2023 £ 12 AHET (56 6 hR)
BARERRSTERS : 873213

E X & 4 Vv %3 FE 12— 27 #4# — A
HBAFREERESD IF S2EESE 2018 (2019 EFHAR) ITHEM L THER

DIV LtEHRHE
FIa BhNS I LEER
AILF2—I)LOFEE 8.5% 5mL
AILFa—)LOES K 8.5%10mL
CALCICOL® Injection

#l M | ARPETESS A

VE o

BAORERS ) EE-EMEOLTECLVMEHNT L

5mL : 1% (bmL) 7 /a3 N v LKW 4256mg 5
10mL : 14 (10mL) 7 /va b LK 850mg &4

m B - =

]

ImL &7 B & LT 7.85mg (0.39mEq) &4
(MBI ORI L ™7 AREDH LT T NEETe)

M 4 TN T K

— e f |
£ 4 : Calcium Gluconate Hydrate

BHERFERARESEB B | WEBIEARE 200243 H 4 H
RAMEZENS - RS | SAGEAENGEE - 200247 H 5 H
£AH B 5 BH 4h : 1928 4F
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ETETE | HE TR
B - Mo d it g | THENULT R THAR

EXRFERELFOERSE

HE TS BEEIR— b2 —
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AT EN DA EOEESICET 2 FHEICE L CiE, IFAKET SN D £ TOMIT, RERAENRIT
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I. BEICEYTSEE

1. FAROEE
BENX, Zva BT DK EGRR S &ET DT T AERBITH D,

Taa AT LKL, 1861 4F, Hlasiwetz (2L VW 7 Rk A HFE TR L, B 7 Lk
ELUTHB SN -, AAREET OIS LS IEBMLRINE S TWnWd,

[T a—) ViEFHR ] 1, 1928 IR H ARESER A St (Bl K HARFESER S 265858
=i,

1986 4= 12 H 3 H. Filfli CEHFEFEM) 2k TENO Iz oW THEREREO LN D] &
DOFERZZT, ARSI S,

2002 £ 3 H 4 B, ERFHIS D=0, et s [IAFa— W ERIRKR] 75 ThvF a—ndEs
W 8.5%5mL) KO [H /LT 3 — LyESE 8.5%10mL] |2 H L,

2009 4F 2 1 1 H ., AFORGEIRTEAGE DK HAE LRI SAED D B E TR AR S H,
H = TRt j7e 2 Bildn L7z,

2. HA0BRFHETE

(1) KAWL, Tasmhne g DKM aE G & TNy T LifaHITH 5,

(2) EBRZEWEM E LT, @A T T AUE, fEAESRE SN TWD, (VL 8. (1) HARZRENIEM L
HIER ) DIHZM)

3. HROHFAFHRIE
(1) RFNE, TTAF v 7T TNThHY, F-YUEEMN D bIRIEA 2B T & 2 W CH %,

4. BEMERICEL TAMIRERHE

I B 5 B

S KT | FA b B
RMP fis

BIO Y A7 RMEEB E LT |

IR S T B B b

S HEE S A <A e

R LM p

5. REBEHRURE - EALOHIREIER
(1) RBEH

Y LR
(2) F&E - EALOHEEE

Y L7
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I.

AFICEY SHEE

1. BR5ERA

(1) 4
BT 3 — NV EHR 8.5%5mL
FVF 2 — L ESHIR 8.5%10mL
(2) *#4
CALCICOL Injection
(3) BAMOHEE
K4 L0 (Calcium Gluconate : Z /Lot VBRI LS 7 L)

2. —g4&
(1) M8 (WBE)

TN AkFIY (JAN)

(2) #4 (&%)

Calcium Gluconate Hydrate (JAN)

(3) RT.L (stem)

w

Ry

. BEXRIERERX
e E

. FXRULFE
4313 C12H22Ca014 + H20
7 f-H : 448.39

. AEZH (M%) XIEEXE
Monocalcium di-p-gluconate monohydrate (IUPAC)

. R4, 4. BE.
Briz7a L

5&85



. HHEP BT SHER

1. YE{LFHER

(1) 9 - 1R
A DRE R IEDOBRIUIKI TH 5,
(2) Bfafk

HKIZRRRIT R, =& /=)L (99.5) (ZIFE A ERIT 20,
(3) WiEtE
MG R R L
(4) AR (SRR, K. BER
Abe (OfEA) K 120°C (v a v gy v AOFER/KIE 105C T HEaIcEREd, 12000 TH

fiR & o> TRDILD,)
(5) BIEEMAMTER
MR L
(6) HEFREY
MR L

(7) 20t ELRiERE
Wk [l 2 +6~+11° (EH%,. 0.5g. A, MR, %#%. 25mL, 100mm)
A4 1.0g 27K 20mL 2R L CTH&EL L7 @ pH 1% 6.0~8.0 TH 5,

