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100 ml.
Paracetamol Injection
1000 mg / 100 m.
A
A
Aarmol
e —
T —————
Injection

For Intravenous
Administration

Single Dose Container

Each 100 ml contains :
Paracetamol BP 1g.
water for Injeclion B.P Q.S

Sterile, Non Pyrogenic

CAUTION | ven invisible
damage: lo hollle causaed during
storage: or transil may 1osall in
contamination. Do not usae i
it contains visible solid panticles /
fungus But return for replaceimoent

* SCHEDULE 'H' DRUG
To be sold by retail on the: prescription
of a registered medical practiioner only

Indication : For symptomatic
treatment of pain and fever

Keep in cool place,
Protect from light.
Do not freeze.

AARMOL SBK: VN-XXXX-XX

Rx-Thude bin theo don
Thinh phiin: tamol 1g, th duge: vd

Chi dinh, Chéng chi djnh, Litu ding & cich diing vi céie
thiing tin khic: xin xem i hudng din sir dung; Deng bie ché:
dung dich tiém truyén tinh mach. Déng géi: Hip | chai thity tinh
100 mlichai nhyra 100 ml. Han ding: 24 thang, ké tir ngdy sin
xudt. § 13, NSX, HD: Xem Batch No, Mfg. Date, Exp Date
Béo quin: duéi 30°C, khong dé dang lanh.

Poc ky huéng din sir dung trirge khi ding.

DE ngodi thm tay iré em

DNNK:

Nhik sin xuft; Shree Krishnakeshay,

Bia chi: Amraiwadi Road, Ahmpds

Paracetamol Injection
1000 mg /100 ml.

——
g ——
Aarmol
—
T ———

Injection

For Intravenous
Administration

Single Dose Container

STGTTG 1 gpengp ug

Mfg. Lic No. : G/LVP/39

Lot No.
Mfg. Date
Exp. Date

o ®OUP

Manufactured By
Shree Krishnakeshav Laboratories Litd.
{FORMERLY MCGAW - RAVINDRA LABORATORICS (I L 1D} |
A di Road. A d - 3B00LA Indi !

Ob/59



https://trungtamthuoc.com/

z

L NAHS 0L

e
‘-. » S
7 1T One)
HEBAY

r



100 mi.

Aarmol

PARACETAMOL INJECTION 1000mg/100 ml.

Eacn 100 mi. contans :

PARACETAMOL B o 110G

WATER FOR IMJECTION BP .. QS
SCHEDULE H DRUG

WARNAG Tobbe soid 2y real an e prescpion
of a Regsiema Meocal Practboner orly.

Dosage ; As direcied by the physician

FOR INTRAVEROUS INFUSION OKLY
STERILE, NONPYROGENIC

SINGLE DOSE DONTARER, STORE I A COOLPLACE
PROTECT FROM  EXCESGIWE MEAT§ LigHT

AR (R VLIS 6 AL A CONMARTR |
B0 B FOOMRE 6 N A
KRBT B 50070 5 7 DM LS
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Mfg. Lic, No. GLVPRg
LotNo

Exp Date -
- .

MRP.Rs. :
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HUONG DAN SU DUNG
AARMOL
(Paracetamol Infusion 1g/100ml)

) Rx- Thudc ban theo don , ,
Poc ky huomg ddn sir dung trudc khi dimg. Néu can thém théng tin chi tiét xin hoi y kién bdc sy

THANH PHAN
M3di chai 100ml c6 chira: Hoat chat: Paracetamol lg, ti dugc: manitol, Dinatri hydrogen phosphat khan

:‘ .-"
E.D.T.A, activated charcoal, Acid hydrocloric (dé diéu chinh pH), Natri hydromd (dé diéu chinh pH). /a

DUQC LUC HQC
Paracetamol (acetammophen hay N - acetyl - p - aminophenol) 13 chat chuyén hoa cé hoat tinh cia phenacctm
1a thudc giam dau - ha sot.

