
BFLUID® Infusion 

Amino Acids and Glucose, Electrolytes and Vitamin B1 

 

DESCRIPTION 

1. Composition 

The upper chamber contains an amino acid solution with electrolytes and the lower chamber contains a glucose 

solution with electrolytes and vitamin B1. This product contains the following ingredients. 

 

(1) Upper chamber (amino acid solution with electrolytes) 
Ingredients 150 mL 300 mL 

L-Leucine 

L-Isoleucine 

L-Valine 

L-Lysine 

Hydrochloride 

(L-Lysine equivalent) 

L-Threonine 

L-Tryptophan 

L-Methionine 

2.100 g 

1.200 g 

1.200 g 

1.965 g 

 

(1.573 g) 

0.855 g 

0.300 g 

0.585 g 

4.200 g 

2.400 g 

2.400 g 

3.930 g 

 

(3.146 g) 

1.710 g 

0.600 g 

1.170 g 

Acetylcysteine 0.202 g 0.404 g 

(L-Cysteine 

equivalent) 

(0.150 g) (0.300 g) 

L-Phenylalanine 1.050 g 2.100 g 

L-Tyrosine 

L-Arginine 

L-Histidine 

L-Alanine 

L-Proline 

L-Serine 

Glycine 

L-Aspartic Acid 

L-Glutamic Acid 

0.075 g 

1.575 g 

0.750 g 

1.200 g 

0.750 g 

0.450 g 

0.885 g 

0.150 g 
0.150 g 

0.150 g 

3.150 g 

1.500 g 

2.400 g 

1.500 g 

0.900 g 

1.770 g 

0.300 g 
0.300 g 

Dibasic Potassium 

Phosphate 

0.501 g* 1.002 g** 

Dibasic Sodium 

Phosphate Hydrate 

0.771 g 1.542 g 

Sodium Citrate 

Hydrate 

0.285 g 0.570 g 

Sodium L-Lactate 1.145 g 2.290 g 

* Contains 5.8 mEq of K+ (38 mEq/L). 

** Contains 11.5 mEq of K+ (38 mEq/L). 

Sodium Bisulfite 0.05 g/L is used as a stabilizer. Glacial Acetic Acid is used as a pH adjuster. 

(2) Lower chamber (glucose solution with electrolytes and vitamin B1) 
Ingredients 350 mL 700 mL 

Glucose 37.499 g 74.998 g 

Potassium Chloride 0.317 g* 0.634 g** 

Calcium Chloride 

Hydrate 

0.184 g 0.368 g 

Magnesium Sulfate 

Hydrate 

0.308 g 0.616 g 

Zinc Sulfate Hydrate 0.70 mg 1.40 mg 

Thiamine Chloride 

Hydrochloride 

0.96 mg 1.92 mg 

(Thiamine equivalent) (0.75 mg) (1.5 mg) 

* Contains 4.3 mEq of K+ (12 mEq/L). 

** Contains 8.5 mEq of K+ (12 mEq/L). 

Hydrochloric Acid is used as a pH adjuster. 
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(3) After the two solutions are mixed 

Ingredients 500 mL 1000 mL 

Electrolytes 

Na+* 17.5 mEq 35 mEq 

K+ 10 mEq 20 mEq 

Mg2+ 2.5 mEq 5 mEq 

Ca2+ 2.5 mEq 5 mEq 

Cl−* 17.5 mEq 35 mEq 

SO 2− 
4 2.5 mEq 5 mEq 

Acetate−* 8 mEq 16 mEq 

L-Lactate− 10 mEq 20 mEq 

Citrate3− 3 mEq 6 mEq 

P 5 mmol 10 mmol 

Zn 2.5 mol 5 mol 

Carbohydrate 

Glucose 37.50 g 75.00 g 

Glucose concentration 7.5% 7.5% 

Amino acids 

Total free amino acids 15.00 g 30.00 g 

Total nitrogen 2.35 g 4.70 g 

Essential/nonessential amino 

acids 

1.44 1.44 

Branched-chain amino acids 30% (w/w) 30% (w/w) 

Vitamin 

Thiamine Chloride 

Hydrochloride 

(Thiamine equivalent) 

0.96 mg 

(0.75 mg) 

1.92 mg 

(1.5 mg) 

Total calories 

Nonprotein calories 
Nonprotein calories/nitrogen 

210 kcal 

150 kcal 
64 

420 kcal 

300 kcal 
64 

Zn concentrations are approximate values. 
* Includes the amount derived from additives. 

