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A 1
Vién nang mém

KEIKAI

Thubc bin theo don
Pé xa tim tay tré em
Poc kj hwéng din sir dung trude khi dung
Théng béo ngay cho bac sy nhirng tic dung khong mong mudn khi sir dung thude

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1;

Thanh phin, ham lwgng cia thude:

M&i vién nang mém chira:

MEIAORIN cssnsimaisseiassissvimi 3mg

Ta duogc: Butylated hydroxytoluen (BHT), butylated hydroxyanisol (BHA), dau co, sdp ong
trang, lecithin, ddu dau nanh, gelatin 200 bloom, glycerin, methyl paraben, propyl paraben,
sorbitol Iéng, ethyl vanillin, titan dioxyd, mau brilliant blue.

Mb ta san phim: Vién nang mém hinh oval, mau xanh, bén trong chira dich thuéc mau
trang nga.

Quy cich dong géi: Hop 6 vi x 10 vién.

Thuéc dung cho bénh gi?
San phdm KEIKAI chira thanh phén chinh ¢6 tac dung dugc ly la melatonin, thuc nhéom
hormon dugc san xuét tu nhién trong co thé.

KEIKAI duoc sur dung de diéu tri ngén han ching mét ngl nguyén phat (khé ngu hodc duy
tri gidc ngy, chit luong gidc ng kém) & bénh nhan tir 55 tudi trd 1én. Nguyén phat c6 nghia
la khdng c6 nguyén nhén xéc dinh, ké ca nguyén nhén y khoa, tdm than hodc moi truong.

Nén dung thudc nay nhu thé nao va liéu lwong?

Lu6n dung thgéc chinh xac nhu hudng din cua bac sy hodc dugc sy. Néu ban chua 3, hdy
hoi lai cho chac chan.

Liéu dung:

Nguoi lon: 1 vién/ ngay.

Co the tiép tuc dung liéu nay den 13 tun. Ban phai thong bdo cho bac sy néu ban khong
thy tot hon hodc néu ban cam thdy t& hon sau 21 ngay

Cach dung:
Thude ding dudng udng. Ubng thude sau khi @n hodc 1 - 2 gi¢ trude khi di ngu. Ubng

nguyen vién vdi nudc.

Khi nao khong nén dung thudc nay?

Khong nén ding thudc nay néu ban mén cam véi melatonin hodc voi bat ky thanh phan nao
ctia thudc.

Khong dung thudc néu ban gap phai bat ky truong hop nao & trén. Tham khao y kién cta

bac s§ néu ban chua chéc chan. M
Téc dung khong mong mudn

Nhu céc thude khac, KEIKAI c6 thé gy tac dung khong mong mudn, nhung khong phai ai
cling gap phai.
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Ngung ding thudc va lién hé bdc sy ngay néu ban gdp phdi cdc tdc dung khong mong
muén nghiém trong sau:

It gap, ¢6 thé tac dong dén 1 trong 100 nguoi:

DPau nguc.

Hiém gdp, c6 thé tac dong dén 1 trong 1000 nguoi:

Mét y thic hodc ngét xiu.

Pau nguc ning do dau thit nguc.

Cam nhéin duoc nhip tim cta ban.

Tram cam.

Suy giam thi luc.

Nhin m¢.

Mét phuong huéng.

Chéng mat (cam thay choang vang hodc xoay vong).

Co hong cau trong nudc tiéu.

Giam so lugng bach cau trong mau.

Giam so lwong tiéu cdu lam ting nguy co chay mau hodc bam tim.

Vay nén.

Théng bdo cho bdc sy va/ hodc tim kiém hé tro y té néu ban gdp phdi cdc tdc dung khdng
mong muén sau:

It gap, co thé tdc dong dén 1 trong 100 nguoi:

Kho chiu, cang thc’mg, bdn chdn, mét ngi, mo bat thuong, ac mong, lo ling.

Dau nira Qau, nhirc dau, lo mo, ting dong tim than van dong, chong mit, ngu ga.

Tang huyét ap.

Dau bung, dau ving bung trén, kho tiéu, loét miéng, khd miéng, budn non.

Thay dbi thanh phan trong mau gdy vang da hoic mat.

Viém da, @6 mo hoi dém, ngira, phét ban, ngira toan thén, da kho.

Pau dau cac ngon.

Triéu chimg man kinh.

Cam thdy yéu 6t.

