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CHEWABLE TABLET

TPHCIMAX

Calcium (as calcium carbonate) 500 mg ‘8
Vitamin D3 (Dry Vitamin D3 100 SD/SPH)4001U 8
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Box of 3 blisters x 10 chewable tablets

Manufacturer: SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY
N1Road- Yen My I industrial Zane, Yen My Town, Yen My District, Hung Yen Province, Vietnam.

et

Keepoutofreachof children.
Readthe package insertcarefully before use.

Calcium (as calcium carbonate)..............
Vitamin D3 (Dry VitaminD3100SD/S PH).
Indications, administration, contraind
furtherinformation: pleaserefer tothe packageinsert.
Specification:In-house

Storage: Store in a dry place at temperature below 30°C, Ma vach
avoiding light.
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TPHCIMAX

Calcium (duéi dang calcium carbonate) 500 mg
Vitamin D3 (Dry Vitamin D3 100 SD/S PH) 400 1U °8
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Hop 3 vi x 10 vién nén nhai

Cassdn xult: CONG TY CO PHAN DUGIC PHAM SOHA VIMEX
Duting N1 - Khu cong nghiép Yen M7 1, Thitrdn Yén Mg, Huyén Yen W, Tinh Hung Yén, Viet Nam.

Thanh phén: M&iviennén nhaichn‘ia: 06 xa tdm tay tré em.
Boc ky huang dan st dung trudc khi ding.

Calclum (dudi dang calcium ¢ ) e 500mg

VitaminD3 (Dry Vitamin 03100 5D/5 PH) ..................................... 4001

Chi dinh, cach dang, chéng chi dinh va céc théng tinkhdc: xemtrong  SDK/VisalNos
t&shudng dnstidung thudckémtheo. LSX/Batch No
Tiéu chudn: TCCS NSX/Mfg. Date

Bao quan:Nol kho rdo, nhigt o dudi 30°C, tranh anhsang. HD/Exp. Date
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WHOZCIIE,

CHEWABLE TABLET

TPHCIMAX

Calcium (as calcium carbonate) 500 mg
Vitamin D3 (Dry Vitamin D3 100 SD/SPH) 40010

100 SO/S PH) 400 R0

a1 6 bilsters x 10 chewable tablets

« Wanufacturer: SOHAVIMEX PHARMACEUTICALJOINT STOCK COMPANY
: NtRoad = Yen My llindustrial Zane, Yen MyTom,jrpQqum.mmwam.Mm

B Vizgmin 03 (Dy Viawan 03

Composition: Each chewable tabletcontains: Keepoutofreachof children.

Calcium (as calcium carbonate)....... 500mg Readthepackageinsert carefully beforeuse.
Vitamin D3 (Dry Vitamin 03100 SD/SPH)4001U

Indications, administration, contraindications

and further information: please refer to the

packageinsert.

Specification: In-house

Storage: Store in a dry place at temperature M a VaCh
below 30°C, avoiding light.
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VIEN NEN NHAL

TPHCIMAX

Calcium (dudi dang calcium carbonate) 500mg ‘8
Vitamin D3 (Dry Vitamin D3100 5D/S PH) 4001U 1
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Dubing N1 -Kh congnghiép Yén Ny I Thy rdn Yen N, Huyén Yen 1, Tinh ung Yen, Viet Nom.

Thanh phén: M6l vien nénnhaichua: Dé xa tdm tay tré em.

Calcium (dudi dang calcium carbonate) Poc ki huéng dén su dung trudc khi dung.
Vitamin D3 (Dry Vitamin D3100 SD/SPH)..
Chi dinh, cach diing, chéng chi dinh va cac théng tin

Kkhéac: xem trong t& hudng dan sidyng thusic kemtheo. $DK/Visa No:
Tiéuchudn: TCCS Ls%/BatchNo

Baoquan: NSX/Mfg. Date
Naikhé rao, nhiet do dudi 30°C, tranh anh sang. HO/Exp. Date
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dung thude

DUQC PHAM )

. TPHCIMAX
SOHA VIMEX

Dé xa tam tay tré em

Poc ki hwdng dan sic dung trieée khi d

Thong bdo ngay cho bdc si hodc dwgc si nhirng phdn teng c6 ha

1. THANH PHAN CONG THUC THUOC

M&i vién nén nhai chira:

Thanh phin hoat chit: Calcium (dudi dang calcium carbonat
Vitamin D3 (Dry Vitamin D3 100 SD

Thanh phan ti dwge: Hydroxypropyl cellulose, Lactose m

cellulose PH101, Aspartame, Ponceau 4R, B6t huong dau, Talg

2. DANG BAO CHE

Vién nén nhai

MG ta dang bao ché: Vién nén hinh tron mau trdng hong dén b

thanh vién lanh 1an

3. CHI PINH

Diéu tri va phong ngtra thiéu vitamin D hosc calci (dic trung b

trong huyét thanh ting lién quan dén su ting qua trinh tiéu xu

huyét thanh va giam ndng d¢ 25-hydroxyvitamin D), dic biét

vién dudng ldo va khong thé ra khoi nha.

B6 sung vitamin D va calci nhu mét liéu phap bd sung cho diéy

dang trong thai ky, cho bénh nhuyén xuong di xac dinh phu

trudmg hop khac can bd sung do ché d6 an khong du.

4. CACH DUNG, LIEU DUNG

Liéu ding

Nguwdéi lon va nguoi cao tudi

H6 tro diéu tri lodng xwong va cho ngudi thiéu calci va vitamis

1 vién/lan x 2 lan/ngay.

Tré em

Thube khong ding cho tré em.

Nguwoi suy giam chirc ndng gan

Khéng can hiéu chinh liéu.
1/6
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| gdp phdi khi stk dung thubc

¢) 500 mg
S PH) 400 IU

onohydrate, Microcrystalline

, Magnesium stearate.

10ng do, vién chéc, canh va

i ndng do phosphatase kiém
ong, ting ndng dé PTH trong

& ngudi cao tudi song trong

u tri lodng xuong, cho phu nit

thudc vitamin D va cho cac




chirc ning thin

i3 ng cho bénh nhan suy than ning (xem phan “C

Quéa mén cam véi bat ky thanh phan nao cta thudc

Céc bénh va/hodc tinh trang din dén ting calci huyét va/hoic t2
Suy than ning (tdc do loc cau than < 30 ml/phut)

Soi than

Ng6 doc vitamin D

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Khi diéu tri kéo dai, cin theo doi ndng do calci huyét thanh va
ndng do creatinin trong huyét thanh. Pic biét cin theo doi o |
thoi véi glycosid tim hogc thude loi tiéu (xem phén “Tuong ta
c6 nguy co cao hinh thanh sdéi than. Trong trudng hop téng cal
giam chirc ning than, can giam lidu hodc ngimg diéu tri.
Thén trong khi ding thudc cho bénh nhan ting calci huyét ho3
nang than va can theo doi ndng do calci va phosphat. Can Iuu ¥ ¢

héng chi dinh”)

ing calci ni€u

chirc ndng than nho x4c dinh
»énh nhan dang diéu trj dong
c clia thube™) va & bénh nhan
ci huyét hodc c6 dau hiéu suy

ic c6 dau hi€u suy giam chure

i€n nguy co v6i hda mé mem.

O bénh nhan suy than ndng, vitamin D dang colecalciferol khong dugc chuyén hoa binh

thudng, vi vdy nén str dung cac dang khac cia vitamin D (xem
Khi diéu tri ddng thoi véi cac ngudn vitamin D liéu cao khac
phdm dinh dudng (nhu sita) c6 chira calci, ¢6 nguy co ting calci
(milk-alkali syndrome) din dén suy giam chirc ning than. Nh
theo ddi ndng do calci huyét thanh va chirc ning than.

Nén thén trong khi chi dinh TPHCIMAX cho bénh nhén bi bénh

phin “Chéng chi dinh”).

va/hoidc thube khic hodc san
huyét va hdi ching sita-kiém
ing bénh nhén nay can duge

| u hat vi nguy co ting chuyén

hoéa vitamin D3 thanh chit chuyén hoa ¢ hoat tinh. Nhitng bénh nhan nay nén dugc theo doi

ndng do calci trong huyét thanh va nude tiéu.

Than trong khi ding thudc cho bénh nhan loang xuong khong 1
calci huyét cao.

