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cHi BINK, CACH DONG vA Lify
DUNG, TUONG TAc THUSE, TAC
DUNE KHONG MONG MUGN:

Xin dec 19 hsing ddn sir dyng.

Kém gluconut namg dieone Kém 153my

‘ GMP-WHOD
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THANH PHAN:
KEm gluconat tumg didng Kem
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Kem gluconat
tuong duong Kem 15 mg

GAMP-WHO

Tiéu chudn: TCCS
SBK: VD-X0O0K-XX

BE XA TAM TAY CUA TRE EM

BOC KY HUGNG DAN SU DUNG
TRUAC KHI DUNG

Bdo qudn: nhigt df khing qud 30°C,
tranh dnh sang va 4m.
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MEBIZINC

Kém gluconat
fuong duong Kém 15 mg
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1« Chai 100 vién nén

Kém gluconat
tuong duong Kém 15 mg

Bottle of 100 tablets

MEBIZINC

Zinc gluconate
equivalent Zinc 15 mg

BIOMATERIAL AND PHARMACEUTICAL
JOINT STOCK COMPANY
‘Lot 1i - 18, Street No.13, Tan Binh IP,
Tan Phu Dist., Ho Chi Minh Gity
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S em gluconat 105 mg
Tuwong duong Kém 15 mg
T4 duge vira di 1 vién

(Tinh bt liia mi, Croscarmellose sodium, Lactose,
PVP K30, Aerosil, Bét Tale, Magnesi stearat)

2.DANG BAO CHE: Vién nén.
3.DUJC LUC HOC:

Nhém dude 1§: Khodng chét

Mia ATC: A12CB02

Kém gluconate tic déng trén céc thanh phin viém clia mun tring c4.

Anh hudng ciia 4nh nfng mat trdi:

Hai nghién citu ldm séng da chi ra ring K&m gluconat khong gdy phdn tng di ¢ng 4nh

sdng hay doc khi c6 4nh sdng. Piéu tri bing Kém gluconat vin c6 thé ra ning.
4.DUGC PONG HOC:

Kém gluconate dugc hdp thu qua rudt. /

Nong @9 huyét thanh dinh dat dugc sau 2-3 ti€ng. Y{

HZ&p thu bi 4nh hudng bdi diing thudc trong bita &n. |

Céc nghién ctru duge 1y 14m sang da chi ra ring kém dugc tim thd'y trong da.

Thai trit chii yéu trong phéin.

5.QUY CACH PONG GOI: Vi 10 vién — Hop 10 vi; Chai 100 vién — Hop O1 chai.
6. CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHi DINHL
Chi dinh:

Viém do mun trifng c4 nhe va vira.

Viém da d4u chi rudt.
Liéu lrgng:
- Viém do mun:

2 vién/ ngdy (~30 mg k&m/ ngdy) trong vong 3 thdng. Sau d6 gidm con 1 vién/ ngay.
- Viém da dédu chi rudt:

+ Trude do tudi day thi: 1 vién/ ngay

+ Trong thai gian ddy thi: c6 thé ting liéu dén 2 vién/ ng2y. Sau giai doan nay, c6 thé

gidm con 1 vién/ ngly.
Chui y: Trong sut qué trinh diéu tri phéi tudn thd nghiém ngit n€u khéng s& ¢6 nguy cd
tai phat. Binh k¥ kiém so4t lugng k&m trong huyét tuong.
Céch dung:
Ubng thudc vao budi séng trude khi &n, hoic cich xa bita an.
Chong chi dinh:
- Qud mén véi cdc thanh phdn cla thude.
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- ThuSc nay chdng chi dinh véi bénh nhan bi di tng Ida mi (trl bénh nhin mic bénh
Celiac).

7. CAC TRUONG HOP THAN TRONG KHI DUNG THUGC:

- D€ dat dude sy hdp thu t6i da, nén uéng thudc cich xa bifa in.

- Thudc nay c6 thé duge ding trong trudng hop bénh Celiac,

- Tinh bgt Ida mi ¢6 thé chita gluten, nhung chi 1 lwgng rit nhd, va do d6 dude coi 14 an
todn cho cédc ¢4 nhéan ¢6 bénh Celiac.

- Thuéc chia lactose, bénh nhén mic cdc r6i loan di truyén hiém gip vé dung nap
Galactose, ching thi€u hut Lactose Lapp, r6i loan h&p thu Glucose - Galactose khong
nén s\ dung thudc ndy.

* Thoi ky mang thai va cho con bii:

- Biéu trj viém da d4u chi rudt: bd sung kém 13 cdn thiét va cAn ti€p tuc trong sudt thai ky
mang thai va cho con bi.