Thai trir glucose trong nudc tiéu, protein trong nudc tiéu.

Suy nhugc.

Tang bilirubin huyét.

Xét nghiém chirc ndng gan bat thudng, tang can.

Hiém gap, cé rhe tdac dong dén 1 trong 1000 nguoi:

Bénh zona, ndng do cac phan tur chit béo trong mau cao, ndng do calci trong mau thap,
ndng d6 natri trong mau thap.

Thay dbi tdm trang, hung hing, kich dong, khéc, cac tri¢u chimg cing thing, mit phuong
huéng, thirc ddy som, tang ham mudn tinh duc, tAm trang chén nan, tram cam.

Suy giam tri nhd, rdi loan chi ¥, mo mang, hdi chimg chan khéng yén, gidc ngi kém chat
lugng, ngira rdm ran, dau nhoi, cam gidc t& nhu kim chich hay noéng bong.

Tiang chay nudc mét.

Chéng mat tu thé khi dimg 1én hoac ngdi xudng.

Nong bung.

Trao nguge da day thuc quan, rdi loan tiéu héa, niém mac miéng phong rp, ludi 16 loét,
duong tiéu héa kho chlu nén, am thanh rudt bat thudng, day hoi, ting tiét nudc bot, hoi
miéng, bung kho chiu, rdi loan da day, viém da day.

Eczema, ban dd, viém da tay, phat ban toan thén, ban ngira, rdi loan mong.

Viém khop, co thit co, dau c6, chudt rit vé dém.

Cuong duong kéo dai ¢6 thé kém dau, viém tuyén tién liét. /

MEét moi, dau, khat.
Tiéu nhiéu, tiéu dém.
Ting enzym gan, bét thuong dién giai trong mau, xét nghiém cén lam sang bat thuong.
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10.

11.

12.

Chuca ré tén sudt, chiea cé dit liéu danh gid tan sudt:

Phan img qua man.

Phu mach, phu mi¢ng, phu ludi.

Tiét sira bat thuong.

Thuéc cé thé gdy ra cdc tac dung khong mong muon khdc, théng bdo ngay cho bdc sy néu
gdp phai nhitng tdc dung khong mong muon sau khi st dung thuoc.

Nén trinh dung nhirng thudc hoic thue pham gi khi dang sir dung thudc nay?

Théng béo cho béac sy hodc dugc sy cua ban vé tit ca cac loai thuéc ma ban dang str dung
hoac sir dung gan day, bao gom ca cac thude ké don hodc khong ké don, cc vitamin hodc
thude tir duoc lidu.

Thong bdo cho bdc sy hodc duoc sy néu ban dang sir dung cdc thudc sau:

Fluvoxamin (dleu tri tram cam va ri loan 4m anh cudng burc).

Psoralens (dleu tri cac r01 loan ve da nhu vay nén).

Cimetidin (diéu tri cac van dé vé da day nhu loét).

Céc quinolon hodc rifampicin (diéu tri nhiém khuan).

Estrogen (dugc st dung trong céc bién phap tranh thai hodc li¢u phép thay thé hormon).
Carbamazepin (diéu tri dong kinh).

Céc chat dong van/ dbi vén adrenergic (nhu mot s loai thudc dung dé kiém soat huyét ap
bang céach co thit mach mau, thude théng miii, thudc ha huyét ap).

Céc thude dong van/ dbi van opiat (nhu cac thude sir dung trong diéu tri nghién ma tay),
cac thude trc ché prostaglandin (nhu cac thude khang viém khong steroid), cac thudc chdng
tram cam, tryptophan va rugu.

Céac benzodiazepin hodc khong benzodiazepin (thubc dung dé gdy ngi nhu zaleplon,
zolpidem va zoplclon)

Thioridazin (diéu tri tAm than phan liét) va imipramin (diéu tri trAm cam).

Néu ban gap bat ky truong hop nao ¢ trén (hodc ban khéng chdc chan), hdy thao ludn véi
bdc sy trudc khi uong thuéc.

Sir dung KEIKAI voi thirc dn

Uong thudc sau bira an. Khong udng ruou trudce, trong va sau khi uoéng KEIKAI vi ching
¢6 thé 1a giam téc dung cua thudc.