Paracetamol 1am glam than nhlf;t (i} ngu(n bénh sbt, nhung hiém khi lam glam than nhiét & ngu'm binh thuong
Thude tac dong lén ving dudi ddi gay ha nhi¢t, téa nhi¢t ting do gidn mach va ting luu lugng mau ngoai bi€n.

Paracetamol, vdi liéu diéu tri, it tac dong dén h¢ tim mach va ho hap, khong lam thay doi cin bang acid - base,
khong gay kich img, xudc hodc chidy mau da day nhu khi dung salicylat, vi paracetamol khong tac dung trén
cyclooxygenase toan than, chi tic dong dén cyclooxygenasefprostaglandm ciia h¢ than kinh trung wong.
Paracctamol khong co tac dung trén tiéu cau hodc thoi gian chay mau.

Sau khi truyén thuéc cé tac dung giam dau trong vong 5-10 phit, dat tic dung tdi da trong 1 gid, kéo dai tac
dung 4-6 gio

DUJC PONG HOC

Hdp thu: Truycn tinh mach Paracetamol lwgng thudc hap thu thé hién theo dudmg tuyén tinh véi lidu dén 2g
sau khi clung |lCll don hoic liéu 13p lai trong 24 gio.

Nong d¢ thudc t6i da Cmax dat dugc 15 phit sau khi tiém truyén 500mg hogc 1g Paracetamol twrong img vao
khoang 15 pg/ml and 30 pg/mL

Phdn bo: Paracetamol phén bd nhanh va ddng déu trong phan 16m cac mé ciia co thé. Thé tich phén bd vao
khoang 1L/kg.

Chuyén hod: Paracetamol chuyén hoa chi yéu & gan cha ycu qua 2 con duodng, lién hop vai acid glucuromc va
lién hop sulphunc acid. Mot lugng nhé (< 4%) dugc chuyén hoa boi cytochrome P450 tao thanh chit chuyén
héa trung gian ¢ hoat tinh N-acetyl benzoquinoneimin.

Thai trie: San pham chuycn ho4 ctia paracetamol dugc thai trir chi yéu qua nudc tiéu. 90% cia liéu ding dwoc
dao thai trong 24 gio, chi ycu dum dang glucuromd (60-80%) va sulphat (20-30%). Khoéng it hon 5% dugc
thai trir dudi dang khong bién dbi. Thoi gian ban thai 1a 2.7 gio va do thanh thai toan co thé 13 18 L/h.

CHi PINH

Dung dich Paracetamol tiém truyén dugc sir dung diéu tri:

Diéu tri ngin han cac chimg dau vira, dic biét 1a sau phau thuat;

Glém than nhlct & ngudi bénh sot trong thoi gian ngén han, khi dung thude theo dtrcmg tiém truyén tinh mach
1 cin thiét dé gizm dau hodc giam thin nhiét va/hodc khi khong thé dung thudc theo cac duomg khac.

CHONG CHi PINH

Nguol bénh di émg voi paracetamol hodc vdi propacetamol hydroclorid hodc véi bat ky thanh phan nao cia
thude.

Suy gan nang

Ngudi bénh thiéu hut glicose - 6 - phosphat dehydro-genase

CANH BAO VA THAN TRONG
Khuyén cdo nén dung thuoc glam dau dtmrng udng trude khi dung dudmg tiém tinh mach

Tranh nguy co ding thudc qua liéu, kiém tra cac thudc dang ding khac xem thanh phén c6 chira paracetamol
hodc propacetamol hay khong.

Liéu dung cao hon khuyén cdo c6 thé 13 nguy co gay ton thuong gan. Cac triéu chung va dau hi¢u lam sang
cia ton thucm gan thuom quan sat t.hay khoﬁng 2 ngiy sau khi ding thudc, dat mirc dinh diém sau 4-6 ngay.
Diéu tri qua hcu nén bit dgu som nhat co thé

Paracetamol nén dugc sir dung than trong trong cac trudmg hgp suy gan, suy than ning (d¢ thanh thal creatinin
%30 mL/min), ngudi nghién ruegu, suy dinh dudng mén tinh (giam chuyén ddi glutathion gan), mét nude.
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. TAC DUNG KHONG MONG MUON

Ban da va nhimg phan {mg di (mg khéc thinh thodng xay ra. Thudng la ban do hoic may day, nhung d6i khi
ning hon va ¢6 thé kém theo sdt do thude va throng tdn niém mac. Ngudi bénh man cam vdi salicylat hiém min
cam vdi paracetamol va nhitng thube ¢6 lién quan. Trong mot s6 it trudng hop riéng I¢, paracetamol di giy giam
bach cau trung tinh, giam tiéu cAu va giam toan thé huyét ciu.

