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cification: |

administration,
aindications and other
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Tieu chuan chat lugng:

ge 0L, f :
H Bao quan: M }

“Keep out of rea
“Read the package

Vi tef in ma vach

S6 15 SX/Batch Mo

MSX/MFG. Date:
Manufacturer: Virih Phus Priamnaceutioal HIEXE: Date:
Joint Stock Comparty Corso sén xudt:
Office: 777 We Linh mad, Khal Quang Ward, NG ty of phin Cuge pham Vinh Phus
\inh en City, Vinh Phuc province, Vietra 57 777 duing ME Linh, P Khel Quang,
Tet (+84) 2113861233 TP Vinh Yén, T. Vinh Philc
Fau: (+84) 2113862774 BT 02113861233 Fax 02113662774

Pia chi san xuat: Thon Mau Thang,

- Mau Thang harnlet, Khai Quang Ward,
P Khal Quang, TR Vinh vén, T Vinh Phiic

yinh Yen City, Yinh Phuc province, Vietmarn

Nhan hop VINPAMOL | Hop 20 go6ix 10 ml

Paracetamaol 5%
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VINPHACOD

VINPAMOL i VINPAMOL

Thanh phan N

Tidu chudn chat luonag: |
Bao guan

‘Shake well befo

SBK/Reg. No.:
(i 16 SK/Batch No.:
NSX/MFG, Date:
HO/EXP: Date:

Manufacturer: Yinh Phuc Pharmaceutical

Joint Stock Company o 56 san xuak

Office: 777 We Linh road, iha Quang Ward, Géng ty o5 phén Duoc pham Vinh Phis

Vinh en City, Vinh Pruc province, Vigtnarn. 54 777 dutng WE Linh, B Khal Quang,
TR Winh ¥én, T. Viirh Phuc

Tel (+64) 2113861233

Faic (+84) 2113862774

Factory: Mau Thong harmiet, Khal Cuang Ward,
winh ¥en City, Vinh Phue province, Vietnarn

BT 027113861233 Fax 021 13862774
Dia chi sén wud: Than Méu Thing,
P Khai Quang, TR Vinh Yén T, Wirih Phie

Nhan hép VINPAMOL | Hop 30 g6i x 10 ml

PN .

Paracetamol 5%
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Oral s
Reduce fe

GMP - WHO |

Indications, administration, contraindications

insert.
specification: In-house
Storage: Store in a dry place, controlled

original package.
“Keep out of reach of children”

“Read the package insert carefully before use”
“Shake well before use”

V| tri in mé@ vach

Manufacturer: Vinh Phuc Pharmaceutical
Joint Stock Company

Office: 777 Me Linh road, Khai Quang Ward,
Vinh Yen City, Vinh Phuc province, Vietnaim.

Tel (+84) 2113861233

Fax: (+84) 2113862774

Factory: Mau Thong hamiet, Khai Quang Ward,
Vinh Yen City, Vinh Phuc province, Vietnam.
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Somposmon: Each 5 micontains:
Paracetamol 5%
Excipients gssml

and other information: Please read the package

temperature below 30 °C, protect from light, in the

:Vl

VINPHACO

NPAMOL

Hon dich uong

GMP - WHO

-

Thanh phan: Mdi 5 mi chira:
Paracetamol

TA QUOC -coovecinniismsiivssrssimsssns ;
chi dinh, cach ding, chéing chi dinh va cac

théng tin khéc: Xem trong t& hudng dan str

dung thudc kém theo

Tiéu chudn chat lugng: TCCS

Bao quan: Noi khé rao, nhiét do dudi 30 °C,
tranh anh sang, trong bao bi kin.

“DE xa tam tay tré em.”
“Doc k huéng dan sir dung trurde khi ding”
"Lic kil trude khidiing”

SPK/Reg. No.:

$6 16 SX/Batch No.:

NSX/MFG. Date:

HD/EXP. Date:

Co s¢ san xust:

Cong ty c6 phan Dugc pham Vinh Phic

5777 duting Mé Linh, P Khai Quang, TR, \finh Yén,
T. Vinh Phiic

BT: 02113861233 Fax: 0211 3862774

Pia chi sén xut: Thon Méu Théng, P Khai Quang,
TR Vinh Yén, T Vinh Phic

Nhan hép VINPAMOL | Hop 20 gbix 5ml
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Composition: Each 5 mi containg:
Paracetamol . i

Exciplents ... il Vitriinma
Indications, administration, contraindications and other 't vaCh
information: Please read the package insert.
Bpecification: In-house

Starage: Store in 2 dry, controlled temperature helow 30 °C, protect from

= yra 2i
Cg NG .I:Y |nt;;oer::gmal pac#age, |
z’ CO PH AN hu%mirmsﬁ;ﬁala?k%ginéﬁgagkﬁgﬁﬂi‘mﬂy “Keep out of reach of children®
*\ DUCC PHAM Flin OV it B oy dezrss  eeaioebeciats eer
VINH PHUC /G e “Shake well befors use”
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Thianh phan: Mdi 5 mi chia:

