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BOC KY HUGNG DAN SU DUNG TRUGC
KHI DUNG

THANH PHAN: M3i vién nén bao phim chia:
o 10mg
T IO VIR OO ..coiccacinisiniiisnivsiviminscs 1 vién

CHI BINH / LIEU DUNG / CACH DUNG /
CHONG CHI BINH / THAN TRONG &
CAC THONG TIN KHAC:

Xin doc t& huéng din st dung

BAO QUAN: Nai kho réo,
trdnh &nh sdng, nhiét dd khéng qua 30°C

DAVIPHARM

© TIEU CHUAN CHAT LUONG:
Tiéu chuén nha san xudt

S816SX :
Ngay SX :

Han dung :
SBK

San xudt tgl: .
CTY TNHH DUQC PHAM BAT VI PHU
L6 M7A, Budng D17, Khu CN My Phudc 1, Phudng
Théi Hba, Thi x&@ Bén Cat, Tinh Binh Duong, Vigt Nam

CAREFULLY READ THE PACKAGE INSERT
BEFORE USE

COMPOSITION: Each film-coated tablet contains:
Ol i 10mg
q.s 1 t.c. tablet

INDICATIONS / DOSAGE & ADMINISTRATION /
CONTRAINDICATIONS / PRECAUTIONS &
OTHER INFORMATION:

Refer to the package insert for use instructions

STORAGE: In dry place,
protected from light, below 30°C

@ SPECIFICATION:
In-house standard

Manufactured by:

DAVI PHARM CO., LTD

Lot M7A, D17 St., My Phuoc 1 Ind. Park, Thoi Hoa
Ward, Ben Cat Town, Binh Duong Province, Vietnam
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Tén san phdm: ZAPNEX-10

DAVIPHARM
= DPOC KY HUGNG DAN SU DUNG TRUGC + TIEU CHUAN CHAT LUONG:
KHI DUNG Tiéu chuén nha san xuét
» THANH PHAN: M&i vién nén bao phim chia: S618 SX :
O pi 10 mg &
T4 dugc via dd ... .. 1vién Ngdysx :

Han dung :

© CHIDINH / LIEU DUNG / CACH DUNG /
CHONG CHI BINH / THAN TRONG & SBK
CAC THONG TIN KHAC:

Xin doc t& huéng d&n st dung _

San xuét tgi:

» BAO QUAN: Nai kho réo, CTY TNHH DUGC PHAM DAT VI PHU
; L6 M7A, Budng D17, Khu CN My Phudc 1, Phud
trdnh 4nh séng, nhigt a4 khéng qua 30°C dyfind T‘:“’;g o Cl’t,u'ﬂnh azh fie ‘n. m“‘m":

V
DAVIPHARM
o CAREFULLY READ THE PACKAGE INSERT
» SPECIFICATION:
BEFORE USE In-house standard
@ COMPOSITION: Each film-coated tablet contains:
O i 10mg
ipi q.s 1f.c. tablet
+ INDICATIONS / DOSAGE & ADMINISTRATION T G RO
CONTRAINDICATIONS / PRECAUTIONS &
OTHER INFORMATION:
Refer to the package insert for use instructions
Manufactured by:
DAVI PHARM CO., LTD
© STORAGE: In dry place, Lot M7A, D17 St., My Phuoc 11nd. Park, Thoi Hoa
protected from light, below 30°C Ward, Ben Cat Town, Binh Duong Province, Vietnam
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Tén san pham: ZAPNEX-10
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DAVIPHARM

GMP

* CAREFULLY READ THE PACKAGE INSERT
BEFORE USE

* STORAGE: In dry place,
protected from light, below 30°C

= COMPOSITION: Each film-coated tablet contains: * SPECIFICATION: In-house standard
ol

10 mg

+ INDICATIONS / DOSAGE & ADMINISTRATION /

CONTRAINDICATIONS / PRECAUTIONS
& OTHER INFORMATION:

Refer to the package insert for use instructions

DAVIPHARM

Manufactured by:

DAVI PHARM CO,, LTD

Lot M7A, D17 St., My Phuoc 1Ind. Park, Thoi Hoa
Ward, Ben Cat Town, Binh Duong Province, Vietnam

wnu

+ BOC KY HUGNG DAN SU DUNG TRUGC

KHI DUNG

« THANH PHAN: M&i vién nén bao phim chua:
o

10mg
RET TCIATTEY. [/ ey 1vién

« CHIBINH / LIEU DUNG / CACH DUNG /

CHONG CHi BINH / THAN TRONG &
CAC THONG TIN KHAC:
Xin doc t& huéng dén sif dyng

» BAO QUAN: Nai khd réo,

trdnh &nh séng, nhiét d§ khdng qua 30°C
* TIEU CHUAN CHAT LUONG:

Tiéu chuén nha san xu&t

San xuét tai: .
CTY TNHH DUGC PHAM BAT VI PHU
L6 M7A, Budng D17, Khu CN My Phudc 1, Phudng
Théi Hoa, Thi xa B&n Cat, Tinh Binh Duong, Viét Nam

Ti lé in bang 100% kich thudc

PHO GIAM BPOC
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Tén san pham: ZAPNEX-10
i 1
Zapnex-10 Zapnex 0 Zapnex -10 Zapnex-10 Zapnex -10 9
Olanzapin 10 mg Olanzapin 10 mg Olanzapin 10 mg Olanzapin 10 mg Olanzapin 10 mg 6
& DAVI PHARM CO.,LTD & DAVI PHARM CO.,LTD & DAVI PHARM CO,,LTD & DAVI PHARM CO,,LTD & DAVI PHARM CO,,LTD (>/<7
CTY TNHH DUQC PHAM PAT VI PHU |
X}
Zapnex-10 Zapnex 10 Zapnex-10 Zapnex-10 Zapnex-10 °
Olanzapin 10 mg anzapin 10 mg Olanzapin 10 mg Olanzapin 10 mg |
& DAVI PHARM CO.,LTD & DAVI PHARM CO.,LTD & DAVI PHARM CO.,LTD & DAVI PHARM CO.,LTD & DAVI PHARM CO.,LTD e
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Thong tin danh cho bénh nhan

ZAPNEX

Thong bdo ngay cho béc s§ hodc duge s§ nhitng tdc dung khong mong mudn gip
phdi khi st dung thudc. Thudc nay chi ding theo don clia bdc s¥.

