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MAU NHAN THUOC CUC QUAN LY DUGC

1 - NHAN TRYC TIEP TREN DON VI DPONG GOI NHO NHAT:

DA PHE DUYET

1.1 - Nhan chai 30 vién: Lén dfiu”/ﬂ)//@

THANH PHAN: Methocarbamol 400mg
Paracetamol 325mg
Té duge vila b 1 vién
| chi BINH, CHONG CHI BINH, THAN TRONG, SU
- | DUNG CHO PHY N CO THAI VA CHO CON BU,
nl, l] N T' N TUONG TAC THUSC, QUA LIEu VA XUf TRi, CAC
| BAC TINH DUGC LYC HOC, DUJC BONG HOC,
| CACH DUNG-LIEU LUGNG: Xin doc trong 181 hudng
Bio quiin trosg bae b kin, Irdnh anh sAng, Ankt 88 dusl 30°C

o xa A Ty TRE BN -
2oc k¥ Ut odn sl oywo ﬂEI.I c“u‘N‘ Tees

TRUGEC KMl DUNG SPK:

Methocarbamol 400mg
‘ Paracetamol 325mg

CPOP TIPHARGO
S6 16 8X.  Kis, P2,
HD: Tirh Tide Giang

NN
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%/ CONG TY \o
cOPHAN ||
DUOC PHAM |+

1.2 - Nhan chai 60 vién:

T4 duge via di " 1 vién
CHI DINH, CHONG CHI BINH, THAN TRONG, SU DUNG CHO PHUY NU'
CO THAI VA CHO CON BU, TUONG TAC THUGC, QUA LIEU VA XU
TRI, CAC BAC TINH DUGC LYC HOC, DUGC BONG HOC, CACH
DUNG VA LIEU LUONG: Xin doc trong 18 hudng din aif dung.
BADQUAN:
Bdo quin trong bao bl kin, tranh &nh sdng, nhidt 49 dudi 30%.

OCONTIN

TIEU CHUAN: TCCS BE XA TAM TAY TRE EM

Methocarbamol 400"?8 SBK: BOC K¥ HUONG DAN Sif DUNG
Farac I d 325mg TRUOC KHI DUNG
Ngay SX:
Vién nén CONG TY CPDP TIPHARCO
S8 16 SX: 15 D&c Binh Kibu, P2,

HD: TP. M§ Tho, Tinh Tién Giang

1.3 - Lung vi:

cO PHAN
DUQC PHAM

ITRIE

TIPHARCO
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2 - NHAN TRUNG GIAN:
2.1 - HGp chai 30 vién:

PAROCONTIN

THANH PHAN:

Methocarbamol 400mg
Paracetamol 325mg
Té dugc vita dd 1 vién

chi BINH, CHONG CHI BINH,
THAN TRONG, SU DYNG CHO
PHU NU CO THAI VA CHO CON
BU, TUONG TAC THUGC, QUA
LIEu VA XU TRi, CAC BAC TiNH
DUGC LYC HQC, DUJC PONG
HOC:

Xin doc trong t& hudng dan sif dyng.

TIEU CHUAN: TCCS
SPK:

CONG TY CPDP TIPHARCO
15 Béc Binh Kiéu, P2,
TP. M§ Tho, Tinh Tién Giang

PAROCUNTING

Methocarbamol 400mg
Paracetamol 325mg

R - ¥LESCRIPTION DRUG

Thudc nay chl ding theo don cla
Bécsy.

- Ngudi Ién: ubng 1 - 2 vién/ifn x 4
I4n/ngay. Cach 6 gid ubng 114n.

- Lidu khuyén ngh| d&i vdi
Methocarbamol tir 3,2g - 4,8g/ngay,
Paracetamol: 2,6g - 3,9g/ngay.

Uéing thubic sau khi &n.

BAOQUAN:

Béo quén trong bao bi kin, trdnh dnh
séng, nhiétd) dudi 30°C,

ROCONTIN

Methocarbamol 400mg
Paracetamol 325mg

ROCONTIN

Methocarbamol 400mg
Paracetamol 325mg

GMP - WHO GMP - WHO

Film-coated
caplet

BE XA TAM TAY TRE EM
BOC KV HUONG DAN SU DUNG
TRUGC KHI DUNG

Mai vach

=200 \z\
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2.2 - HOp chai 60 vién:

PARDCONTIN

THANH PHAN:

Methocarbamaol 400mg
Paracetamol 325mg
Ta duge via dd 1 vién

chi BINH, CHONG CHI BINH,
THAN TRONG, SU DUNG CHO
PHU NU CO THAI VA CHO CON
BU, TUONG TAC THUGC, QUA
LIEu VA XU TRi, CAC BAC TiNH
DUGC LYC HOC, DUGC PONG
HQC:

Xin doc trong td hudng dén sl dung.

