da nhur ban 0, b maeh, MY chg |

| —— Stevens Jotvsan [
. e v g hdt

[R81100n pan mét B4t Burong gan |

Caffeine
Cie tic dung khdog mong mudn thy duoe trong qui trish hru hank sin phim lién quan dén viéc sir dung caflicine duce liét ké dudi ddy. Khdag xéc dish
duk thn sudt xudt hign cic tie dyng khoog moag mudn nay.

H thin kinh trung uong: Bdn chdn, chong mat.
Khi ding lidu khuyén nghi i g Wi ché 0 an udng . ¢ thé ghp céc tic dung phy do qud 1idu caffeine nhur mét ngs.
thao thizc, lo ling. cdu kinh, dau ddu, réi logn tidu hoa, hdi hip.

Phenylephrine

Cae the dung khdng mong mudn dui ddy A gdp trong cc th nghiém 1m sing v phenylephrine, va c6 thé 14 dgi dién cho cic the dyng khdag mong mudn
pho bidn nhit. Cac thc dyng khdng mong mudn ndy duge chia theo hé thdng cu quan cua co thé (MedDRA ).

Cu quan Tic dyng kbong mwog mede |
e s gt tkn B chla |

Cée rfilogn trén b thdn ki Dau ko, chéug mit, mit ngit

Cic 1i Jogn trén tim Taug huyét ap. |

Céc 1éi logn trén duémg téu héa  Bubn nda, néa. |

Dudi ddy xin it ké cic tic dyng khdag mong mudn thu duge trong qud trinh I hdnh sin phim. Yhm;uﬁh&&mdwlmnm( mudn ndy
Khong duye xic dinh  nhunyg dutmg ah B hidm (~1/1000)

i il ke ol e i o T e ot”

| iinsg e § dbc bt/ Ching chi dinh).
Cic réi loga trén tim i rm . i by
Che rdi logn da va dudi da. |Phian img i tmg (ubwr phat ban. miy day, viém da dj img).

Cic o thim vé duimg 6 |Tiea b, b 5 Thasbug bay xby va & g b abi i thc nghin
naeu |@uimg tét siéu nhu béah ohin phi dai tyén tén Bt
m:‘ammxgmmmgm«mmaowmmgm
Sin uit gl
Comg Ty Cd Phiin Duyc Phim SANOFI-SYNTHELABO VIET NAM, 1X6C Djng Via Bi. This Dire, Think phé Hb Chi Mink, Vigt Nam.
$4 gidy xic nhin ndi dung quing cho thude cia B Y % ... /XNQC. ngdy ... thing. ._om....
K§ hurdug din sir dywg trude khi ding.
PANADOL A nhan hidu s6 hou bai boge cdp phép cho Tgp dodn GSK.
CHVN/CHPAN/OO41/1Te
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