Paracetamol 5% )
;_:I'g ﬁ i G g SDK/Reg. No.:
i djnh, 1 h vacéc e .
théng tin khéc: Xem trong terhudng dan st dung S8 15 SX/Batch No.:
s e luong: NSX/MFG. Date:
EaPu m"l&h% ] T%‘:ésd dudi 30 °C
0 quan: Moi kho rag, nhigt 46 dua i .
i sang, fong bao b k. HE/EXP Date:
Co ¢ san xust: .
Céng 1_.7 off phiin Duge phdm Vinh Phoc
%5\‘37'1 Pdgmg Mé Linh, P Khal Quang, TP Vinh Yén, "D8 xa t5m tay é em”
. \Vinl e = a . R T
DT:02113861233  Fax: 02113862774 ‘Boc kj hutng dén sir dung trée khi diing:
Dia chi san xust: Than Méau Theng, P Khai Quang, Léc ki trurde khi diing

TE Vinh Yén, T. Vinh Phiic

¢ VINPAMOL
VINPHACO

Hon ¢

Hép 10 goi
x5mi

‘5 GMP - WHO

Nhan hop VINPAMOL | Hop 10 géi x 5 ml

VINPAMOL

Paracetamol 5%



Paracetarmol
Exciplents ... .
Indications, administration, contraindications
land ather information: Please read the package
nserl.
Specification: In-house
Storage: Store ina dry place, caontrolled
ternperature below 30 °C, protect from light, in the
ariginal package.
“Keep out of reach of children”
“Read the package insert carefully before use”
"Shake well before use”

Vi trf in ma vach

Manufacturer: Vinh Phuc Pharmaceutical
Joint Stack Company

Office: 777 Me Linh road, Khai Quang Ward,
Viinh Yen City, Vinh Phuc province, Vietnam

Tel (+84) 2113867233

Fax: (+84) 2113862774

Factory: Mau Thong hernlet, Khai Quang Ward,
vinh Yen City, Vinh Phuc province, Vietnam.

VINPHACO Paracetamol 5%

a
%G |owe)adeled DIYHANIA

TOWVdNIA ¢
o VINPAMOL  [pme

Nhan hop VINPAMOL | Hop 30 g6i x 5 ml

+» VINPAMOL

vé cdc théng

tin khée: Xem trong t& huong dén st dung thubc

kém theo, VINPHACD Paracetamol 5%
Tiéu chugn chat lugng: TCCS

Béo quan: Noi khé réo, nhigt 4o dudi 30 °C, trdnh
Haon dich uoneg anh séng, trang bao bi kin.

Ha sdt, giam dau D@ xa tam tay tré em”'
“Bockihu'&\gdlnst‘m,mglnﬂcmdhng,"
“L#c kj trudc khi ding”

SDK/Reg. No.:

S |6 SX/Batch No.:

NSX/MFG. Date:

HOD/EXP. Date:

Co'sé sén xust:

Cang ty 6 phvan Duoc pham Vinh Phic

55 777 dutimg M Linh, P Knai Quang, TR Vinh Yén,
T, Vinh Phiic

BT 02113861233 Fax 02113862774

Dia chi san xuat: Than Mau Thang, P Khai Quang,
TP Winh Yén, T. Vinh Phic Slor-vew
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Paracetamol 5%

Hén dich uéng
Ha s6t, giam dau

- !
97 CONG Y \2\\! ) @
s cO PH O\ &/ G6i 5ml ~—
*\ DUGC PHAM [
2\ VINH PHUC
o)
YENT )
S6 10 8X HD: /
“DE xa tam tay e ern.”
‘Boc kif hudng dan sir dung trude ki dang*
K "L&c ky trutc khi ding
Nh&n goi 5 ml
LD /N

Paracetamol 5%

Hb&n dich udng
Ha s&t, giam dau

SO

G6i 10 ml

¢
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s[ CO PHAN
*| DUJC PHA
2\ VINH PHU
A
ZERD

8616 8X: HD:

"Dé xa tam tay tré em.” :
"Boc ki hudng dan sir dung trudc khi dung.”

