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Calcium carbonal 750 mg & Vitamin D3 200 I

HOP 10 Vi X 10 VIEN NEN BAD PHIM

nn-._vo.&!nmnn;!.ﬂsﬁ tablet contains:

GMP-WHO ol CorbAL s eermeerrs: 750mg | GMP-WHO Calci 750 mg
q:u&nﬁ&pséoani (equivalent to 300 mg Calcium) |

\itamin Da.... e —————— .« 1] |1 Vitamin D3, 200U
= Ta duge ... e ———— ,E_Emg.so: n EXCHHENS G5foeorssesreamrassisissesnns 1 film - coated tablet |
Chi djnh, %35&%*:2*3&5;& d |
Calcium - D.SP E=mmitae Calcium - D.SP
[ Bio quan: Noi khd réo, irénh anh sang, nhiét db khdng qud 30°C 1] Storage: In a dry place, protect from light, at a temperature not |

. . DE XA TAM TAY TRE EM - SIS srceeding 30°C
Calcium carbonat 750 mg & Vitamin D3 200 1U DOC KP HUGNG DAN S DUNG TRUGC KHI DUNG Calcium carbonat 750 mg & Vitamin D3 200 1U KEEP OUT OF REACH OF GHILDREN
Tiéu chudn chit lueng (Specification): TCCS (In-house) READ THE PACKAGE INSERT CAREFULLY BEFOREUSE |
SOK (Reg.No: |
R L
NSX (Mfg.Date): m _
HO (Exp Date): |
Sdn xubt tai; Manufactured by: |
CONG TY CO PHAN DUQC S, PHARM 5. PHARM PHARMACEUTICAL JOINT STOGK COMPANY

Butmg D1 L G. Khu cdng nghidp An Nghidp, D1 Lo G street, An Nghiep Industrial Zone, An Hiep

HOP 10 Vi X 10 VIEN NEN BAO PHIM X8 An Hidp, Huyén Chéu Thanh, Tinh S6c Trang BOX OF 10 BLISTERS X 10 FILM-COATED TABLETS commune, Chau Thanh District. Soc Trang Province

Calcium - D.SP

Calcium carbonal 750 mg & Vitamin D3 200 U

BOX OF 10 BLISTERS X 10 FILM-COATED TABLETS




NHAN CHAI 500 VIEN NEN BAO PHIM

Thanh phin: Mbi vién nén bao phim chira: GMP-WHO Compasition: Each film-coated tablel contains:
Calcium carbonal. . eresies e TE0 MG Calaium carbonal. ... 100 MG
[Twngdwr‘lgSODrngCabum} (equivatent to 300 mg Calci

Vitamin Ds. . .. 200 1U Vitarnin D3...... i

Téduvc‘....,,.... .,..vm:dutvﬁn jents q.5.1

i - Excip q
Chi djnh, céch ding, ching chi djnh va céc théng tin khéc: Hicath dmi i i Informat
Xem trong ¥ huéng dan sir dyng thude kém theo, | . Please refer lo enclased package Insert.
Bdo quan: Noi khd rdo, trédnh énh sang, nhiét dd khing qua 30°'C Storage: In a dry place, protect from light, al a temperature not

DE XATAM TAY TRE EM | itami exceeding 30°C
e ol — Calcilim carbionati750/mo &:\Vitamin D3:200/(U = A

Tiéu chudn chit lvgng (Specification): TCCS (In-house) READ THE PACKAGE INSERT CAREFULLY BEFORE USE

o ||| |I || |W ||I |I’ H
Manufactured by:

56 Lo SX (Batch Noy:
NSX (Mfg Date):

HD (Exp.Data):

CONG TY CO PHAN DUQC S. PHARM S. PHARM PHARMACEUTICAL JOINT STOCK COMPANY
Budng D1 LS G, Khu cong nghiép An Nghidp, : D1 Lo G street, An Nghiep Industrial Zone, An Hiep
Xa An Higp, Huyén Chau Thanh, Tinh Séc Trang I}HM 500 WEH HEH BA{I PH‘M commune, Chau Thanh District, Soc Trang Province

San xudl tz3i;

'NHAN CHAI 200 VIEN NEN BAO PHIM

Thanh phiin: M&wﬁrlnéﬂbaoplirn chira: GMP-WHD Composition: Each fim-coated lablet conlains:
Calcium carbonat... .. 750 mg Calcium carbonat 750 mg
(Twngduvng:iOOmgCalaum} (equivalent lo 300 mg Calcium)

