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Dgc kj huwong dén sie dung truo'c khi ding.
Néu cén thém théng tin xin héi y kién thdy thuic.

PRUZENA

PHAN 1. HUGNG DAN SU DUNG THUOC CHO NGUOI BENH

MG ti sin pham: Ché pham dang vién nén tron, bao phim mau do.

Thanh phén:

M3di vién nén bao phim chira:
DOXVISREEIRECINGL......ccoonosssidhdeonoressosassasainasonssasssbrsans BN I e ie o GRISEONEE
Pyridoxin hydroclorid
Ta dugc: Tinh bot, lactose monohydrat, povidon, natri edetat, methyl paraben talc, magnesi stearat, natri starch glycolat, hydroxypropylmethylcellulose, mau
ponceau-4R.

gl e p—
PRUZENA dugc dung dé giam tinh trang budn nén va nén mira trong thai ky, chimg nén nghén Dung tam thoi dé 1am giam tinh trang mét ngu.

Thuoc nay ding nhw thé nao validu lm)’ng"

Liéu lugng thong thuong: Ngudi 16n: Uong 2 vién nén bao phim (tong cong 12 20 mg doxylamin va 20 mg pyridoxin) vao gi di ngu; Trong trudng hop ning hodc
trong truong hgp bi buén nén/ ndén mira sudt ngay, cé the tang liéu thém 1 vién vao budi sang va/ hodc budi chiéu.

Cach dimg: Liéu dung chinh nénubng vao giodi ngu dé gidm bot céc triéu chimg vao budi séng.

Khinao khong nén dl\ng thuoc niy"
Khéng nén dung thubc nay néu ban mén cam véi doxylamin, pyridoxin, cc thudc khang histamin khac din xuit tir ethanolamin hogic bat ky thanh phén nao cia
thudc.

Téc dung khong mong muén:

PRUZENA c6 thé gay mot s6 tac dung khong mong mudn sau:
Tim mach: Hoi hop, nhip tim nhanh.

H¢ thén kinh trung uong: Chéng mat, mét dinh huéng, budn ngi, nhirc dau, kich thich thin kinh trung wong nghich thuong.

Tiét niéu sinh duc: Tiéu khé, bi tiéu.

Puongtiéuhda: Chan dn, khé n?ém mac, tiéu chay, tao bon, dau thugng vi, kho miéng.

Mat: Nhin md, nhin déi.

Téc dung khéng mong muén thbng thuong cua doxylamm succinat 12 budn ngi. Céc tic dung khéng mong muédn khic gdm c6 réi loan tiéu héa, nhirc dAu, nhin
md, U tai, phan chan hay suy nhurge, kich thich, mo 4c mong, chén in, kho tiéu, khd mi¢ng, ndng ngue, tay c6 cam gidc ngng va yeu.

Cac trigu chimg kich thich & ngudi 16n gom c6 mat ngu, lo lang, nhip tim nhanh, run, vin cq vaco giat.

Liéu cao c thé gdy dong kinh. Cé thé xay ra di (mg va sdc phan vé. Rdi loan thé  tang méu g0m c6 mat bach ciu hat va thleu méu huyét tan c6 thé xay ra.
Doxylamm succinat c6 tinh chét tkhang cholinergic, nén sirdung thdn trong & cic benh nhur 1a glocom va phi dai tuyén tién liét.

Téc dung ctia atropin va céc thudc chong tim cam ba vong cb th% tang 1én bdi doxylamin succmat

Doxylamin succinat c6 thé 1am ting tac dung an thén cua céc chét irc ché than kinh trung wong gom ¢ rugu, barbiturat, thudc ng, thube giam dau narcotic, thube
an than.

Théng bdo cho thay thuée cdc téc dung khéng mong mudn gap phdi khi sir dung thuéc.

Nén trdnh ding nhirmg thnéclny thye phAm gi khi dang sir dung thude nay?

Cic thude khang cholinergic: Hoi chimg khéng cholinergic trung wong va/ hodc ngoai vi ¢6 the xay ra khi sir dung dong thai véi céc thudc glam dau narcotic,

tchai,c th}rlzothlazm va cac thude tdm than khac (dic biét c6 tinh khang cholinergic cao), thuéc chong trdm cam ba vong, quinidin va vai thube chong loan nh;p,
uoc khang histamin.

Cic thube cholinergic: Cac thudc c6 tinh khang cholinergic cao c6 thé dbi khang véi téc dung didu tri ciia céc thube cholinergic, gdm c6 donepezil, rivastigmin

va tacnn

Thube e ché thin kinh trung ‘wong: Tac dung an thin c6 thé gla tang khi sir dung cung véi céc thubc e ché thin kinh trung wong, bao gdm rugu,

benzodiazepin, barbiturat, thudc giam dau narcotic, va cac thudc an than khéc. Vi viy, tac dungan than nén duoc theo ddi cin than.

