Doc ky huong din sir dung trwgc khi dung
Néu cin thém théng tin xin héi y kién ciia thdy thuéc

PRUZENA

THANH PHAN:

MOi vién nén bao phim chua:
Doxylamin succinat ................ 10 mg
Pyridoxin hydroclorid .................. 10 mg

Ta dugc: Tinh bot, lactose monohydrat, povidon, natri edetat, methyl paraben, talc, magnesi
stearat, natri starch glycolat, hydroxypropylmethylcellulose, mau ponceau-4R... vira du 1
vién.

PAC TiNH DUQC LUC HOC:

Doxylamin succinat lam mot thudc khang histamin dan xuét tir ethanolamin. Do tinh giy
budn ng, doxylamin dugc dung 1am giam tam thoi tinh trang mat ngii. Thude ciing dugc
ding phdi hop véi thuéc ho va thudc chdng sung huyét dé lam glam tam thoi cac triéu chung
ho va cam lanh. V& mit cdu truc, doxylamin khong co li€n hé véi cac chat chong suy nhuoc
dang Vong Doxylamin 13 mot chét khang histamin ¢ tic dung gdy té tai chd, khing
muscarinic, khang chohnerglc va an than,

Doxylamin duoc phéi hop véi pyridoxin dé lam giam triéu chimg budn nén va nén mia &
phu nit c6 thai.

PAC TiNH DUQC PONG HOC:

Doxylamin:

Doxylamin dugc hap thu tot tir dudng tiéu hoa. Sau khi udng, thuc dat duoc ndng do dinh
trong vong 2-3 gid. Thude co thoi gian ban thai khoang 10 gid & ngudi 16n khoe manh.

Céc chit chuyén hoa ciia doxylamin dang két hop dugc phan 1ap, dinh lugng va dinh tinh 1a
doxylamin O-glucuronid, N-desmethyl-doxylamin O-glucuronid, va N,N-didesmethyl-
doxylamin O-glucuronid. Cac chét chuyén hoa nay duoc bai tiét ra nudc tiéu va phan.
Pyridoxin: )

Duoc hap thu dé dang qua dudng tiéu héa. Vitamin B6 dugc tich lily chu yéu & gan, luong it
hon & co va ndo. Luong dy trit vitamin B6 trong toan co thé dugc udc luong la khoéng 167
mg. Pyridoxal va pyridoxal phosphat, hai dang chu yéu clia vitamin hién dién trong méau, gan
két cao voi proteln Pyridoxin qua dugc nhau thai, nong do trong huyét twong cua thai nhi
cao gip 5 lan ndng d6 trong huyét twong ciia me. Nong do cia vitamin B6 trong sita 1a
khoang 150 va 240 mcg/ ml khi me dung 2,5 va 5 mg vitamin B6 hang ngay. Khi me dung <
2,5 mg vitamin B6 hang ngay, nong do vitamin B6 trung binh trong sita 1a 130 mcg/ ml.

CHI PINH: q
Bu6n ndn va nén mua trong thai ky. Chung ndn nghén. Dung tam thoi d€ lam giam tinh
trang mat ngu.

LIEU DUNG:

Liéu luong thong thuong: Nguoi 1on: Hai vién nén bao phim (tdng cong 1a 20 mg doxylamin
va 20 mg pyridoxin) uéng vao gio di ngu; Trong trudong hop néng hodc trong truong hop bi
budn nén/ ndén mua sudt ngay, co the tang lidu thém 1 vién vao budi sang va/ hodc budi chiéu.
Céch ding: Liéu dung chinh nén udng vao gio' di ngii dé giam bat cac triéu ching vao budi
sang.

CHONG CHI PINH:
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Man cam véi doxylamin, pyridoxin, cac thubc khang histamin khac dan xuét tir ethanolamin
hoic bat ky thanh phan nao ciia thudc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

C6 thé gy budn ngii; Bénh nhan nén tranh cac cong viée can sy canh giac (vi du: Lai xe, véan
hanh may moc) cho dén khi biét rd tac dung cua thudc ddi v6i co thé. Thube co thé lam tang
tac dung an than cta ruou hoic cac thudc trc ché than kinh trung wong. Str dung can than o
bénh nhén bi glocom goc khép, tac nghén mén vi ta trang ke ca loét da day), tic nghén
duong tiéu (bao gdm nghén cb bang quang va tang san tuyen tién 1iét co triéu ching), cuong
gidp, ting 4p lyc ndi nhin va bénh tim mach (ké ca ting huyét 4p va nhip tim nhanh).

Nén than trong khi udng ruou. Do tinh khang cholinergic ctia cac thudc khang histamin, nén
than trong khi sir dung PRUZENA ddng thoi voi cac thudc khac. Nén than trong ¢ nhiing
bénh nhan bj glocom goc khép hay goc md, bi tiéu, phi dai tién liét tuyén, nghén mon vi ta
trang, dong kinh hodc c¢6 bénh tim mach nang. Doxylamin c6 thé (rc ché két qua thtr nghiém
duong tinh trén da.