*Lac k¥ trude khi dung”

J

Nhzn géi 10 ml
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Paracetamol 5% informa
e

hitdren”

Manufacturer: Vinh Phue Pharmaceutical

‘finh Yen City, Vinh Phuc province, Vigtnarm.
Tek (+84) 2113851233
Far (+84) 2113862774

Box of 1 bottle x 60 mi Vinh Yen City, Vinh Phuc provinge, Vigtnam

%G |DWEJA0RIEY

TONVdANIA

Joint Stack Company
5 Difice 77 Me Linh road, Khzi Quang Wardig, |

Factory: iau Thong hizmiet, Khai Quang Ward, |

VINPAMO

Thanh phan

VINPHACD

VINPAMOL

|

-~

Hop 1o x 60 mi

Tiéu chuan chat lugng:

juan

am tay tre-em’
ng dan sir dung

HO/EXF Date:

Co s sén nudt:
Céng ty &8 phéin Duge phém Vinh Phile &
S5 777 dutmg WE Linh, P Khai Quang.

TR Vinh ¥én, T. Vinh Phuc

DT 02113861233 Fax 02113862774

Dja hi sén xust: Than Méu Thing,

B ihal Quang, TR ¥inh Yén, T. Vinh Phic

VINPAMOL

Paracetamol 5%

PO — SR (IR Lttt (f L LEN] LI o e

Nhn hop VINPAMOL | Hop 1 1o 60 ml
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TONWVANIA

VINPAMO | n—

Thanh phan: Mo S0 1

VINPAMO). sssmmamiw - P -~ WHD o
; ; e
VINPHALCD = Pt

VINPAMOL  ocstors samrisuaion VINPAMOL
'-

e xa tam tay tré ;

£ huromg dan su durg
trude khi ding

i trude kv dung

S@ 16 SX/Batch No.:
WEN/MFG, Date:

Vi trf in mé vach

Box of 1 bottle x 100 ml

VINPAMOL

Paracetamol 5%

| HOYEXF. Date:
Manufacturer: Vinh Fhuc Phamaceutical | bk
Jaint Stock Company wuat:
Office: 777 Me Linh roed, Khal Quang Wa Cfing by o5 phiin mephin\ﬁﬁ Phic
‘b Winh Yen City, Vinh PMGpo\dnm_wEwam.‘J ﬁ?\‘z:hdﬁh:%khp:g«rﬂwng.
LV n, LS

Tel (+84) 2113861233

Faw: (+84) 2113862774

Factory: Mau Thong hamist, Khai Guang \Ward,
Vi Yen City, Vinh Phue provinee, ViEtnarm.

BT 02113861293 Fax: 02113862774
ia chi san xugt: Thon Mau Thang,
£ Khal Quang, TP Virh YEn, T, Vinh Phic

Nhan hop VINPAMOL | Hop 110 100 ml
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= Céch ding:
sk pian: Paracetamol 5% Pt P 4
ity o VINPAMOL et angaung o
binh, bao gam nnte dau, dau nla dau, dau day - K o yeu cau aic bigt v wir 1y thudc sau
Than kinh, dau rang, dau tai, dau hong, dau VINPHAEO khi st duri
E'\;ng)dnhr daumeingudl . Bao quén: Noi khé réo, nhigt g dudi 30°C,
3 56t va duge s dyng nh mol phung php trénh dnh sang, trong bao bi kin
dieutrl hd tro o triu ching cua cam lanh va Falh i't: E & ohin O o
curm, st sau fjém chting 5’; :ﬂ Pﬁﬁg xuat: Cong Ty ¢d pl g phdm
t‘éﬁ gﬁg: ol %ﬁi 777 d h Mé Link, P. Khai Quang, TP.Vinh
Y i o - o & Y \.F ¥
- lT}:% em té‘lfd‘la 5 %un?n 125mg-250 Mg (25-5 agr?bTm 18861938 Fax 02113862774
r Pia chi san xudt: Thon Mau Thong, P. Khai

ga
k e X e i
;Eﬁfﬁ? 147 6 - B tudi 2& g (5 miy/fEn, 1 da Quang, TF. Vinh ¥&n, T. Vinh Phic

+Tré em 18- 101wdi 250mg-375mg (5-7.5 = ,
. /13, 161 da 4 [Bn/ngay o aakes:
, +Tré em tr 10- 12 1ok 500 ma (10 mi)/lan, toi NSX:
: da 4 lan/ngay
! +Tréem 12 - 16 tudlh 500mg-750mg {10- HD: ‘

! 15mi)/lan, @ da 4 En/ngay I

| + NgirEi Ién va tré em trén 16 8k 500 mg - sy g

1 1000 rng (10 - 20 mil)/Tan, 151 da 4 lBn/ngay [GM___P ~WHO ] i Vi tri in ma vach
60 ml

Nhan lo VINPAMOL | Lo 60 mi

han. 7 Aracetamol 5%
&0 trLca’c con dau nhe dén trung
e : rr;ﬂcgﬁu,dagnu}ﬁdéu.gaudé}r
Efanh dau rang G2 i dau hong, dau L Poracetomol % ]

bung ki, dau mt?i’ngudi, VINPHACD Paracetamol 5%
Ha =6t v duge strdung nhur mét phuong ahép
digu tri hd tro céc trigu ching cua cam lanh va
¢, 56t sau tiém ching.

