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 Doc ky hwdng din sik dung truée khi ding.
Néu cén thém théng tin xin héi y kién thay thuéc.

PRUZENA

PHAN 1. HUGNG DAN SU DUNG THUOC CHO NGUOT BENH

M té sdn phdm: Ché phim dang vién nén tron, bao phim mau do.

Thanh phén:

Mdi vién nén bao phim chira:

B, 750 i v 1 T | T | B s 10mg
Pyridoxin hydroclorid...........ccotveeerirueence 10mg

Ta duge: Tinh bét, lactose monohydrat, povidon, natri edetat, methyl paraben, talc, magnesi stearat, natri starch glycolat, hydroxypropylmethylcellulose, mau
ponceau-4R.
Pt E—

PRUZENA dugc diing dé giam tinh trang budn nén va nén mira trong thai ky, chimg n6n nghén. Ding tam théi dé lam giam tinh trang mitngi.

Thube nay ding nhw thé nao va lidu lwgng? ‘

Liéu lugng théng thudng: Ngudi 1om: Udng 2 vién nén bao phim (tong cng 12 20 mg doxylamin va 20 mg pyridoxin) vao giordi ngl; Trong truémg hop niing hodc
trong trudng hop b budn nén/ ndn mira sut ngay, c6 thé ting licu thém 1 vién vao budi sdng va/ hoic budi chiéu.

Céch diing: Liéu ding chinh nénubdng vao gi¢ di ngu dé giam bt céc tri¢u chimg vao budi sing.

Khinio khéng nén diing thue niy? ; 2 :
Khéng nén dung thudc niy néu ban mén cim v6i doxylamin, pyridoxin, cac thuéc khang histamin khéac dén xuét tir ethanolamin hofic bét ky thanh phén nio cua
thuoc.

Tic dyng khong mong uén: ;

PRUZENA c6 the gdy mjt so tic dyng khong mong muon sau:

Tim mach: Hoi hgp, nhiptim nhanh. 4

Hé than kinh trung vomg: Chéng mat, mét dinh huéng, budn ngi, nhirc déu, kich thich thin kinh trung rong nghich thuéng,

Tiétniéu sinh duc: Tiéukho, bi fiéu,

Puong tiéu héa: Chan dn, khé niém mac, tiéu chy, to bon, dau thirgng vi, khd miéng.

Miit: Nhin mé, nhin déi. s z . :

Téc dung khéng mong mudn thudmg cita doxylamin succinat 1 bubn ngu. Céc tic dyng khong mong mudn khéc gbm c6 rdi loan tiéu hoa, nhirc déu, nhin

md, 0 ta, phin chéin hay suy nhwgc, kich thich, mo 4c méng, chan in, khé tiéu, khd miéng, nang ngyc, tay ¢6 cam gide ning va yéu.

Cég triéu chirg kich thich ¢ nguwdi l6n gébm c6é matngu, lo ling, nhip tim nhanh, run, vin co va co gift. : >

Liéucao c6 thé gay dongkinh. C6 thé xay ra di img va séc phan vé. R6i loan thé tang mau gdm c6 mét bach cu hat va thiéu mau huyét tan c6 thé xay ra.

Doxylamin succinat ¢6 tinh chat khang cholinergic, nén sﬁdu.&néthﬁn trong & cic bénh nhu 1 glocom va phi dai tuyén tien liét.

Tée dung ciia atropin va cdc thude chong tam cam ba vong c6 thé ting 1én bdi doxylamin succinat. :

Doxylamin succinat cé thé lam ting tac dung an thin cia céc chit irc ché thin kinh trung wong gdm c6 rirgu, barbiturat, thue ngi, thube gidm dau narcotic, thude

an than.

Théng bdo cho théy thude cde tic dung khéng mong muon gap phdi khi sir dung thuoc. SRS

Nén trinh dimg nhitg thue hay thye phim gi khi dang sir dung thudc nay? ;

Cic thude khang cholinergie: Hi chimg khang cholinergic trung wong vi/ hoic ngoai vi ¢6 thé xdy ra khi sirdung dong thai véi cdc thube giam dau narcotic,

::c Ph:l:';’nﬁ’iﬁ.zi“ vé. cdc thude tim thin khac (dic biét co tinh khang cholinergic cao), thude chéng trim cam ba vong, quinidin va vai thube chéng loan nhjp,
uoc g histamin. .

Ciic thude cholinergic: Céc thubc cé tinh khéng cholinergic cao c6 thé dbi khing véi téc dung diéu trj clia céc thude cholinergic, gdm c6 donepezil, rivastigmin

vatacrin.

Thube tre ché thin kinh trung wong: Tic dung an thin c6 thé gia ting khi sir dung cling véi céc thude tre ché thin kinh trung wong, bao gdm ruou,

benzodiazepin, barbiturat, thudc giam dau narcotic, va céc thudc an than khéc. Vi véy, tac dyng an thin nén dugc theo ddi cén than.