2. AMESOEEBEUTICEITAREN
iR 5 FORMMGRARER (JEAR) ([CBWT, Wik, &8, wHEEE, BRI EEERD bk
Mmool

(@)

. AYES ORRBERE. EEE
(1) HesdakBis
1) Eegrua~ 777 40—
FUBHAI M OBEHEYRIG D> T2 AR » b OO O REEIXEE Ly,
2) EMERIS
REOKREEIE AN 7 DEOEERED (1), (2) KO (3) #2T 5,
(2) E&E
¥ L — MEEE
R zKIZEN L, KBS Y 7 LAFEE NN EREZINLZ, =F L U7 I UMUEES —KE
F U T NERTHET D



V. RAICEIYSIEE

1. Hif
(1) FEORXZ
PiSERER Spail
(2) REONBEUHERK
HIVF a2 — LR HIVF a2 — LR
W 7E4
8.5%5mL 8.5%10mL
. " Ve asopil
- R 161V 0D
pH 6.0~8.2
2% L 0.9 (AERREERICKTd 5 )

(3) @WAa—F

Y L7
(4) HEOYHE

(MV. 6. BHIDK TR
(5) £k

L7

FiZBT 2 LEN] OHSM)

2. RADOHER
(1) FHES GEERS) OESERUFME
N B IVTF 2 — LR FVTF 2 — VSR
W 8.5%5mL 8.5%10mL
1% (5mL) 1% (10mL)
s TN FETNT T DOKF) 426mg | Z v LRV D LOKFY) 850mg
ImL »720 hrv e LT 7.85mg (0.39mEq)
(BN OWERE T V> 7 DR D TN T W ETe)
— . {%¢ . {%¢
PERE 1L 7 A 10mg PERE I L 7 A 20mg

(2) EREFORE

(Mv. 2. ) A2ESr (EMERSY) OFBEROENA) OESH)

(3) RE
RUERR L

3. FIBRROMRRUEE
BRI

4. Al
FARANA

5. BAY BARMDH KN
DR L




6. HADEKBEHTICETIRER"

(1) TR

OHNF a— L ESKS.5%5mL IHEER  40°C - T5%RH [ Bk AZEIREE (7 v 7L adE) ]

HIEHEH =R PRI
<HiHE > &5 BA hh 1% H 3% A 6 A
PR PQO1 e A N A SN
< AT O > AR1405 B A W -
TR AR PQO1 o A o A N o A
(R, EHERE) AR1405 e e B HE
pH PQO1 7.2 7.1 7.0 7.0
<6.0~8.2> AR1405 7.3~7.4 7.1 7.0 7.0
=L PQO1 0.9 0.9 0.9 0.9
<#0.9> AR1405 0.9 0.9 0.9 0.9
SE () PQO1 99 100 99~100 102
<95~105% > AR1405 99 99 99~100 102

X FRBISHTOEAER (%)

OBNT a—VIEFHKS.5%10mL  MEEREE  40°C - 75%RH [ OEFIE (77 ak) ]

HIEEH =N PRATIAH]
<JHHE> &E5 BH AR IR 1% H 35 A 65 A
LN PQO2 o A YN PN A
< MR TR DG > AR2200 e I A I
TR PQO2 e A e A N N
(. FEPERIS) AR2200 Ha B e Ha
pH PQO2 7.2 7.0 6.9~17.0 6.9
<6.0~8.2> AR2200 7.0 6.9 6.8 6.9
BEIE PQO2 0.9 0.9 0.9 0.9
<#10.9> AR2200 0.9 0.9 0.9 0.9
i (%) X PQO2 99 100 100 102
<95~105% > AR2200 99~100 99~100 100 102

M RTRRICHT D AHE (%)

7. RRERVERROREN

(TVIl. 11. WA FoEE] OEBR)

8. AL NEAELL (MEBILFHEIL)

(IXI. 2. ZOMOEEEE] OESMR)