Lieu ding - céch ding:

Liéu ding:

+Tréem i1 - 6 tudi: 125 mg - 250 mg (25-5
mil)/lan, 161 da 4 fan/ngay

+Tré em tit 6 - 8 tudi: 250 mg (3 mi)/ian, t8i da
4 ]an/ngay

Céch ding:
+ VINPAMOL [ty IR

Khong cé veu cau Gac bigt vie xir iy thude sau

khi s dungN

Béo quan: Noi kha réo, nhigt 45 dudi 30 9%C.
tranh anh sang, trong bao bi kin

Co sd san xudt: Cong ty 8 phian Duge pham
Vinh Phic

§g 777 duémng Mé Linh, P. Khai Quang, TP. Winh
¥én, T. Vinh Phic

OT:021138671233 Fax 02113862774

Pia chi san xuat: Than Mau Thang, P. Khai

Quang, TP. Vinh Yén, T. Vinh Phic

+Tréemtir8- 101udi 250 mg-375mg (5-7.5 = ;

ml)/fzn, 151 da 4 Bn/ngay S8loSX:

+Tré erm tir 10-12 tuéic 500 mg (10 miy/lan, t6i NSX:

da 4 fan/ngay .
HD:

+Tréem 12-161ubi 500 mg-750mg (10~
15mi)/lan, i da 4 lan/ngdy
+ Nguii Ién va tré em trén 16 tudi 500 mg-

1000 mg (10 - 20 mi)/an, 16i da 4 an/ngay ‘@ i

Vi tri in mé vach

100 mi

ek o)

Nhan lo VINPAMOL | Lo 100 mil
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DAN SU DUNG THUOC

\ VINPAMOL

Pé xa tim tay tré em.
/ Doc kj hwdng din sir dung trwée khi ding,

wanhphin cong thive cia thude:

Cho_S']ﬁl hon dich chira:

Thanh phr:m duoc chdt: Paracetamol. . .. 5%.

Thénh phan td dige: Dudmg tring, plopyim giyco] sorbltol ’?0 %, polypldsdon glycel in, tween 80,
acid citric monohydrat, complexon [Il, natri citrat dihydrat, xanthan gum, aspartam,
methylparaben, propylparaben, huong déu, mau d6 amaranth, nude tinh khiét vira du................5 ml.

2. Dang bao ché:

Dang bao ché: Hon dich ubng

Hinh thire: Hon dich 1ong sanh, thom mui dau, vi ngot.

pll: 4,0 -6.,9

3. Chi dinh diéu tri:

- Diéu ti céde con dau nhe dén trung binh, bao gdm nhiic dAu, dau nita ddu, dau day than kinh, dau
rang, dau tai, dau hong, dau bung kinh, dau moi ngudoi.

- Ha s6t va duoc sir dung nhu mdt phuong phap diéu tri hd trg cde triéu chimg cua cam lanh va
ctm, sdt sau tiém ching,

4. Liéu dung - cach ding:

Liéu ding:

+Tr¢ em tr 1 — 6 tudi: 125 mg — 250 mg (2,5 — 5 ml)/ ldn, toi da 4 1an/ npay.

+Tré em tir 6 — 8 tudi: 250 mg (5 mly/ lin, t6i da 4 lin/ngay

+ Tré em tir 8 — 10 tudi: 250 mg — 375 mg (5 — 7,5 ml)/ lan, t6i da 4 14n/ ngay

+Tré em tir 10 — 12 tudi: 500 mg (10 ml)/ lan, (6i da 4 1an/ ngay.

+Tré em 12 — 16 tudi: 500 mg — 750 mg (10 — 15 ml)/ 1n, t6i da 4 1dn/ ngdy.

F Nguoi 16n va tré em wén 16 tudi: 500 mg — 1000 mg (10 —20 ml)/ 14n, t6i da 4 1an/ ngay.
Déi vai cac trudng hop dung lidu < 250 mg (5 ml), khuyén céo sir dung Lo 60 ml hodic Lo 100 ml,
véi ce chia lidu,

Khéng sir dung qua 4 liéu trong mdi 24 gid.

Gifia cac liéu nén cach nhau it nhat 4 gio.

Khéng str dung thude cho tré qua 3 ngdy ma khong xin y kién ctia bac st hodc duoc si.

Cach ding:

- Thube chi sir dung dudng ubng.

- Lic ky truédce khi dung.

Khéng ¢ yéu cau dac biét vé xtr ly thube sau khi st dung

5. Chéng chi dinh:

- Qué man vai paracetamol hoie cde thanh phn khac

- Suy giam chirc nang gan ning.