Ty thong tin san phdm nay bao gom hudng din sit dung cho thuéc cé nhiéu ham lugng khdc
nhau

THANH PHAN v

MJi vién nén bao phim ZAPNEX-5 chifa: -

Olanzapin........c.eeevuveeenieeeniiieeeiienninenns 5mg

T4 dugc: Cellulose vi tinh thé M112 , cellastose 80, magnesi stearat, silicon dioxyd, HPMC E6,
titan dioxyd, talc, PEG 4000, polysorbat 80, ddu thdu ddu, tartrazin yellow.

2.5 s

MJi vién nén bao phim ZAPNEX-10 chia:

OV ZAPIN s s s smes samssasnansaoms svswsis 10 mg

T4 dudc: Cellulose vi tinh thé M112, cellastose 80, magnesi stearat, silicon dioxyd, HPMC E6,
titan dioxyd, talc, PEG 4000, polysorbat 80, ddu thdu ddu, tartrazin yellow.

M0 ta san phim:

ZAPNEX-5: Vién nén tron, bao phim mau vang nhat, mdt mat c6 dip logo ﬁ, mit kia co
dap gach ngang.

ZAPNEX-10: Vién nén hinh da gidc, bao phim mau vang, mot mit c¢6 dip chir DV, mat kia
c6 dap gach ngang. -

Quy cach déng goi:
ZAPNEX-5: Hop 6 vi x 10 vién.
Hop 10 vi x 10 vién.
ZAPNEX-10: Hop 3 vi x 10 vién.
Hop 6 vi x 10 vién.
Hop 10 vi x 10 vién. W

Thuéc diung cho bénh gi?

Sin phim ZAPNEX chia thanh phan chinh ¢6 tic dung dugc 1y 1a olanzapin, thugc nhém

thudc chdng loan thin va dudc st dung dé:

- Piéu tri tim thdn phan liét.

- Duy tri cdi thién 1dm sang & cdc bénh nhin da c6 ddp Wng vdi diéu tri khéi dau.

- Pidu tri cdc dot hung cdm ning hodc vira-phai.

- & cdc bénh nhan di ddp Wng vdi olanzapin trong dgt hung cdm, sif dung olanzapin dé du
phong tdi phdt rdi loan ludng cuc.
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Nén dung thudc nay nhu thé nao va liéu lugng?

Ludn ding thudc chinh xdc nhu huéng din cla bdc s§ hodc duge s§. Néu ban chua ro, hiy
hdi lai cho chic chin.

Liéu ding:

Bic s§ s& cho ban bié€t liéu va thdi gian ding olanzapin. Liéu thudng trong khodng 5 - 20 mg/
ngdy. Thong bdo cho bdc s§ néu cédc triéu ching bénh xuat hién trd lai nhung khong dugc
ngirng olanzapin cho dé€n khi dugc sy chi dinh ctlia bac s§.

Céach dung: '

C6 gdng udng thudc vao cing mot thdi diém trong ngay.

Thudc c6 thé udng ciing hoic khong cling thitc dn.

Ban nén nudt nguyén vién véi mdt ly nudc.

Khi nao khéng nén dung thuéc nay?
Khong nén dung thudc nay néu ban:
- Min cdm v6i olanzapin hoidc vdi bat cif thinh phan nao ctia thudc.

- C6 nguy co bi glocom goc hep.

T4c dung khéng mong mudn
Nhu cédc thudc khdc, ZAPNEX c6 thé gy tdc dung khong mong mudn, nhung khongyphii ai
cling gap phai.
Neung diung thudc va lién hé trung tam y t& gan nhdt néu ban gdp cdc phdn ung sau: .
- Cr dong bat thudng & mit va ludi.

- Cuc mdu dong trong tinh mach, dic biét’d chan (triéu chitng bao gdm phu, dau, dé chan),
¢6 thé di chuyén theo tinh mach 1&én phdi giy dau thit nguc, khé thd. Néu ban bi cdc triéu
ching nay, li€n hé ngay vdi bdc sy.

- Triéu chitng k&t hgp sdt, d md hoi, cing ¢d va 1d md hodc budn ngu.

- Khé thd, khd khe, ngita ngdy, phat ban, sung phu. Cdc phdn @ng di ¢ng nay hi€m gip khi
st dung thudc.

Cdc tdc dung khéng mong mudn khdc:

Rét thuong gdp

Chuyén héa: Ting trong.

Than kinh: Lo md.

Tim mach: Ha huyét 4p thé& ding.

Héa sinh: Ting mifc prolactin huyét tuong.

Thuong gap 'ﬁ‘/

Huy&t hoc: Ting bach cdu 4i toan, gidm bach cdu, gidm bach cau trung tinh.

Chuyén héa - dinh dudng: Ting dudng huyét, ting cholesterol huyét, ting triglycerid,

glucose niéuy, ting cdm gidc ngon miéng.

Than kinh: Chéng mit, chitng Parkinson, rdi loan van dong, hdi ching bt rit khong yén.

Tiéu héa: Tdo bon, khd mi€ng.

Da: Phat ban.

Co xuong khdép: Pau khdp.

Sinh duc: R&i loan cuong duong & nam gidi, gidm ham mudn & ca hai gidi.

Toan thian: Suy nhudc, mét mdi, pha, sot.

Héa sinh: Tiang phosphatase ki€m, creatin phosphokinase cao, Y-glutamyltransferase cao,

acid uric cao.
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It gap

Mién dich: Qui min.

Chuyén héa - dinh duSng: P4i thdo dudng ning thém.

Than kinh: Co giit, r6i loan trucng luc c¢d (bao gdm con xoay mit), r6i loan van dong muon,
ma't tri nhd, rdi loan ngdn ngi.

Tim mach: Chdm nhip tim, kéo dai khodng QT, huy€t khdi tinh mach (bao gém thuyén tic
tinh mach phdi va huyét khéi tinh mach sau).

Ho hdp: Chdy mdu cam.

Ti€u héa: Trudng bung.

Da: Nhay cdm vdi dnh sdng, rung tdc.