 

2. Product Description 

Solutions in the upper and lower chambers are clear and colorless. 

 
 pH Osmotic pressure 

ratio (relative to 

0.9% saline solution) 

Immediately after 

manufacture 

Specification 

Upper 

chamber 
solution 

 

Approx. 6.8 6.3−7.3 

 

Approx. 4 

Lower 

chamber 

solution 

 

Approx. 4.0 

 

3.5−4.5 

 

Approx. 2.5 

After mixing Approx. 6.7 − Approx. 3 

 

INDICATIONS 

Provision of amino acids, electrolytes, vitamin B1, and water via a peripheral vein to patients with mild hypoproteinemia 

or malnutrition due to inadequate oral intake, and before and after gastrointestinal surgery. 

 

DOSAGE AND ADMINISTRATION 

The usual adult dosage is 500 mL per dose, infused via a peripheral vein. The usual infusion rate in adults is 500 mL 

administered over 120 minutes. The infusion rate should be reduced in the elderly and in critically ill patients. The dosage 

should be adjusted according to the patient’s condition, body weight, and age. The maximum dosage is 2500 mL per day. 
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PRECAUTIONS 

1. Careful Administration (BFLUID® Infusion should be administered with care in the following patients.) 

(1) Patients with hepatic dysfunction 

[Abnormalities in water and electrolyte metabolism may be exacerbated.] 

(2) Patients with renal dysfunction 

[Since these patients have impaired water and electrolyte metabolism, the solution should be administered with 

care.] 

(3) Patients on dialysis or hemofiltration with serious renal disorder, azotemia, or oliguria 

[The amounts of water and electrolytes may be excessive and urea and other amino acid metabolites may be 

retained.] (See (5) in section 2. Important Precautions.) 

(4) Patients with cardiovascular dysfunction 

[An increase in the circulating blood volume may cause a burden on the heart, resulting in the patient's clinical 

condition to deteriorate.] 

(5) Patients with acidosis 

[The patient’s clinical condition may deteriorate.] 

(6) Patients with diabetes mellitus 

[Impaired uptake of glucose into the tissues may result in hyperglycemia, which may cause the patient’s clinical 

condition to deteriorate.] 

(7) Patients with a history of hypersensitivity to any of the ingredients of this drug (excluding those with a history of 

hypersensitivity to thiamine chloride hydrochloride)  

[This drug should not be administered except in cases where such use is considered absolutely necessary for the 

treatment. Anaphylaxis may occur.] (See (1) in section (3) Adverse reaction.) 

 

2. Important Precautions 

(1) BFLUID® Infusion contains 15 g of amino acids (2.35 g nitrogen) and 150 kcal (nonprotein calories) in 500 mL. 

However, daily caloric requirements cannot be met by administering this solution as the sole source of nutritional 

support. This solution should therefore be used only for short-term nutritional therapy. 

(2) When used as a nutritional supplement in patients in whom oral intake is inadequate, the solution should be 

administered based on an overall assessment of the patient's nutritional requirements and oral intake. 

(3) When this solution is used alone in postoperative patients, its use should be limited to 3–5 days and oral/enteral 

nutrition or other regimens should be instituted as soon as it is feasible to do so. 

(4) BFLUID® Infusion contains 0.96 mg of thiamine chloride hydrochloride (vitamin B1) as a vitamin source in 500 

mL, and contains 1.92 mg of thiamine chloride hydrochloride (vitamin B1) as a vitamin source in 1000 mL. 

Additional vitamin B1 or other vitamins should be administered, depending on the patient's condition. 

(5) The volume of water, electrolytes, or urea, etc. removed and accumulated in patients on dialysis or hemofiltration 

with serious renal disorder, azotemia, or oliguria varies depending on the dialysis method and patients’ conditions. 

Initiation and continuation of administration should be determined after the patient’s conditions are carefully 

checked based on assessment of blood biochemistry, acid-base equilibrium, and body-fluid balance, etc. 

 

3. Adverse Reactions 

Reported incidence rates are based on the results obtained for 50 patients who had undergone gastrointestinal surgery 

in a phase III clinical study. With regard to adverse events (clinically significant adverse reactions), a total of 8 patients 

(16.0%) experienced 11 adverse reactions, including vascular pain (3), phlebitis (4), and chest discomfort (1) in a total 

of 7 patients as subjective or objective manifestations and elevated serum AST (GOT) levels (1), elevated serum ALT 

(GPT) levels (1), and elevated serum ALP levels (1) in a total of 1 patient as abnormal changes in laboratory data. 