TIEU CHUAN: TCCS
SPK:

CONG TY CPDP TIPHARCO
15 B&c Binh Kiéu, P2,
TP. M§ Tho, Tinh Tién Giang

- PRROCONTIN

Methocarbamol 400mg
Paracetamol 325mg

ROCONTIN

Methocarbamol 400mg
Paracetamol 325mg

GMP - WHO

' Viénnén
bao phim

Hop 1 chai x 60 vién

CACH DUNG-LIEU LUGNG:

Thudc nay chi ding theo don cilia
Bacsy.

- Nguai 1dn: ufing 1 - 2 vién/lén x 4
lAn/ngay. Cach 6 gid udng 11dn.

- Lidu khuy&n nghi ddi vdi
Methocarbamol tif 3,2g - 4,8g/ngay,
Paracetamol: 2,6g - 3,9g/ngay.

Uting thudic sau khi &n.

BAOQUAN:

Béo quan trong bao bl kin, trdnh dnh |

sang, nhiét d§ dudi 30°C.

BE XA TAM TAY TRE EM
DOC KV HUONG DAN SU DUNG
TRUGC KHI DUNG

ROCONTIN

PoBa Bl

Methocarbamol 400mg
Paracetamol 325mg

GMP - WHO

gz
5%
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2.3 - Hop 3 vi: Ty 1é 3/4

P nnuc l] TN cri oI, CHONG cHi BINH, THAN TRONG, SU DUNG CHO

PHY N O THAI VA CHO CON BU, TUONG TAC THUGC, QUA
LIEu VA XU TRI, CAC PAC TINH DUQC LYC HOC, DUGC BONG

THANH PHAN: . 5
Maticiarhanil 400mg HO_C. Xin doc;trong td hudng dan sif dung.
Paracetamol 325mg TIEU CHUAN: TCCS SBK:

Ta dugc vira du 1 vién CONG TY CPDP TIPHARCO

15 P8¢ Binh Kidu, P2, TP. M§ Tho, Tinh Tién Giang

Rx - THUOC BAN THEO PON

AROCINITN

Methocarbamol 400mg

Paracetamol 325mg

PRROCONTIN

Vién nén GMP - WHO
M- Hop 3 vix 10 viea

- CACH DUNG-LIEU LUGNG: Thusc niy chi ding theo don ciia Béc s§.

P nR n l'_, l] N T I N - Ngudildn: uding 1 - 2 viénAdn x 4 lin/ngay. Céch 6 gid uling 1 1n.

| - Liéu khuyén nghi ddi vdi Methocarbamol tir 3,2g - 4,8g/ngay, Paracetamol:

2,6g-3,9g/ngay.
U#ing thubic sau khi &n.
BAOQUAN:
Ngay SX: Bao qudn trong bao bl kin, trénh &nh sdng, nhiét dd dudi 30°C.
S8 16 SX:

pE XA TAM TAY TRE EM
BOC K¥ HUONG DAN sU DYNG TRUGC KHI DUNG

01 JO SI2181Iq € JO X0g
OHM - dIND

Swicz g jowejadeiey
Bwoop [oweqiedoyldW

Nl.!.N “3“ A\

HNAUUA NOLLATHOSHUd - XY
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PRROCONTIN

2.4 - Hop 6 vi: Ty 1é 2/3

PAROCONTIN

THANH PHAN:

Methocarbamol 400mg
Paracetamol 325mg
Té dugc vifa di 1 vién

TIEU CHUAN: TCCS
SBK:

Rx - THUOC BAN THEO PON

Vién nén
bao phim

PAROLCUONTIN

Mi vach

Ngay SX:
S5 16 5X:
HD:

([ Jo S19)S11q 9 Jo Xog

OHM - dIND

AROLC N TN

Methocarbamol 400mg
Paracetamol 325mg

NILNOJO

CHIBINH:

Giam dau trong céc truéng hop dau c6 lidn quan dén co thit cd - xuong
nhu:

- Bau cép tinh va mén tinh do céng cd, bong gén, hdi ching whiplash,
chén thudng, viém co.

- Dau va co thit lién quan dén viém khdp, veo c8, cing va bong gén
khdp, viém tui chdt nhdin bursa, dau lung dudi cd nguyén nhén rd rang.
CHONG CHI BINH, THAN TRONG, SU DYNG CHO PHY NU CO THAI
VA CHO CON BU, TUONG TAC THUGC, QUA LIEU VA XU TRI, cAc
DAC TINHDUGC LUC HOC, DUGC BONG HOC:

Xin doe trong t8 hudng dén sl dung.