Ti€'t niéu: Ti€u khdng ty chd, bi tiéu, ti€u nhé giot.

Sinh duc: Mat kinh, vi to, ti€t sita & phu ni¥, vi to & nam gidi.

Hoéa sinh: Tang bilirubin toan phan.

Hiém gap

Huyé&t hoc: Gidm tiéu ciu.

Chuyén héa - dinh dudng: Ha than nhiét.

Than kinh: Hoi chitng thin kinh 4c tinh, triéu ching cai thudc.

Tim mach: Chim nhip nhi/ rung nhi, dot ti.”

Sinh duc: Cudng cing kéo dai.

Ti€u hda: Viém tuy.

Gan mit: Viém gan.

Co xuong khdp: Tiéu co.

Khoéng ro

Phu nit mang thai: Tri€u ching cai thudc & tré sd sinh.

Thudc c6 thé gy ra cdc tac dung khong mong mudn khdc. Thong bdo cho béc s§¥ nhitng tc
dung khong mong mudn gip phai khi sit dung thudc.

Nén tranh ding nhitng thuéc hoiic thu'c phdm gi khi dang st dung thuéc nay?

Trong khi st dung olanzapin, ban can phdi hdi ¥ ki€n bdc s§ hodc dudc s§ trudc khi st dung

cdc thudc khdc. Ban c6 thé cdm thdy budn ngii khi st dung olanzapin cling vdi thudc chong

trdm cdm hodc cdc thudc di€u trj lo u hodc thudc an than.

Mot s& thudc ¢6 thé twong tdc vdi olanzapin nén phdi thong bdo cho bac sy hoic dugc sy cla

ban vé tit ca cdc loai thudc ma ban dang sif dung, bao gdbm cé cdc thudc ké don hoic khong

ké don, cdc vitamin hoic thudc tir dudc liéu.

Thong bdo cho bac s§ n€u ban dang sif dung:

- Thudc diéu tri bénh Parkinson.

- Carbamazepin (thuSc chong ddng kinh va n dinh tdm trang), fluvoxamin (thudc chong
traim cdm) hodc ciprofloxacin (thudc khdng sinh) - ¢6 thé ban can phdi dugc di€u chinh
liéu olanzapin.

Than hoat lam gidm sinh khd dung clia olanzapin, udng 2 thudc ndy cich xa nhau it nhat 2

gidg.

Ban c6 thé udng thudc nay ciing hoic khdng cung thic in.

Ban khong nén udng rugu trong khi dang diing olanzapin do olanzapin va rugu két hgp c6 thé

lam cho ban budn ng.
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Can lam gi khi mét 1dn quén khong ding thudc?
Né&u ban quén khong dung 1 liéu, khong ding liéu di quén ma ding thudc theo ding lich
trinh cti. Khong udng gap doi liéu.

Ngirng thuéc.

Khong dugc ngirng thudc mic di ban da thdy khde hon. Viéc tiép tuc st dung thudc theo 15i
din clia bdc sy ra't quan trong.

N&u ban ty ¥ ngitng thudc, cdc triéu chitng sau c6 thé xay ra: D3 mdi hdi, khé ngd, run rdy,
lo 4u hodc budn ndn va ndén. Thong thudng bic sy s& cho ban gidm liéu din dan trude khi
ngitng thudc han.

N&u ban van con thic mic, ¢6 thé hdi ¥ ki€n bdc s hodc dudc s§.

Cin b3o quin thudc nay nhu th& nao?

Giit thudc trong bao bi gdc clia nha sdn xuat, day kin.

D& thudc noi kho rdo, tranh 4nh sing, nhiét do khong qud 30°C, va ngoai tam vdi cla tré em.
Khong st dung thudc sau ngay hét han ghi trén bao bi (hop va vi thude).

Nhitng ddu hiéu va triéu chitng khi dung thuéc qua liéu

Dung thudc chinh xdc nhu huéng din cla bdc sj. N&u ban ding qud liéu, cdc triéu ching
thong thudng c6 thé x4y ra la nhip tim nhanh, cic triéu chitng ngoai thap, budn ngi hodc hon
mé. Cdc triéu ching qud li€u it gip: Mé sdng, hdi chitng tim than 4c tinh, suy nhudc hd hip,
ting hodc gidm huy€t 4p, loan nhip tim, ngitng tim.

Lién lac ngay vdi bdc sy hodc trung tim y t& gin nhat hoic di thing d&€n bénh vién néu ban
c6 céc tri€u ching trén.

Can phai lam gi khi ding thuéc qu4 liéu khuyén cdo

Lién lac ngay véi bdc s§ hoic trung tim y t& gin nhat hoic di thing d&€n bénh vién.

Mang theo vién thudc cling vdi bao bi d€ bdc sy bi€t ban di udng thudc gi va c6 bién phdp
xu 1y kip thoi.

Nhitng diéu cAn thin trong khi diing thuéc nay

Trao d6i v6i bac s§ hodc dugc sy trude khi sit dung olanzapin.

Viéc st dung olanzapin & ngudi cao tudi bi chitng mat tri nhé khdng duge khuyén cdo do ¢6

thé giy cdc tic dung khong mong mudn nghiém trong:

- Cic thudc chong loan thin c6 thé gy cit dong bat thudng chl yéu & mat va ludi. Néu triéu
chitng nay xudt hién sau khi diing olanzapin, thong bdo vdi béc s3.

- Thudc chdng loan thin c6 thé giy st kém thd gdng stic, d6 mo hdi, ciing cd va 10 mo hoz‘;c\/

budn ngd. N&u ban bi cdc tri€u ching nay, thong bdo ngay cho bic s§. 1

- Bénh nhén st dung olanzapin c¢6 thé bi ting can. Nén kiém tra cin ndng thudng xuyén.
Can nhic in kiéng v6i ch€ do dn hgp ly khi can thiét.

- Ting huy€t dp va lipid médu cao (triglycérid va cholesterol) da dugc bdo cdo ¢ bénh nhin
stt dung olanzapin. Bac s§ c6 thé s& kiém tra mdu dé bi€t dugc lugng duding va lipid trong
mdu trude va trong khi diéu tri v6i olanzapin.