(These data were obtained at the time of drug approval in Japan, 2006.) Refer to the "CLINICAL STUDIES" section. 

(1) Clinically significant adverse reactions 

Shock and anaphylaxis (frequency unknown): Shock and anaphylaxis may occur. Patients should be closely 

monitored, and if any signs or symptoms such as decreased blood pressure, chest discomfort, or dyspnea occur, 

administration should be discontinued immediately and appropriate measures should be taken. (See (7) in section 

1. Careful Administration.) 

Note: Adverse reactions commonly associated with thiamine chloride hydrochloride injections. 

(2) Other adverse reactions 

If other adverse reactions are observed, take appropriate measures such as discontinuing administration. 

 

 
Reactions  5% 0.1% to <5% Frequency unknown 

Hypersensitivity   [Rash etc.] 

Gastrointestinal     [Nausea, vomiting] 

Cardiovascular  Chest discomfort [Palpitations etc.] 
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Hepatic  Elevated AST (GOT), 

ALT (GPT), ALP, or 
 

[total Bilirubin Levels] 

Large dose and rapid 

administration 

  [Cerebral, pulmonary, and 

peripheral edema, 

hyperkalemia, water 

intoxication], [acidosis] 

Other Vascular pain, Phlebitis  [Chills, pyrexia, feeling hot, 

headache] 

 

Reporting of suspected adverse reactions: 

Reporting suspected adverse reactions after authorization of the medicinal product is important. It allows continued 

monitoring of the benefit/risk balance of the medicinal products. Healthcare professionals are asked to report any 

suspected adverse reaction via: 

 

Pusat Farmakovigilans/MESO Nasional 

Direktorat Pengawasan Keamanan, Mutu, dan Ekspor Impor Obat, Narkotika, Psikotropika, Prekursor dan Zat Adiktif 

Badan Pengawas Obat dan Makanan 

Jl. Percetakan Negara No. 23, Jakarta Pusat, 10560 

Email: pv-center@pom.go.id 

Phone: +62-21-4244691 Ext. 1079 

Website: https://e-meso.pom.go.id/ADR 

 

PT Otsuka Indonesia 

Pondok Indah Office Tower 1 Lantai 8 

Jl. Sultan Iskandar Muda Kav. V-TA, Jakarta Selatan 12310 

Tel. +62-21-7654466 

Email: otsuka.pv.cn@ho.otsuka.co.id 

Website: https://www.otsuka.co.id/id/sideeffect 

 

4. Use in the Elderly 

Since elderly patients often have reduced physiological function and associated hepatic, renal, or cardiac dysfunction, 

it is advisable to take measures such as reducing the dose by decreasing the infusion rate under careful supervision. 

 

5. Use during Pregnancy, Delivery, or Lactation 

(1) BFLUID® Infusion should be used in pregnant women and in women who may possibly be pregnant only if the 

expected therapeutic benefits outweigh the potential risks associated with administration. 

(The safety of this product in pregnant women has not been established.) 

(2) It is advisable to avoid using this product in nursing mothers. If use of this product is judged to be essential, 

breast feeding should be discontinued during administration. 

(The safety of this product in nursing mothers has not been established.) 

 

6. Pediatric Use 

The safety of this product in children has not been established (no clinical experience). 

 

7. Precautions Concerning Use 

(1) Preparation: Open the outer wrap immediately before use, break the center seal between the two chambers and mix 

the two solutions thoroughly. The solution in one chamber should not be administered alone without mixing it with the 

solution in the other chamber. 

 

Method of mixing two solutions (Never fail to mix two solutions). 

Be sure to press the lower chamber to break the center seal between the two chambers. 
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(2) Precautions at the time of preparation 

1) Physicochemical changes in the solution, such as precipitation, may occur if this product is combined with the 

following drugs. The product should be carefully observed for such changes. 

a) Drugs that are stable under acidic or alkaline conditions 
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b) Drugs that are slightly soluble in water 

c) Drugs that contain calcium salt or phosphate 

2) Since the solution contains calcium salt, blood coagulation may occur if it is mixed with citrated blood. 

3) After opening the outer wrap and mixing the two solutions, the mixed solution should be used promptly. 

(3) Precautions before administration 

1) Be sure to confirm that the center seal between the two chambers has been broken. 

