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COMPOSITION: Each vial 5 ml contains:
Cakium gluccheptonate.
Ascorbic acid...

THANH PHAN: M8i 6ng 5 ml chua:
Caki glucoheptonat Kk
Acid ascorbic.

BOK OF 20 VIALS &

qs.

Taoage Wadl.c.snsasama

Indications, administration and dosage,
contraindications, warnings and precautions,
side effects, interactions and other information:
Seethe insert.

Chidjnh, cach dang va liéu dung, chéng chidinh,
Iuu ¥ va than trong, tac dyng khdng mong mudn,
tuong tac thudc va cac thong tin khac: Xin doc
trong 16 hudng dén sd dung.

Not for Injection.
Keep out of the reach of chlidren.
Read carefully the enclosed Insert before use.

Khong duge tiém.
D€ xa tim tay tré em.
Doc ky huéng ddn s dyng truée khi dung.

Store at temperature below 30°C, in a dry place.
protect from light.

Bdo qudn & nhigt d0 dudi 30°C, nai kho rdo,
tranh dnh sang.

erCalcium® opecalcium®

UNG DICH UONG o . RAL SOLUTION 1 =
GO TS AR Bl AR OBV 9 WHO-GMP opv PHAFIR.:ANCEZU;H(SJ:L :3N;Asrocv< co. ] ‘ LS wHoowe \i
L6 27, Budng 56 3A, o Bom it v e, - ; o
o Biah o T g Nar, vigi Nam OB6 sungCalci ©Phuc hdiStc khde ©Ngan ngdalMét moi+Chan an i Hon £y g N BrSvrcat it OSuppliesCalcium ©RestoresHealth ©PreventsFatigue+Anorexia A~
\ 5616 SX/ Lot N*
N NSX/ Mfg. Date:
\ HD/ Exp. Date: y
= e (Y \ et
£ S:fj b S
o e N =
£ | S Tp.HCM Ngay 4 thang 05 nim L0146 i
| N %) Phu Tréch Nghién Cttu & Phat Trién ﬂ/ '
B = |
2 < <
—
Tl

87

/A

g
ch

DONA AT

/
~




MAU NHAN DU KIEN

NHAN HOP

gE i ®
pelclum
../ Caleigluconeptonat; 1100 mg
& Acidascorbic

Junisjessdo

ue U +iow e enbu UBBN® 20Uy ONSIOY Y4  10/z0Buns 0ge

SIS

wm:i’i‘i’éggdo

o

ONOIN HIIG ONNA

< OHM

S e :
INTIVEEVHA AdD

uonoelufiofIoN
Nolin1os Tviio

COMPOSITION: Each vial 10 g , :
Calcium glucoheptonate. ; BOX.OF 20 VIALS w 10imi
Ascorbic acid...............

THANH PHAN: M8i 6ng 10 ml chia:
Calci glucoheptonat
Acid ascorbic.........

qs.
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Indications, administration and dosage,
warnings and

side effects, interactions and other information:

See the insert

ChI dinh, cach ding va liéu ding, chdng chi
dinh, luu ¥ va than trong, tac dyng khdng mong
muén, tuong tac thuSc va cac théng tin khac:
Xin dgc trong 16 hudng d&n sd dyng.

Not for Injection.
Keep out of the reach of children.
Read caretully the enclosed Insert before use.

Khéng dugc tiem.
D€ xa tim tay tré em.
Doc k§ hudng ddn sd dyng trude khi dung.

Store at temperature below 30°C. in a dry place,
protect from light.

Bdo quan & nhigt 46 dudi 30°C, nai kho rdo,
tranh dnh sang.
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OPECALCIUM®

D€ xa tam tay tre"evm o
Doc kj hudng dantsuf dung tnfdc khl diing
Théng bao ngay bg‘o Qac sy’ hoac du’o’c sy nhifng tac dung khéng mong mudn gdp phai khi sir

dung thudc

PHAN I. HUGNG DAN SU DUNG THUOGC CHO NGUGI BENH
1. THANH PHAN, HAM LUQNG CUA THUOC: Mi 5 ml dung dich udng chia:
Hoat chét:

Calci glucoheptonat.........ccoooviiiiiiicic 550 mg.
Acid aSCOrbIC....ccveviieeceeeeeeeeeee 50 mg.
Nicotinamid . U UURRY ko B 110 B