- Thong bdo cho bac s§ n&u ban hoic ai d6 trong gia dinh ban ¢ tién sit bi cuc mdu dong do
cdc thudc tuong tu olanzapin c6 lién quan d€n viéc hinh thanh cuc mdu dong.

- Dot quy, viém phdi, ti€u khong ty chi, té ngd, suy nhuge qua do, ting than nhiét, d6 da va
van dé viéc di lai.
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Thong bdo ngay cho bdc s§ néu ban cé nhitng van dé sau:

- b6t quy hodc con thi€u mdu ndo thodng qua.

- Bénh Parkinson. Olanzapin c¢6 thé 1am ndng thém tri€éu ching bénh Parkinson.

- Bénh tuyén tién liét.

- Liét rudt.

- Bénh gan hodc bénh thén.

- Céc r6i loan vé mau.

- Bénh tim mach.

- D4i thdo dudng.

- Co giit.

Né&u ban dang bi chitng mat tri nhd, ban hodc ngudi chim séc ban nén thong bdo cho béc sy
khi ban bi dot quy hodc con thi€u mdu ndo thodng qua.

N&u ban trén 65 tudi, ban nén theo ddi huy&t 4p thudng xuyén hon.

Sdn phim ZAPNEX c6 chifa lactose. Néu ban khong dung nap mot loai dudng nao do, hay
thdong bdo cho bdc s§.

~ ’
Dung thudc cho tré em
Khong ding olanzapin cho tré em du6i 18 tudi.
Phu nit mang thai hodc cho con bi ;
Né&u ban dang mang thai, hodc nghi ring minh dang mang thai, hodc dy dinh c6 thai, hiy hdi
y ki€n bdc s§ hodc dugc s§ trude khi dang thudc. b
Ban khong nén cho con bu trong thdi gian ding thudc do mdt lugng nhd olazapin c6 thé qua
dugc sita me. _
Mot 8 triéu chitng sau c6 thé x3y ra & tré so sinh ¢6 me sif dung olanzapin vao 3 thing cudi
thai ky: run rdy, ctiing co va/ hoic y&u cd, budn ngd, kich dong, van dé khi thd va in udng
khé. Thong bdo bdc s§ néu tré ¢6 céc triéu chitng nay.
Ldi xe va vdn hanh mdy mdc
Olanzapin c6 thé 1am ban budn ngi. N&u ban bi tdc dung nay, khong nén ldi xe hay van
hanh mdy méc.
" Khi nio cin tham van béc s§, dugc s§.

Cin lién lac ngay véi bac s§ hodc trung tim y t& gin nha't khi dung thudc qud liéu chi dinh.
Théng thudng, bao gids ciing phdi hdi y ki€n bdc s§ hodc duge sy trude lic dung bat ky thude
nao khi mang thai hodc cho con bu. )

Thong bdo ngay cho bic s§ hodc dudc s§ nhitng tdc dung khong mong mudn gip phai khi st
dung thudc.

N&u can thém thong tin xin héi y ki€n bac sy hodc dugc s¥.

Han duing ciia thudc: 36 thing k€ tir ngdy sdn xua.
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Sdn xuA't tai: ,

CTY TNHH DUQC PHKM DAT VI PHU

(DAVI PHARM CO., LTD)

L6 M7A, budng D17, Khu CN M§ Phudc 1, Phudng Théi Hoa, Thi xa Bén Cat, Tinh Binh
Duong, Viét Nam '

Tel: 0650-3567689  Fax: 0650-3567688

Ngay xem xét stra ddi, cAp nhat lai noi dung huéng din sit dung thudc:

"/ PHO GIAM BOC

DS, Nguyin Huin Fhetong
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Thoéng tin danh cho cdn bd y t&

ZAPNEX

T théng tin sin phdm nay bao gém hudng dén sit dung cho thuée cé nhiéu ham ligng khdc

nhau

THANH PHAN

MJdi vién nén bao phim ZAPNEX-5 chita:
Olanzapin.....c.ccccceeeeeeiniieeeeeccieeeceinenn, 5 mg

Té dudc: Cellulose vi tinh thé M112, cellastose 80, magnesi stearat, silicon dioxyd, HPMC E®6,
titan dioxyd, talc, PEG 4000, polysorbat 80, ddu thdu ddu, tartrazin yellow.

Mbi vién nén bao phim ZAPNEX-10 chifa:

Olanzapin.......ccccceeeereveeeeesiineeeeeenneeen, 10 mg

T4 dugc: Cellulose vi tinh thé M112, cellastose 80, magnesi stearat, silicon dioxyd, HPMC E6,
titan dioxyd, talc, PEG 4000, polysorbat 80, ddu thdu ddu, tartrazin yellow.

Dang bao ché&: Vién nén bao phim.

Mo ta san phdm: B
ZAPNEX-5: Vién nén tron, bao phim mau vang nhat, mot mat c¢6 dap logo dﬁ mat kia ¢é
dip gach ngang.

ZAPNEX-10: Vién nén hinh da gidc, bao phim mau vang, mdt miat ¢é didp chitr DV, mat kia
c6 dap gach ngang.

Quy cach déng goi:
ZAPNEX-5: Hop 6 vi x 10 vién.
Hop 10 vi x 10 vién.
g ZAPNEX-10: Hop 3 vi x 10 vién.
Hop 6 vi x 10 vién.
Hop 10 vi x 10 vién.

PAC TINH DUGC LUC HQC:

Nhém dugc ly: Thudc an than kinh/ Thudc chdng loan thin, ma ATC: NOSAHO03.

Olanzapin 12 mdt thudc chdng loan than, chdng hung cdm, 1am &n dinh tim tinh.

Trong cdc nghién cifu tién 1am sang, olanzapin ¢6 4i luc cao vdi cdc thu thé serotonin
SHT2anc, SHT3, SHTs; dopamin D,, D,, D3, Ds, Ds; thu thé muscarinic M;-Ms; alpha,
adrenergic; histamin H;. Cdc nghién citu vé dién sinh ly cho thdy olanzapin c6 tdc dong chon
loc trén no-ron Aj, it ¢ tdc dong trén Ag. Olanzapin cling lam giam ddp Ung trdnh né cé
diéu kién, mot thit nghiém dé ki€m tra hoat tinh chdng loan than, & liéu dung thap hon liéu
giy ra ching gilt nguyén thé.