2) When administering BFLUID® Infusion, it is recommended that urine output be maintained at more than 500 mL 

per day or more than 20 mL per hr. 

3) To minimize the risk of infection, perform all procedures under aseptic conditions (disinfection of patient's skin and 

devices). 

4) Use the solution after warming it to near body temperature if it is to be used under cold environmental conditions. 

5) After use, discard all unused solution. 

(4) Precautions during administration 

1) The usual adult dose is 500 mL administered over 120 min. The administration rate should be reduced in the elderly 

and in seriously ill patients. 

2) If vascular pain occurs, use an alternate infusion site or discontinue administration. 

3) Extravasation of the solution may result in skin necroses and ulceration. After confirming the clinical signs of 

extravasation (e.g., erythema, infiltration, or swelling) at the infusion site, immediately discontinue administration 

and institute appropriate treatment. 

4) A light-resistant cover should be used or other appropriate measures should be taken to avoid photochemical 

decomposition of the vitamin B1 in the solution, although such photochemical decomposition does not occur in a 

very short time. 

When other vitamins are added, a light-resistant cover should also be used or other appropriate measures should be 

taken to avoid photochemical decomposition of vitamins. 

 

 

CONTRAINDICATIONS (BFLUID® Infusion is contraindicated in the following patients.) 

(1) Patients with hepatic coma or at risk of developing hepatic coma 

[Due to impaired amino acid metabolism, the patient’s clinical condition may deteriorate.] 

(2) Patients with serious renal disorder or azotemia (for both, patient on dialysis or hemofiltration are excluded) 

[The amounts of water and electrolytes may be excessive, causing the patient’s clinical condition to deteriorate. 

Urea and other amino acid metabolites may be retained, which may cause the patient’s clinical condition to 

deteriorate.] 

(See (3) in section 1. Careful Administration and (5) in section 2. Important Precautions.). 

(3) Patients with oliguria (patients on dialysis or hemofiltration are excluded) 

[The patient’s clinical condition may deteriorate.] (See (5) in section 1. Careful Administration and (5) in 

section 2. Important Precautions.) 

(4) Patients with congestive heart failure 

[An increase in the circulating blood volume may cause a burden on the heart, resulting in the patient’s clinical 

condition to deteriorate.] 

(5) Patients with severe acidosis (hyperlactacidemia etc.) 

[The patient’s clinical condition may deteriorate.] 

(6) Patients with hyperkalemia or Addison’s disease 

[The patient’s clinical condition may deteriorate.] 

(7) Patients with hyperphosphatemia or hypoparathyroidism 

[The patient’s clinical condition may deteriorate.] 

(8) Patients with hypermagnesemia or hypothyroidism 

[The patient’s clinical condition may deteriorate.] 

(9) Patients with hypercalcemia 

[The patient’s clinical condition may deteriorate.] 

(10) Patients with reduced urine output due to obstructive uropathy 

[Water and/or electrolyte overload may occur, causing the patient’s clinical condition to deteriorate.] 

(11) Patients with abnormal amino acid metabolism 

[Since the infused amino acids are not adequately metabolized, the patient’s clinical condition may deteriorate.] 

(12) Patients with known hypersensitivity to thiamine chloride hydrochloride 
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PHARMACOKINETICS 

(Reference data in rats) 

BFLUID® Infusion containing 14C-labeled glucose was administered intravenously to intact rats. The radioactivity was 

rapidly distributed throughout the body, with particularly high levels observed in the liver (which plays an active role in 

glucose metabolism) and in the brain (which utilizes a large amount of glucose). The main route of excretion of the 

administered radioactivity was in the expired air as 14CO2, accounting for 62.8% of the administered dose up to 24 hr. 

Radioactivity was also excreted in the urine (4.9%). The glucose was utilized mainly as an energy source and expired in the 

breath. 

 

CLINICAL STUDIES 

A comparative clinical study of BFLUID® Infusion was conducted at 16 institutions in Japan. This study included a total 

of 110 patients who had undergone gastrointestinal surgery. The clinical effects were evaluated in 97 of the 110 patients 

(46 patients in the BFLUID® Infusion group and 51 patients in the control group). 