Rwrgu: Tranh dung rugu(cé 1am tiing trc ché than kinh trung uong).

Isoniazid phan img véi pyridoxal tao thanh mgt hydrazon va do d6 rc ché sy tao thanh pyridoxal phosphat, Isoniazid cling két hop véi pyridoxal phosphat; liéu

cao anh huéng dén chirc ning enzym cua pyridoxal phosphat. Syt tao thanh céc hydrazon lam ting sy bai tiét qua than ciia cac hgp chit pyridoxin. Vi thé diéu tri

bang isoniazid gay tinh trang thiéu pyridoxin.

Hydralazin, cycloserin va penicillamin cling anh huéng dén sur sir dung va hoat dong cua pyridoxin.

Cac thudc ngira thai duong udng lam giamnong d§ pyndoxal phosphat &mdt s& phunir.

Pyridoxin kich thich si tao dopamin tir levodopa & md ngoai bién, do ¢6 1am giam ndng d¢ dopamin trong n50 lam mét téc dung diéu trj bénh Parkinson.

Cin bio quan thube nay nhu thé nao?
Bio quan thudc noi khd rdo, tranh 4nh sang, nhiét 46 khong qua 30°C.
Péxatim tay tré em.

Nhirng ddu hi¢u va trigu chli'ng khi diing thudc qua lidu:
Diing qué liéu Doxylamin succinat (thudc khéng histamin) gay budnng.

Cinlam gi khi ding thuéc qui heu khuyén cio"
Lién hé v&i co quan'y té gan nhét néu ban udng nhiéu thuoc hon chi dén.

—-ﬂh?m tg{ltrong khi dimg thudc nay?

C6 theé gay budn ngu; bénh nhén nén tranh cic cong viée can sy canh gidc (vi dy, 14i xe, van hanh may méc) cho dén khi biét rd tac dung cta thube d01 vai co the
Thudc c6 thé 1am ting tic dung an than ciia rugu hoic cac thudc trc ché than kinh trung wong. Sir d;mg can than & bénh nhén bj glécom goc khép, tic nghen mon v;
ta trang ké ca loét da day), tac nghen dudng tieu (bao gom nghen cd bang quang va tang san tuyen tien ligt 6 triéu chimg), cudng giap, ting 4p lyc ndi nhan va
bénh tim mach (ké c tang huyét ap va nhip tim nhanh).

Nén thén trong khi uong rugu. Do tinh khang cholinergic cua ci¢ thuoc khang histamin, nén than trong khi sir r dung PRUZENA ddng thoi véi cac thudc khac.

Str dung trén phu nit c6 thai: Mirc dj A: La cac thudc da dugc rat nhiéu phy nit c6 thai va phu ni trong d6 tudi sinh san sir dung ma khong lam téng ty 1¢ di dang,
khong cé anh hudng truc tiép hodc gian tiép trén bao thai. Doxylamm da dugc chap thuan sir dung cho céc trudmg hqp budn nén va non mira do c6 thai.

Anh huong ca thubc dén kha ndng ldi xe va vdn hanh mdy méc: Céc bénh nhan bj chéng mit va céc réi loan than kinh trung wong khac, ké ca rdi loan thi giéc,
khong nén li xe hay van hanh méay méc.

Ngay xem xét sira d6i lai to thong tin cho bénh nhan: 28/12/2017.
PONG GOI: Hop 3 vix 10 vién.

TIEU CHUAN CHAT LUQNG: Tiéu chuannhasanxuﬁt
HANDUNG: 36thangkém gay san Xuat.
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PHAN 2. HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

THANH PHAN:

M&i vién nén bao phim chira:

s, D R S S L L C SR KT e e S Y 10mg

PyndoxXin BYrOCIotiais civa s it inss s veiiseer s sorasiasiusmssontssrabngiiiasusasse 10mg

Ta dugce: 7};1{1 bét, lactose monohydrat, povidon, natri edetat, methyl paraben, talc, magnesi stearat, natri starch glycolat, hydroxypropylmethylcellulose, mau
ponceau-4R.