Cin l1am gi khi mdt 1in quén khong dung thudc?
Néu ban quén khong dung 1 lleu udng thuoc ngay khi ban nhé lai, truée khi di ngi, hoac

chdr dén thoi gian udng liéu tiép theo va udng nhu lich trinh cii. Khong udng ghp doi lidu dé
bu vao lidu da quén.

Néu ban mudn ngirng thudc

Khong c6 tac dung c6 hai nao khi ngimg thubc dot ngdt hodc ngung thude som. Sir dung
melatonin khong thay gdy ra céc tac dung cai thuéc sau khi két thuc diéu tri.

Néu ban c6 thic mic gi khi sir dung thube nay, hay lién hé véi bac sy hodc duge s§.

Cin bio quén thudc nay nhw thé nao?

Giir thudc trong bao bi goc clia nha san xuét, dy kin.

Pé thubc noi khd rdo, tranh anh sang, nhiét do khong qua 30°C, va ngoai tAm voi clia tré
em.

Khong sir dung thudc sau ngay hét han in trén bao bi (hdp va vi thudc).

Nhirng diu hiéu va triéu chirng khi dung thudc qui liéu
Dung thuoc chinh xédc nhu huéng dan cua béc s§. Neu ban dung qua liéu hoic tré em nut
phai thudc, lién hé ngay voi bac sy va trung tm y té gan nhat
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13.

14.

15.

16.

Qué liéu c6 thé khién ban cam thiy budn ng.

Cén phai lam gi khi dung thudc qua lieu khuyén cio
Ngung dung thude va lién lac ngay véi bac sy hodc trung tim y té gan nhat. Khong tu l4i xe

dén bénh vién, hiy nhd ai d6 dua ban di hodc goi ngay cho xe cap ciru. Mang theo vién
thudc cling v6i bao bi dé béc sy biét ban d& udng thudc gi va cé bién phap xir 1y kip thoi.

Nhirng diéu cin thin trong khi ding thudc nay

Trude khi ding thuée nay, thong bdo cho bdc sy néu ban dang c6 cdc van dé vé siec khoe
sau day:

Ban dang c6 véin dé vé gan hoic than. Chua c6 nghién citu nao vé viéc dung thudc & nguoi
bénh gan hodc than, ban nén thong bao cho bac s§ trude khi dung thude nay vi thubc khong
dwoc khuyén céo dung cho ngum bénh thén hodc gan.

Néu ban bi mic bénh tu mién (co thé bi tin cong boi hé mién dich). Chua c6 nghién ciru
nao dugc thuc hién & ngudi mic bénh ty mién, do d6, ban nén thong bao cho bac sy trude
khi dung thude. Thube khéng duoc khuyén céo sir dung cho ngudi méc bénh tu mién.
Melatonin ¢ thé khién ban budn ngi, ban can can than vi tic dung nay c6 thé 1am giam
kha néng thuc hién cac cong viéc nhu lai xe.

Hit thude c6 thé lam giam hiéu qua diéu tri cta thudc vi thanh phén cta thudc 14 c6 thé lam
tang su pha huy melatonin boi gan.

KEIKAI c6 chira methylparaben, propylparaben, mau brilliant blue c6 thé gay di umng.
KEIKAI c6 chira dau dau nanh. Khong ding thuc néu ban di ng voéi dau nanh hodc ddu
phong.

Tréem

Khéng ding thudc cho tré em dudi 18 tudi vi viée sir dung va hiu qua cua thudc trén nhom
bénh nhan nay chua duge chimg minh.

Néu ban gap phai cdc truong hop trén (hodc néu ban khéng chdc chdn), hay thao ludgn véi
béc sy ciia ban trude khi ding thuéc.

Phu nit mang thai hodc cho con bi

Khong dung thudc néu ban dang mang thai hodic dang cho con bu, nghi rﬁng minh mang
thai hodc ¢6 du dinh mang thai. Tham khao y kién bac sy trude khi dung thude.

Ldi xe va vdn hanh mdy moc

Thudc c6 thé gay budn ngu. Néu ban gap phai, khong nén lai xe hodc van hanh may méc.
Tham khéo y kién béac sy néu ban bi budn ngu lién tuc.

Khi nao cin tham vin bic sy, dugc sy.

Can lién lac ngay véi bac s§ hodc trung tam y té gan nhit khi dung thudc qua liéu chi dinh.
Thong thudng, bao gio cling phai hoi y kién bac sy hodc dugc sy trude luc dung bt ky
thubc nao khi mang thai hoéc cho con bi.

