R THUBC BAN THEO PON

TO HUONG DAN SU DUNG THUOC

Vién nang mém
KEIKAI

Thudc ban theo don
Pé xa tAm tay tré em
Poc ki huong din sir dung truwée khi ding
Théng bao ngay cho bac s§ nhing tic dung khong mong mudn khi sir dung thudc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phan, ham lwgng cua thudc:
M&i vién nang mém chira:
Melatonin ........cceeeeeveiieeeenniiieeeeniieeeeae 3 mg
Ta dugc: Butylated hydroxytoluen (BHT), butylated hydroxyanisol (BHA), dau co, sap ong
trdng, lecithin, dau ddu nanh, gelatin 200 bloom, glycerin, methyl paraben, propyl paraben,
sorbitol long, ethyl vanillin, titan dioxyd, mau brilliant blue.

2.  Mb ta san pham: Vién nang mém hinh oval, mau xanh, bén trong chta dich thudc mau
trang nga.

3.  Quy cach dong goi: Hop 6 vi x 10 vién.

4. Thubc diung cho bénh gi?
San pham KEIKAI chira thanh phan chinh c6 tic dung dugc 1y 1a melatonin, thudc nhém
hormon duoc san xuat ty nhién trong co thé.
KEIKAI duoc sir dung de diéu tri ngan han ching mét ngu nguyén phat (kho ngu hodc duy
tri gidc ngu, chat luong gidc ngl kém) ¢ bénh nhan tu 55 tudi tro 1én. Nguyén phat c6 nghia
12 khong c6 nguyén nhan xéac dinh, ké ca nguyén nhan y khoa, tim than hoic méi trudng.

5. Nén dung thudc nay nhu thé nao va liéu lwong?
Lu6n ding thude chinh xac nhu huéng din cua bac sy hodc duoc sy. Néu ban chua 1, hiy
héi lai cho chéc chin.
Liéu dung:
Ngueoi lon: 1 vién/ ngay.
Co6 thé tiép tuc dung liéu nay dén 13 tuin. Ban phai thong bdo cho béc sy néu ban khong
thy t6t hon hodc néu ban cam thay té hon sau 21 ngay.
Cach dung:
Thudc dung dudng udng. Udng thudc sau khi an hodc 1 - 2 gio trwde khi di ngi. Udng
nguyén vién véi nudce.

6. Khi nao khong nén dung thuoc nay"
Khong nén ding thudc niy néu ban man cam véi melatonin hodc véi bat ky thanh phan nao
ctia thude.
Khong dung thudc néu ban gip phai bat ky truong hop nao & trén. Tham khao y kién cua
béc sy néu ban chua chéc chan.

7. Téc dung khong mong muén
Nhu céc thude khic, KEIKAI c6 thé giy tic dung khong mong mudn, nhung khong phai ai
cling gap phai.
Neguwng ding thudc va lién hé bdc sy ngay néu ban gdp phdi cdc tdc dung khong mong
muoén nghiém trong sau:
It gdp, c6 thé tac dong dén 1 trong 100 nguoi:
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Dau nguc.

Hiém gap, cé thé tac dong dén 1 trong 1000 nguoi:

Mit y thirc hodc ngét xiu.

Pau nguc ning do dau thit ngyc.

Cam nhan dugc nhip tim cia ban.

Tram cam.

Suy giam thi luc.

Nhin mo.

Mit phuong huéng.

Chong mat (cam thdy chodng vang hodc xoay vong).

Co hong cau trong nudc tiéu.

Giam s6 lugng bach ciu trong mau.

Giam s6 lugng tiéu cau lam ting nguy co chay mau hodc bam tim.

Vay nén.

Thong bdo cho bdc sv va/ hodc tim kiém hé tro'y té néu ban gdp phdi cdc tdc dung khong
mong muon sau:

It gap, c6 thé tac dong dén 1 trong 100 ngueoi:

Kho chiu, cing thing, bdn chon, mat ngi, mo bét thuong, 4c mong, lo ling.

Pau nira dau, nhirc dau, lo mo, ting dong tAm than van dong, chong mit, ngu ga.

Tang huyét ap.