9. Wit
LR




10. 75 - o
(1) FENRELRSR - B, S’ EHLEES - BE(CET 5188
< TFGAF 7T TN RITE>

EOBIDSTIEFOVDRLT
LIEELY,

BREfZE180ELIL LBV K< @K
FTEHYALTLREE L,

MF%& KH (—)DAa[EICEL

FLOFBEEHENVRTEET,
/
(2) a%
<AILFa—IiFE5E 8.5%5mL>
5mL X 50 &

<HILF3—)ESK 8.5%10mL>
10mL X 50 &

(3) PHEBE
U ERR L

(4) BHROME
TN R T

1. BRI ShEEHME
MM ER e L

12. ZDh
P EE L



V. ARICEYSEE

1. HEEXITHR
OffA v T MEITE R T % T ROE R O U
TH == T ¥ =— B
O/NEREMEIC BT % v o0 DG

2. MEXEHRICEET HIE
RE STV

3. AERUVHE

(1) BERUVAEDOHES
TNy LK E LT, BEERA 04~2.0g (BT 7 AE LT 1.8~89mEq) %
8.5w/v% (0.39mEq/mL) it & LT, 1 B 1 IEFIRPIICAEIRIC (WL D Ak LTS 0.68~1.36mEq)
HSd 5, 72720, DAEBHEICHCSEGAT, ORGSR EERNZIRES,
RF. AR, ERIC X 0 EERET D,

(2) AZEBRUVHERORERE - B0
MMERR L

4. AiERURAEICEHET SEE
BEEIN TR

5. ERERALHE

(1) BET—aNn\wFr—o
MMERR L
(2) EREREEHER
MG RR L
(3) AERGERFEAR
Pl v/
(4) BEEMEER
1) ENEREERR
MER R L
2) REHER
U ERR L
(5) BE - WEAHEER
Pl v/
(6) AEMEHR
1) SEARERE (—REAKERE. SECEABRERE. CARBLERARE). RERFTERT 4R
—RARE. REFRFTREBRAROAR
U ERR L
2) RBEHLELTERFEORNENITEEL-HE - RBROBME
Y L7R0
(7) £k
L7



VI. EMEEICEY SEE

1. FEEMNICEEHSLEMNIILEYH
AN T il
HE  BEEOD LAY OREE - RS, BFORMNCELSRT DL,

2. ¥BEER
(1) {ERERL - VEFBFF
MIFEA N T LOETIRREICKT LT, AT U MEEZ EHSELZLICKVIEREZRET 5, 74 =
—EEDMRRIERTIIA NS T LEMRT 52 LIk 0 o REEORELZ FH S8,
TR T 2 20D BT 5,
(2) ENERMT SRR
1) 17 % =—1E/H
18.2 BH LI LMFEREER
FURIR - BIHCIRIRREERIF SAR T L 7 LRI K O ER LR L o 0 A fUEMET % =—F A X
TN a @RI T N 20mglkg EFHELIZE Z A, 15 DRICIET X =—F WAk Lz, £
77 MiEH L T MIFEEICHEIN LY,
2) KB U AfESEER
OHUIRAR, B HF RN S AKX L 7 ARICE VKA VY T AMEVET ¥ =— 2 HHE L 721 X T,
T3 @I A20melkg DEFIRINTESIZ X 0 1550 %% I E D v o o 2TFEICHEI L, K
BT AMEIFE L ZE L,
QUHXDMP AN T ME, 4.0% 7 V3 IS 7 A10mLOFIRA N %105 Traliz o L.
Z D% W LT3R ICITIEFE & 2o 7z, )

TN L BEA LT DOV 2 7 AOBIRNTERIC & B IR Ly o AOZE(L (7%)
_____ TALBHN I L

BEHND I L




@FRIRE, BRI EZRFR L TRAMED 2 WITIBIRMET ¥ =— %R LA XI220% 7 v 2 vy
7 L5mLABIRNTES L7z & 2 DMiE LS 7 AOEENCOWTEILZE LT, EHEER, T4 =—1%