WA Dhicac i hmaiaiaii e 2000 VIR DR vissinssissiiissmaienmimmes s iy 200 1L
TH e ek e vira di 1viégn Excipients q.s.f. 1 film - coated lablet

' -
Chi dinh, cich diing, chdng chi dinh vi cée thing tin khic: Irichl S 1, indicat d other inf
Xem trong W hurdmg dén s dung thube kem theo, - W Please refer to enclosed package insert.
Bao quan: Noi khd rdo, trdnh &nh sang, nhiét 0 khdng qua 30°C Storage: In a dry place, protect from light, at a temperature not
DE XATAM TAY TRE EM Caloium carbonal 760 ma & Vilamin D3 200107 Resskiie

DOC KV HUONG DAN SO DYNG TRUOC KHI DUNG KEEP OUT OF REACH OF CHILDREN
Tidu chudn chit lrgng [Specification): TCCS (In-housa) READ THE PACKAGE INSERT CAREFULLY BEFORE USE

siost o ﬂ ﬂ' ”l I“H'I || H
Manufactured by:

S6 L6 SX (Batch No):
NSX (Mfg.Date):

5. PHARM PHARMACEUTICAL JOINT STOCK COMPANY
M1 Lo G streel, An Nghiep Industrial Zone, An Hiep

HD (Exp.Date):

San xult tai:

CONG TY CO PHAN DUQ'C S. PHARM
Budng D1 La G, Khu cdng nghiép An Nghidp,

X An Hidg, Huydn Chau Thanh, Tinh Séc Trang CHAL200 VIEN NEN BAO PHIM commune, Chau Thanh District, Soc Trang Province
NHAN CHAl 100 VIEN NEN BAO PHIM

Thanh phin: M3i vign nén bao phim chira: GMP-WHO Composition: Each film-coated tablet contains:

Calcium cabonat... . . 750mg Calclum caronaL... ... 750 mg

(Twong duimg 300 mg Calu‘un) {equivalent to 300 mg Caldum)

NI D oiser s 2001U Vitamin D3 2001U

Taduge .. o . vira di 1 vién Excipients q.s.L.. .1 film - coated tablet

-
Chld]nh,dchdung chéngcrﬂdinhﬂcécthmunkhéc = Indicalions, administration, d "
Xem trong 1 hudémg dan sir dyung thudc kém theo, W Please refer to enclosed package insert.

Bdo quan: Noi khd réo, trénh anh sdng, nhiét 3¢ khdng qua 30°C Storage: In a dry place, protect from light, at a lemperalure not

OE XATAM TAY TRE EM Calclum carbonat 760myg & Vitamin D3 2001 Resthaie
POC KY HUONG DAN SUr DUNG TRUOC KHI DUNG KEEP OUT OF REACH OF CHILDREN
Tiéu chudn chét lgng (Specification): TCCS (In-house) READ THE PACKAGE INSERT CAREFULLY BEFORE USE

NSX (Mfg.Dato);

HD (Exp.Date):

Buang D1Lé G, Khu céng nghigp An Nghiép, 01 Lo G street, An Nghiep Industrial Zone, An Hiep
Xa An Higp, Huyén Chau Thanh, Tinh Séc Tring CHAL 100 VIER NEN BAD FHIM commune, Chau Thanh District, Soc Trang Province
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HOP 50 Vi X 10 VIEN NEN BAO PHIM

SSpHaRM Hop 50 i X 10 vién nén bao phim

Galcium - D.SP

THANH PHAN: M#i vién nén bao phim chim:

Caleium carbomat. .. ..coq vivanennsisvsnns 790 MG ;

(Tuong durmg 300 mg Caleium) Dk X}\trAbETAY TRE EN_‘

Vitamin D3 ... ooeeeiene e, 20010 POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
Ta (hn;m 1 _wira du 1 vién

CHi DINH CACH DUNG CHONG CHi PINH

VA CACTHONG TIN KHAC:

Xem trong to hudmg diin sir dung thude kém theo. Tiéu chuin (Specification): TCCS (In-house)
BAO QUAN: Noi khé rao, trdnh anh sing, nhiét 4o SPK (Reg.No):

khéng qui 30°C $6 L6 SX (Batch No):
Scin xudt tai: NSX (Mfd):
CONG TY CO PHAN DUQC 8. PHARM HD (Exp):

Pudmg D1 L& G, Khu cong nghiép An Nghiép,
Xd An IHigp, Huyén Chau Thanh, Tinh Sée Tring