Ta dwoc

Thube nay co chira lactose. Bénh nhén bi rdi loan di truyén hi
galactose, thiéu hut lactase hoan toan hodc kém hép thu gluco

thudc nay.
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se-galactose khong nén dung




Thuoe fla‘ly c6 chira ponceau 4R, c6 thé gdy cac phan tng di tmng

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO
Phu nir ¢6 thai

Phu ni¥ ¢6 thai thiéu calci va vitamin D ¢6 thé sir dung san ph
thai, tong lugng hip thu hang ngay khong duoc vuot qua 2500
D. Céc nghién ctru trén déng vat da cho thay c6 doc tinh sinh s
D. O phu nit mang thai, nén tranh ding qua liéu calci va vitan

huyét kéo dai c6 lién quan dén céc tac dung khong mong muor

ne 1a nguén dinh dudng giau

16ng thé dao thai né nhu binh

U

CON BU

4m nay. Trong thoi ky mang
mg calci va 4000 IU vitamin
san khi ding liéu cao vitamin
nin D vi tinh trang tdng calci
| cho thai nhi dang phat trién.

Khéng c6 ddu hiéu nio cho thiy vitamin D & liéu diéu tri gdy quai thai & nguoi.

Phu nir cho con bu
Phu nit cho con bt ¢6 thé st dung san phdm nay. Luu y khi bd
vi calci va vitamin D3 cé di vao sita me.
8. ANH HUONG CUA THUOC LEN KHA NANG LAI X!
Thubc khong anh huéng dén kha ning l4i xe va van hanh may 1
9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tic cia thude

Thubc loi tiéu thiazide lam giam dao thai calci qua nudc tiéu. D
theo d&i thudng xuyén ndng dd calci trong huyét thanh khi dun
thiazide.

Calcium carbonate ¢6 thé can tré sw hip thu cia cac ché phar
thoi. Do d6, nén dung céc ché pham tetracycline it nhat trudce 2
calcium carbonate dudng uéng.

Tang calci huyét ¢é thé lam ting doc tinh ctia glycosid tim tron
va vitamin D. Bénh nhén cin duoc theo doi dién tim dé (ECG)
Levothyroxine bi giam hap thu, ddn dén hiéu qua c6 thé bi giam
Nén dung calci va levothyroxine cach nhau it nhat 4 gio.
Khang sinh quinolone c6 thé bi giam hép thu khi ding ddng th
sinh quinolone trudc 2 gid hodc 6 gid sau khi dung calci.

Néu ding dong thoi véi bisphosphonate, nén ding ché phim n3
TPHCIMAX vi hap thu qua dudng tiéu hoa c6 thé bi giam.
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sung thém vitamin D cho tré
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0 nguy co tang calci mau, can
g dong thoi véi thudc loi ticu

n tetracycline khi ding déng
oi0 hodc 4-6 gio sau khi dung

g qué trinh diéu trj bing calci
va ndng d¢ calci huyét thanh.
khi dung ddng thoi véi calci.

01 voi calel. Nén ubng khang

y it nhét 1 gi¢ trude khi dung
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anelate. Do dd, nén dung céc

Do khéng ¢6 cac nghién ciru vé tinh twong ky cta thudc, khong tron 1an thubce nay véi cac
thude khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC
Céc phan tmg c6 hai cua thudc (ADR) dugc phan loai theo tan sudt xay ra: rat thuong gip
(ADR > 1/10), thuong gap (1/100 < ADR < 1/10), it gép (1/1000 < ADR < 1/100), hiém gép
(1/10000 < ADR < 1/1000), rat hiém gip (< 1/10000), khong xéc dinh (khong thé ude tinh
tr dir liéu sén c6.

Réi logn hé mién dich
Khéng xé4c dinh: phan ng qua man nhu phti mach hogc phu thanh quan.
Réi logn chuyén héa va dinh duong

It gap: tang calci huyét va ting calci niéu.
R4t hiém gédp: hdi ching sita-kiém (thudong xuyén budn tiéu; lién tuc dau diu; lién tuc chan
4n; budn nén hodc ndn; mét moi hoic yéu bit thuong; ting calci huyét, nhiém kiém va suy
than). Thuong chi gap khi dung qua liéu (xem phan “Qua lidu va xr tri”).