Td duoc. Acid hypophosphorous 50%, dudng trdng, huong cam dang l6ng, natri hydroxyd, methyl
paraben, propyl paraben, nugc tinh khiét.
2. MO TA SAN PHAM: Chat l6ng trong, mau vang, mui cam, vi ngot.
3. QUY CACH BONG GOI:
Hop 20 6ng x 5 ml dung dich udng.
Hop 20 6ng x 10 ml dung dich udng.
4. THUOC DUNG CHO BENH Gi:
OPECALCIUM dugc dung dé:
Du phong va diéu tri mot sO trudng hdp bénh Iy thigu vitamin va calci nhu: Mét moi, chan &n, tré
em dang giai doan phat tri€n, phu n mang thai va cho con b, tudi gia, suy nhugc chiic ndng,
phuc hoi stic khoe trong giai doan dudng bénh.
5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:
Tré em: Usng 1 hodc 2 6ng 5 ml mdi ngay, vao budi sang va budi trua.
hodc udng 1 6ng 10 ml vao budi sang.
Ngudi I6n:  USng 1 — 2 6ng 10 ml mbi ngay, udng vao budi sang va budi trua.

® &

Dung tay bé gip | Ddc nguge lo dung | Tréng
ph&n miéng trén | thudc da md vao miéng
cla lo dung miéng. Bop nhe bing mot
thudc, bd phan dé dua hét thudc it nudc loc,

da gay roi. vao miéng. néu can. 1)q/




6. KHI NAO KHONG NEN DUNG THUOC NAY:

Khong diung OPECALCIUM néu ban:

- Man cam v6i bat ky thanh phan nao cla thudc.

- S0i calci, tang calci mau, suy gan, than ndng, suy tim, loét da day tién trién, xuat huyét dong
mach, ha huy&t ap, thi€u hut G6PD, tdng oxalat niéu va rdi loan chuyén héa oxalat.

- Pang dung digitalis.

7. TAC DUNG KHONG MONG MUON:

Hiém gdp: Roi loan tidu héa nhe, tao bon, day bung hodc tiéu chay, soi than, ting calci huyét.

8. NEN TRANH DUNG NHONG THUDC HOAC THUC PHAM Gi KHI DANG SU DUNG THUOC NAY:
Tham van y kign bac sy trudc khi dung OPECALCIUM néu ban dang sl dung mot trong cac loai
thudc sau:

- Tetracyclin.

- Aspirin.

- Fluphenazin.

- Thudc loi tiéu nhom thiazid.

9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:

Néu ban quén dung thuc, dung nd ngay khi ban nhd. Néu thoi gian gan t6i liéu k& ti€p, thi hay
hd qua liéu bi quén va dung liu ké ti€p theo k& hoach binh thuong. Khong nén gap doi liéu dung.
10. CAN BAO QUAN THUOC NAY NHU THE NAO:

o] nhiét do dudi 30°C, noi kho rdo, tranh 4nh sang.

K&t tha nhe, néu cd, khdng anh hubng dén chat luong cla thudc.

11. NHONG DAU HIEU VA TRIEU CHONG KHI DUNG THUOC QUA LIEU:

SG dung qué lifu OPECALCIUM c6 thé gay nhiing triéu chiing sau: Tang calci huyét, soi than,
budn non, viem da day va tiéu chay.

12. CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO:

Thong bao ngay cho bac sy hodc dén bénh vién gan nhat.

NhG mang theo nhan thudc hodc lugng thusc con lai dé bac sy bigt thudc ma ban da dung.

13. NHONG BIEU CAN THAN TRONG KHI DUNG THUOGC NAY:

Opecalcium ¢6 chia dudng, nén dung than trong néu ban co tiéu dudng.

Thudc nay co chiia:

- Methyl paraben va propy! parapen, ¢6 thé gay phéan Gng di (ing (c6 thé phan Gng mudn).

- Putng. Néu ban da biét rang ban khong dung nap mot vai loai dudng thi hdy thong béo cho bac
s§ trusc khi st dung thudc nay.

Thai ky mang thai hodc cho con bii: Khong dnh hudng.

Anh hugng ciia thuéc ddi vdi cdng viéc: Thudc khong &nh hudng dén kha ndng 1ai xe, van hanh
mdy mac, lam viéc tr-én cao va cac truong hop khéac.

14. KHI NAO CAN THAM VAN BAC SY, Dugc sY: w,“/

Trong truong hop qud liéu hodc tac dung khdng mong mudn.



Khi dang dung thudc khac hodc mot loai thuc phdm.
NEéu can thém théng tin xin hdi y kién bac sy hodc dugc sy.
15. HAN DUNG CUA THUOC: 24 thang ké tu ngay san xudt. Khong dung thudc khi qua han dung.