Rurgu: Tranh ding nrgu (c6 thé lam ting (rc ché thin kinh trung wong). ‘

Isoniazid phan tmg v6i pyridoxal tao thanh mét hydrazon va do d6 trc ché sy tao thanh pyridoxal phosphat, Isoniazid ciing két hgp véi pyridoxal phosphat; ligu

cao anh huong dén chirc nang enzym cia pyridoxal phosphat. Sur tao thanh cac hydrazon 1am tang sy bai tiét qua than ctia cac hgp chét pyridoxin. Vi thé diéu trj

biéing isoniazid gdy tinh trang thi¢u pyridoxin.

Hydralazin, cycloserin va penicillamin ciing anh hudng dén sy sir dung va hoat dong cua pyridoxin.

Céc thudc ngira thai duémg uéng lam giam ndng do pyridoxal phosphat & mét s6 phuni.

Pyridoxin kich thich sy tao dopamin tir levodopa &m6 ngogi bién, do d6 1dm giam nong d dopamin trong ndo, 1am mét tdc dyng diéu trj bénh Parkinson.

Cinbdo quin thudc nay nhw thé nao?
Bio quan thudc noi khé rdo, tranh dnh sdng, nhiét 4 khéng qua 30°C.
Xa tam tay tré em. :

Nhimg du hi¢u va triéu chimg khi ding thudc qué lidu:
Duing qué liéu Doxylamin suceinat (thudc khang histamin) giy budnng.

Ciin1am gi khi ding thube qua liéu khuyén cdo?
Lién hé vei co quany 16 gin st néu ban uong nhiéu thubebon chi din.

—Nn?ah trong khi ding thubc nay? . 5 N
Co'thé gdy budn ngu: bgnh nhén nén tranh cac cong viéc can su canh gidc (vi du, l4i xe, vin hainh may méc) cho dén khi biét rd tac dung cua thude doi véi co the.
Thuoc c6 thé 1am ting tic dung an thin cuia rugu hodic cic thude (re ché than kinh trung wong. Sir dung cin thin & bénh nhén bj glocdm goc khép, tic ngh&n mén vi
ta tring ke c loét da day), tic nghén duomg tiéu (bao gom nghén c6 bing quang va ting san tuyén tién liét c6 triéu chimg), cuémg giap, ting 4p lwc ndi nhin va
bénh tim mach (ké ca ting huyét ap va nhip tim nhanh). £ :

Nén than trong khi uéng nrgu. Do tinh khang cholinergic ciia cac thudc khang histamin, nén thin trong khi sit dung PRUZENA ddng théi véi cc thube khac.

Sii dyng trén phu ni ¢6 thai: Mire dg A: LA céc thude 3 duge rit nhiéu phu nit ¢6 thai va phu nit trong 46 tudi sinh san sir dung ma khong lam ting ty 1& di dang,
khéng c6 anh hudng tryc tiép hodc gidn tiép trén bao thai. Doxylamin da dugc chap thudn sit dung cho céc trurdng hop budn non va nén mira do c6 thai.

Anh hedng cia thuéc dén kha ndang lai xe va vdan hanh mdy mée: Cac bénh nhin bj chong mit va céc r6i loan t%&nqtmh trung wong khac, ké cé roi loan thi gidc,
khong nén lai xe hay viin hanh mdy moéc. - 4

Ngay xem xét sira d6i lai t& théng tin cho bénh nhén: 28/12/2017.

TIEU CHUAN CHAT LUQNG: Tiéu chuin nha san xuéit.

PONG GOI; Hop 3 vix 10%&::.
HAN DUNG: 36 thing ké tirngdy sin Xut.
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PHAN 2. HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

THANH PHAN: 7o
MG&i vién nén bao phim chira:

B ey O T S Rt SRS S A T S 10mg

Pyridoxin hydroclorid 10mg

Té duge: Tinh bgt, lactose monohydrat, povidon, natri edetat, mer'i.r.yl paraben, talc, magnesi stearat, natri starch glycolat, hydroxypropylmethylcellulose, mau
ponceau-4R.