Blood levels of vitamin B1 were maintained in the BFLUID® Infusion group, in contrast to the decreased levels of vitamin 

B1 observed in the control group. Levels of serum proteins (total protein, albumin, prealbumin, transferrin, and retinol- 

binding protein) showed similar trends in both groups. Safety was evaluated in 102 of the 110 patients (50 patients in the 

BFLUID® Infusion group and 52 patients in the control group). Adverse events were defined as findings related to signs 

and symptoms, abnormal changes in vital signs, abnormal changes in laboratory data, and metabolic acidosis. Adverse 

events for which a relationship to administration of the study drug could not be ruled out were defined as adverse reactions. 

For vital signs and laboratory data, adverse events were also defined as values outside the normal range (the standard 

range for healthy subjects at each facility) after the start of infusion in comparison with postoperative preinfusion values. 

In addition, if the Investigator or the Co-investigators noted any abnormal changes in outcome variables not specified in 

the protocol, the changes were handled as adverse events. A total of 17 (34.0%) of the 50 patients in the BFLUID® Infusion 

group experienced 32 adverse reactions, showing no statistically significant difference with the findings in the control 

group (17 of 52 subjects [32.7%], 36 adverse reactions). 

Adverse events are also commonly observed after surgical procedures for gastrointestinal diseases, and their frequencies 

were comparable to the results for the control group. (Refer to the tables below.) 

Vitamin B1 deficiency was not observed in either the BFLUID® Infusion group or the control group during the 5-day infusion 

period. 

 

Signs and symptoms 

Vascular pain 
  BFLUID® 

Infusion group 

(n=50) 

Control group 

(n=52) 

Grade Freq. Total No. Freq. Total No. 

Pain at 
injection site 

Mildb) 
 

 

3 

2 
 

 

3 

3 

Discomfort in 

left upper 
extremity 

 

Mildb) 

 

1 

 

0 

 

Phlebitis 

  BFLUID® 

Infusion group 

(n=50) 

Control group 

(n=52) 

Grade 
Freq 

. 
Total No. Freq. Total No. 

Erythema at 

injection site 
Mildb) 

 

 

 

4 

2 
 

 

 

4 

2 

Swelling at 

injection site 

Mildb) 3 3 

Moderateb) 1 0 

Hemorrhage at 
injection site 

Mildb) 1 0 
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Other 
  

Grade 

BFLUID® 

Infusion group 

(n=50) 

Control group 

(n=52) 

Chest 

discomfort 
Mildb) 1 0 

Rash Moderateb) 0 1 

 

Abnormal laboratory values 

Increase in serum AST (GOT) levels 

 

Gradea) 
Range 

(IU/L) 

BFLUID® 

Infusion group 

(n=50) 

Control group 

(n=52) 

<1 <50 1 1 

1 50, <100 0 3 

2 100, <500 1 1 

 

Increase in serum ALT (GPT) levels 

 

Gradea) 
Range 

(IU/L) 

BFLUID® 

Infusion group 

(n=50) 

Control group 

(n=52) 

<1 <50 0 1 

1 50, <100 0 3 

2 
100, <500 1 2 

1 

 

Increase in serum ALP levels 

 

Gradea) 
Range 

(IU/L) 

BFLUID® Infusion 

group 
(n=50) 

Control group 

(n=52) 

<1 <1.25N 0 1 

1 
1.25N, 

<2.5N 

1 

1 1 

N = upper limit of normal at the facility. 

 

Increase in serum bilirubin levels 

 

Gradea) 
Range 

(mg/dL) 

BFLUID® Infusion 

group 
(n=50) 

Control group 

(n=52) 

1 1.6, <3.0 1 1c) 

 

Cholestasis 

 

Grade 

BFLUID® Infusion 

group 
(n=50) 

Control group 

(n=52) 

Mild (associated 

with elevated 

serum bilirubin 
levels of Grade 1) c) 

 

0 

 

 

1c) 

 

Increase in blood urea nitrogen (BUN) levels 

 

Gradea) 
Range 

(mg/dL) 

BFLUID® Infusion 

group 
(n=50) 

Control group 

(n=52) 

1 <25 2 0 

2 25, <40 2 0 
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Decrease in serum creatinine levels 

 

Grade 

BFLUID® Infusion 

group 
(n=50) 

Control group 

(n=52) 

Mild b) (0.90N) 0 1 

N = lower limit of normal at the facility (mg/dL). 