Dau bung, dau ving bung trén, kho tiéu, loét miéng, kh6 miéng, budn non.

Thay dbi thanh phan trong méu gay vang da hodc mit.

Viém da, 36 md hoi dém, ngua, phat ban, ngra toan than, da kho.

Pau dau chi.

Tri¢u ching man kinh.

Cam thay yéu 6t.

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

Suy nhuoc.

Tang bilirubin huyét,

Xét nghiém chirc nang gan bat thuong, ting can.

Hiém gdp, ¢6 the tic dong dén 1 trong 1000 nguoi:

Bénh zona, ndéng do cac phén tur chat béo trong méau cao, ndng do calci trong mau thap,
ndng do natri trong mau thap.

Thay d6i tAm trang, hung hing, kich dong, khoc, cac triéu chimg cang thang, méat phuong
huong, thirc day som, tang ham mudn tinh dyc, tAm trang chan nan, tram cam.

Suy giam tri nhé, ri loan chu y, mo mang, hoi ching chan khong yén, gidc ngi kém chét
lugng, nglra ram ran, dau nhoi, cam giac t&€ nhu kim chich hay néng bong.

Tang chay nudc mat.

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

Noéng bung.

Trao nguoc da day thuc quan, rdi loan tiéu hoa, niém mac miéng phong 10p, ludi 1o loét,
duong tiéu hoa kho chiu, nén, am thanh rudt bét thudng, day hoi, ting tiét nude bot, hoi
miéng, bung kho chiu, rdi loan da day, viém da day.

Eczema, ban do, viém da tay, phat ban toan than, ban ngua, 16i loan méng.

Viém khop, co thit co, dau cd, chudt rut vé dém.

Cuong duong kéo dai c6 thé kém dau, viém tuyén tién liét.

MEét mai, dau, khat.

Tiéu nhiéu, tiéu dém.

Tang enzym gan, bat thuong dién giai trong mau, x¢ét nghiém can lam sang bét thuong.
Chura ré tan suat chua ¢6 dir liéu danh gid tan sudt:

Phan (mg quéa man.

Phu mach, phu miéng, phu ludi.
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10.

11.

12.

13.

Tiét sita bat thuong.
Thudc co the gay ra cdc tdc dung khong mong muon khdc, thong bdo ngay cho bdc sy néu
gap phai nhitng tdc dung khong mong muon sau khi su dung thuoc.

Nén tranh ding nhirng thudc hoiic thue pham gi khi dang s dung thudc nay?

Thong bao cho béc sy hoac dugc sy cua ban vé tat ca cic loai thuéc ma ban dang sir dung
hodc su dung gan day, bao gom ca céc thude ké don hodc khong ké don, cac vitamin hoac
thudc tir dugc ligu.

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

Fluvoxamin (diéu tri trAm cam va rdi loan 4m anh cudng btrc).

Psoralens (diéu tri cdc rdi loan vé da nhu vay nén).

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

Céc quinolon hodc rifampicin (diéu tri nhiém khuén).

Estrogen (dugc sir dung trong céc bién phép tranh thai hodc lidu phap thay thé hormon).
Carbamazepin (diéu tri dong kinh).

Céc chat dong van/ dbi van adrenergic (nhu mot s loai thudc ding dé kiém soat huyét ap
bang céch co thit mach mdu, thude théng mii, thudc ha huyét dp).

Céc thube dong van/ dbi van opiat (nhu cac thudc sir dung trong diéu tri nghién ma tiy),
céc thudc wre ché prostaglandin (nhu cac thudc khang viém khong steroid), céc thube chong
tram cam, tryptophan va rugu.

Céc benzodiazepin hodc khong benzodiazepin (thuéc dung dé gdy ngii nhu zaleplon,
zolpidem va zopiclon).

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

Néu ban gap bat ky truong hop nao o trén (hodc ban khong chdc chan ), hay thao luan voi
bdc sy trudc khi uong thuoc.

Sur dung KEIKAI voi thurc an

Ubng thudc sau bita an. Khong udng rugu trudc, trong va sau khi uéng KEIKAI vi ching
c6 thé 1a giam tac dung cua thudc.

Cin lam gi khi mdt 1an quén khong ding thudc?