HRL, 105R%ICIIGD LD MFHEML T, IEW & RoT,

D%, MIEH AT LE, BT ¥ =— TIXER AR ICHEICR > 7228, B RMET 4 =—T

TIRFMIZICI VT O IR L Y @ Th o7z,

2T =— (1 X) (mg %)
No. 1 2 3 4 5

5 7.0 6.3 6.1 6.6 5.5

BeH% 109 12.9 9.9 10.6 10.1

b 1Ff304y 8.4 7.8 8.5 7.9

BeG1% 35 6.7 6.2 7.1 6.9

BhH1%  4ABEHI30%y 6.2 6.2 6.3 6.7 5.6

B h-1%  6REfH 5.7 5.9

BRETE=— (41 X) (mg %)
No. 1 2 3 4 5 6 7 8

B 5 7.2 7.4 4.7 5.4 6.2 6.1 7.0 6.0

BeH% 105 9.8 11.2 8.4 8.1 9.1

5% 1ER[I30% 9.5 11.0 7.6 7.1 8.8

Beh-%  3KEfH 9.5 10.4 7.1 7.1 8.3

5% ARFFB30%y 9.0 10.4 6.9 7.0 7.7 8.0 8.5 8.9

B h-1%  6REfH 8.3 10.3 6.9 6.9 7.7

BH5%  TRF30%) 8.0 9.8 6.3 6.9 7.4

BeGt% OFH 7.9 9.6 5.8 6.8 7.0

Behte 110 7.5

(3) {EFISETU - HHEER
DR L



VI. EMBEICET HRE

1. mMPREOHTR
(1) AERLAEVWGOLPRE
8.5~10.2mg/dL (g7 /L3> v AIEHE) )
(2) BERERTHERESL-ODRE
fERERRAIZ 8.5% 7 /L 2 i1V 7 4 30mL (Ca #2858 235.56mg) % 10 232 CEE L, $ER(.
FEBALE L VD 156 /3. 30 /3. 60 43f4. 120 A RICEiMm L, M A Ao bl oo Na2RIE L7k
F. BB 16 0 ClRmICEL, TOBMERKICT L, 120 40 CIRIERMEZ[EE L, ¢
(3) shEiE
MiEH N> T LRENER#HZ B CER LESA, MmOy U AMEORERD bbb, 7
(4) BE - SfRAEOEE
(TVil. 7. MRAEAEH] OHEZH)

2. EMEERB/ITA—S
(1) BAHEE
MR L
(2) WUEETEH
MR L
(3) HREEEH
MR L
(4) YVF7S VR
MR L
(5) #HHEK
MM EE R L
(6) £t
MR L

3. 8%H (REaL—>av) @#H
(1) A&

B R L

(2) INSA—SEHER
B R L

4. R
B R R L

5. &%

(1) Ini%k-fixBarT&EdE i
<HBE>
Ty M va gy s 0.25g/H% 10 HREREOEEG L, &5 L TWARWT v FOMNEEE &
Wi LT- & 25, BEERR NS, Y
(2) Imik-FaieEErE R
T MR A ER T S, O
(TVIl. 6. (5) hE#d| DIHEHBM)

10



(3) Hit~DBITHE

AN T MIHFFA~BATT D, O
(IVIl. 6. (6) #ZLiw) DOEER)
(4) BEE~DOBITHE
MR L
(5) ZotinB#~DBITHE
MR L
(6) MFEEAKEAE
16.3.1 MIFZEAHEESE
$45% (I LTC) 0

6. fti
(1) REBPLIRURBHRRE

(2) RBICEST 58K (CYPH) OFFE. F5F

WY Sz L7 DMIIMRICE - THEIZN, RV T L - FT— L ThHhHE TEREEN D, Y
MERR L

(3) PEEBHROFERVZDOEIS
M E R L

(4) REMOEEOERRUEMLL, FAELE
LRk L

7. BEitt
16.5.1 HEH$RER

F & LTRT
16.5.2 itz

BEFERR N, 7 ¥ R — v ZABRE R OVEAGIERF IS ARMFE L& 2 A, @ERA LT v F—v 28
FHTEANT T NE L TREED 39~52% () 45%) | F 7B LIE B Tl 8~12% ((F¥) 10%)
DIRHICHEI S 1P (BMEAT — 2 10% 35 100mL GRGEEEPHAN ) 286K & R .
Bttt E B

TEFERR N, 7 ¥ F— Y R BF B L OVEHILIE B Z 10% 7 /L 2 BRI VS 0 AEFHER & SR s L
T2 2 A BRI IR E A R D £ < VB 20 BB ICIZERETEICRE 72 2 FE AT — %),

FSYRAR—4—IZET 21854
M ER e L

. ENEICKIBRER
MR L

10. BENDERZETH8F
MR L
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W7es CALCIUM GLUCONATE- calcium gluconate injection, solution
FIE - k& | 10mL

INDICATTIONS AND USAGE

Calcium Gluconate Injection is indicated for pediatric and adult patients for the treatment of acute
symptomatic hypocalcemia.

DOSAGE AND ADMINISTRATION
2.1 Important Administration Instructions

+ Calcium Gluconate Injection contains 100 mg of calcium gluconate per mL which contains 9.3 mg
(i.e., 0.465 mEq) of elemental calcium.

+ Dilute Calcium Gluconate Injection prior to use in 5% dextrose or normal saline and assess for
potential drug or IV fluid incompatibilities.