 

Increase in serum glucose levels 

 

Gradea) 
Range 

(mg/dL) 

BFLUID® Infusion 

group 
(n=50) 

Control group 

(n=52) 

<1 <160 4 4 

1 160, 200 1 0 

 

Decrease in serum sodium levels 

 

Gradea) 
Range 

(mEq/L) 

BFLUID® Infusion 

group 

(n=50) 

Control group 

(n=52) 

<1 135 0 2 

1 <135, ≥125 0 1 

 

Decrease in serum chloride levels 

 

Grade 
Range 

(mEq/L) 

BFLUID® 

Infusion group 

(n=50) 

Control group 

(n=52) 

Mild b) (0.98N) 0 1 

N = lower limit of normal at the facility (mEq/L). 

 

Increase in serum phosphorus levels 

 

 

 
Grade 

BFLUID® Infusion 

group 
(n=50) 

Control group 

(n=52) 

Freq. Total No. Freq. Total No. 

Mild b) 1.02N 1 
 

5 

0 
 

2 
1.05N 0 1 

1.07N 2 0 

1.09N 2 1 

N = upper limit of normal at the facility (mg/dL). 

 

Decrease in serum zinc levels 

 

Grade 

BFLUID® Infusion 

group 

(n=50) 

Control group 

(n=52) 

Mild b) (0.80N) 1 0 

N = lower limit of normal at the facility (g/dL). 

 
Summary 

 

Grade 

BFLUID® Infusion 

group 
(n=50) 

Control group 

(n=52) 

Total No. of 

adverse reactions 
32 36 

Total No. of 

patients 

experiencing 

adverse reactions 
(percentage) 

 

 

17 (34.0%) 

 

 

17 (32.7%) 

* Some patients experienced multiple adverse reactions. 
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 Appropriate measures were taken for abnormal laboratory values. 

 

a) The grades indicated for abnormal laboratory values are based on the “Standards for Classification of Serious Adverse 

Drug Reactions” (Ministry of Health, Labour and Welfare of Japan). The grades indicated for serum glucose levels 

are based on postprandial values. 

b) For some items related to laboratory tests not specified in the standards above, the judgment of the Investigator or 

the Co-investigators was described together with the upper or lower limits of normal at the facility. Specifically, 

mild: no specific medical treatment was required, and the adverse event was easily tolerated by the subject; moderate: 

specific medical treatment was required; severe: discontinuation of administration of the investigational drug or 

specific medical treatment was required. The equations shown in parentheses indicate the cutoff value relative to the 

upper or lower limit of normal at the facility. The judgment of the Investigator or the Co-investigators concerning 

signs and symptoms was also described as specified above. 

c) Cholestasis was determined as “mild” based on elevated serum bilirubin levels (Grade 1). Cholestasis and elevated 

serum bilirubin were observed in the same patient. 

With special regard to the deviations of laboratory values shown in the tables above, all deviations cannot be judged 

to be “medically significant adverse reactions” because postoperative fluctuations in laboratory values were not taken 

into consideration. Therefore, an “abnormal value for which treatment was required” was defined as a “medically 

significant adverse reaction”. A total of 8 (16.0%) of the 50 patients in the BFLUID® Infusion group experienced 11 

medically significant adverse reactions, showing no statistically significant difference with the findings in the control 

group (8 of 52 patients [15.4%], 10 adverse reactions). (See the table below.) 

 

 

Adverse reaction 

Frequency 

BFLUID® Infusion 

group 

(n=50) 

Control group 

(n=52) 

Vascular pain 3 3 

Phlebitis 4 4 

Chest discomfort 1 0 

Rash 0 1 

Increase in serum AST (GOT) 
levels 

1 1 

Increase in serum ALT (GPT) 

levels 
1 1 

Increase in serum ALP levels 1 0 

Total No. of adverse reactions 11 10 

Total No. of patients 

experiencing 
adverse reactions (percentage) 

 

8 (16.0%) 

 

8 (15.4%) 

 

PHARMACOLOGY 

BFLUID® Infusion was administered to intact rats and dogs and laparotomized vitamin B1-starved rats, and its effects in the 

provision of vitamin B1 and electrolytes and its nutritional effects were compared against those of AMINOFLUID® Infusion. 

In intact rats and dogs, blood levels of vitamin B1 remained at preadministration levels in the BFLUID® Infusion group. In 

laparotomized vitamin B1-starved rats, recovery of vitamin B1 levels to the normal range was observed after BFLUID® 

Infusion. Therefore, it was concluded that BFLUID® Infusion is useful for the provision of vitamin B1. BFLUID® Infusion 

and AMINOFLUID® Infusion were found to be comparable in terms of the provision of electrolytes and nutrition. 