Néu ban quén khong ding 1 liéu, uéng thudc ngay khi ban nhé lai, trudc khi di ngi, hodc
cho dén thoi gian ubng liéu tiép theo va udng nhu lich trinh cii. Khong udng gap doi lidu dé
bir vao liéu da quén.

Néu ban muén ngirng thudc

Khong c6 tac dung c6 hai nao khi ngimg thudc dot ngdt hodc ngimg thude sém. St dung
melatonin khong thiy gy ra céc tic dung cai thudc sau khi két thuc diéu tri.

Néu ban c¢6 thic mac gi khi sir dung thudc nay, hiy lién hé véi bac sy hoic duoc s¥.

Cén bao quan thudc nay nhu thé nao?

Giir thudc trong bao bi gbc ctia nha san xudt, ddy kin.

Dé thube noi kho rdo, tranh 4nh sing, nhiét d6 khong qua 30°C, va ngoai tdm véi cia tré
em.

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

Nhirng diu hiéu va triéu chirng khi diing thudc qua liéu

Diing thudc chinh xac nhu hudng dan cia bic sy. Néu ban dung qua lidu hodc tré em nudt
phai thudc, lién hé ngay véi bac sy va trung tam y té gan nhat.

Qud lidu c6 thé khién ban cam thay budn ngu.

Can phai lam gi khi dung thudc qua lidéu khuyén cio
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Ngung dung thudc va lién lac ngay voi bac sy hodc trung tim y té gén nhat. Khong tu 14i xe
dén bénh vién, hiy nho ai d6 dua ban di hodc goi ngay cho xe cap ctru. Mang theo vién
thudc cling v6i bao bi dé bac sy biét ban di udng thude gi va c6 bién phép xt 1y kip thoi.

14. Nhiing diéu cin thin trong khi ding thudc nay
Truée khi ding thuoc niy, thong bdo cho bdc sy néu ban dang co cac van dé vé sirc khée
sau day:
Ban dang c6 van dé vé gan hodc than. Chua c6 nghién ciru ndo vé viéc ding thudc & nguoi
bénh gan hoic than, ban nén thong bdo cho bac s§ trude khi diing thude nay vi thudc khong
dugc khuyén cao ding cho ngudi bénh than hogc gan.
Néu ban bi méc bénh ty mién (co thé bi tin cong bdi hé mién dich). Chua co nghién ctlru
nao dugc thyc hién ¢ ngudi méc bénh ty mién, do d6, ban nén thong béo cho bac sy trude
khi diing thudc. Thudc khong duoc khuyén cdo str dung cho nguoi mac bénh ty mién.
Melatonin c6 thé khién ban budn ngii, ban can can than vi tic dung nay c6 thé lam giam
kha nang thuc hién cic cong viéc nhu lai xe.
Hiit thudc ¢6 thé 1am giam hiéu qua diéu tri ctia thude vi thanh phéan ciia thude 14 ¢6 thé 1am
tang sy phd huy melatonin boéi gan.
KEIKAI ¢6 chira methyl paraben, propyl paraben, mau brilliant blue c6 thé gay di ung.
KEIKAI c6 chtra dau d4u nanh. Khong ding thudc néu ban di tng véi dau nanh hodc dau
phong.
Tré em .
Khong ding thude cho tré em dudi 18 tudi vi viée sir dung va hiéu qua cta thude trén nhém
bénh nhan nay chua dugc chirng minh.
Néu ban gap phdai cac truong hop trén (hodc néu ban khong chdc chan ), hay thao ludn voi
bdc sy cia ban trude khi diing thudc.
Phu nit mang thai hodc cho con bu
Khong ding thubc néu ban dang mang thai hoic dang cho con bii, nghi rang minh mang
thai hodc c6 du dinh mang thai. Tham khéo y kién béc sy trude khi ding thudc.
Ldi xe va van hanh mdy mdc
Thubc c6 thé gdy budn ngu. Néu ban gap phai, khong nén l4i xe hodc van hanh may moéc.
Tham khao ¥ kién bac sy néu ban bi budn ngu lién tuc.