Khong nhu mét s& thudc chdng loan than khdc, olanzapin 1am ting ddp @ng vdi thit nghiém

“giam lo au”. V
o

1/8



https://nhathuocngocanh.com/

PAC TINH DUJC PONG HOQC: )

Hdp thu: Olanzapin dugc hdp thu t3t qua dudng tiéu héa, dat ndng dd dinh trong huyét tuong

trong vong 5 - 8 gid sau khi udng. Su hap thu khong bi 4nh hudng bdi thic dn.

Phén bé: Khodng 93% olanzapin gidn két protein huyét tuong.

Chuyén héa: Olanzapin dugc chuyén héa & gan bing su két hgp va oxy héa. Chat chuyén

héa chinh 1a 10-N-glucuronid, khdng qua hang rao mdu nio, it ¢ hoat tinh sinh hoc.

Thdi tru:

- Ngudi tir 65 tudi trd 1&n so vdi ngudi tré tudi: Thdi gian ban thdi kéo dai (51,8 gid so vdi
33,8 gid), d6 thanh thdi gidm (17,5 L/ gid so véi 18,2 L/ gio).

- Nir gidi so v6i nam gidi: Thdi gian bdn thai dai hon (36,7 gid so vdi 32,3 gid), d6 thanh
thdi gidm (18,9 L/ gid so vGi 27,3 L/ gid).

- Thoi gian ban thdi va d6 thanh thdi khong cé su khac biét giita bénh nhin suy thin va
ngudi khde manh.

- & bénh nhan bi suy gan nhe, thdi gian bdn thai trung binh va do thanh théi ting theo ham
s6 mil so vdi ngudi khde manh. )

Dugc dong hoc giita thi€u nién (13 - 17 tudi) tuong ty vdéi ngudi 16n. Trong nghién cifu 1am

sang, c¢6 thé do trong lugng trung binh va ti 1& hit thudc thadp hon nén phoi nhiém vdi

olanzapin thap hon 27% so v6i nhém ngudi 16n.

CHI PINH:

Piéu tri tim thin phan liét.

Duy tri cdi thién 14m sang & cdc bénh nhian di c6 ddp @ng vdi diéu tri khdi dau.

Piéu tri cdc dot hung cdm ning hoic vira phai.

J céc bénh nhan da ddp tng v6i olanzapin trong dgt hung cdm, st dung olanzapin dé du
phong tdi phdt réi loan ludng cyc.

LIEU DUNG - CACH DUNG:

Liéu dung: _

Liéu ding nén dugc diéu chinh theo titng b&énh nhédn, thudng nidm trong khodng 5 - 20 mg/
ngdy. Khi mudn ngung st dung thudc thi nén cén nhic gidm liéu dan dan.

Tém thdn phan li¢t:

Liéu diing khdi ddu khuyén nghi 1a 10 mg/ ngay.

Dot hung cam:

- Pon tri liéu: Lidu ding khdi ddu khuyé&n nghi 1a 15 mg/ ngay, udng mot 1an vao budi séng.
- Diéu tri phdi hgp: 10 mg/ ngay .

Du phong tdi phdt réi loan luéng cuc:

Liéu khdi diu khuyé&n nghi 12 10 mg/ ngay.

DGi v6i bénh nhan da dung olanzapin trong dgt hung cdm, dung ti€p tuc & liéu da st dung.
Bénh nhén trén 65 tudi:

Nén bit diu dung & liéu 5 mg/ ngay.

Bénh nhédn bi suy thdn va/ hodc suy gan:

Nén cin nhic ding liéu khdi ddu 5 mg/ ngay. Trudng hop suy gan trung binh (hoai tf, Child-
Pugh A hoic B), nén khdi ddu véi liéu 5 mg/ ngay va than trong khi ting liu.

Tré em: Khong khuyén cdo sit dung & tré em dudi 18 tdi do thi€u dit liéu vé an toan va hiéu
qua. Nghién citu cho thdy tré em dudi 18 tudi ¢6 khuynh hudng ting cén, rdi loan lipid va
prolactin nhiéu hon so véi ngudi 16n.
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Hiit thuéc: Khong cdn diéu chinh lidu ¢ ngudi hit thudc. Hiit thudc c¢6 thé cdm dng su
chuyén héa ciia olanzapin. Theo doi chat ché trén 1dm sang. N&u cin thi€t, cn nhic ting
liéu olanzapin.

Khi ¢6 nhiéu hon mdt y&u t& nguy cd gdy gidm chuyén héa (nit gidi, ngudi cao tdi, khong
hit thudc), nén can nhic gidm liéu khdi dau olanzapin. Ting liéu, khi duge chi dinh, cho cdc
bénh nhdn nay mdt cich thdn trong.

Céch dung:

ZAPNEX dugc st dung dudng udng, dung 1 1an/ ngay, c¢6 thé udng lic no hoic lic déi.

CHONG CHi PINH:
Bénh nhdn min cdm vGi bat ky thanh phin nao cda thudc.
Bénh nhén c6 nguy co bi glocdm goc hep.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

Tinh trang bénh nhén di€u tri bing olanzapin c6 thé cdi thién sau nhiéu ngay hodc vai tudn,
vi vdy cin theo ddi b&énh nhan trong sudt thdi gian nay.

R&1 logn tém thén va/ hodc réi loan hanh vi do chitng mdt tri nhé

Olanzapin khong dugc khuyén cdo st dung & bénh nhin bi rdi loan tim thin va/ hodc roi
loan hanh vi do chitng mat tri nhé vi khd ning tf vong va nguy cd bi tai bi€n mach mdu nido
ting l€n.

Trong thdi gian st dung olanzapin, ngudi cao tudi bi chitng mat tri nhd c6 thé bi dot quy,
viém phdi, ti€u khong tu chd, té ngi, suy nhudge qud do, ting thin nhiét, dd da va van dé
viéc di lai. MOt s6 ca tlf vong dd dudc bdo cdo.