Soc Tedng, ngay 8. thang AQ. nam 2024




TO HUONG DAN SU DUNG THUOC

CALCIUM-D.SP

Vién nén bao phim

Dé xa tam tay tré em
Doc ky hieomg dan sie dung triece khi diing
1. THANH PHAN CONG THUC THUOC:
Thanh phén hoat chat: M&i vién nén bao phim chira:
Calcium carbBonati .o aines ramieidovaiissyavisiie 750 mg
(Tuong duong 300 mg Calcium)
Vitariin Daueosuiisumanmimis s sibm s i 200 1U
Ta dugc .......................................... vira du 1 vién
(Thanh phan ta dwge: microcrystalline cellulose, tinh bot bap, HPMC Eb6, croscarmelose
sodium, tale, magnesi stearate, PEG 6000, titanium dioxie, lake green, oxyd séit vang).
2. DANG BAO CHE: Vién nén dai, bao phim mau xanh 14, mét mit ¢6 vach ngang & gitra, mot
mit tron, canh va thanh vién nguyén ven.
3. CHI PINH: _
- Didu trj hd tro cho ngudi bénh lodng xuong va cc trudomg hop cin bd sung didu tri suy dinh
dudng, vi du nhu trong thai ki va bénh nhuyén xuong phu thudc vitamin D da duge xac dinh.
- Phong ngtra va diéu tri tinh trang thiéu calci/thiéu vitamin D, dic biét la cac d6i tugng nguoi
cao tudi séng trong nha va nhitng ngudi séng trong vién dudng ldo0. Sy thidu hut céc thanh phin
hoat dong dugc chi ra boi néng ddé PTH tang, ndng do 25-hydroxy vitamin D giam va nong do
phosphatase kiém ting lién quan dén tinh trang mat xuong,
4. CACH DUNG VA LIEU DUNG:
* Cdach ding:
Ding dudng udng. Khong bé doi vién thude.
* Liéu ding:
- Ngudi lon, ngudi cao tudi va tré em trén 12 tudi:
+ Hai vién x 2 lan/ngay, tét nhét 1a hai vién m3i budi sang va hai vién vién mdi budi tdi.
- Tré em:

+ Khéng nén ding cho tré em dudi 12 tudi.
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5. CHONG CHI PINH:

- Chéng chi dinh tuy?t déi 1a tang calci huyét do u tiy, di cin xuong hoiic bénh xwong éc tinh
khac, sarcoidosis, curéng tuyén can giap nguyén phat va qué lidu vitamin D. Suy than ning. Qua
mén cam vé6i bt ky thanh phin nao cia thude.

- Chdng chi dinh twong db6i 1a lodng xwong do bét dong kéo dai, lodng xuong do suy thin, soi
than, tdng calci niéu nang.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Bénh nhan suy than nhe dén trung binh hoic ting calci niéu nhe nén duge giam sat cén than
bao gdm kiém tra dinh k¥ ndng d6 calci huyét twong va bai tiét calci qua nuée tiéu.

-0 nhitng bénh nhin cé tién sir soi than, bai tiét calci qua nuéc tiéu nén duge do dé loai trir
chimg tang calci niéu. |

- Khi didu trj 14u dai nén theo doi ndng dé calci huyét twong va bai tiét calci qua nude tiéu va
chure ndng thidn, giam hodc tam théi ngung diéui tri néu ndng do calci ni¢u vugt qua 7,5 mmol/24
gitr (300 mg/24 gio).

- Cén théan trong & nhitng bénh nhin dang diéu tri bénh tim mach.

- CALCIUM D.SP cin than trong & nhimg bénh nhin c6 nguy co ting calci mau, vi du: bénh
nhén méc bénh sarcoidosis hoic nhitng ngudi mic c4e bénh 4c tinh.

- Nén than trong khi sir dung CALCIUM D.SP & nhitng bénh nhén loang xwong do bat dong
kéo dai do tang nguy co ting calci mau.

* Khuyén cdo vé ta dwoe:

- Thudc ¢6 chira cac ta duge mau (Lake green, Oxyd sit vang) ¢6 thé gdy phan Gng di (g, céin
than trong véi nhitg ngudi dé man cam.

7. SUDUNG THUOC CHO PHU NU’' CO THAI VA CHO CON BU:

- Trong thoi gian mang thai va cho con b, viée str dung CALCIUM D.SP phai luén dugce thyc
hién dudi sy huéng din cta bac si. Nhu cdu vé calci va vitamin D ting trong thoi ky mang thai
va cho con bu nén duge béd sung tir nhiéu ngudn san cé khac nhau. Néu bénh nhan yéu céu sir
dung ca CALCIUM D.SP va sit nén udng vao nhirng thori diém khac nhau.