- Biéu tri viém mun tritng cd:

* Trong 3 thdng ddu thai k¥: trdnh s dung kém gluconat. D liéu lam sang cho thay
mifc d6 an toan nhung cdn han ché va khéng c6 dit lidu nghién cttu trén déng vat.
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* Trong 3 thdng giffa, cudi thai ky va gia doan cho con bi: ¢é the sit dung kém gluconat, ~ "ONG W
nhung cén phdi xem xét luong kém tir cdc ngudn khic (nhit 1a cdc ché phim bd sung €0 PHAN

"da vitamin va nguyén t& vi lugng").
e Chua ¢6 béo cdo téc dung khéng mong mudn & tré by me khi me dung li€u nhd hon
hodc bing 30 mg k&m nguyén 6.
Anh hudng dén kha ning l4i xe va van hanh mdy mée r\({
Khéng c6 khuyén cdo cho d6i tugng nay.
8. TUONG TAC VOI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC:
Nhing phéi hop thudc cin thin trong:
- 84t va canxi: gidm sy hdp thu k&m khi diing chung.
- K&m lam gidm sy hap thu clia tetracyclin hoic fluoroquinolon.
- Strontium: k€m 12 gidm sy hap thu cia strontium & hé tiéu héa.
* D€ trdnh tuong tic, c6 thé dung ké€m gluconat cdch xa cdc thude néu trén it nhat 2 gid.
9. TAC DUNG KHONG MONG MUON CUA THUOC:
- Tdc dung phu clia kém trén dudng tiéu hda bao gdm dau bung, khé tiéu, budn nén, nén,
tiu chdy, dau da day. Nhiing tic dung phu nay c6 thé gidm néu ding thuc trong bita an.
- Dung kém kéo dai cé thé gay thidu dén g, thi€u méu nhuge sic, gidm bach cdu trun g tinh.
10. QUA LIEU VA XU TRI:
~ Qud liéu: Doc tinh cp cla k&m x4y ra sau khi uéng : Budn nén, nén mtta, s6t, suy hé hap.
Ding qud liéu trong thti gian dai lam suy gidm chite ning midn dich va thi€u méu. CAc
tri¢u ching ha huyét dp (chéng mit, ngét xfu), bénh ving da (ving mit hay da), phu phéi
(dau nguc hay kh¢ thd), dn mon hay viém mang nhay miéng va da day, loét da day ciing
da dudc bdo cédo.

G PHAM
INHHOC Y T

10_2

AR C
\x_‘\"‘—_.r_.—"/

ol



« Xt tri: S dung sifa, cdc chit carbonat kiém, than hoat v cdc chit tao phic chelat.
Trédnh ding cdc chdt gy nén hay rita da day.

11. PIEU KIEN BAO QUAN: Nhiét d6 khong qua 30°C, trdnh 4nh séng va 4m.

12. HAN DUNG CUA THUOC: 48 théing k& tif ngay sdn xuat.

13. TEN, 1A CHI CUA CO SG SAN XUAT:

> u

MEBIPHEAR
CONG TY CO PHAN DUGC PHAM VA SINH HOC Y TE
L6 I - 18 dudng 13, KCN Tan Binh, Q. T4n Phd, TP. H5 Chi Minh.
14. NGAY XEM XET SUA DPOI, CAP NHAT LAI NOI DUNG HUGNG DAN S0/
DUNG THUOC: XX — XX — XXXX..



0BT DAN SUDUNG THUOC CHO NGUOI BENH
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2\SINH HQC Y TE, frJ DEé xa tam tay cila tré em.

X .jj S B@é y huéng dan sit dung triée khi ding.

Thong bdo ngay cho bdc si hodc dugc si nhitng tdc dung

khéng mong mudn gdp phdi khi st dung thuéc.

1. THANH PHAN, HAM LUGNG THUGC:

Kém gluconat 105 mg
Twong drong Kém 15 mg
T4 duge vita du 1 vién

(Tinh bot lia mi, Croscarmellose sodium, Lactose,
PVP K30, Aerosil, Bot Talc, Magnesi stearat.)

2. MO TA SAN PHAM: Vién nén tron mau tring, canh v& vién lanh lan.
3.QUY CACH PONG GOI: Vi 10 vién — Hop 10 vi; Chai 100 vién — Hop 01 chai

4. THUOC DUNG CHO BENH GI: 4
Viém do mun tring cd nhe va vira. N/ ¢
Viém da du chi ruot. 12( oy

5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUGNG: \ea\si

- Viém do mun: %\,{
2 vién/ ngay (~30 mg kém/ ngay) trong vong 3 thdng. Sau d6 giam con 1 vién/ ngay.

- Viém da d4u chi rudt:

+ Trude d6 wéi day thi: 1 vién/ ngay "
B

+ Trong thdi gian ddy thi: ¢ thé ting liéu dén 2 vién/ ngay. Sau giai doan nay, ¢ thé
gidm con 1 vién/ ngay.
Chii y: Trong sudt qué trinh diéu tri phai tudn thi nghiém ngit néu khéng sé ¢6 nguy cg
t4i phét. Dinh k¥ kiém so4t lugng kém trong huyét tuong.
Céch dung:
Uéng thubc vao budi sing trudc khi 4n, hodc cdch xa bia 4n.
6. KHI NAO KHONG NEN DUNG THUOC NAY:
- Qué mén vdi cdc thanh phén cda thudc.
- Thudc nay chéng chi dinh véi bénh nhin bi di @ng lda mi (trr bénh nhin mic bénh
Celiac).
7. TAC DUNG KHONG MONG MUON:
- T4c dung phu cla k&m trén dudng tiéu héa bao gdm dau bung, khé tiéu, budn nén, non,
tiéu chdy, dau da day. Nhitng tic dung phu nay c6 thé gidm néu ding thudc nong bifa dn.
- Diing kém kéo dai c6 thé gdy thi€u ddng, thi€u m4u nhuge sic, gidm bach cAu trung tinh.
8. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GI KHI DPANG SU
DUNG THUOC NAY:
Nhiing ph6i hop thudc cdn thin trong:



- S4t vA canxi: gidm sy hap thu k&m khi diing chung.