Thong béo ngay cho bac s§ hodc duge sy nhing tac dung khéng mong mubn gip phai khi
su dung thude.

Néu cin thém thong tin xin hoi y kién béac sy hodc dugc 3.

Han dung cia thude: 36 thang ké tir ngay san xuat.

2/
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1. PAC TINH DUQC LUC HQC:
Nhém dwoe ly: Thude chdng loan than, céc chit déng van thu thé melatonin.
Ma ATC: NOSCHO1.
Melatonin 1a mét hormon tw nhién dugc san xuét béi tuyen tung va c0 lién quan vé mit cdu
triic v6i serotonin. Cac két qua nghién ctru da chi ra rang melatonin lam tang nong do acid
aminobutylic va serotonin & trung ndo va vung dudi dbi, dong thoi lam ting hoat tinh cua
pyridoxin-kinase, mdt enzym lién quan dén su tong hop aminobutylic acid, dopamin va
serotonin. V& sinh ly, co sy tang tiét melatonin ngay sau hoang hén, dat dinh vao 2 - 4 gi&
sang va giam di khi vé sang. Melatonm cé lién quan dén su kiém soét nhip ngay dém va
lién quan dén chu ky séng - t6i. N6 ciing lién quan dén tac dung gy ngu va ting khuynh
hudng ngu.
Melatonin c6 tac dung diéu hoa gidc ngu ty nhién. Melatonin khéng gdy nghién, gitip co
thé diéu hoa nhip sinh hoc.
Hoat tinh ctia melatonin trén receptor MT1, MT2 va MT3 gop phan vao dic tinh gay ngu,
vi nhitng receptor nay (chu yéu la MT1 va MT2) diéu hoa nhip ngay dém va diéu hoa giac
ngu.
Vi vai tro ctia melatonin trong diéu hoa gidc ngu, nhip ngay dém va tudi tac co lién quan
dén su giam san xudt melatonin ndi sinh, nén melatonin ¢6 thé hitu hi¢u trong viéc cai thién
chit luong giac ngu, dac biét 1a & bénh nhan 55 tudi tro 1én bi méat ngu nguyén phat.

2. PAC TINH DUQC PONG HOQC:
Hap thu:
Thubc duoc hap thu hoan toan tir dudng ti€u hoa ¢ ngudi lom va co thé giam khoang 50% &
ngudi cao tudi. Pong hoc melatonin tuyén tinh trong khoang liéu 2 - 8 mg.
Sinh kha dung khoang 15%. Chuyén héa lan dau 16m (85%). Tmax xuit hién sau 3 gio. Ti 1€
hép thu va Cmax anh hudng boi thirc an. Thirc an lam cham hip thu va giam ndng d¢ dinh
(Crmax).
Phan bo:
Ti 1é gan protein huyét tuong khoang 60% in vitro. Melatonin chu yéu gin véi albumin,
acid alpha. glycoprotein va lipoprotein ti trong cao.
Chuyén héa:
Dit liéu thue nghiém cho thdy melatonin chuyen hoa qua isoenzym CYP1A1l, CYP1A2 va
CYP2C19 cua cytochrom P450 tai gan. Chat chuyén hoéa chinh la 6-sulphatoxy- -melatonin
(6-S-MT) khong c6 hoat tinh. Chét chuyén hoa duoc bai tiét hoan toan trong vong 12 gid
sau khi uéng thudc.
Thai tree:
Thoi gian ban thai cua thudc 1a 3,5 - 4 gio. Thai trir qua nudce tiéu dudi dang cac chét
chuyén hoa, 89% dudi dang 6-hydroxymelatonin lién hop sulfat va glucuronid va 2% dudi
dang melatonin (khong d6i).
Gioi tinh:
Cimax & phu ni¥ cao gap 3 - 4 lan so v6i nam giGi. Mot su bién ddi gép 5 lan vé Crmax giita céc
thanh vién khac nhau cua cing gi6i tinh da duge bao cdo. Tuy nhién, khong c6 su khac biét
vé duoc luc hoc gitra phu nit va nam gidi.
Dugc dong hoc cua cdc doi twong dic bigt:
Nguoi cao tudi:
Su chuyén héa ctia metalonin giam theo tudi. O nhiéu liéu, mitc dd Cmax va AUC cao hon
di duoc bado cdo & bénh nhan cao tudi so voi bénh nhan tré hon, cho thdy su chuyén héa

melatonin thap hon & ngudi cao tudi.
Suy thdn: "/
g
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Khéng thdy tich liy melatonin sau khi dung liu l3p lai. Piéu nay phu hop véi thoi gian
ban thai melatonin ngin & ngudi. Nong do thudc trong méau clia bénh nhén lic 23 gid sau
khi dung thudc hang ngay trong 1 va 3 tun twong tu nhu ngudi tinh nguyén khée manh sau
khi dung lidu duy nhit melatonin 2 mg.