Bénh Parkinson '

Khong khuyén cdo sit dung olanzapin & cdc bénh nhin bi Parkinson dang diéu tri vdi chat
chti vin dopamin. Trong nghién cttu 1dm sang, bénh chiing clia Parkinson va 4o gidc ning
hon da dugc bdo cdo rat thudng xuyén va thudng xuyén hon nhém gid duge, va olanzapin
khong hiéu qua hon gid dudc trong viéc diéu tri triéu ching loan thin.

Hpi chitng thdan kinh dc tinh (NMS)

Hoi ching than kinh dc tinh (NMS) 1a tinh trang c6 thé de doa tinh mang khi st dung cdc
thudc chong loan than. C4c ca hi€m NMS di dugc bdo cdo d6i vdi olanzapin. Bi€u hién 1am
sang bao gdm sdt cao, ciing cd, thay ddi trang thdi tinh than va bing chitng bat 6n than kinh
t tri (mach hodc huyét 4p bat thudng, nhim tim nhanh, todt md hoi, loan nhip tim). Cdc ddu
hiéu khdc c6 thé 1a ting creatin phosphokinase, myoglobin ni€u (tiéu co) va suy thin cap.
Né&u bénh nhian xuit hién ddu hiéu va triéu chitng chi ddu NMS hoic bi s6t cao khdng rd
nguyén nhan ma khong c6 céc triéu chitng khdc clia NMS, ngirng tat cd cdc thudc chong loan
thin, bao gdbm olanzapin.

Tang duong huyét va ddi thdo duong

Pi ¢6 bdo cdo vé ting dudng huyét va/ hoic phdt trién hodc ning thém ddi thdo dudng doi
khi kém theo nhi&m ceton acid hoic hon mé. Ting cin c6 thé 1a mot y€u td nguy cd.

Bénh nhan nén dudc theo doi dudng huy&t: bit diu diéu tri, 12 tudn sau khi diéu tri va mdi
nim sau d6. Theo dbi triéu ching ddi thio dudng (udng nhiéu, ti€u nhiéu, in nhiéu, y&€u) §
bénh nhan diéu tri véi thudc chdng loan than, bao gdm olanzapin. Bénh nhin dang bi hodc
¢6 nguy co bi ddi thio dudng nén dudc theo ddi dudng huyét thudng xuyén do bénh cé thé
ning hon. Kiém soét cin ning 4 tudn mot 1an sau khi bdt dau diéu tri v4i olanzapin va 3
thang/ 1an sau dé.

Réi logn lipid huyét (\(3/
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R&i loan lipid huy&t dugc quan sdt thdy & cdc bénh nhan diéu tri véi olanzapin trong nghién
ctfu 1am sang doi ching véi gid dugc. R&i loan lipid huy&t nén duge ki€m sodt thich hgp trén
ldm sang, dic biét § bénh nhan da bi hodc ¢6 yé&u td nguy cd bi rdi loan lipid huy&t. Nén theo
doi lipid mau thudng xuyén & bénh nhan di€u tri véi thudc chdng loan than: bit ddu diéu tri,
12 tuan sau khi diéu tri va mdi 5 nim sau dé.

Uc ché doi giao cam

Olanzapin cho tdc dung tc ché ddi giao cdm in vitro. Nén cin than khi ding cho cdc bénh
nhan bi phi dai tién liét tuy€n, tic rudt liét va cdc bénh ¢6 lién quan.

Chiic nang gan

Aminotransferase gan, AST, ALT ting tam thdi va khong triéu ching thudng gip, dic biét
khi bdt dau diéu tri. Nén than trong va theo di viéc ting AST va/ hoic ALT & bénh nhan ¢6
d&u hiéu va triéu chitng suy gan, bénh nhin cé du trif chifc ning gan han ché va bénh nhéan
dang dudc diéu tri v6i thudc c6 khd ning doc gan. Trong trudng hgp viém gan (bao gém tdn
thuong t€ bao gan, & mat hodc hén hgp) di duge chan dodn, nén ngirng olanzapin.

Gidm bach cdu trung tinh

Thin trong khi sit dung cho bénh nhin c¢6 s6 lugng bach ciu va/ hoic bach ciu trung tinh
thap do bat ky nguyén nhin nao, & bénh nhin st dung thudc da bi€t giy ra gidm bach cau
trung tinh, b&énh nhan ¢6 tién s bi nhiém ddc hodc suy tiy do thudc, xa tri hodc hda tri va &
bénh nhin ting bach ciu 4i toan hoic bénh nhin bi bénh ting sinh tdy xuong. Gidm bach
cau trung tinh thudng xdy ra & bénh nhan sit dung olanzapin ciing vdi valproat.

Ngitng thuéc .

Triéu ching cap tinh nhy 12 vd md hoi, mat ngd, run, lo ling, budn ndn, ndn mira di dugc
bdo cdo khi ngirng ddt ngdt olanzapin.

Kéo dai khoang QT

Trong nghién citu 1am sang, kéo dai khodng QT di dugc ghi nhin & bénh nhén diéu tri v6i
olanzapin, cdc bi€n ¢ tim mach lién quan xdy ra tuong dudng nhau ¢ nhém olanzapin va
nhém gid dugc. Tuy nhién, nén st dung thdn trong olanzapin ¢ bénh nhan da dugc chi dinh
cdc thudc di bi€t 1am ting khodng QT, dic biét & ngudi cao tudi, b&nh nhin bi hdi ching kéo
dai QT bdm sinh, suy tim sung huyét, phi dai co tim, ha kali huy€t hodc ha magnesi huyét.
Huyét khoi

Huyét khéi da dugc bdo cdo & bénh nhan st dung olanzapin. M3i lién quan giita huy€&t khoi
tinh mach va viéc diéu tri olanzapin chua dudc thié€t 1ap. Tuy nhién, vi bénh nhan bi tim than
phin liét ¢6 cdc y&u t& nguy co bi huy&t khdi tinh mach, can xdc dinh cdc y&u td nay va c6
bi€n phdp phong ngira.

Tdc dong lén thdn kinh trung uong

Than trong khi phSi hgp olanzapin vdi cdc thudc khdc ¢6 tdc dong lén thin kinh trung uong
va rugu. Do né ¢6 tic dung ddi van dopamin in vitro, olanzapin c¢6 thé ddi khdng tic dung
ctia chdt chii van dopamin truc ti€p hoic gidn ti€p.