 

PRECAUTIONS FOR HANDLING 

1. An oxygen absorbent is enclosed between the bag and the outer wrap to maintain stability of the product. Do not 

remove the outer wrap until immediately before use. 

2. A crystalline precipitate may form in the upper chamber solution (amino acid solution with electrolytes) due to changes 

in environmental temperature. Shake the solution at a temperature of 15C−25C to dissolve all precipitate before use. 

3. Do not use the solution if the outer wrap covering the product has been damaged, the solution is discolored, or a 

precipitate that cannot be dissolved by shaking has formed. 

4. If the two solutions contained in the chambers have already been mixed together for any reason or if the center seal 

between the two chambers appears white in color (the seal appears white if it is not intact), do not use the product. 

5. Puncture the rubber stopper vertically with a needle in the marked circle. If the stopper is not pierced vertically, the 

needle may pass through the neck of the container, resulting in leakage of the contents. 
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6. Soft bag products may not be infused in tandem using a connection tube. 

7. If droplets of water are noted inside the outer wrap or if the solution is cloudy, do not use the solution. 

8. The volume markings on the container may not be accurate. Use them only as a rough guide. 

 

STORAGE 

Store below 30oC, protected from light. 

 

EXPIRATION DATE 

24 months from the date of manufacture (as indicated on the container) 

 

PACKAGING 

Soft Double Bag @ 500 mL REG NO: DKL1618708449A1 

Soft Double Bag @ 1000 mL REG NO: DKL1618708449A1 

 

 

ON MEDICAL PRESCRIPTION ONLY 

HARUS DENGAN RESEP DOKTER 
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INFORMASI PRODUK UNTUK PASIEN 
 

BFLUID® infus 
Asam Amino, Glukosa, Elektrolit, Vitamin B1 

 
Nama Produk  : BFLUID® Infus 
Bentuk Sediaan : Infus 
Deskripsi  : Larutan jernih tidak berwarna 
 
Apa yang terkandung pada BFLUID® Infus? 
 
Zat aktif 
Bagian atas (Larutan asam amino dengan elektrolit): 
Acetylcycteine, Glycine, L-Alanine, L-Arginine, L-Aspartic Acid, L-Glutamic Acid, L-Histidine, L-
Isoleucine, L-Leucine, L-Lysine Hydrochloride, L-Methionine, L-Phenylalanine, L-Proline, L-
Serine, L-Threonine, L-Tryptophan, L-Tyrosine, L-Valine, Dibasic Potassium Phosphate, Dibasic 
Sodium Phosphate Hydrate, Sodium L-Lactate Solution, Sodium Citrate Hydrate. 
 
Bagian bawah (Larutan glukosa dengan elektrolit dan vitamin B1): 
Calcium Chloride Hydrate, Glucose, Magnesium Sulfate Hydrate, Potassium Chloride, Thiamine 
Chloride Hydrochloride, Zinc Sulfate Hydrate. 
 
Zat tambahan: 
Bagian atas (Larutan asam amino dengan elektrolit): 
Sodium Bisulfit, Asam Asetat Glasial, Air untuk injeksi 
Bagian bawah (Larutan glukosa dengan elektrolit dan vitamin B1) 
Asam klorida, Air untuk injeksi. 
 
Kekuatan: Asam amino 30%, Glukosa 7,5% 
 
BFLUID® Infus digunakan untuk apa? 
BFLUID® Infus adalah larutan infus campuran dari tiamin, glukosa, elektrolit dan asam amino 
yang digunakan secara umum untuk menambahkan nutrisi pada pasien dengan kondisi: tidak 
dapat makanan yang cukup, malnutrisi ringan dengan kadar protein yang rendah di dalam darah, 
atau setelah operasi. 
 
Takaran pemakaian (Bagaimana menggunakan BFLUID® Infus)? 

• Takaran pemakaian BFLUID® Infus untuk Anda sesuai yang diresepkan dokter Anda. 
• Produk ini digunakan secara infus ke dalam pembuluh darah balik (intravena). Silahkan 

tanya dokter anda untuk lamanya penggunaan BFLUID® Infus. 
• BFLUID® Infus digunakan selama rawat-inap dirumah sakit atau setelah operasi. 