15. Khi nao can tham vén bac s, duoc s.
Can lién lac ngay véi bac sy hodc trung tdm y té gan nhat khi dung thudc qu4 liéu chi dinh.
Thong thuong, bao gid ciing phai hoi ¥ kién béc sy hodc duge sy trude lic ding bat ky
thudc nao khi mang thai hodc cho con bu.
Théng bdo ngay cho bac sy hodc duoc sy nhitng tic dung khong mong mudn gip phai khi
str dung thude.
Néu can thém thong tin xin hoi y kién béc sy hodc dugc s3.

16. Han dung cia thudc: 36 thang ké tir ngdy san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1.

PAC TiNH DUQC LUC HOC:

Nhom dwge ly: Thudc chéng loan than, céc chit d@)ng vén thu thé melatonin.

Ma ATC: NO5SCHO1.

Melatonin 12 mot hormon tu nhién duge san xuit boi tuyén tung va c6 li€én quan vé mat cau
triic v6i serotonin. Cac két qua nghién ctru da chi ra réng melatonin lam ting ndng do acid
aminobutylic va serotonin ¢ trung ndo va vung dudi d6i, dong thoi lam ting hoat tinh cia
pyridoxin-kinase, mét enzym lién quan dén sy tong hop aminobutylic acid, dopamin va
serotonin. V& sinh 1y, o su tang tiét melatonin ngay sau hoang hon, dat dinh vao 2 - 4 gid
sdng va giam di khi vé sang. Melatonin c6 lién quan dén sy kiém sodt nhip ngay dém va
lién quan dén chu ky sdng - tdi. N6 ciing lién quan dén tic dung gy ngii va ting khuynh
hudéng ngu.

Melatonin c6 téc dung diéu hoa gidc ngi tw nhién. Melatonin khéng gy nghién, gitp co
thé diéu hoa nhip sinh hoc.

Hoat tinh cua melatonin trén receptor MT1, MT2 va MT3 g6p phan vao dic tinh gy ngu,
vi nhiing receptor nay (chi yéu 1a MT1 va MT2) diéu hoa nhip ngay dém va diéu hoa giic
ngu.

V1 vai tro ctia melatonin trong diéu hoa gidc ngu, nhip ngay dém va tudi tac c6 lién quan
dén sy giam san xudt melatonin ni sinh, nén melatonin c6 thé htru hiéu trong viéc cai thién
chat luong gidc ngu, dic biét 1 ¢ bénh nhan 55 tudi tré 1én bi mét ngi nguyén phat.

PAC TiNH DUQC PONG HOQC:

Hap thu:

Thubc duge hip thu hoan toan tir dudng tiéu héa & ngudi 16n va c6 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 1an dau 16n (85%). Tmax xuét hién sau 3 gid. Ty 18
hap thu va Cmax 4nh hudng boi thirc dn. Thie an lam cham hap thu va giam ndng do dinh
(Cmax)- B

Phén bo:

Ty 1¢ gan protein huyét twong khoang 60% in vitro. Melatonin cha yéu gan véi albumin,
acid alpha;-glycoprotein va lipoprotein ti trong cao.

Chuyén héa:

Dit lidu thyc nghiém cho thay melatonin chuyén héa qua isoenzym CYP1A1, CYP1A2 va
CYP2C19 cua cytochrom P450 tai gan. Chat chuyén héa chinh 1a 6-sulphatoxy-melatonin
(6-S-MT) khong c6 hoat tinh. Chat chuyén hoa dugc bai tiét hoan toan trong vong 12 gio
sau khi udng thudc.

Thdi true:

Thoi gian ban thai cta thudc 1a 3,5 - 4 gio. Thai trir qua nudc tiéu dudi dang cic chat
chuyén hoa, 89% dudi dang 6-hydroxymelatonin lién hop sulfat va glucuronid va 2% dudi
dang melatonin (khong d6i).

Gidi tinh:

Cuax 0 phu nir cao gap 3 - 4 1an so v6i nam gidi. Mot su bién d6i gdp 5 1an vé Ciax gitra cdc
thanh vién khdc nhau ctia cung gioi tinh da dugc bdo cdo. Tuy nhién, khong c6 su khéc biét
vé duoc luc hoc gitra phu nit va nam gioi.