6. Cinh bdo vi thin trong khi ding thude:

* Bac si cAn canh bdo bénh nhan vé cic ddu hiéu ciia phan tng trén da nghiém trong nhu héi chirmg
Stevens-Johnson (SJS), hdi ching hoai tir da nhi&m déc (TEN) hay hoi chimg Lyell, hoi chiing
ngoai ban mun mu toan than cép tinh (AGEP).

MA maguette XX XX



- Hm chimg btcvcnsdohmon (SIS): la di ung thude thé bong nuée, bong nude khu tri & quanh cac
hde tu nhién: mat, mii, miéng, tai, bd phén sinh duc va hdu mén. Ngoai ra ¢6 thé kem sbt cao, viém
phéi, r6i loan chic niing gan than. Chéan doan hdi chimg Stevens-Johnson (SJS) khi c6 it nhét 2 héc
tur nhién bi ton thuong.

- 116i chirng hoai tir da nhidm dge (TEN): 1a thé di tng thube nang nhét, gdm:

+ Céc ton thuong da dang ¢ da: ban dang soi, ban dang tinh hdng nhiét, hdng ban hoic cic bong
nude bung nhing, cdc tdn thuong nhanh chong lan toa khap ngudi;

+ Tén thuong niém mac mit: viém piac mac, viém két mac mu, loét gidc mac.

+ Tén thuong niém mac duong tiéu héa: viém miéng, trot niém mac miéng, loét héu, hong thuc
quén, da day, rudt;

b Ton thuong niém mac duong sinh due, tiét niéu.

+ N}DUdi ra con ¢6 cae tricu chimg toan thin trdm trong nhu sOt, xudt huyét duong tiéu héa, viém
phdi, viém cdu than, viém gan... ty 1& tr vong cao 15-30%.

- Hoi ching ngoai ban myun mu toan théin cip tinh (AGEP): myun m{ v& tring nhé phat sinh trén nén
hc’ing ban lan rong. T6n thuong thudng xudt hién & cdc nép gip nhu ndch, ben va mit, sau d6 cé thé
lan rong toan than. ‘Tric¢u chimg toan than thudmg cé 1a s6t, xét nghiém méu bach ciu mui trung tinh
ting cao.

Khi phat hién nhiing déu hidu phat ban trén da déu tién hodc bat ky déu hi¢u phan (ng qua méan nao
khéc, bénh nhan cén phai ngimg sir dung thude. Ngudi da timg bi cac phan ng trén da nghiém
trong do paracetamol gdy ra thi khong duoge dung thube trér lai va khi dén khdm chita bénh cln phai
théng bao cho nhin vién y 1& biét vé vén dé nay.

* Cap than trong khi sir dung paracetamol cho bénh nhén suy thén hode suy gan ning. Nguy co qua
litu & nhiing bénh nhén nay 16n hon ¢ nhitng bénh nhén bi bénh gan do rugu khéng xo gan.

+ San pham chtta paracetamol

+ Khéng st dung Vinpamol véi bét ky san ph?nn nao khac co chira paracetamol

+ Chi sir dung duomg udng

+ Khong str dung qua lidu quy dinh ctia thube

+ Ludn str dung cde chia liéu duoc cung cap kém theo san phém.

+ Khong dung qué 4 liéu trong vong 24 gid.

F Gitra cac liéu cach nhau tdi thiéu 4 gio.

+ Khong ding cho tré thube nay qua 3 ngay ma khong xin y kién bac st hodc dugc si.

+ Bao quan ¢ nhict do khong qua 30 °C, tranh anh sang, trong bao bi kin.

+ Trong truong hgp qua lidu, cén xin y kién clia can bd y té ngay 14p tic, ngay ca khi tré khoé manh
vi nguy co bi ton thuong gan cham 1 mot cach nghiém trong.

+ Néu triéu chimg vén tiép tue, tham khao y kién bac st

+ Tranh xa tim tay clia tré em.

* Td dwoe trong cong thiic:

- Thube c6 chtia 2,75 g dudng tréng (t;ucrosc) mdi lidu § ml:

Néu bénh nhan duge chin doan ¢é réi loan dung nap véi mot sb loai dudng nhdt dinh, hdy hoi y
kién béc sT trude khi ding thude nay. Bénh nhén bi rdi loan di tr uyén hiém gap nhu khong dung nap

M maquette X XXX
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“j{"N’I“!P‘FhMJ ,p chira methylparaben va propylparaben: ¢é thé gdy ra phan ting di ing (c6 thé cham)
\ H P ~ g
.. P 3& 0 (.hua mau doé amaranth: LO thc. gdy cac phan u'ng, dl Lrng

lam sang hay ]am sing dt ddnh gid viée sir dung aspartam cho tré dudi 12 tudn tudi.