GMP - WHO

Hop 6 vi x 10 vién

CACH DUNG-LIEU LUGNG: Thudc nay chi diing theo don ci R
- Ngudiidn: using 1- 2 vidnAdn x 4 lin/ngay. Cach & gid udng 1 1&n}
- Lifiu khuy&n nghj d8i vai ¥ 3,2g - 4,8g/ngdy, Parddalamd
2,6g-3.9g/ngay.

Uéing thudc sau khi &in.

BAOQUAN:

Béo quén trong bao bi kin, trinh &nh sang, nhigt 4 dudi 30°C.

BE XA TAM TAY TRE EM
BOC K¥ HUONG DAN U DUNG TRUGC KHI DUNG
CONG TY CPDP TIPHARCO
15 Béc Binh Kiéu, P2, TP. M§ Tho, Tinh Tién Giang

Swigz ¢ |owepadeIey
Swop 10weqiedoyoW
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3- TOA HUONG DAN DUNG THUOC
RX PAROCONTIN

Vién nén bao phim
1/- Thanh phin: Céng thirc cho 1 vién nén bao phim:

Paracetamol 325 mg

Methocarbamol 400 mg

Ta dugc: Lactose, Microcrystallin cellulose, Crosscarmellose, Povidone, Talc,

Magnesi stearat, Hydroxypropyl methyl cellulose, Macrogol 6000, Titan
dioxyd, Ethanol 96°, Nuéc tinh khiét vira dii 1 vién.
2/- Chi dinh:

Giam dau trong céc trudng hop dau c6 lién quan dén co thit co — xuong nhur:

- Pau cap tinh va man tinh do céng co, bong gin, hdi chirng whiplash, chin thuong, viém

co.

- Pau va co thét lién quan dén viém khép, veo cb, cing va bong gin khdp, viém tui chit

nhon bursa, dau lung duéi c6 nguyén nhan rd rang.
3/- Chéng chi dinh:

Bénh nhén qua mén véi Methocarbamol, Paracetamol hay bat ky thanh phén nao cua thudc.

Ngudi bénh nhiéu lan thiéu mau hoic c6 bénh tim, phdi, than hoic gan.

Nguoi bénh thiéu hut glucose — 6 — phosphat dehydro — genase.

Bénh nhan hon mé, giai doan tién hon mé, ton thwong nio, nhuoc co, tién sir dong kinh.

4/- Thén trong va cinh bio dic biét khi sir dung thudc:

Khong nén dung trong trudng hc,rg) 1ai xe, van hanh may méc, hoic tré em dudi 12 tubi.

Béc si can canh bdo bénh nhan vé cc ddu hiéu ciia phan tng trén da nghiém trong nhu hoi
ching Steven-Jonhson (SJS), hoi chimg hoai tir da nhiém ddc (TEN) hay hoi chimg Lyell, hoi
chiig ngoai ban mun mu toan than cip tinh (AGEP).

5/- Tuwong tic thude:

Khéng nén két hgp Methocarbamol v6i rugu, thirc udng chira cdn, thudc (rc ché than kinh
trung uong khac.

Methocarbamol c6 thé giy ra tinh trang chan #n, nhugc co, c ché tic dung cac |7
Pyridostigmine. ’ :

Khong nén phbi hop véi thude cé tac dung (rc ché thin kinh trung wong khac, thudc chéng |
co gidt (Phenytoin, Barbiturat, Carbamazepin), Isoniazid, thude ngu, thude khéng Histamin, |\"
thudc trc ché than kinh co khac, uéng rugQu qua nhiéu.

6/- Sir dung cho phu nir c6 thai va cho con bi:

Khéng nén sir dung cho phu nir mang thai, cho con bi do chua xac dinh dugc tinh an toan
ctia thudc trong thoi gian mang thai, va chwa biét rd Methocarbamol cé trong sita me hay khong.
7/- Téc dung khéng mong mudn:

Thudng xdy ra: budn ndn, non, biéng an, chéng mat, mét moi, budn ngu, bdn chdn, lo 4u,
run, hoa mit, sét, dau dau, co giat. p*

Hiém khi xay ra: ngtra, phat ban trén da, ndi may day, phit mach, viém két mac, sung huyét
miii, mat bach cdu hat, bénh thiéu mau tan huyét. )

Théng bao cho Béc sy nhiing téc dung khéng mong mudn gip phai khi sir dung thude.

8/- Tic dong ciia thudce khi ldi xe va vin hanh miy méc: ' ,

Bénh nhéin can dugc canh bio Methocarbamol c6 thé lam giam kha nang tap trung doi véi
nhitng cdng viéc doi hoi su tinh tio vé tinh thin hay khoe manh vé thé chat nhu van hanh may 7’
moc hodc l4i xe.

9/- Céch ding va liéu lwong: Thude nay chi ding theo don ciia Bac s§.

Ngudi 16n: ubng 1 — 2 vién/lin x 4 lan/ngay. Céch 6 gidr udng 1 lan.