Suy gan:

Gan 1a vi tri chuyén héa chu yéu ciia melatonin, do d6, suy giam chic ning gan c6 thé 1am
tang ndng d6 melatonin ndi sinh.

Nong d6 melatonin huyet tuong & bénh nhan xo gan ting lén dang ké vao ban ngay. Bénh
nhén giam déng ké tong lugng 6-sulfatoxymelatonin thai trir so véi nhom chimg.

3. CHI PINH:
Don tri liu trong diéu tri ngan han ching mét ngt nguyén phét dic trung boi chat lugng
gidc ngti kém & bénh nhan tir 55 tudi trdy 1én.

4. LIEU DUNG - CACH DUNG:
Cich dung: ' ' '
Thudc dung dudng udng. Udng nguyén vién véi nude, uong trude khi di ngu 1 - 2 gio va
sau khi an.
Li¢u dung:
Liéu thong thudng 1a 1 vién/ ngay.

Tré em: An toan va hiéu qua ¢ tré em dudi 18 tudi chua dugc thiét 1ap. Chua c6 dir liéu vé
viéc dung thudc.

Suy thdn: Chua c6 nghién ctru dugc dong hoc melatonin & bénh nhan suy than, nén than
trong & nhitng bénh nhéan nay.

Suy gan: Khong c6 kinh nghiém ding melatonin & bénh nhén suy gan. Co6 dir liéu cho thay
¢6 su ting dang ké melatonin ndi sinh vao ban ngay do giam thanh thai & bénh nhén suy
gan. Vi vay, khong khuyén céo sir dung melatonin cho bénh nhéan suy gan.

5. CHONG CHI PINH:
Qu4 mAin voi melatonin hodc bét ky thanh phén nao ctia thudc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:
Melatonin ¢6 thé gay budn ngu. Do d6, can than trong vi tic dung nay c6 thé lién quan dén
nguy co vé tinh an toan.
Chura c6 dit liéu 14m sang lién quan dén sir dung melatonin & bénh nhén méc bénh tu mién.
Vi vy, khong khuyén cdo sir dung melatonin cho nhimg bénh nhan nay.
Canh bao lién quan ta dwoc
KEIKAI c6 chira methylparaben, propylparaben, mau brilliant blue c6 thé gay di ung.
KEIKAI c6 chira diu dau nanh. Chéng chi dinh dung thude cho bénh nhén di img véi ddu

nanh hodc dau phong.

e W k)

\w\ ®»

Pé xa tam tay tré em.

Sir dung cho phu nir ¢6 thai va cho con bu

Phu nit mang thai:

Chua c6 thong tin vé str dung melatonin & phu nir mang thai. Nghién ciru trén dong vat
khdng thdy c6 tac dung c6 hai truc tiép hodc gian tiép d01 v6i phy nit mang thai, su phat
trién cua phoi/ thai nhi, qua trinh sinh d¢ hodc sy phat trién sau sinh. Do thiéu dit liéu 1dm
sang, khong khuyén céo sir dung melatonin & phu nit mang thai hodc du dinh mang thai.
Phu nix cho con bu:

P4 tim thiy melatonin ndi sinh trong sita me, vi thé ¢6 thé melatonin ngoai sinh ciing tiét
vao sita me. Khong khuyén céo sir dung melatonin cho phu nit cho con bu.