It gap. 1/1000 < ADR < 1/100

Da: Ban.

Da day - rudt: Budn non, nén.

Huyét hoc: Loan tao méu (giam bach ciu trung tinh, gidm toan thé huyét ciu, giim bach ciu), thiéu mau.
Thén: Bénh than, doc tinh than khi lam dung dai ngay.

Hiém gap. ADR < 1/1000

Khéc: Phan {mg qua mén. / CQ/
Théng bdo cho bdc sy cdc tdc dung khong mong mudn gdp phai khi dimg thudc. / e
LIEU DUNG VA CACH DUNG /

Thiéu nién va nguwoi trweémg thanh can ning > 50kg

- Paracetamol 1g/1 1in (chai 100ml), c6 thé dung 4 lan/ngay.

Khoang cach giira 2 1in dung thude t6i thiéu 1 4 gio.

Tbi da khong dung quéa 4g/ngiy (4 chai 100ml)

Tré em cin ndng > 33kg (khodng 11 tubi), thiéu nién va nguwoi truong thanh cin ngng < 50kg

« Paracetamol 15 mg/kg/l4n (twong duong vé6i 1,5 ml dung dich/kg) x 4 lan/ngay .m
Khoang cach giira 2 1an ding thudc t6i thiéu 1a 4 gio. &2
Lidu téi da khong duoc vrot qua 60 me/kg (Tong lidu khong duoc vuot qué 3g) ONG TY N\
Tré em cin ndng tir 10kg (khodng 1 tudi) — 33 kg m’m
« Paracetamol 15 mg/kg/lan (twong dwong v6i 1,5 ml dung dich/kg) x 4 lan/ngay

Khoang céach giira 2 1an dung thudc t6i thiéu 1a 4 gio. A\N_im}’
Liéu t6i da khong dwoc vuot qua 60 mg/kg (Tong liéu khong duge vugt qua 2g) \’%_‘mﬂd 7
Tré so sinh, tré nhé, tré 1-3 tudi va tré em cin ndng < 10kg:

Paracetamol 7,5 mg/kg/lan (tuong dwong 0,75 ml dung dich/kg) x 4 lan/ngay. b
Khoang cach giita 2 l4n dung thudc tdi thiéu 1a 4 gio. Liéu t6i da mét ngay khong qua 30 mg/kg 4
Khong cé die lidu vé 3 an toan va hiéu qud khi diing thuéc cho tré sinh non ‘
Suy thin ndng: P
Liéu khuyén ding paracetamol cho bénh nhan suy thin ning (d6 thanh thai creatinin < 30 ml/min), ting $
khoang cach tdi thiéu giira 2 14n ding thudc 1én 6 tiéng. ‘

Nguwoi Iom suy gan, nguwoi nghién rwgu, suy dinh dwéng man tinh, mét nwdc:

Liéu t6i da hang ngay khong vugt qua 3g

Cach dung

Dung dich paracetamol dugc ding d¢ truyén tinh mach trong vong 15 phat.

Nhu véi tt ca cic dung dich truyén dwgc dung trong tii PVC, cin gidm sit cin thin, khong ké qua duong
dung.

D¢ tranh thc mach, cn giam sat viéc truyén, dic biét qua dudng trung tim, ciing nhu gidm sat hoan tit viéc
truyén.

TUONG TAC THUOC

Probenecid gy giam do thanh thai ciia paracetamol 2 lan do trc ché sy lién hop voi glucuronic acid. Nén cén
nhic giam li¢u Paracetamol khi ding ciing véi probenecid.