Co gidt

Thén trong v6i cdc bénh nhin ¢6 tién skt co gidt hodc c6 yé&u td nguy cd lam gidm ngudng co
gidt. Co gidt da dugc bdo cdo & bénh nhan diéu tri v6i olanzapon. Trong hiu hét cdc trudng
hop nay déu c6 tién st co gidt hodc cdc y€u td nguy co gy co giat.

R6i logn vdn dong muén

Trong céc nghién cifu so sdnh trong vong 1 ndm hodc it hon, olanzapin lam gidm ddng ké
trudng hop diéu tri rdi loan van dong cdp. Tuy nhién, nguy cd rdi loan vin dong muodn ting
1&n khi diéu tri kéo dai. Do d6 n€u diu hiéu va triéu ching cda rdi loan van dong mudn xudl
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hién & bénh nhén st dung olanzapin, can cin nhic viéc gidm liéu hodc ngung st dung thudc.
Céc triéu chitng nay c6 thé tam thdi xu di hodc xud't hién sau khi ngirng diéu tri.

Dot tir

Bi€n cd dot t da dudc bdo cdo trude khi olanzapin dugc dua ra thi trudng. Trong mot nghién
cttu doan hé hoi citu, nguy cd dot ti & bénh nhan diéu tri olanzapin cao hon khodng 2 1in so
vdi bénh nhan khong ding thudc chdng loan thin.

Ha huyét dp thé ditng

Trong nghién citu lam sang, ha huy€t 4p th€ ditng thudng dugc quan sit thiy & ngdi cao tudi.
Nén ki€m tra huyé&t 4p dinh ky khi diing olanzapin cho bénh nhén trén 65 tudi.

Tré em

Khong khuyén cdo st dung olanzpin cho tré dudi 18 tudi. Nghién citu & bénh nhan 3 - 17 tudi
cho thdy nhiéu tdc dung khong mong mudn, bao gdm ting cin, thay ddi chuyén héa va ting
ndng dd prolactin. )

ZAPNEX c6 chifa lactose, bénh nhén bi r6i loan dung nap galactose, thi€u hut Lapp lactase
hodc rdi loan hap thu glucose-galactose khong nén sit dung.

Té dugc mau tartrazin yellow ¢6 trong thanh phan cla thudc c6 thé gy di ¢ng da.

St dung cho phu nit ¢6 thai va cho con bi:

Thoi ky mang thai

Tré so sinh phdi nhi€m vdi thudc chdng loan than vao 3 thing cudi thai ky ¢ nguy cd bi tdc
dung khong mong mudn bao gém triéu chitng ngoai thap va/ hoic triéu ching cai thudc vdi
cdc mitc d§ khdc nhau. Pa ¢6 bdo cdo vé kich dong, ting/ gidm truong lyc hon, run riy, 19
mo, suy ho hap hodc rdi loan dn udng.

Cin thin trong khi st dung cho phu nif mang thai va cin nhic nguy co - 1gi ich trude khi bit
dau diéu tri cho ddi tugng nay.

Thoi ky cho con bu ‘

Olanzapin dudc bai xud't vao sita ¢6 thé gay ra cdc tic dung e ché than kinh trung uong & tré
bi me do vdy can trdnh khong st dung olanzapin cho phu nif dang cho con bu hoic khong
cho con bu khi bdt budc phai diéu tri cho ngudi me.

Anh hudng cia thudc déi véi cong viéc (ngudi van hanh mdy méc, dang ldi tau xe, ngudi
lam viéc trén cao va céc trudng hdp khic): Chua c6 nghién citu vé dnh hudng clia olanzapin
16n kh3 ning ldi xe va van hanh mdy méc. Vi olanzapin ¢6 thé giy 16 md va chéng mit, thin
trong khi 1di xe va vdn hanh mdy méc.

TUONG TAC CUA THUOC V61 CAC THUOC KHAC VA CAC LOAI TUONG TAC

KHAC:

Tuong tdc thudc cé thé anh hudng dén olanzapin

Olanzapin dugc chuyén héa qua CYP1A2, vi vdy céc thudc gy cdm ng hodc e ché enzym

nay c6 thé dnh hudng dén duge dong hoc clia olanzapin:

- Cam wng CYP1A2: Hiit thudc 14, carbamazepin lam gidm ndng do cta olanzapin. Thanh
thdi clia olanzapin ting nhe dén trung binh, hdu qui cda tuong tdc ndy cdn han ché trén
1am sang. N&u can thi€t, cin nhic ting liu olanzapin.

. . b e 2 3 1 : " . b
- Uc ch& CYP1A2: Fluvoxamin ¢ ché ddng ké su chuyén héa olanzapin. Cmax V2 AUC cla

olanzapin déu ting va ting cao hon & b&énh nhan nam hit thudc so véi bénh nhin nit khong
hit thudc. Nén cin nhic gidm liéu olanzapin ¢ bénh nhin dang sif dung fluvoxamin va cdc
chat ic ché CYP1A2 khdc.
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Giam sinh khad dung

Than hoat lam gidm sinh kh3 dung clia olanzapin dudng udng 50 - 60%, nén ubng than hoat
céch xa thoi diém ubng olazapin it nha't 2 gid.

Fluoxetin (mdt chdt @c ch& CYP2D6), liéu don lip lai antacid (nhém, magnesi) hoic
cimetidin khong 4nh hudng ddng ké dén sinh kha dung ctia olanzapin.

Déi khdng véi chét chii van dopamin

Olanzapin ¢6 th€ d6i khang tic dung cia chidt chli vAn dopamin truc ti€p hodc gidn tiép.
Olanzapin dnh hudng dén cdc thuéc khdc

Olanzapin khong c ché cdc isoenzym CYP450 chinh in vitro (1A2, 2D6, 2C9, 2C19, 3A4).
Do d6 olanzapin khong tuong tdc vdi chit chong trdim cdm ba vong (chuyén héa qua
CYP2D6), warfarin (CYP2C9), theophyllin (CYP1A2) hodc diazepam (CYP3A4 va 2C19).
Olanzapin khong tuong tdc vdi lithi hodc biperiden khi dung chung.

Theo ddi ndng dd valproat trong di€u tri cho thdy khdng cin diéu chinh liéu valproat khi
dung chung véi olanzapin.