Réi loan tiéu héa
Hiém gap: tdo bon, kho ticu, dﬁy hoi, budn nén, dau bung va ti¢u chay.
Réi logn da va dudi da

Hiém gip: ngira, phat ban va may day.
BAo cio cic tic dung khong mong muodn
Viéce béo céo céc tac dung khong mong mudn sau khi thudc luu hanh 14 rét quan trong. Diéu
nay cho phép tiép tuc theo doi danh gid loi ich/riii ro clia thude. Can thong bdo cho bac s¥,
duoc sy dbi voi cac phan tng 6 hai gip phai khi st dung thude hodc bdo céo cac phan tng
¢6 hai ctia thudc vé Trung tdm Qudc gia v& Thong tin thude va Theo doi phan tmg c6 hai cia
thube (Trung tim DI & ADR Quéc gia).
11.QUA LIEU VA XU TRi

Triéu chimg qua liéu

Qué lidu c6 thé dan dén tang calci huyét va ngd doc vitamin D. Céc triéu ching cua tang calci
huyét c6 thé bao gdbm chan an, khat nudc, budn nén, nén, tio bon, dau bung, yéu co, mét méi,

r6i loan tdm than, khat nudc qua mic, ti€u nhiéu, dau xuong, calci hoa than, soi than, trudng

4/6




https://trungtamthuoc.com/

-‘O‘

mg s, a-kiém c6 thé xay ra & bénh nhan udng luong 16n
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i triéu chimg va hd tro 1a cha yéu. Ngimg diéu tri bang ca
loi tiéu thiazide va glycoside tim néu ¢6 (xem phin “Tuong tac

¢6 thé din dén hon mé va tu

dmiyy do calci cao kéo dai co thé dan dén ton thuong than khéng hdi phuc va calci hoa

calci va kiém hip thu duogc.

|ci. Nging diéu tri bang thude
cta thube™). Piéu tri: bu nude

va tiy theo mirc d6 nghiém trong cia tinh trang ting calci huyét nén cin nhic don tri liéu

hodc két hop thudce loi tiéu quai, bisphosphonate, calcitonin va corticosteroid. Phai theo doi

dién giai huyét thanh, chirc ning than va bai niéu. Trong trudn
doi ECG va CVP.

12.PAC TINH DUQC LUC HQC

Nhoém duoc ly: Bé sung khodng chét, calci phdi hop vitamin D
Ma ATC: A12AX

Vitamin D3 gitip tang hip thu calci & rudt.

B6 sung calci va vitamin D3 gitp lam giam su gia tang hor
nguyén nhén gy ra tinh trang thicu calci va lam ting qua trinh
13.PAC TINH DUQC PONG HQC

Calci

Hép thu: khoang 30% liéu dung calci dang nhai dugc hép thu q
Phan b va chuyén hoa: 99% calci trong co thé tap trung & ciu
1% con lai c¢é trong dich ndi bao va ngoai bao. Khoang 50%
dang ion héa c6 hoat tinh v6i khoang 10% la phirc hop véi citr
khac, 40% con lai lién két vdi protein, chu yéu la albumin.
Thai trir: calci dugc dao thai qua phén, nudc tiéu va md héi. B
qua trinh loc cau than va tai hap thu calci ¢ Ong than.
Cholecalciferol

Hap thu: vitamin D dugc hép thu d& dang & rudt non.

o hop nghiém trong, nén theo

va/hodc thuoc khac

mone tuyén can giap (PTH),

tiéu xuong.

ua duong tiéu hoa
tric cirng cla xuong va rang.
ong luong calci trong mau &

ate, phosphate hodc cac anion

i tiét qua than phu thude vao

Phén bd va chuyén héa: Colecalciferol va cac chat chuyén héa ciia né luu théng trong méu

duéi dang lién két véi mot globulin cu thé. Colecalciferol duoe chuyén héa & gan béng cach

hydroxyl héa thanh 25-hydroxycholecalciferol. Sau do, duoc chuyén héa thém & than thanh
dang hoat tinh 1,25-dihydroxycholecalciferol; 1,25-dihydroxycholecalciferol 1a chét chuyén
héa chiu trach nhiém ting hép thu calci. Phan vitamin D3 khéng chuyén héa duge luu trit

trong cac moé md va co.

Thaéi trir; vitamin D3 duoc bai tiét qua phén va nudc tiéu.
5/6
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Diéu kién bao quan: Noi kho rdo, nhiét d§ dudi 30°C, tranh anh sang.
Han diing: 24 thang ké tir ngay san xuét

Tiéu chuén chét luong: TCCS

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC PHAM SOHA VIMEX
Pia chi: Pudng N1 - Khu céng nghiép Yén My II, Thi trdn Yén My, Huyén Yén My, Tinh
Hung Yén, Viét Nam.
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