- Thube ¢6 chira 250 mg sorbitol mdi lidu 5 ml:

Sorbitol 1a ngudn dinh dudng gidu fructose. Néu bénh nhan (hodc bénh nhi) dugc chén doan cé rbi

loan dung nap véi mot 56 loai duong nhit dinh, hodic néu bénh nhan bi 161 loan khong dung nap

fructose do di truyén, mot roi loan di truyén hiém gip, ma bénh nhan khong thé tiéu hoa fructose,

hay hoi y kién béc st trude khi dung thude nay. Bénh nhan bi 161 loan khong dung nap fructose do

di truyén khong nén duge chi dinh thube nay.

| Thube ¢6 chita 250 mg propylen glycol mdi lidu Sml:

Néu tré dudi 5 wdi, hoi y kién béac st hodie duoe T trude khi cho tré ding thude, nhét 12 khi tré duoe

cho ding cac thude khac ¢o chira propylen glycol hay aleol. Viée ding chung véi cée chét 13 co

chit ctia alcol dehydrogenase nhu ethanol ¢6 thé gay ra cde phan timg ¢6 hai cho tré dudi 5 tudi.

Néu bénh nhin dang mang thai hay cho con bi, khéng ding thude nay trir khi cé khuyén cdo ctia

bac si. Bae s7 didu tr ¢o thé phai thue hién mat sb xét nghiém trong thoi gian bénh nhén dung thube

ndy. Mac du propylen glycol duge chimg minh la khong gy doe tinh dbi vai kha nang sinh san hay

sy (ang luronh & ddng vil hay ngudi, né ¢ thé di qua nhau thai va bai tiét duoe vao sita me. Vi vy,

can can nhic viée dung thude cho phu nit ¢6 thai hay dang cho con bu theo timg truong hop cu thé.

Néu bénh nhan ¢6 bénh gan hodc than, khdng ding thube nay trir khi co khuyén cdo ciia bac si. Bac

si diéu tri ¢6 thé phai thye hién mot sb xét nghiém trong thoi gian bénh nhén ding thube nay. Yéu

chu theo doi trong thoi gian bénh nhin ding thube nay d6i voi bénh nhan co chirc ndng gan hodic

than suy giam boi vi di ¢6 bdo cdo vé cde phan (mg c6 hai do propylen glycol, nhu rdi loan chirc

ning than (hoai tur Sng thin cdp), suy than cAp va rbi loan chirc ning gan.

7. Sir dung thude cho phu nii ¢6 thai va cho con bi:

Phu ni co thai

Mot lugng 1on dif liéu vé phu nit mang thai st dung paracetamol cho thy thube khong géiy di tat va
& _ J cling khong gay doc tinh ddéi v6i thai nhi hodc tré so sinh. Céc nghién ctru dich t& hoc vé su phal

trién thin kinh ¢ thai nhi khi tiép xtc véi paracetamol cho két C]le khong thuyét phuc. Néu can

thiét, paracetamol ¢6 thé sit dung trong thoi ky mang thai tuy nhién can ding liéu thip nhat ¢6 hi¢u

qué voi tan suat thap nhit ¢6 thé.

Cho con bu

Paracetamol duge bai tiét qua sita me, nhung véi s6 lugng khong déng ké v& mit 1am sang. Dit liéu

cong b hién c¢o khong chéng chi dinh paracetamol déi voi phu nit cho con ba.

8. Anh hwéng ciia thuoe 1én khi niing Lii xe, vin hanh miy mée:
Thube khéng anh hudng dén khé nang lai xe va van hanh may moe.

9. Twong tae, twong ky ¢ia thude:

Tuong tic thuie

+ St dung vai thude giy cam (g nhu barbiturat, thube chéng trdm cam 3 vong, ethanol: Lam tang
déc tinh trén gan cla paracctamol, dic biét khi sir dung qua lidu.

+ Nghién ruou man tinh ¢6 thé lam tang doc tinh trén gan va gbp phin gdy viém tuy cap da dugc
bdo cdo ¢ 1 bénh nhin ding quéa liéu paracetamol. Dung rugu cép tinh c¢6 thé lam giam kha niing
3
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p $i-dung paracetamol kéo dai thuong xuyén lam téng tac dung chong dong mdu clia wafarin va
cac coumarin khac lam ting nguy co xuat huyét. Liéu khéng thuong xuyén khong c6 tac dung dang

+ Thube khang virus: S dung thudong xuyén paracetamol cé thé 1am giam chuyén hoa cua
zidovudin (tdng nguy co giam bach ¢lu trung tinh)

+ Str dung céc thube gy cam tmg enzym microsom gan nhuw thude chéng co gidt va thude tranh thai
¢6 thé 1am tang muc do chuyén hod cta paracetamol, dan dén giam ndng do thude huyét twong 1am
tdc do dao thai nhanh hon.

Twong ky thubce

Do khong ¢d cdc nghién ctru v¢ tinh twong ky ctia thude, khéng trén 14n thube nay voi thude khée.