Salicylamid c6 thé kéo dai thoi gian ban thai t,, ciia paracetamol.

Thén trong khi diing cling véi cac thude gdy cam {mg enzym, do lam ting doc tinh ddi v4i gan.
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Dung clng paracetamol (4g/ngay trong it nhat 4 ngay) v6i cac thube chdng dong méau c6 thé 1am thay ddi nhe
cac chi s6 INR. Trong truong hop nay, ting kiém soat gia tri INR nén dugc tién hanh trong thoi gian ding
cing thudcva dén 1 tudn sau khi dimg diéu tri v6i paracetamol.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thubc khong gay anh hudng bat lgi dén kha ning i xe va sir dung may moc.

DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

Chura xac dinh dugc tinh an toan ciia paracetamol ding khi thai nghén lién quan dén tic dung khéng mong mutn c6
thé c6 doi véi phat trién thai. Do do, chi nén ding paracetamol & ngudi mang thai khi that can.

Theoi ky cho con bu

Nghién ciru & ngudi me ding paracetamol sau khi dé cho con bii, khong thdy ¢6 tac dung khéng mong mubn &

tré nho bu m¢ v
TINH TUONG KY: Khong nén tron paracetamol voi cac thude khac khi tiém truyén. /
QUA LIEU /
Khi ding qua liéu paracetamol mét chit chuyén héa 1a N - acetyl - benzoquinonimin giy doc ning cho gan.
Liéu binh thuong, paracetamol dung nap tot. Qua liéu cap tinh (trén 10 g) lam thwong t6n gan gay chét ngudi.
Dung qua lidu giy ton thwong gan, dic biét 1a & ngudi cao tudi va tré em, bénh nhan c6 tién sir bénh gan,
ngudi nghién rugu, ngudi suy dinh dudng mén tinh. Ding qua lidu ¢6 thé gay chét trong cac trudong hop nay
Triéu chimg chung xay ra trong vong 24 gio bao gém: budn nén va nén, dau bung, chan &n, tii xanh. Ding
qua lidu mot 1an 7,5g hodic hon & ngudi Ion va 140mg/kg co thé & tré em c6 thé gay tdn thuong té bao gan
khong hdi phuc din dén suy gan, nhiém acid chuyén hoa, bénh Iy nio c6 thé din dén hén mé va chét.

Quan sat thiy c¢6 su ting men gan (AST, ALT), lactat dehydrogenase va bilirubin cung voi sy giam mirc
prothrombin c6 thé xay ra 12 dén 48 gir sau khi dimg thude.

Cac triéu chimg 14m sang cta ton thuong gan thuomg khai phat 2 ngay sau khi ding thuée va dat mirc dinhgau
4-6 ngay.

Cdc bié¢n phdp cédp ciru
Cép ciru & bénh vién: trudc khi diéu tri, ldy miu mau dé dinh luong ndng d6 paracetamol sau khi dung _*
qua liéu. .
Bién phap gidi doc, N-acetylcysteine (NAC), qua duomg tiém tinh mach hodc dudng udng, tot nhat trong
khoang 10 gm‘ sau khi dung thudc qua lleu.

hét cac trucmg hqp, men gan lm lai binh thuong trong 1-2 tudn cung véi viéc phuc hdi hoan toan chu'c nangn
gan. Trong truong hop ning can thiét phai ghép gan.

BAO QUAN: & nhiét d du6i 30°C, khong dé dong lanh. DE NGOAI TAM TAY TRE EM.
PONG GOI: Hop 1 chai thuy tinh 100mL/Chai nhwa 100m]

HAN DUNG: 24 thang, ké tir ngay san xu4t. Khong ding thudc qua han sir dung.

NHA SAN XUAT: SHREE KRISHNAKESHAV LABORATORIES LTD.

Dia chi: Amraiwadi Road, Ahmedabad, INDIA 380008.

NGAY XEM LAI NQI DUNG TO HUGNG DAN SU DUNG: 20/10/2013

SHREE KRISHNA KESHAV LABORATORIES LTD. INDIA
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