- Qua liéu vitamin D da cho thdy tac dung gy quaéi thai & dong vat mang thai. Tuy nhién, chua
cé nghién clu nao vé viée st dung thude nay & ngudi mang thai va cho con bu. O ngudi, ting
calci mau 1au dai c6 thé dan dén suy nhuoc co thé va cham phat trién tri tué, hep dong mach chu
va bénh vong mac & tré mai sinh.

- Calci va vitamin D déu duoce bai tiét vao sita me.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

- Chua c6 dit liéu nghién ctru cho thiy anh huéng cua thude dén kha nang lai xe va van hanh

may moc.
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9. TUONG TAC, TUONG KY CUA THUOC:

Than trong khi diing chung CALCIUM D.SP v&i nhitng thude sau:

- Nguy co ting calei mau cin duoe xem xét & bénh nhin dung thude loi tiéu nhom thiazide vi
nhimg thudc nay cé thé tre ché thai trir calci qua nude tiéu.

- MOt sb logi thuc phim (vi du: nhitng loai ¢6 chira axit oxalie, phosphate hodc axit phytinic) ¢6
thé giam hap thu calci.

- Piéu tri dong thoi véi phenytoin hodic barbiturat ¢ thé lam giam ndng d6 céc chét chuyén hoéa
clia vitamin D trong huyét twong va ting chuyén héa vitamin D thanh nhiing chit khong ¢6 hoat
tinh. Str dung ddng thoi glucocorticoid ¢d thé giam hap thu calci va can trd tac dung cta vitamin
D.

- Khéng nén ding dong thoi voi digitalis va cdc glycosid tim khéc vi c6 thé tiang doc tinh dbi
vGi tim cia cac glycosid tro tim khi st dung calei két hop véi vitamin D. Cén co su giam sat 'y té
nghiém ngit va néu cin thiét theo ddi ECG va calci.

- Mudi calci ¢6 thé lam giam hap thu thyroxine, bisphosphonates, natri fluoride, khédng sinh
quinolone hodc tetracycline va sit. Nén uéng cach xa it nhét 4 gidy trude khi udng calei.

10. TAC DUNG KHONG MONG MUON:

- Phan img qua man bao gdm ngira, thd kho khe, ndi mé day va sung hong da duge bao céo.

- Viéc sir dung céc chét bd sung calci hiém khi gy ra rdi loan da day - rudt nhe nhu tdo bon,
dAy hoi, budn nén, dau da day, tiéu chay. Sau khi str dung b sung vitamin D thinh thoang phit
ban da.

- Khi ding thubc & lifu cao hodic kéo dai co thé ting calci niéu va hiém gap truong hop ting
calci mau.

- Ngung st dung va hoi y kién bac s néu ¢6 déu hiéu bat thudng xay ra hodc xuéit hién céc
triéu chirng cla ting calci mau.

* Thong bao ngay cho bdc st hodac dwoc si nhiimg tac dung khing mong mudn gdp phai khi s dung
thuéc.

11. QUA LIEU VA CACH XU TRI:

* Qud lidu:

- Hau qua nghiém trong nhat cia qua liéu cdp tinh hofic man tinh 1 ting calci mau do ngé ddc
vitamin D. Cac triéu chirmg bao gém budn ndn, nén, da niéu, chan an. suy nhuoc, tho o, khat
nude va tdo bon. Qua liéu man tinh ¢é thé dan dén tén thuong mach mau va véi héa co quan do
tang calei mau.

* Cdch xir tri khi ding thudc qud liéu:

- Khi ¢6 triéu chimg ctia qua lidu thube thi nén ngimg tht ca luong calci va vitamin D dang ding

va bu nude,
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12. PAC TINH DUQC LUC HQC:

- Nhém duge ly: Phéi hop ciia calei va vitamin D

- Ma ATC:A12AX01 '

- Bing chimg cho thiy bd sung calci vé.vitamin D3 ¢6 thé 1am giam ty 1& méc bénh giy xuong
héng va c4c gy xuong khong phai dbt séng khéc xuit phat tir nghién ciru ngdu nhién 18 thang
¢6 dbi chimg gia duge & 3270 phu ntt 16n tudi khée manh séng trong vién dudng ldo hodc can ho
danh cho ngudi I6n tudi. Quan sat thdy c6 tac dong tich cuc dén mat d6 khoang xuong.