10. Tée dung khéng mong mudn (ADR):
Téac dung khéng mong mudn clia paracetamol vét hiém tuy nhién ¢6 thé xdy ra phan tmg qua man,
bao gdm phat ban trén da. Dd ¢6 bio cdo vé rdi loan méu bao pdm gidm tiéu ciu va mat bach chu
hat, nhung tac dung phu nay khong chic chén gdy ra bai paracetamol.
RAt hiém trudng hop phan tng da nghiém trong da dugce béo céo.
Cac truong hop viém tuy cip di duge bao cdo. Paracetamol di duoce sir dung rdng rdi va cac bdo
céo vé tac dung khong mong mudn rit hiém va thudng lién quan dén qua liéu,
Cae phan ing di (ng thi thoang xay ra.
Hoai tir gan man tinh da duoc bdo cdo & mdt bénh nhin dung paracetamol ¢ lidu didu tri hang ngay
trong khoang mét nam va t6n thuong gan di dugc béo cdo sau khi ubng lugng 1on thude hang ngay
trong thdi gian ngin hon. Danh gia mot nhom bénh nhén viém gan man tinh hoat déng khéng cho
thiy su khic biét vé cac bat thuong cia chite ning gan ¢ nhilng ngudi st dyng paracetamol lau dai
cling nhu viée kiém soat bénh khong duge cai thién sau khi ngtmg st dung paracetamol.
Tang transaminase nhe ¢ thé xay ra & mdt s6 bénh nhén dang ding paracciamol & lidu didu
tri; nhimg tricu chimg nay khong kém theo suy gan va thuong giai quyét bing cach tiép tuc lidu
phép diéu tri hodic nglmg sit dung paracetamol.
Poc tinh trén than 1a khong pho bién va chua duge béo céo 1a lién quan dén lidu diéu tri, ngoai trix
sau khi dung lidu kéo dai.
“Thong bio ngay cho bdc sy hodc dwoc sy
uhiing phin teng ¢6 hai gap phdai khi sir dung thube”

11. Qua lidu va chch xiv tri:

Qua liéu

Tén thuong gan & ngudi 1én ¢ thé xay ra khi str dung tir 10 g paracetamol tr& 1én. Tén thuong gan
¢6 thé xdy ra & khi bénh nhin uéng phéi 5 g paracetamol trd 1én va c6 céc yéu t6 nguy co sau:

+ Néu bénh nhan dang didu i l4u dai voi carbamazepin, phenobarbital, phenytoin, primidon,
rifampicin, St. John's Wort hodc céc loai thube khdc gdy ra men gan.

+ Hodc bénh nhin thudong xuyén su dung ethanol vuot qué luong khuyén cdo

+ Hodc bénh nhan ¢6 kha ndng can kiét glutathion nhu rbi loan dn udng, xo gan, nhiém HIV, déi,
suy kiét.

Triéu chimg qué liéu pancelamoi trong 24 gior ban ddu 14 xanh xao, budn non, non, chan n va dau
bung. Tén thuong gan biéu hién 16 rang tir 12 dén 48 gio sau khi udng. Bét thuong vé& chuyén hoa
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L'-Ofgflilétiﬁs *g nhiém toan chuyén ho4 c6 thé xdy ra. Trudng hop ngd ddc nigng, suy gan cé the tien
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CC f hajiklbénh ndo, xuit huyét, ha duong huyét, phii néo va tir vong. Suy than cap c6 hoai tir on
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vinntk 1%@1 &u hién boi dau thét lung, dai ra mau va protein niéu c6 thé tang ngay ca khi khong c6

iy gan ndng. RoOi logn nhip tim va viém tuy da dugc bao cdo.

Lap tire didu tri 14 diéu cén thiét trong xir ly qué lidu paracetamol. Mic du khéng cé céc triéu ching
ban dau déng ké, thi bénh nhan vén nén dugc chuyén dén bénh vién khan cép dé duoe chdm s6c y té
ngay lap tie. Cac triéu chimg cé thé chi 14 budn nén hodc ndn va ¢6 thé khong phan anh mic do
nghiém trong cua qua licu hodic nguy co tdn thuong céc co quan. Xur tri phai tuan theo cac hudng
dan diéu tri da duoc thiét 1ap.