Anh huéng cia thube d6i véi cong viée (ngudi van hanh may méc, dang lai tau xe, ‘nguoi
lam viéc trén cao va céc truong hop khac): Melatonin ¢é anh hudng /}rung binh dén kha
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nang lai xe va vin hanh may méc. Thube ¢ thé gdy budn ngu, nén than trong khi l4i xe va
van hanh may moc.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:
Céc nghién ctru trong tac thude chi méi duge thuc hién & ngudi 16n.
Tuong tdc duoc déng hoc:
Melatonin cam ung CYP3A in vitro & néng d6 cao hon néng d tri ligu. Chua rd m61 lién
quan trén lam sang cua phat hién nay. Néu tac dung nay xay ra, cé thé lam giam ndng do
huyét trong ciia mot s thude dung dong thoi.
Melatonin khong cam tmg enzym CYPIA in vitro & nbng d6 cao hon ndng d6 tri liéu. Do
d6, trong tac gitta melatonin va céc hoat chat khac do tac dung trén CYPIA ctia melatonin
khong dang ké.
Melatonin chuyén héa chu yéu qua trung gian enzym CYPIA. Vi vdy, c6 thé c6 tuong tac
gifta melatonin va nhing thudc khéc ¢6 tic dong trén enzym CYPIA.
Nén tranh phdi hop melatonin véi fluvoxamin vi fluvoxamin ¢ thé 1am tang ndng do
melatonin do trc ché chuyén héa melatonin béi enzym gan P450 CYP1A2 va CYP2C19.
Thén trong khi phdi hop véi 5- hodc 8-methoxypsoralen, cimetidin, oestrogen do c6 thé
tang nong d6 melatonin do trc ché chuyén hoa.
Than trong khi dung thudc cho bénh nhan dang diéu tri voi cimetidin, mot chét e ché
CYP2D, c6 thé 1am ting ndng dd melatonin huyét twong do trc ché chuyén hoa.
Hut thude 1 c6 thé lam giam nong d6 melatonin do cam tmg CYP1A2.
Thén trong khi dung thudc cho bénh nhin dang sir dung estrogen (nhu thudc tranh thai
hodc li¢u phap thay thé hormon) vi ¢6 thé lam tang ndng d6 melatonin do trc ché chuyen
hoa boi CYP1A1 va CYP1A2.
Chét (tc ché CYP1A2 nhu cac quinolon c6 thé lam tang ndng d6 melatonin.
Chét cam tng CYPIA2 nhu carbamazepin va rifampicin c¢6 thé lam giam ndng do
melatonin.
C6 mdt luong 16n thong tin tir cac dir lidu li€n quan dén tac ~dung cua cac thude chu van/
déi khang adrenergic, cac chét cha van/ ddi khang opiat, thuoc chéng tram cam, céc thude
trc ché prostaglandin, benzodiazepin, tryptophan va ruqu d6i v6i su bai tiét melatonin ndi
sinh. Anh hudng nhimg hoat chat nay dén duge luc hoc hay dong hoc ctia melatonin hodc
nguoc lai chua dugc nghién ctru.
Twong tac dwoc luc hoc:
Khéng str dung rugu cung véi melatonin vi lam giam hi€u qua cua thudc.
Melatonin c6 thé tang tic dung an than ctia cac benzodiazepin va khong benzodiazepin nhu
zaleplon, zolpidem va zopiclon.
Trong mét so nghién ciru, dung dong thoi melatonin vdi thioridazin va imipramin, cac hoat
chit anh hudng hé than kinh trung wong, khong thdy c6 tuong tac duoc dong hoc dang ké.
Tuy nhién, dung dong thoi ¢6 thé 1am ting cam giac yén tinh va khé thue hién cong viée so
véi khi chi dung imipramin va tang cam giac khu kho so véi khi chi dung thioridazin.

8. TAC DUNG KHONG MONG MUON:
It gap, 1/1.000 < ADR < 1/100 '
Tam than: Kho chiu, cang thang, bdn chdn, mat ng, mo bit thuong, ac méng, lo lang.
Thén kinh: Pau nira du, nhte dau, lo mo, ting dong tim than van dong, chéng mit, ngu
ga.
Mach méu: Tang huyét ap.
Tiéu héa: Dau bung, dau ving bung trén, kho tiéu, loét miéng, khé miéng, budn nén.
Gan - mat: Tang bilirubin huyét.
Da va mo duéi da: Viém da, dé md hoi dém, ngira, phét ban, ngira toan than, da kho.
Co - xuong va md lién két: Pau déu chi.
Than - tiét niéu: Glucose niéu, protein niéu. {

Trang 7/9



https://trungtamthuoc.com/

10.

Sinh san va tuyén va: Triéu ching man kinh.

Toan than va noi dung thudc: Suy nhugc, dau nguc.

Xét nghiém: Xét nghiém chire nang gan bit thuong, ting can.