Thdn kinh trung vong

Thén trong & bénh nhin udng rugu hoic thudc cé thé e ché hé than kinh trung uong.

Khong khuyén cdo dung chung olanzapin v6i thudc khang Parkinson & bénh nhan bi
Parkinson va b&énh ma' tri.

Kéo dai khodng QT

Than trong khi ding chung olanzapin véi cdc thudc kéo dai khodng QT.

TAC DUNG KHONG MONG MUON:

Ra't thuong gap, ADR 2 1/10

Chuyén héa: Ting trong.

Thén kinh: Lo md.

Tim mach: Ha huyét 4p th€ ding.

Héa sinh: Ting mic prolactin huy€t tuong.

Thuong gdp, 1/100 £ ADR < 1/10

Huyét hoc: Tang bach cdu 4i toan, gidm bach cdu, gidm bach cau trung tinh.

Chuyén héa - dinh dudng: Ting dudng huyét, ting cholesterol huyét, ting triglycerid,
glucose niéu, ting cdm gidc ngon mi€ng.

Than kinh: Chéng mat, ching Parkinson, 161 loan vAn dong, hdi chitng bt rit khong yén.
Tiéu héa: Tdo bon, khd mi€ng.

Da: Phdt ban.

Co xuong khdp: PBau khdp.

Sinh duc: Rdi loan cuong duong & nam gidi, gidm ham mudn & cd hai gidi.

Toan than: Suy nhudc, mét méi, phi, sot.

Héa sinh: Tang phosphatase kiém, creatin phosphokinase cao, y-glutamyltransferase cao, acid
uric cao.

It gap, 1/1.000 < ADR < 1/100

Mién dich: Qud man.

Chuyén héa - dinh dudng: Ddi thdo dudng ning thém.

Than kinh: Co giit, rdi loan truong Iyc cd (bao gdm con xoay mit), roi loan van dong mudn, ,‘»/

mAt tri nhd, rdi loan ngdn ngi.
Tim mach: Chim nhip tim, kéo dai khodng QT, huy&t khéi tinh mach (bao gdm thuyén tic
tinh mach phdi va huy&t khdi tinh mach siu).
Hb6 hap: Chdy mdu cam.
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Ti€u héa: Trudng bung.

Da: Nhay cdm vdi dnh sdng, rung téc.

Ti€t niéu: Ti€u khdng ty chd, bi tiéu, tiéu nhd giot.

Sinh duc: Mat kinh, v to, ti€t sita & phu nff, vi to § nam gidi.
Hoa sinh: Tang bilirubin toan phan.

Hiém gap, 10.000 < ADR < 1/1.000

Huyé€t hoc: Gidm ti€u cau.

Chuyén héa - dinh dudng: Ha than nhiét.

Than kinh: Hoi chitng thin kinh 4c tinh, triéu chitng cai thudc.
Tim mach: Chdm nhip nhi/ rung nhi, dot ti.

Sinh duc: Cudng cing kéo dai.

Tiéu héa: Viém tuy.

Gan mit: Viém gan.

Co xuong khdp: Tiéu co.

Khong ré (chwa cé di liéu vé tan sudt gap phdi ADR):

Phu nif mang thai: Triéu ching cai thudc & tré so sinh.

HUGNG DAN CACH XU TRi ADR:

Nging thudc trong trudng hgp xuat hién cdc biéu hién clia hdi ching an than kinh dc tinh.
Piéu tri hd trg tich cyc va theo ddi chit bénh nhan, cin thin trong khi sif dung lai olanzapin
cho bénh nhan sau khi xuit hién hoi chitng an than kinh 4c tinh: nén lua chon cic thudc it
gy hoi chitng nay hon va cin ting liéu tiY tif cho bénh nhén.

Ngirng thudc hodc gidm li€u olanzapin néu xuit hién loan dong mudn trong qud trinh sif
dung thudc.

Gidm liéu hoic dung thudc 1 1an/ ngay ldc di ngli né€u xuat hién budn ngil trong qud trinh sif
dung olanzapin.

St dung cdc bién phdp diéu tri dung thudc hoic khong dung thudc dé di€u chinh rdi loan
lipid huyé&t n€u xud't hién trong qud trinh diéu tri biing olanzapin. C6 thé cin nhic st dung
thay th€ bing cdc thuSc an thian kinh khdc it gy dnh hudng trén chuyén héa lipid nhu
risperidon, ziprasidon hay aripiprazol.

QUA LIEU VA CACH XU TRI:

Céc triéu ching thong thudng khi ding qud liéu (> 10%): nhip tim nhanh, cdc triéu ching
ngoai thap, budn ngl hodc hon mé.

Céc triéu ching dung qué liéu it gip (< 2%): Mé sdng, co giat, hoi chitng tim than dc tinh,
suy nhugc ho hap, huyét dp 1én hodc xudng, loan nhip tim, ngirng tim.

Pi ¢6 bdo cdo tir vong & lidu 450 mg, nhung ciing ¢ bdo cdo song sét khi dung & lieu 1500
mg.

Xiz Iy: Khong c6 thudc gidi doc dic hiéu cho olanzapin. C6 thé rita da day, udng than hoat.
Luu y hd trg hd hap, diéu tri huy€t dp thap, truy tim mach. Khong nén st dung epinephrin,
dopamin, hoic céc thudc giéng giao cdm c6 tinh chli van beta, vi ¢6 thé lam gidm huyét dp
nhiéu hon.

v

Piéu kién bao quan: Ndi kho rdo, tranh 4nh sdng, nhiét do khong qud 30°C.

Han dung ctia thudc: 36 thang ké tif ngay sin xuat.
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https://nhathuocngocanh.com/

San xuit tai:

CTY TNHH DUQC PHAM PAT VI PHU

(DAVI PHARM CO., LTD)

L6 M7A, Pudng D17, Khu CN M§ Phudc 1, Phudng Thdi Hoa, Thi xa B&n Cat, Tinh Binh
Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

Ngay xem xét sita ddi, cAp nhat lai ndi dung huéng din sit dung thudc:

“ PHO GIAM BOC
DS.JVW: %am%mg
A

TUC.CUC TRUGNG
p.TRUONG PHONG
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