+ Inspect Calcium Gluconate Injection visually prior to administration. The solution should appear
clear and colorless to slightly yellow. Do not administer if there is particulate matter or
discoloration.

+ Use the diluted solution immediately after preparation.

+ Administer Calcium Gluconate Injection intravenously via a secure intravenous line to avoid
calcinosis cutis and tissue necrosis.

+ Administer Calcium Gluconate Injection by bolus administration or continuous infusion:

For bolus intravenous administration:

+ Dilute the dose of Calcium Gluconate Injection in 5% dextrose or normal saline to a
concentration of 10-50 mg/mL prior to administration. Administer the dose slowly and DO NOT
exceed an infusion rate of 200 mg/minute in adults or 100 mg/minute in pediatric patients,
including neonates. Monitor patients, vitals and electrocardiograph (ECG) during
administration [see Warnings and Precautions (5.4)].

For continuous intravenous infusion:

+ Dilute Calcium Gluconate Injection in 5% dextrose or normal saline to a concentration of 5.8-10
mg/mL prior to administration. Administer at the rate recommended in TABLE 1 and monitor
patients, vitals, calcium and ECG during the infusion.

+ Calcium Gluconate Injection is supplied in single-dose vials and pharmacy bulk packages.

2.2 Recommended Dosage

Individualize the dose of Calcium Gluconate Injection within the recommended range depending on
the severity of symptoms of hypocalcemia, the serum calcium level, and the acuity of onset of
hypocalcemia.

TABLE 1 provides dosing recommendations for Calcium Gluconate Injection in mg of calcium
gluconate for neonates, pediatric and adult patients.
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Table 1. Dosing Recommendations in mg of Calcium Gluconate for Neonate,
Pediatric, and Adult Patients

Patient Initial Dose Subsequent Doses (if needed)
Population Bolus Continuous Infusion

Neonate 100 -200 mg/kg 100-200 mg/kg Initiate at

(< 1 month) every 6 hours 17-33 mg/kg/hour
Pediatric 29-60 mg/kg 29-60 mg/kg Initiate at

(> 1 month to every 6 hours 8-13 mg/kg/hour
< 17 years)
Adult 1000 -2000 mg 1000 -2000 mg Initiate at

every 6 hours 5.4 -21.5 mg/kg/hour

For bolus administration, DO NOT exceed an infusion rate of*

+ 200 mg/minute in adult patients

- 100 mg/minute in pediatric patients

For continuous infusions, adjust rate as needed based on serum calcium levels

2.3 Serum Calcium Monitoring
Measure serum calcium every 4 to 6 hours during intermittent infusions with Calcium Gluconate
Injection and measure serum calcium every 1 to 4 hours during continuous infusion.

2.4 Dosage in Renal Impairment
For patients with renal impairment, initiate Calcium Gluconate Injection at the lowest dose of the
recommended dose ranges for all age groups and monitor serum calcium levels every 4 hours.

2.5 Drug Incompatibilities
+ Do not mix Calcium Gluconate Injection with ceftriaxone. Concurrent use of intravenous
ceftriaxone and Calcium Gluconate Injection can lead to the formation of ceftriaxone-calcium
precipitates. Concomitant use of ceftriaxone and intravenous calcium-containing products is
contraindicated in neonates (28 days of age or younger). In patients older than 28 days of age,
ceftriaxone and calcium-containing products may be administered sequentially, provided the
infusion lines are thoroughly flushed between infusions with a compatible fluid. Ceftriaxone must
not be administered simultaneously with intravenous calcium-containing solutions via a Y-site in
any age group.
+ Do not mix Calcium Gluconate Injection with fluids containing bicarbonate or phosphate. Calcium
Gluconate Injection is not physically compatible with fluids containing phosphate or bicarbonate.
Precipitation may result if mixed.
* Do not mix Calcium Gluconate Injection with minocycline injection. Calcium complexes
minocycline rendering it inactive.
2.6 Preparation of Pharmacy Bulk Package
The pharmacy bulk package (PBP) of Calcium Gluconate Injection is intended for dispensing of
single doses to multiple patients in a pharmacy admixture program. Penetrate the container closure
only one time with a suitable sterile transfer device or dispensing set that allows measured
dispensing of the contents. Use the PBP only in a suitable ISO Class 5 work area such as a laminar
flow hood (or an equivalent clean air compounding area). Complete dispensing from the pharmacy
bulk vial within 4 hours after the container closure is penetrated. Each dose dispensed from the
Pharmacy Bulk Package vial must be used immediately.
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