Dé xa tam tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Cic thudc khang cholinergic: Hoi chung khang chohnerglc trung wong va/ hodc ngoai vi
c6 thé xay ra khi sir dung ddng thoi voi cac thude giam dau narcotic, cac phenothiazin va cac
thudc tam than khac (dic biét ¢6 tinh khang cholinergic cao), thubc chdng tram cam ba vong,
quinidin va vai thudc chéng loan nhip, thuéc khang histamin.

Cic thude cholinergic: Cac thudc co tinh khang cholinergic cao co thé d6i khang voi tac
dung diéu tri cua cac thude cholinergic, gdm c6 donepezil, rivastigmin va tacrin.

Thubc e ché than kinh trung wong: Tac dung an than c6 thé gia tang khi str dung cung
v6i cac thude tre ché than kinh trung wong, bao gdm ruou, benzodiazepin, barbiturat, thuoc
giam dau narcotic, va cac thudc an than khac. Vi vay, tac dung an than nén duoc theo ddi can
than.

Ruwou: Tranh dung rugu (c6 thé 1am ting trc ché than kinh trung uong).

Isoniazid phan Uung v&i pyridoxal tao thanh mdt hydrazon va do do uc ché su tao thanh
pyridoxal phosphat. Isoniazid ciing két hop véi pyridoxal phosphat; Liéu cao anh hudng dén
chire nang enzym cua pyridoxal phosphat. Sy tao thanh cac hydrazon lam tang sy bai tiét qua
than cua cac hop cht pyridoxin. Vi thé diéu trj bang isoniazid gy tinh trang thiéu pyridoxin.
Hydralazin, cycloserin va penicillamin ciing anh huéng dén su st dung va hoat dong cua
pyridoxin.

Céc thudc ngira thai dudng udng lam giam ndng d6 pyridoxal phosphat & mét sé phu nit.
Pyridoxin kich thich sy tao dopamin tir levodopa & mé ngoai bién, do d6 lam giam ndng do
dopamin trong ndo, lam mat tac dung diéu tri bénh Parkinson.

SUDUNG CHO PHY NU'CO THAI VA CHO CON BU: 7

Mukc do A: La cac thuoc da duogce rat nhi€u phu nir c6 thai va phu nt trong do tuoi §inh san sur
dung ma khong lam tang ty 1€ di dang, khong cé anh huong truc tiép hodc gian tiép trén bao
thai.

Sit dung trong thai ky: Doxylamin da duoc chap thuan st dung cho cac truong hop budn non
va nén mua do c6 thai.

TAC DUNG KHONG MONG MUON:

Tim mach: Hoi hop, nhip tim nhanh.

Hé than kinh trung wong: Chong mat, mat dinh hudng, budn ngu, nhue dau, kich thich than
kinh trung wong nghich thuong.

Tiét ni¢u sinh duc: Tiéu kho, bi tiéu.
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Duong ti€u hda: Chan an, kho niém mac, ti€u chdy, tdo bon, dau thuong vi, khd miéng.

Mit: Nhin mo, nhin doi.

Tac dung khong mong mudn thong thuong ciia doxylamin succinat 1a budn ng. Cac tac
dung khong mong muon khac gém cé rdi loan tiéu hoa, nhirc dau, nhin mo, U tai, phan chin
hay suy nhuoc, kich thich, mo 4c mdng, chan an, kho tiéu, kho miéng, ndng nguc, tay cd cam
giac ning va yéu.

Céc tri¢u chting kich thich & nguoi lon gém cO mat ngu, lo léng, nhip tim nhanh, run, van co
va co giat.

Lleu cao ¢ thé gdy dong kinh. C6 thé xay ra di img va sdc phan vé. Réi loan thé tang méau
gdm c6 mat bach cau hat va thiéu mau huyét tan co thé xay ra.

Doxylamin succinat c6 tinh chat khang cholinergic, nén str dung than trong & cac bénh nhu
1a glocom va phi dai tuyén tién liét.

Tac dung cua atropin va cac thudc chong tim cam ba vong ¢ thé ting 1én bdi doxylamin
succinat.

Doxylamin succinat ¢ thé 1am tang tac dung an than cta céc chat wc ché than kinh trung
wong gdm c6 rugu, barbiturat, thudc ngu, thude giam dau narcotic, thudc an than.

Théng bdo cho thiy thudc cdc tic dung khong mong muon gap phdi khi sir dung thuéc.

QUA LIEU & XU TRi: , ‘
Dung qua lieu Doxylamin succinat (thuoc khang histamin) gay budn ngu.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Céc bénh nhan bi chéng mat va cac rdi loan than kinh trung wong khac, ké cé roi loan thi
giac, khong nén 1ai xe hay van hanh may moc.

PONG GOI: Hop 3 vi x 10 vién.

BAO QUAN Noi kho rdo, tranh 4nh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUO’N G: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngay san xuat.

San xut tai: ) ‘ )

CONG TY CO PHAN DUQC PHAM DAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Thoi Hoa, Thi x4 Bén Cét,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
Tén san pham: PRUZENA

M4 sb toa: 0226.T1

Ngay chuyén: 09/05/2019

- Chuyén file in theo mau Cuc QLD cap

Kiém soat sta doi: .
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Nhan vién thiét ké:
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