PACTINHDUQC LUCHQC: : :

Doxylamin succinat lam mot thude histamin dén xut tir ethanolamin. Do tinh gy budn ngu, doxylamin dugc diing lam giam tam thei tinh trang mét ngi.
Thudc cling dugce diing phoi hgp véi thude ho va thuoe chéng sung huyét d¢ 1am giam tam théi cac triéu chimg ho va cim lanh. Vé mat cu tric, doxylamin khéng
ft?ﬁgén hé véi cac chat chong suy nhuge dang vong. Doxylamin 1a mét chat khang histamin c6 tc dung gdy té tai chd, khing muscarinic, khéng cholinergic va an

Doxylamin dugc phéi hgp véi pyridoxin dé lam giam triéu chimg budn nén vi nén mira & phy nix c6 thai.
DACTINH DUYCPONGHQC:

Doxylamin: z ;

ﬁ;)glgmin duge hip thu tét tir dudng tiéu hoa. Sau khi udng, thudc dat dwge nong dd dinh trong vong 2 - 3 giér. Thudc ¢6 théi gian ban thai khoang 10 gidy & ngudi

o ;
Céc chit chuyén héa ciia doxylamin dang két hop duoc phan lap, dinh lugng va dinh tinh li doxylamin O-glucuronid, N-desmethyI-doxylamin O-glucuronid, va
N,N-didesmethyl-doxylamin O-glucuronid. Cac chit chuyén hoa nay dugc bai tiét ra nude tiéu va phin,

Pyridoxin: 3
Duochgllhudidéngquadubng tiéu hoa. Vitamin B6dwctichlﬁychﬁyép&gan, lugng it hon & co va ndo. Luopgguﬁvimin B6 trong toan co thé duge wde
lurgng 14 khodng 167 mg. Pyridoxal va pyridoxal phosphat, hai dang chii yéu cua vitamin hi¢n dign trong mau, gin két cao véi protein. Pyridoxin qua dirge nhau
thai, 40 trong huyét twong ciia thai nhi cao gép 5 lan nong d trong huyét twong clia me. Néng dd cuia vitamin B6 trong sira 13 khoang 150 va 240 meg/ mL
khi mg ding 2,5 va 5 mg vitamin B6 hang ngay. Khi me diing < 2,5 mg vitamin B6 hang ngay, nong d¢ vitamin B6 trung binh trong sira 1a 130 meg/ mL.

CHI DINH: -
Budn nén va nén mira trong thai ky. Chimg nén nghén. Diing tam théi dé 1am giam tinh trang mét ngu.

LIEUDUNG:

Liéu lugng théng thudmg: Ngudi 16n: Hai vién nén bao phim (tdng cdng la 20 mg doxylamin va 20 mg pyridoxin) uéng vao gi¢ i ngii; Trong trudng hop niing
hodc trong g hop bj budn ndn/ ndn mira sudtngy, c6 thé ting liéu thém 1 vién vao budi sang va/ hofic budi chiéu.

Céch ding: Liéu ding chinh nén udng vao gié di ngu dé giam bét céc triéu chimg vio budi sang,

CHONG CHI DINH: ) 3 ) :
Mén cam véi doxylamin, pyridoxin, cic thubc khang histamin khéc diin xult tir ethanolamin hojic bét ky thanh phin ndo ciia thude.

LUUYDPACBIET VA THAN TRQNG KHI SUDUNG: > :

Co thé gay budn ngu; Bégnh nhén nén tranh cac cdng viéc cin sy canh gide (vi du 14i xe, van hanh méy méc) cho dén khi biét rd tac dung cia thude ddi véi co thé.
Thubc c6 thé lam tang tic dyng an thin ciiarugu hoge cac thude tic ché thin kinh trung uonsi;]Sﬁ dung can thin & bénh nhan bj glocom géc khép, tic nghén mon vj
ta trang ké ca loét da day), tic nghén duong tiéu (bao gom nghén c0 bang quang va ting san tuyen tién li¢t co trigu chimg), cudng giap, ting ap lyc ndi nhin va
bénh tim mach (ké ca ting huyét p va nhip tim nhanh). : A -

Nén thin trong khi udng nrgu. Do tinh khang cholinergic ciia cic thudc khang histamin, nén than trong khi sir dung PRUZENA dong thori véi cée thude khac. Nén

thén trong o nhimg bi glécdm goc khép hay goe md, bi tiéu, phi dai tién liét tuyén, nghén mén vj té trang, dong kinh hodic c6 bénh tim mach ning.
&xyl Incé ﬁg 1rc ché két qua thirnghiém duong tinh trén da.
xatam tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC: = ; >

Cic thube khéng cholinergic: Héi chimg khing cholinergic trung uong va/ hoic ngogi vi ¢6 thé xay ra khi sir dung ddng thoi véi cac thube giam dau narcotic,

t?c I&l:mm;]m v cac thude tim than khéc (dic biét co tinh khang cholinergic cao), thubc chéng trim cam ba vong, quinidin va vai thudc chong loan nhip,
g histamin. = .

Ciic thude cholinergic: Cic thuéc c6 tinh khang cholinergic cao c6 thé d6i khing véi tac dung didu trj ciia cac thube cholinergic, gom c6 donepezil, rivastigmin

vétacrin.