Hiém gap, 1/10.000 < ADR < 1/1.000

Nhiém trung va ky sinh tring: Nhlem Herpes zoster.

Huyet hoc: Giam bach cau, giam tiéu ciu.

Chuyen héa va dinh dudng: Tang triglycerid huyét, ha calci huyét, ha natri huyét.

Téam than: Thay dbi tdm trang, hung hang, kich dong, khéc, cac trigu chimg cang thing,
mat phuong hudng, thirc day som, tang ham muodn tinh duc, tim trang chan nan, trim cam.
Than kinh: Hon mé, suy giam tri nhé, rbi loan chd ¥, mo mang, hdi chimg chan khong yén,
glac ngu kém chat lugng, di cam.

Mit: Giam thi luc, nhin mo, ting chay nudc mét.

Tai va mé 1§: Chong mat tu thé, chong mat.

Tim: Dau thét nguc, danh tréng nguc.

Mach méu: No6ng bing.

Tiéu héa: Trao nguoc da day thuc quan, rdi loan tiéu héa, niém mac miéng phong rop, ludi
16 loét, duong tiéu hoa khoé chiu, non, am thanh rudt bt thuong, ddy hoi, ting tiét nudc bot,
hoi miéng, bung kho chiu, réi loan da day, viém da day.

Da va md dudi da: Eczema, ban dd, viém da tay, vay nén, phét ban toan thén, ban ngra, roi
loan moéng.

Co - xuong va md lién két: Viém khop, co thit co, dau cd, chudt rit vé& dém.

Thén - tiét niéu: Pa niéu, tiéu ra mau, tiéu dém.

Sinh san va tuyén vi: Cuong dau kéo dai duong vét, viém tuyén tién liét.

Toan than va noi dung thudc: Mét moi, dau, khat.

Xét nghiém: Tang enzym gan, bét thuong dién giai trong mau, xét nghiém cén 1am sang bat
thuong.

Chua ré tan sudt, chua cé dit liéu danh gid tan sudt:

Mién dich: Phan {mg qué mén.

Da va mé dudi da: Phu mach, pht mig¢ng, phu ludi.

Sinh san va tuyen vi: Pa tiét sira.

Thube cé thé gay ra cdc tdc dung khéng mong muon khdc. Can theo dbi chdt ché va khuyén
cdo bénh nhan thong bdo cho bdc sy nhitng tdc dung khong mong muén gap phai khi sic
dung thudc.

QUA LIEU VA XU TRi:

Triéu chimg va ddu hiéu:

ba c6 bao cdo trudong hop qua liéu. Ngu ga 1a tac dung khong mong mubn duoc béo céo
nhiéu nhat. Hau hét 1a nhe dén trung binh. Trong mot sb thir nghiém 1am sang, dung
melatonin liéu 5 mg/ ngay trong 12 thang khong gay thay d6i dang ké cac tac dung khong
mong mudn dugc bao c4o so véi thong thudng.

Dung liéu hang ngay dén 300 mg melatonin khong gy tac dung khong mong mubn c6 y
nghia ldm sang.

X tri:

Qua liéu c6 thé gdy budn ngu. Thanh thai hoat chét c6 thé xay ra trong vong 12 gid sau khi
ubng. Khong can diéu trj dic hiéu nao.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Khong dung thudc qua lidu chi dinh. h/
Piéu kién bao quéin: Noi kho réo, tranh nh sang, nhiét do khong qua 30°C.

Han dung ciia thude: 36 thang ké tir ngay san Xuit.
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11. TEN, PIA CHIi VA BIEU TUQNG CUA CO SO SAN XUAT

San xuat tai:

DAVIPHARM

CONG TY TNHH DUGC PHAM PAT VI PHU
(DAVI PHARM CO., LTD)

Dia chi: L6 M7A, Pudng D17, Khu CN My Phuéc 1, Phuong Théi Hoa, Thi xa Bén Cat,
Tinh Binh Duong, Viét Nam

Dién thoai: 0650-3567689  Fax: 0650-3567688

12. NGAY XEM XET SUA DOI, CAP NHAT LAI NOFTTUNG JR/ONG DAN SU DUNG
THUOC: S '

PHO alAM BDAC
DS Huugén Hain Fhetng

Q
TUQ.CYC TRUONG
P.TRUGNG PHONG
Ui Sins Hao
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