Duwoc dpng hoc ciia cdc doi twong dic bigt:

Nguoi cao tuoi:

Su chuyén héa ctia metalonin gidm theo tudi. O nhiéu lidu, mic d6 Cmax va AUC cao hon
da duoc bdo cdo & bénh nhan cao tudi so v4i bénh nhan tré hon, cho théy sur chuyén hoéa
melatonin thap hon & ngudi cao tudi.

Suy than:

Khong thdy tich lily melatonin sau khi dung liéu 1ap lai. Piéu nay phit hop véi thoi gian
bén thai melatonin ngan & ngudi. Nong do thude trong mau ciia bénh nhan lic 23 gid sau
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khi dung thudc hang ngay trong 1 va 3 tudn twong tu nhu ngudi tinh nguyén khoe manh sau
khi dung lidu duy nhét melatonin 2 mg.

Suy gan:

Gan 12 vi tri chuyén héa chu yéu ciia melatonin, do d6, suy giam chirc nang gan c6 thé lam
tang ndng d6 melatonin noi sinh.

No6ng d melatonin huyét twong & bénh nhan xo gan ting 1én ddng ké vao ban ngay. Bénh
nhan giam dang ké tong lugng 6-sulfatoxymelatonin thai trir so v6i nhém chimg.

3. CHIi PINH:
Pon tri liéu trong diéu tri ngin han ching mat ngii nguyén phét dac trung boi chat luong
giéc ngl kém & bénh nhan tir 55 tudi tro 1én.

4. LIEU DUNG - CACH DUNG:
Cach dung:
Thudc ding duong udng. Udng nguyén vién voi nude, udng trude khi di ngi 1 - 2 gio va
sau khi an.
Liéu ding:
Liéu théng thuong 12 1 vién/ ngy. |
Tré em: An toan va hiéu qua & tré em dudi 18 tudi chua duogc thiét 1ap. Chua cé dit lidu vé
viéc ding thudc.
Suy thdn: Chua c6 nghién ctru duge dong hoc melatonin & bénh nhan suy than, nén than
trong ¢ nhitng bénh nhan nay.
Suy gan: Khong c6 kinh nghiém ding melatonin ¢ bénh nhan suy gan. C6 dit liéu cho thiy
c¢6 su ting dang ké melatonin noi sinh vao ban ngiy do giam thanh thai & bénh nhén suy
gan. Vi vay, khong khuyén c4o str dung melatonin cho bénh nhan suy gan.

5. CHONG CHI PINH:
Qua man v6i melatonin hodc bat ky thanh phan nao cia thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:
Melatonin c6 thé giy budn ngii. Do d6, can than trong vi tac dung nay c6 thé lién quan dén
nguy co vé tinh an toan.
Chua c6 dit liéu 1am sang lién quan dén sir dung melatonin & bénh nhan méc bénh tu mién.
Vi vay, khong khuyén céo sir dung melatonin cho nhitng bénh nhén nay.
Canh bao lién quan ta duoc
KEIKAI c6 chita methyl paraben, propyl paraben, mau brilliant blue c¢6 thé gdy di ing.
KEIKAI c6 chtra dau dau nanh. Chéng chi dinh diung thudc cho bénh nhan dj Gng voi dau
nanh hodc dau phong.
Pé xa tam tay tré em.
St dung cho phu nir ¢6 thai va cho con bi
Phu nir mang thai:
Chua c6 thong tin vé st dung melatonin ¢ phu n@t mang thai. Nghién ctru trén dong vét
khong thdy c6 tic dung c6 hai truc tiép hodc gidn tiép d01 voi phu nit mang thai, sy phat
trién cta phoi/ thai nhi, qua trinh sinh dé hodac su phat trién sau sinh. Do thiéu dit liéu 1am
sang, khong khuyén cdo str dung melatonin & phu nit mang thai hodc dy dinh mang thai.
Phu nir cho con bu:
Pa tim théy melatonin ndi sinh trong sita me, vi thé c6 thé melatonin ngoai sinh cling tiét
vao stra me. Khong khuyén cdo str dung melatonin cho phu nit cho con bu.
Anh huwéng ciia thude déi véi cong viée (ngudi van hanh may méc, dang 1ai tau xe, ngudi
lam viéc trén cao va cac truong hop khéc): Melatonin ¢6 anh hudng trung binh dén kha
nang 1ai xe va van hanh mdy méc. Thubc c6 thé gy budn ngi, nén than trong khi l4i xe va
van hanh may moéc.
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TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG

TAC KHAC:

Céc nghién ctru tuong tac thudc chi méi duge thyc hién ¢ nguoi 16n.