Thube ire ché thin kinh trung wong: Tic dung an thin c6 thé gia ting khi sir dung ciing védi céc thudc irc ché thin kinh trung wong, bao gbm ruou,

benzodiazepin, barbiturat, thufgc giam dau nnrc‘oti ,va céc thudc an thin khac. Vi vy, tdc dung an thin nén duge theo ddi cdn thin.

Ruwrgu: Tranh ding rirgu (c6 thé 1am ting rc che kinh trung wong). ;

Isoniazid phan img v6i pyridoxal tao thanh mdt hydrazon va do dé trc ché sy tao thanh pyridoxal phosphat, Isoniazid ciing két hop vdi pyridoxal phosphat; licu

cao anh huéng dén chirc ning ciia pyridoxal phosphat. Sy tao thanh cac hydrazon lam ting sy bai tiét qua than cuia cac hop chit pyridoxin. Vi thé diéu trj

bing isoniazid gdy tinh trang thiﬁ pyridoxin. {

Hy: in, cycloserin va penicillamin cling anh huémg dén sy sir dung va hoat dong ciia pyridoxin,

Céc thuoc ngira thai dwdmg ubng lim giam nong d pyridoxal phosphat & mot s6 phy nit. ; 3

Pyridoxin kich thich sy tao dopamin tir levodopa & mé ngoai bién, do d6 lam giam néng 36 dopamin trong ndo, lam mét téc dung di€u tri bénh Parkinson.

sUan(; CHOPHUNU COTHAI VA CHO CON BU: ;

Mikc dj A: La céc thuoc da dugc rat nhiéu phu nir c6 thai va phu nir trong d0 tudi sinh sén sir dung ma khéng lam ting ty 1€ dj dang, khéng c6 anh hudng tryc tiép
hodc gidn tiép trén bao thai. : :

Strdung trong thai ky: Doxylamin da dugc chap thuin sir dung cho cdc tnrémg hop bubn ndn va nén mira do cé thai.

TACDUNG KHONG MONG MUON:

Tim mach: Hoi hp, nhjp tim nhanh. < ;

Hé thin kinh trung rong: Chéng mat, mAtdinh huéng, budn ngi, nhire diu, kich thich than kinh trung vong nghich thudng.

Tiét niu sinh dyc: Tiéu kho, bi tiéu.

Pudng tiéu hba: Chén in, kho niém mac, tiéu chay, tio bon, dau thugng vi, khd migng.

Miit: Nhinmé, nhindoi. 5 ;

Téc dyng khéng mong mudn thong thuomg ciia doxylamin succinat li budn ngi. Céc tic dung khong mong mudn khac gdm c6 rdi loan tiéu héa, nhire déu, nhin

md, i tai, phin chén hay suy nhugc, kich thich, mo 4c méng, chan an, khé tiéu, khd miéng, ning ngue, tay c6 cam gidc ning va yéu.
triéu chimg kich thich & ngudi Iom gom c6 mét ngll,xio lang, nhip tim nhanh, run, vdn co va co ﬁt. ’ .

Liéu cao c6 thé gdy dong kinh. C6 thé xdy ra dij img va sé¢ phan vé. Roi loan thé tang mau gom c6 mat bach céu hat va thigu méu huyét tan c6 thé xiy ra.

Doxylamin succinat c¢6 tinh chat khang cholinergic, nén sir du.ng thin trong & céc bénh nhu 12 glocom va phi dai tuyén tién ligt,

Tac dung ctiaatropin va céc thude chng tim cam ba vong c6 thé tang 1én bgi doxylamin succinat. ) y
ylamin succinat c6 thé 1am ting téc dung an thiin ciia cac chét irc ché thin kinh trung vong gém c6 rugu, barbiturat, thudc ngi, thubc giam dau narcotic, thube

an 5
Théng bdo cho thiy thudc cic téc dung khdng mong mudn gdp phdi khi sie dung thusc.

QUALIEU & XU TRi:
Diing qui liéu Doxylamin succinat (thudc khing histamin) gdy buén ngi.

TAC PQONG TREN KHA NANG LAI XE VA VANHANHMAYMOC: ta: :
Céc bénh nhan bj chéng mit va céc roi loan thin kinh trung wong khéc, ké ca roi loan thi gidc, khdng nén 14i xe hay vin hianh méy méc.

PONG GOI: Hop 3 vix 10 vién.

BAO QUAN: Noi khé rédo, tranh 4nh sing, nhiét 46 khdng qué 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu cfminnha san Xuat.

HAN DUNG: 36 thing ké tirngdy san xut.

San xult tai: DAVIPHARM

CONG TY CO PHAN DUGC PHAM PAT VI PHU (DAVIPHARM)
Lb M7A, Pudng D17, Khu Cong Nghiép My Phudc 1, Phudng Théi Hoa,
Thi xa B&n Cit, Tinh Binh Dudng, Viét Nam

Tel: 0274.3567.687  Fax: 0274.3567.688
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