PHAN II. HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

1. DUGC LUC HOC:
Nhém dugc Iy va ma ATC:
Calci glucoheptonat: Thusc b6 sung calci: A12AA10.
Acid ascorbic: Vitamin tan trong nutc; A11GAO1.
Nicotinamid: Thudc dinh dutng; A11HAO1.
- Calci glucoheptonat: Dang calci hitu co d& hdp thu. Calci dang udng dugc dung diéu tri ha calci
huy&t man va thigu calci. Thigu calci khi ché do dn cung cdp khéng day di calci ddc biét 1a thiéu
nd, ngudi gia, phu ni trudc va sau thoi ky man kinh, thiéu nién. Do ting nhu cau calci nén tré em
va phu ni 13 ngudi cd nguy cd cao nhat, tré em khi thi€u calci s& cham I6n, cdi xuong, ngudi 16n
bi nhuy&n xuong.
- Vitamin C (acid ascorbic): Can cho su tao thanh colagen lam lanh vét thuong. Tham gia céc
phan (ing oxy héa-khii, phan Gng chuyén hoa clia co thé. Tham gia céc chic ndng mién dich,
trong dé khang v6i nhiém khuin, gilf gin su toan ven clia mach méau va trong ho hap t& bao.
- Vitamin PP: Trong co thé vitamin PP thuc hién chic ndng sau khi chuyén thanh nicotinamid
adenin dinucleotid (NAD) hodc nicotinamid adenin dinucleotid phosphat (NADP). NAD va NADP co
vai trd rat quan trong trong chuyén hoa, nhu Ia mot coenzym c6 tac dung nhu nhiing phan ti van
chuyén hydro, xic tac cac phan ing oxy hc’)a-khfj.ce“in thiét cho ho hdp t€ bao, phan giai glycogen
va chuyén héa lipid.
2. DUGC BONG HOC:
- Calci: Khoang 30% lugng calci dugc hdp thu tai dudng tiéu hoa. Lugng calci dudc dao thai qua
nuc tiéu khodng 20%, qua phan khodng 80% (gém calci khdng dugc hdp thu va calci dugc tigt
qua mat, dich tuy).
- Vitamin C (acid ascorbic) duoc hdp thu dé dang sau khi ubng. Néng do Vitamin C binh thudng
trong huyét tuong: 10 - 20 microgram/ml. Dy trif toan bd vitamin C trong co thé khodng 1,5 g Vi
30 - 45 mg dudc luan chuyén hing ngay. Vitamin C dudgc phan b rong réi trong cdc mo cd thé,
25% vitamin C trong huyét tuong k&t hop vai protein. Vitamin C oxy hoa thudn nghich thanh acid
dehydroascorbic. Mot it vitamin C chuyén hoa thanh nhiing hop chdt khong hoat tinh: ascorbic
acid-2-sulfat, acid oxalic dugc bai tiét trong nudc ti€u. Lugng vitamin C vugt qué nhu cdu co thé
(trén 200 mg) dugc nhanh chong dao thai ra nudc ti€u dudi dang khong bién déi.
- Vitamin PP: Sau khi udng, vitamin PP dugc hdp thu nhanh qua dutng tiéu hoa, phan b8 rong
khdp vao cdc md co thé. Acid nicotic co trong slia ngudi. Thoi gian ban thai cla vitamin PP
khodng 45 phat. Vitamin PP dugc chuyén héa & gan thanh N-methylnicotinamid, cdc din chat
2-pyridon, 4-pyridon va tao thanh nicotinuric. V6i liéu thong thudng, chi mot lugng nho vitamin PP
bai tiét vao nudc tiéu & dang khong thay ddi. Tuy nhién, v6i liéu I6n thi lugng thudc bai tiet dusi
dang khong thay doi sé ting Ién. h/

.



3. CHI BINH:
Du phong va diéu tri mot s trudng hop bénh Iy thi€u vitamin va calci nhu; M&t moi, chan an, tré
em dang giai doan phat trién, phu nii mang thai va cho con b, tudi gia, suy nhugc chiic ning,
phuc hdi slic khoe trong giai doan duGng bénh.
4. CACH DUNG, LIEU DUNG:
Tré em: Usng 1 hodc 2 6ng 5 ml mdi ngay, vao budi sang va budi trua.
hodc ung 1 6ng 10 ml vao budi séng.
Ngudi I6n:  Udng 1 - 2 6ng 10 ml mi ngay, udng vao budi sang va budi trua.