Liéu khuyén nghi ddi v6i Methocarbamol tir 3,2 g — 4,8 g/ngdy, Paracetamol: 2,6 g — 3.9
g/ngﬁy.‘ ’ .

Uodng thuoc sau khi dn.

10/- Qua liéu va xir tri: )

Chua tim thiy thong tin vé doc tinh cdp ciia Methocarbamol, qua lieu Methocarbamol xay
ra khi ding chung véi rugu hay thude tc ché than kinh trung wong khéc véi céc triéu chimg
nhu: budn ndn, budn ngi, huyét &p thap.

W
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Qua liéu Paracetamol c6 thé do dung mot liu rat 16n Paracetamol (7,5 — 10g mi ngay, trong
1 - 2 ngay hoic ubng thubc dai ngiy) cé thé gy hoai tir gan phu thudc liéu, budn nén, non, va
dau bung, Methemoglobin — mau, din dén chimg xanh tim da, niém mac va moéng tay, c6 thé c6
kich thich/trc ché h¢ than kinh trung wong, suy than c4p.

Trudng hop qua liéu Methocarbamol, Paracatemol phai rira da day trong moi trudng hop,
va diéu trj bang c4c phuong phéap hd tro can thiét.

Liéu phap gidi doc Paracetamol chinh 1a dung nhitng hop chét Sulfhydryl, N —
acetylcystein. Néu khong, c6 thé diing Methionin, than hoat va/hoic thudc tAy mubi.

11/- Cac dic tinh duge lue hoc:

Paracetamol la thu6c giam dau trong diéu tri chimg dau nhe va vira, hiéu qua nhat 1a lam
giam dau cudng d6 thip c6 ngudn gbc khong phai ndi tang. Vi liéu diéu tri Paracetamol it tac
dong dén hé tim mach va ho hip, khong 1am thay ddi cin bing acid — base, khong gy kich tng,
xuéc hodic chay méau da day, khong cé tac dung trén tiéu cau hodc thdi gian chay mau.

Methocarbamol 1a thudc trc ché hé thin kinh trung wong véi dic tinh 1am diu than kinh va
gian co — xuwong. Co ché tac dung ciia Methocarbamol chua dugc xic dinh rd. Tuy nhién,
Methocarbamol khong 1am giam din truyén thn kinh, than kinh co, kich thich co nhu cac chit
trc ché than kinh co khéc.

Parocontin v&i su két hop giira Methocarbamol va Paracetamol nén c6 tac dung trc ché thin
kinh dn truyén cam giac dau hoic trc ché din truyén cam giac dau dén ndo trong céc trudng
hop dau lién quan dén co thit co — xuong.

12/- Cac diic tinh dwoc dong hoe:

Paracetamol duoc hap thu nhanh chéng va hiu nhu hoan toan qua dudng tiéu héa. Pat ndng
do dinh trong huyét‘tucm% trong vong 30 — 60 pht sau khi udng véi liéu diéu tri. Paracetamol
phén bo nhanh va dong déu trong phan I6n cdc moé cua co thé. Khoang 25% Paracetamol trong
méu két hop véi protein huyét twong. Thoi gian ban thai ciia Paracetamol 1a 1,25 — 3 gid, thai
trir chi yéu qua nudc tiéu.

Methocarbamol dugc hip thu nhanh chéng va gan nhu hoan toan & dudong tiéu héa. Khoang
46 — 50% Methocarbamol gin két v&i protein huyét twong, thoi gian ban thai tir 1 — 2 gid.
Methocarbamol dugc dao thai hoan toan qua nudc tiéu dudi dang lién hop, va mét lugng nho
dudi dang khong chuyén héa.

13/- Quy cich dong gbi: Hop 03 vi x 10 vién nén bao phim.
Hop 06 vi x 10 vién nén bao phim.
Hop 01 chai x 30 vién nén bao phim.
Hop 01 chai x 60 vién nén bao phim.
14/- Didu kién biio quin: Bao quan trong bao bi kin, tranh anh sang, nhiét d dudi 30°C.
15/- Han dung: 36 thang ké tir ngdy san xuat.
16/- Loi khuyén cdo: Thube ban theo don.
Dé xa tim tay tré em.
Poc ki hudng din sir dung trude khi dung.
Néu can thém thong tin, xin héi y kién Bic s§.
Khong ding thudc khi d4 qua han ding ghi trén nhin.
THUOC PAT TIEU CHUAN CO SO

CONG TY CPDP TIPHARCO /
& 15 Péc Binh Kiéu, Phudng 2, TP. My Tho, Tinh Tién Giang
TIPHARCO DT: 073.3871.817  Fax: 073.3883.740
Ngay 4 thang+ nam 2015
KT. TONG GIAM POC
& P. TONG GIAM POC
[é_ﬁ/cc}_we TY Vo)
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