Diéu tri bang than hoat nén duoc cin nhic khi da dung qua lidu trong V{‘)ng | gid. Nong do
paracetamol trong huyét tuong nén duoc do sau 4 gio hode mudn hon sau khi uéng (ndng @b trude
d6 khong dang tin ciy). Piéu tri bing N- 'u,etyicystem ¢6 thé duge sir dung dén 24 gitr sau khi ubng
paracetamol, tuy nhién, tac dung bao vé tdi da dat dugc 1én dén 8 gid sau khi ubng. Hidu qua cla
thude giai doe giam manh sau thoi gian nay. Néu duge yéu ciu, bénh nhian nén duge tiém tinh mach
N-acetyleystein phi hop voi lich trinh da thiét 14p. Néu non khéng la véan dé, methionin dudng
udng ¢6 thé 13 lya chon thay thé thich hop cho nhiing noi viing séu ving xa, diéu trj ngoai tra. Vige
x{ tri nhitng bénh nhan ¢6 biéu hién réi loan chire ning gan nghiém trong sau 24 gid do ubng thude
phai dugc thao luén véi NPIS hode bénh vién chuyén vé gan

12. Diec tinh duye lue hoe:

Ma ATC: NO2BLEO1

Nhom duge ly: Thude giam dau va ha 361

Co ché tic dung:

Co ché téc dung cua thude giam dau vin chua duge xdc dinh ddy du. Paracetamol c6 thé hoat dong
chii yéu bang cach e ché téng hop prostaglandin trong hé than kinh trung wong (CNS) va & mirc do
thdp hon, théng qua tic ddng ngoai vi bing cach ngin can sy tao thanh xung dong dau. Tac dong
ngoai vi ciing ¢6 thé do e ché tong hop pl'n*;mgplandin hay tre ché sy tong hop holic téc dung cua
céc hop chit khac gay nhay cam receptor gdy dau dbi vou kich thich co hoc hodc hoa hoc.
Paracetamol ¢6 thé gy ha st bang cich tic dong chu yéu lén trung tAm didu nhlet 4] vﬁng dudi ddi
dé tao ra sy gian tinh mach ngoai vi dan dén tang luu lugng méu qua da, dd md hdi, mét nhiét. Téc
dung trung tAm c6 thé lién quan dén viée te ché tdng hop prostagladin & ving dudi dbi.

13. Dic tinh dwge ding hoe:

Su hip thu qua duong ubng dién ra nhanh chéng va hoan toan, ¢o thé giam néu ubng paracetamol
sau bira dn ¢6 nhi¢u carbohydrat.

Lién két protein khéng dang ké véi lidu tao ra ndng d6 trong huyét tuong duéi 60 meg/ml nhung c6
thé dat murc trung binh vai lidu cao hoic liéu gy doc.

Khoang 90 - 95% thude s& duge chuyén hoa qua gan, chl yéu bing cich lién hop véi acid
glucoronic, acid sulfuric va cystein, Cac chit chuyén hod trung gian, ¢ thé tich luy khi ding qué
liéu sau khi cdc con duomg chuyén hod chinh bdo hoa. Chung ¢6 thé giy doc cho gan va than,

Thoi gian ban thai thude tir | — 4 gio, khong thay doi khi suy thin nhung ¢6 thé kéo dai khi dung
qué lidu cAp tinh, trong mét s6 dang bénh gan, ngudi gia va tré so sinh, c6 thé gidm mot phén ndo
do O tré em.

Thoi gian dat ndng d6 dinh tir 0,5 — 2 gid, ndng do dinh cta thude trong huyét tuong tir 5 — 20
meg/ml (khi lidu 1én dén 650 mg), thoi gian dat tic dung dinh tir 1 — 3 gid. Thoi gian tac dyng cua
thude tir 3 —4 gio.
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- thai trir qua than dudi dang cac chét chuyén hod, chi yéu 1a cac chét lién hop. 3% liéu
thdl thai trir dudi dang khong déi.

inh ctia thude di duoce do trong sita me tr 10 — 15 meg/ml, ¢6 tac dung 1 - 2 gid sau khi
Mot lidu 650 mg duy nhat. ‘Thoi gian ban thai trong sita me tir 1,35 — 3,5 gio.

. Quy cach dong goi:

Hop 10 goi x 5 ml, hop 20 go6i x S ml, hop 30 goi x 5 ml

Hop 10 goi x 10 ml, hop 20 goi x 10 ml, hop 30 g6i x 10 ml

Hop 1 lo 60 ml, hop | 1o 100 ml, kém cbe chia lidu chia vach dén 2,5 ml

15. Diéu kién bdo quin, han ding, tiéu chuiin chit lwgng:
Diéu kién bio quin:
Bdo quan ¢ noi kho rdo, nhiét do dudi 30 °C, tranh dnh sang, (rong bao bi kin.
Lo thube sau khi md 112"11'): bao quan & noi kho rdo, nhiét d§ dudi 30°C, tranh anh sang.
Han ding:
36 théng ké 1 ngdy san xudt.
Han dung lo thude sau khi mé ndp: 30 ngdy.
Tiéu chudn chit lwpng: TCCS
16. T'én, dia chi co s& sin xudt:
CONG TY CO PHAN DUOC PIHAM VINI PHUC
S 777 Puong ME Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
DT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thon Méu Thang - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
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