Dung tay bé gap | D&c ngugc lo dung | Tréng
phan miéng trén | thudc da md vao miéng

cla lg dung miéng. Bop nhe bing mot
thudc, bo phan dé dua hét thudc it nudc loc,
da gay rdoi. vao miéng. néu can.

5. CHONG CHI DINH:
Nhing ngudi man cadm vGi bat ky thanh phan nao clia thudc.
B&nh nhan bj sdi calci, ting calci mau, suy gan, than ndng, suy tim, loét da day tién trién, xut
huy&t dong mach, ha huyét &p, thi€u hut GBPD, tang oxalat niéu va r6i loan chuyén hoa oxalat.
Bénh nhan dang dung digitalis.
6. LUU Y VA THAN TRONG:
Opecalcium c6 cha dudng, nén than trong khi dung cho bénh nhan tiéu dudng.
Thudc nay c6 chira:
- Methy! paraben va propyl parapen, c6 thé gay phan (ng di (ing (c6 thé phan Gng mudn).
- Pudng. B&nh nhan co van dé vé di truyén hiém gap khong dung nap fructose, kém héip thu
glucose-galactose hodc thi€u hut sucrase-isomaltase khong nén dung thudc nay.
Thai ky mang thai hodc cho con bi: Khong dnh hudng.
Anh hugng clia thudc ddi vdi cong viée: Thudc khang anh hudng dén kha ning lai xe, van hanh
mdy moc, lam viéc trén cao va céc trudng hop khéc.
7. TUGNG TAC THUOC:
Khong dung chung v6i thube tetracyclin (nén uéng cach nhau it nhat 3 gio).
Dung dong thoi acid ascorbic v6i aspirin 1am tdng bai tiét acid ascorbic va gidm bai tiét aspirin
trong nuéc tiéu.
Dung ddng thoi acid ascorbic va fluphenazin dan dén gidm nong do fluphenazin huyét tuong.
Thudc Igi tifu nhém thiazid Gc ché thai tri calci qua than.
/\‘}/



8. TAC DUNG KHONG MONG MUON:

Hiém gdp, ADR <1/1000:

Roi loan tigu hoa nhe, tdo bon, ddy bung hodc tigu chdy, soi than, tdng calci huyét.

9. QUA LIEU VA XU TRI:

Calci

Triéu chiing: Khi nong do huy€t thanh vugt qua 2,6 mmol/lit (10,5 mg/100 ml) dugc coi la tang
calci huyét.

Cdch xu tri: Khi ndng do calci trong huygt thanh vugt qua 2,9 mmol/lit (12 mg/100 ml), phai ngay
lap tlc dung cac bién phap sau:

- Bu dich b&ng tiém truy&n timh mach dung dich natri clorid 0,9%. Cho lgi ti€u cudng blic bang
furosemid hodc acid ethacrynic dé tdng théai trii nhanh calci va natri khi 3 dung qua nhiéu dung
dich natri clorid 0,9%.

- Theo d6i ndng do kali va magnesi trong mau va thay th& méu sém dé dé phong bign chiing
trong diéu tri. Theo di dién tam do va c6 thé st dung cac chat chen beta adrenergic dé phong
loan nhip tim ndng. C6 thé thdm phan mau, cd thé dung calcitonin va adrenocorticoid trong diéu
tri. '

- Xac dinh ndng do calci méau theo tiing khodng thoi gian nhat dinh mot cdch déu din dé coé dinh
hutng cho diéu tri.

Acid ascorbic: A
Triéu ching: Soi than, budn ndn, viem da day va tiéu chay. QY
Cach xU tri: Gay Igi tiéu bing truyén dich co thé co tac dung sau khi udng liéu I6n. by /6

Nicotinamid: Khi qua liu xay ra, khong co bién phap giai doc ddc hiéu. SU dung céc bién phap
thong thudng nhu gay ndn, rla da day, diéu tri triéu chling va ho tro.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAo:

Khong diing qua liéu chi dinh.

11. TEN, DIA CHi, BIEU TUGNG CUA cd SG SAN XUAT:
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CONG TY CO PHAN DUGC PHAM OPV
Lo 27, butng s6 3A, Khu Cong Nghiép Bién Hoa II, TP. Bién Hoa, Tinh Bong Nai.
PT. (061) 3992999 Fax: (061) 3835088

12. NGAY XEM XET SUA BOI, GAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:

# 1ua.cuc TRUGNG
5 TRUGNG PHONG
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