PACTINHDUQCLYCHQC: 3 :
Doxylamin succinat lam mét thuée khén‘g histamin din xuét tir ethanolamin. Do tinh gay buén ngt1, doxylamin dugc dung lam giam tam thoi tinh trang mét ngu.
Thudc ciing duge ding phéi hop vai thude ho va thude chng sung huyét & 1am giam tam thai cc triéu chimg ho va cam lanh. VE& mit céu trilc, doxylamin khong
:l?élrilén hé vdi cac chat chéng suy nhugc dang vong. Doxylamin 1a mt chat khang histamin c6 tac dung géy té tai chd, khing muscarinic, khang cholinergic va an
Doxylamin dugc phbi hgp v6i pyridoxin dé 1am giam triéu chimg budn nén va nén mira & phy nir c6 thai.
PACTINHDUQC PONG HQC:
Doxylamin: 2 2 :
{)m&lamin dugc hip thu tét tir dudng tiéu héa. Sau khi udng, thube dat dugc ndng d6 dinh trong vong 2 - 3 gidr. Thude ¢6 thi gian ban thai khoang 10 gio & nguoi
én khoe manh. :
Céc chat chuyén héa ctia doxylamin dang két hgp dugc phan ldp, dinh lwgng va dinh tinh 12 doxylamin O-glucuronid, N-desmethyl-doxylamin O-glucuronid, va
N,N-didesmethyl-doxylamin O-glucuronid. Céc chét chuyén hoa ndy dugc bai tiét ra nude tiéu va phan.

doxin:
Dugc hip thu d& dang qua dudng tiéu héa. Vitamin B6 dugc tich Ity chi yéu & gan, lugng ithon & co va nio. Luong dy trit vitamin B6 trong toan co thé duge uée
luong 1a khoang 167 mg. Pyridoxal va pyridoxal phosphat, hai dang chii yéu cia vitamin hién dign trong méu, gin két cao véi protein. Pyridoxin qua dugc nhau
thai, nong d trong huy@t tirong cuia thai nhi cao gap 5 lan ndng o trong huyét twong clia me. Nong do ciia vitamin B6 trong sita 1 khoang 150 va 240 mcg/ mL
khime dung 2,5 va 5 mg vitamin B6 hang ngay. Khi me¢ ding <2,5 mg vitamin B6 hang ngay, nong d¢ vitamin B6 trung binh trong sita la 130 mcg/ mL.

CHi DINH: -
Budn ndn va non mira trong thai ky. Chig nén nghén. Ding tam thi dé 1am giam tinh trang mét nga.

LIEUDUNG:
Liéu luong thong thudng: Ngudi lon: Hai vién nén bao phim (téng ¢dng 1a 20 mg doxylaglin va 20 mg pyn'éoxin) ubng vao gi di ngu; Trong trudng hgp ning

hodc trong tm(’gng hop bi budn n6n{ n6n mira su6t ngay, co thé tang liéu thém 1 vién vao budi sang va/ hogc budi chiéu.
Céch ding: Liéu dung chinh nén udng vao gid di ngu dé giam bét céc triéu chimg vao budi sang.

CHONG CHI DINH: 3 2 : = ;
Mén cam v6i doxylamin, pyridoxin, cac thudc khang histamin khéc dén xuat tir ethanolamin hogc bat ky thanh phan nao ciia thudc.

LUU Y DACBIET VA THAN TRONG KHI SUDUNG: . : i <
C6 thé gy budn ngui; Bénh nhan nén tréanh cc cong viéc can sy canh giac (vi du l4i xe, van hanh may méc) cho dén khi biét rd tdc dung cua thude doi véi co thé.
Thude c6 thé 1am ting tac dung an thin ciia rugu hogic céc thudc irc ché than kinh trung wong. Sirdung can than & bénh nhan bj glocém géc khép, tic nghén mén vi
t4 trang ké ca loét da day), thc nghén duong tiéu (bao gom nghén c6 bang quang va ting san tuyén tién liét ¢ triéu chimg), cudng gip, ting 4p lyc ndi nhan va
bénh tim mach (ké ca ting huyét ap va nhip tim nhanh). : - -
Nén than trong khi udng rugu. Do tinh khang cholinergic ciia cic thudc khang histamin, nén than trong khi sir dung PRUZEN A dong thoi véi cac thude khac. Nén
than trong & nhimg bénh nhan bj glécém géc khép hay gbc mé, bi tidu, phi dai tién liét tuyén, nghén mén vi t4 trang, dong kinh hoic c6 bénh tim mach ning.
Doxylamin c6 thé trc ché két qua thir nghiém duong tinh trén da.

xa tim tay tré em.

TUONG TAC THUOC, CACDANG TUONG TAC KHAC: : :

Cic thude khéng cholinergic: Hoi chimg khéng cholinergic trung uong va/ hoic ngoai vi ¢6 the xay ra khi sir dung ddng thoi véi cac thube giam dau narcotic,
céc phenothiazin va céc thudc tim than khéc (dic biét c6 tinh khang cholinergic cao), thudc chéng tram cam ba vong, quinidin va vai thudc chong loan nhip,
thudc khang histamin. = .

Cic thube cholinergic: Céc thudc c6 tinh khang cholinergic cao c6 thé déi khang véi tic dung diéu tri ciia céc thude cholinergic, gdm c6 donepezil, rivastigmin
vatacrin.