. G nhitng bénh nhan duge diéu tri bang 1200 mg calci nguyén t6 va 800 IU vitamin D3 méi
ngdy, tic la ciing mét liéu lugng duge cung cip bang cach sit dyng 2 vién CALCIUM D.SP mdi
ngay 2 14n, sb ca giy xuong hong thap hon 43 % (p = 0,043) v tong s6 ca khong gay xuong dot
sdng thap hon 32 % so v6i nhimg ngudi ding gia duge. Mat d) khoang xuwong dui sau 18 thang
diéu tri tang 2,7 % & nhom calei/vitamin D3 va giam 4,6 % & nhom gia duge (p < 0,001). Trong
nhom calci/vitamin D3, ndng do PTH huyét thanh trung binh lic ban dau giam 44 % so voi lic
18 thang va ndng do 25-hydroxy-vitamin D trong huyét thanh ¢6 tang 162 % so véi mirc co ban.
- Phén tich két qua y dinh diéu trj cho thdy & nhom diéu tri calcifvitamin D3 kha nang xay ra
bénh gdy xuong héng ¢ ca hai bén (p = 0,004) va céc vét gay xuong khac (p < 0,001). Phan tich
hai quéan thé con lai (diéu trj tich cyc va nhiing quan thé diéu tri va theo doi trong 18 thang) cho
thiy két qua trong dvong vdi phan tich y dinh diéu tri. Ty s6 chénh vé gdy xuong héng ¢ phu nit
trong nhém dung gia duge sp véi nhom dung calei/vitamin D3 1a 1,7 (95 % CI 1,0 dén 2,8) vaty
1é d6 dbi voi che gay xuong khong phai dbt song khéc la 1,4 (95 % CI 1,4 dén 2,1). Trong nhém
gid dugc, c6 sy gia tang ro rét vé ty 18 gdy xuong hong theo thi gian, trong khi ty 18 mic bénh &
nhém calci/vitamin D3 14 én dinh. Nhu vay viée didu tri giam nguy co gdy xuong lién quan dén
tudi sau 18 thang (p = 0,007 ddi voi gay xuong hong va p = 0,009 cho tit cd cac gdy xuong
khoéng phai d6t séng). Sau 3 nam theo doi, ty 18 giam nguy co gdy xwong dugce duy tri & nhom
calci/vitamin D3.

13. PAC TINH DUQC BONG HOC:

- Duge dong hoc cua calci va mubi ctia né da duge biét 1. Calci carbonat duge chuyén dbi
thanh calci clorua bing axit da day. Calci duoce hdp thu khoang 15 — 25 % qua duong tiéu hoa
trong khi ph?m con lai chuyén thanh calci carbonat va calci stearat khong hoa tan va duge bai tiét
qua phén.

- Duge dong hoe cia vitamin D ciing da duge biét 15, Vitamin D dugce hap thu tét qua duomg
tiéu héa khi c6 su hién dién cia méit. N6 duge hydroxyl hoa & gan dé tao thanh 25-
hydroxycholecalciferol va sau dé trai qua qua trinh hydroxyl hoa tiép theo & than dé tao thanh
chit chuyén hoa ¢d hoat tinh 1, 25 dihydroxycholecalciferol (caleitriol). Céc chét chuyén hoa luu

théng trong mau gin vai mot a - globin cu thé. Vitamin D va chat chuyén hoa duge bai tiét chn
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yéu qua mét va phén.

14. QUY CACH PONG GOI:

1= Ep vi Al - PVC (Nhém - Polyvinyl chlorid): Hop 10 vi, hgp 50 vi x 10 vién nén bao phim.

‘| - Pong trong chai nhwa HDPE (High Density Polyethylene): Chai 100 vién, chai 200 vién, chai
500 vién nén bao phim.

15. PIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUQNG CUA
THUOC: '

Piéu kién bao quan: Noi kh réo, tranh dnh sang, nhiét d6 khong qua 30°C.

Han dung cia thube: 36 thang ké tir ngay san Xuat,

Tiéu chuén chit lwong ciia thube: Tiéu chuén co s0.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

m, CONG TY CO PHAN DUQC S. PHARM
g Pia chi: Puong D1 Lo G, khu céng nghiép An Nghiép, xa An Hiép,

PHARM huyén Chau Thanh, tinh Séc Trang.

SRR DT: 02993.821553 — FAX: 02993.821553

Soc Trang, ngay. 45. thang AQ. nam 2024
RANG KY VA SAN XUAT,
c CHAT LU’QNG"]‘“L
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