- K&m 1am gidm sy h4p thu cda tetracyclin hoic fluoroquinolon.

- Strontium: kém 12 gidm sy h4p thu clia strontium & hé tiéu hda.

*Pé {trdnh tuong tic, c6 thé dung kém gluconat cdch xa cdc thuéc néu trén it nhét 2 gid.

9. CAN LAM GIKHIMOT LAN QUEN KHONG DUNG THUOC:

Né&u quén ubng 1 lan thude, uéng ngay Liéu quén udng khi nhd ra, cang sém cing tot.

Ubng liéu ti€p theo nhu binh thudng. Khéng uéng gap d6i liu (hoic tham khio ¥ kién

cla béc s hodc dude s1).

10. CANBAO QUAN THUOC NAY NHU THE NAO: W
Nhiét d8 khéng qué 30°C, tranh 4nh séng va fm.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Budn nén, nén mifa, sbt, suy ho hdp. Ding qui liéu trong thdi gian dai 1am suy gidm
chifc ning mién dich va thi€u mdu. C6 th€ xudt hién cdc triéu ching ha huyét 4p
(chéng mit, ngdt xiu), bénh vang da (ving mit hay da), phit phéi (dau nguc hay khé
thd) dn mon hay viém mang nhay miéng va da day, loet da day.

12. CAN PHATI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Né&u udng thuéc qué liéu, nhanh chéng dva ngudi bénh dén cd sd y t€ gdn nhit v mang

Ihuoc(haxxlthuoc gélﬁmoc)dauongtheocung

13. NHUNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY:

-IDedatdqusuhapthut01da,nenuongthuoccadnxabﬁaan.

- Thubc nay c6 thé dudc ding trong trudng hdp bénh Celiac.

- Tinh bt Ida mi ¢6 thé chita gluten, nhung chi 1 lugng rat nhd, va do dé dudc coi 12 an
todn cho cdc cd nhin ¢ bénh Celiac.

- ThuSc chia lactose, bénh nh&n mic cdc réi loan di truyén hi€m gip vé dung nap
Galactose, chitng thi€u hut Lactose Lapp, r6i loan hap thu Glucose - Galactose khong
nén st dung thuéc nay.

* Thoi ky mang thai va cho con bu:

- Diéu trj viém da dau chi rudt: bé sung kém 13 cdn thiét va cén ti€p tuc trong sudt thdi k¥
mang thai va cho con bu.

- Diéu tri viém mun tritng c4:

e Trong 3 thang dZu thai k¥: trdnh s dung kém gluconat. Dif liéu 14m sing cho thdy
muc dd an toan nhung codn han ché va khéng c6 dif liéu nghién cifu trén ddng vat.

» Trong 3 thdng giffa, cudi thai ki va gia doan cho con bii: c6 thé sit dung kém gluconat,
nhung can phai xem xét lugng kém tif cdc ngudn khdc (nhét 1a cde ch€ phdm bd sung
"@a vitamin va nguyén t& vi lugng").

o Chura ¢6 béo cdo tic dung khéng mong mudn § tré bi me khi me ding liéu nhd hon
hodc bing 30 mg kém nguyén t8.

Anh huéng dén kha niing ldi xe va vin hanh mdy méc
Khéng ¢6 khuyén cdo cho déi twgng nay.

14. KHI NAO CAN THAM VAN BAC SI, DUGC ST:

- Xu&t hién 1 hodc nhifu tdc dung khéng mong muén sau khi ding thuée.
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- D€ trénh twong téc thude, cin théng bdo cho bac sT hodc dugc sTkhi dang ding bt ky
loai thudc nio khic trudc khi diing thusc ndy.
Néu cén thém théng tin xin héi ¥ kién bdc si hodc dugc st.
15. HAN DUNG CUA THUOC: 48 thang k& tir ngay sin xu4t.
16. TEN, PIA CHI, BIEU TUGNG CUA CO SO SAN XUAT:

CONG TY CO PHAN DUQC PHAM VA SINH HOC Y TE
L6 TII - 18 dudng 13, KCN Tén Binh, Q. Tan Phd, TP, H8 Chi Minh

17.NGAY XEM XET SUA POL CAP NHAT LAI NOI DUNG HUGNG DAN SUDUNG

TUQ CUC TRUONG
P TRUONG PHONG
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