Tuong tac duwoc dong hoc:

Melatonin cam ung CYP3A in vitro & néng do cao hon néng d6 tri liéu. Chua ro mébi lién

quan trén 1am sang cua phat hién nay. Néu tic dung nay xay ra, c6 thé lam giam nong do

huyét trong ctia mot s6 thude dung dong thoi.

Melatonin khong cam tng enzym CYPI1A in vitro & ndng do cao hon nong do tri liéu. Do

d6, twong tac gitra melatonin va cc hoat chat khac do tac dung trén CYP1A cua melatonin

khong déng ké.

Melatonin chuyén hoa cha yéu qua trung gian enzym CYPIA. Vi viy, ¢ thé c6 tuong tac

giita melatonin va nhitng thudc khac c6 tac dong trén enzym CYPIA.

Nén tranh phdi hop melatonin vé6i fluvoxamin vi fluvoxamin ¢ thé 1am ting ndng do

melatonin do trc ché chuyén héa melatonin béi enzym gan P450 CYP1A2 va CYP2C19.

Than trong khi phdi hop véi 5- hodc 8-methoxypsoralen, cimetidin, oestrogen do c6 thé

tang ndng d6 melatonin do wc ché chuyén hoa.

Thén trong khi dung thuoc cho bénh nhan dang diéu tri véi cimetidin, mot chat tc ché

CYP2D, c6 thé 1am ting nong d6 melatonin huyét twong do e ché chuyén hoa.

Hut thudce 14 ¢6 thé 1am giam nong d6 melatonin do cam tmg CYP1A2.

Than trong khi dung thudc cho bénh nhan dang st dung estrogen (nhu thudc tranh thai

hodc liéu phap thay thé hormon) vi ¢6 thé lam ting nong d6 melatonin do trc ché chuyén

hoa boi CYP1A1 va CYP1A2.

Chét trc ché CYP1A2 nhu cac quinolon ¢ thé 1am ting ndng d6 melatonin.

Chéat cam tmg CYP1A2 nhu carbamazepin va rifampicin c6 thé lam giam nong do

melatonin.

C6 mot luong 16n thong tin tir cac dir lidu lién quan dén tac dung cua cac thude chu van/

dbi khang adrenergic, cac chat chu van/ d6i khang opiat, thudc chong tram cam, cac thude

trc ché prostaglandin, benzodiazepin, tryptophan va ruou ddi véi su bai tiét melatonin ndi

sinh. Anh hudng nhiing hoat chat nay dén dugc luc hoc hay dong hoc ciia melatonin hozc

nguoc lai chua duge nghién ciru.

Twong tac dwoc lyc hoc:

Khéng str dung ruou cling voi melatonin vi 1am giam hiéu qué cua thude.

Melatonin c6 thé ting tac dung an than cua cac benzodiazepin va khong benzodiazepin nhu

zaleplon, zolpidem va zopiclon.

Trong mot s0 nghién ciru, dung dong thoi melatonin véi thioridazin va imipramin, cac hoat

chat anh huong hé than kinh trung wong, khong thdy c6 tuong tac duge dong hoc dang ké.

Tuy nhién, dung dong thoi c¢6 thé 1am ting cam giac yén tinh va kho thuc hién cong viéc so
v6i khi chi dung imipramin va tdng cam gidc khu kho so véi khi chi dung thioridazin.

TAC DUNG KHONG MONG MUON:

It gép, 1/1.000 < ADR < 1/100

Tam than: Khoé chiu, cang thing, bon chdn, mét ngt, mo bat thudng, 4c mong, lo ling.
Thén kinh: Pau nira dau, nhac dau, lo mo, tang dong tam than van dong, chong mat, ngu
ga.