Thudc tre ché thin kinh trung womg: Tac dung an thin c6 thé gia tang khi sir dung cing véi céc thudc e ché than kinh trung wong, bao gdm ruou,
benzodiazepin, barbiturat, thudc giam dau narcotic, va cac thuoc an thankhac. Vi vy, tic dung an than nén dugc theo ddi cén thén.

Rwgu: Tranh diing rugu (c6 thé 1am ting irc ché thin kinh trung wong). R
Isoniazid phan {mg véi pyridoxal tao thanh mt hydrazon va do d6 trc ché sy tao thanh pyridoxal phosphat, Isoniazid ciing két hop vi pyridoxal phosphat; liéu
cao anh hudng dén chirc ning enzym cua pyridoxal phosphat. Sy tao thanh cac hydrazon lam ting sy bai tiét qua than ctia céc hop chét pyridoxin. Vi thé diéu tri
bang isoniazid gdy tinh trang thiéu pyridoxin. )

Hydmla‘zin, cycloserin va penicillamin ciing anh hudng dén sy sir dung va hoat dong ciia pyridoxin.

Céc thudc ngira thai duomg uong lam giam nong do pyridoxal phosphat & mot s phu nir. - .

Pyridoxin kich thich sy tao dopamin tir levodopa & m6 ngoai bién, do d6 1am giam nong d¢ dopamin trong ndo, 1am mét téc dung diéu trj bénh Parkinson.

SUDYNG CHOPHY NU'CO THAI YA CHO CON BU: : :
Mike dj A: LA céc thude da dugc rit nhidu phu nir ¢ thai va phy nit trong d6 tudi sinh san sir dung ma khong 1am ting ty 1¢ di dang, khong c6 anh hudng tryc tiép
hodc gian tiép trén bao thai. =

Stz dung trong thai ky: Doxylamin da dugc chap thuén sir dung cho céc trudng hop budn ndn va non mira do c6 thai.

TAC DUNG KHONG MONG MUON: -

Tim mach: Hi hop, nhip tim nhanh. . s

Hé than kinh trung wong: Chéng mit, mét dinh hudng, budn nga, nhirc ¢, kich thich than kinh trung wong nghich thuéng.

Tiétnigu sinh dyc: Tiéukh, b tiéu.

Pudng tiéu héa: Chan in, kho niém mac, tiéu chay, tao bon, dau thugng vi, khé mi¢ng.

Mit: Nhinmo, nhindéi. ? 3 5

Téc dyung khéng mong muén thdng thwdong ciia doxylamin succinat 1a budn ngi. Céc tac dung khéng mong mudn khac gdm c6 réi loan tiéu héa, nhirc déu, nhin

md, U tai, phan chin hay suy nhwoc, kich thich, mo 4c mdng, chan dn, khé tiéu, kho mi¢ng, ndng ngyc, tay c6 cam gidc ning va yéu.

Cég trigu chimg kich thich ¢ ngudi 16n gom c6 mat ngu, lo lang, nhip tim nhanh, run, vén cq va co gi?t. s ; ;

Liéu cao c6 thé gay dong kinh. C6 thé xay ra di img va soc phan vé. R6i loan thé tang mau gom c6 mét bach cau hat va thigu mau huyét tin c6 thé xay ra.

Doxylamin succinat ¢6 tinh chat khang cholinergic, nén sir dung than trong & cac bénh nhur 14 glocom va phi dai tuyén tién ligt.

Téc dung cia atropin va céc thude chong tim cam ba vong c6 thé ting 1én boi mlamin succinat. ; »
lamin succinat ¢6 thé Iam ting tac dung an than ciia cac chatrc ché than kinh trung wong gém ¢6 ruou, barbiturat, thudc ngi, thudc giam dau narcotic, thube

anthan.
Théng bdo cho thiy thubc cdc tdc dung khéng mong muén gip phdi khi sir dung thuéc.

QUALIEU & XU TRi: ;
Duing qué liéu Doxylamin succinat (thudc khing histamin) gay budn ngu.

TAC DONG TREN KHA NANG LAI XE VA VANHANHMAYMOC: e :
Céac bénh nhan bi chéng mat va cac r6i loan than kinh trung wong khéc, ké ca roi loan thi gidc, khong nén lai xe hay vén hanh may méc.

PONG GOI: Hop 3 vix 10 vién.
BAO QUAN: Noikhé rdo, tranh 4nh sang, nhiét 46 khong qua 30°C.

=

TIEU CHUAN CHAT LUQNG: Tiéu chudn nha san xut.
HAN DUNG: 36 thang ké tir ngdy san xuét.

Sén xudt tai: DAVIPHARM

CONG TY CO PHAN DUGC PHAM DAT VI PHU (DAVIPHARM)
L6 M7A, Pudng D17, Khu Céng Nghiép My Phudc 1, Phudng Théi Hoa,
Thi x4 Bén Cit, Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687  Fax: 0274.3567.688
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