Mach mau: Tang huyét ap.

Tiéu hoa: Pau bung, dau vung bung trén, kho tiéu, loét mi¢ng, khé miéng, budn non.
Gan - mat: Tang bilirubin huyét.

Da va m6 dudi da: Viém da, 36 mo héi dém, ngtra, phat ban, ngtra toan than, da kho.
Co - xuong va mé lién két: Pau dau chi.

Thén - tiét niéu: Glucose niéu, protein niéu.

Sinh san va tuyén vi: Triéu chimg mén kinh.

Toan than va noi dung thudc: Suy nhuoc, dau nguc.
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Xét nghiém: Xét nghiém chirc ning gan bat thudng, ting can.

Hiém gap, 1/10.000 < ADR < 1/1.000

Nhiém trung va ky sinh trung: Nhlem Herpes zoster.

Huyet hoc: Giam bach cau, giam tiéu cau.

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

Tam than: Thay d6i tdm trang, hung hing, kich dong, khoc, cac triéu ching cang thang,
mat phuong hudng, thirc ddy sém, ting ham mubn tinh duc, tim trang chan nan, trAm cam.
Than kinh: Hon mé, suy giam tri nhd, rdi loan chii y, mo mang, hdi chimg chan khong yén,
giéc ngu kém chét lugng, di cam.

Mit: Giam thi lyc, nhin mo, tang chay nudc mit.

Tai va mé 19: Chong mat tu the chong mat.

Tim: Pau thit nguc, danh tréng nguc.

Mach mau: Nong bung.

Tiéu hoa: Trao ngugc da day thuc quan, rdi loan tiéu hoa, niém mac miéng phong rop, ludi
16 lo¢t, duong tiéu hoa kho chiu, nén, am thanh rudt bat thuong, day hoi, tang tiét nudc bot,
héi miéng, bung kho chiu, roi loan da day, viém da day.

Da va mo duéi da: Eczema, ban do, viém da tay, vay nén, phat ban toan than, ban ngura, 16i
loan mong.

Co - xuong va mo lién két: Viém khop, co thit co, dau cd, chudt rut vé dém.

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

Sinh san va tuyén vii: Cuong dau kéo dai duong vat, viém tuyén tién liét.

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

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

Chuea r6 tan sudt, chwa cé dir liéu danh gid tan sudt:

Mién dich: Phan tng qua man.

Da va mo dudi da: Phu mach, phu miéng, phu ludi.

Sinh san va tuyén vi: Da tiét sira.

Thuéc cé thé gay ra cdc tac dung khéng mong mudn khdc. Can theo déi chit ché va khuyén
cdo bénh nhdn thong bdo cho bdc sy nhing tic dung khéng mong muon gdp phdi khi sir
dung thuéc.

9. QUA LIEU VA XU TRi:
Triéu chitng va ddu hiéu:
bi co6 bao cao truong hop qua lidu. Ngi ga 1a tac dung khong mong mudn duge béo cdo
nhiéu nhat. Hau hét 1a nhe dén trung binh. Trong mot sb thir nghiém lam sang, dung
melatonin lidu 5 mg/ ngay trong 12 thang khong giy thay d6i dang ké cac tac dung khong
mong mudn dugc bao cdo so voi théng thuong.
Dung liéu hang ngay dén 300 mg melatonin khong gay tac dung khéng mong mudn cé ¥
nghia lam sang.
Xuk tri:
Qua liéu c6 thé gay budn ngii. Thanh thai hoat chat co thé xay ra trong vong 12 gio sau khi
uéng. Khong can diéu tri dic hiéu nao.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong dung qué liéu chi dinh.
Piéu kién bao quén: Noi kho rao, tranh anh sang, nhiét d¢ khong qua 30°C.
Han ding ciia thudc: 36 thang ké tir ngay san xuat.

11. TEN, PIA CHIi VA BIEU TUQNG CUA CO SO SAN XUAT
San xudt tai:
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DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

Lo M7A, Puong D17, Khu Cong nghiép My Phuéc 1, Phuong Théi Hoa, Thi xi Bén Cit,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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