 
Kapan dan mengapa saya harus mendapat BFLUID® Infus? 
Anda mungkin telah menjalani prosedur atau mengalami kondisi medis yang mengharuskan 
saluran cerna Anda beristrahat, atau ketika Anda sakit. Hal ini untuk mencegah Anda menyerap 
semua nutrisi yang dibutuhkan melalui usus. Alasan lainnya adalah Anda kehilangan nafsu 
makan dan tidak bisa makan dengan cukup. 
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Siapa saja yang tidak boleh diberikan BFLUID® Infus? 

• Jika anda mengidap; koma hepatikum/risiko koma hepatikum, gangguan ginjal/azotemia, 
gagal jantung kongestif, asidosis berat (misal hiperlaktatemia), kelainan elektrolit (misal 
hiperkalemia, hiperfosfatemia, hipermagnesemia atau hiperkalsemia), penurunan 
jumlah urin karena obstruksi saluran kemih atau gangguan metabolisme asam amino. 

• Anda pernah mengalami hipersensitivitas terhadap Tiamin Klorida 
 
Apa informasi yang paling penting yang saya harus ketahui tentang BFLUID® infus? 
 
Telah dilaporkan efek samping termasuk angialgia dan flebitis (sakit dan bengkak pada pembuluh 
darah di lokasi penyuntikan), mual, muntah dan rasa tidak nyaman pada lambung. Jika ada 
gejala-gejala tersebut, konsul ke dokter atau apoteker. 
 
Gejala-gejala yang disebutkan dibawah ini jarang terlihat sebagai gejala awal dari efek 
samping. Jika terjadi hentikan penggunaan produk dan konsul ke dokter segera. 

• Pusing, sesak napas, pernurunan kesadaran (syok dan anafilaksis). 
 
Gejala di atas bukan merupakan penjelasan/ deskripsi dari semua efek samping dari produk 
ini. Konsul dokter atau apoteker jika anda merasakan keluhan selain dari yang diuraikan di 
atas. 
 
Anda dapat juga melaporkan keluhan efek samping atau kondisi tidak nyaman tersebut secara 
langsung melalui: 
PT Otsuka Indonesia 
Pondok Indah Office Tower 1 Lantai 8 
Jl. Sultan Iskandar Muda Kav. V-TA, Jakarta Selatan 12310 
Tel. +62-21-7654466 
Fax. +62-21-7507747 
Email: otsuka.pv.cn@ho.otsuka.co.id 
Website: https://www.otsuka.co.id/id/sideeffect 
Dengan melaporkan efek samping, Anda dapat membantu memberikan informasi lebih lanjut 
mengenai kemanan obat ini. 
 
Apa lagi yang perlu saya ketahui tentang nutrisi parenteral? 
 
Biasanya, bila Anda makan, makanan dipecah dan dicerna pada usus Anda. Nutrien atau zat 
makanan kemudian diserap melalui saluran usus Anda dan ke dalam aliran darah. Nutrisi 
parenteral adalah formulasi gizi khusus dalam kemasan (bag) yang dapat diberikan langsung ke 
aliran darah Anda tanpa perlu masuk ke usus Anda terlebih dahulu. Ini adalah cara memberikan 
nutrisi Ketika Anda tidak bisa mendapat makanan melalui saluran cerna. 
 
Apa yang harus saya katakan kepada dokter sebelum menerima BFLUID® Infus? 
 
Sebelum mendapat BFLUID® Infus, beritahu perawat atau dokter (atau apoteker): 

• Jika Anda pernah mengalami reaksi alergi obat sebelumnya (gatal, ruam kulit, dll). 
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• Jika Anda mengidap hepatik koma/resiko hepatik koma, kerusakan ginjal/azotemia, gagal 
jantung kongestif, asidosis berat (misal hiperlaktemia), kelainan elektrolit (misal 
hiperkalemia, hiperfosfatemia, hipermagnesemia atau hiperkalasemia), penurunan 
jumlah urin karena obstruksi pada saluran kemih, atau gangguan metabolisme asam 
amino. 

• Jika Anda hamil atau sedang menyusui. 
• Jika Anda sedang menggunakan obat lain. (Beberapa obat dapat berinteraksi untuk 

meningkatkan atau mengurangi efek produk). Hati-hati dengan obat bebas, suplemen 
nutrisi serat obat-obat resep lainnya. 

 
Apakah BFLUID® Infus boleh digunakan selama kehamilan dan menyusui? 
 
Keamanan BFLUID® Infus pada Wanita hamil dan menyusui belum dipastikan. 
BFLUID® Infus hanya boleh digunakan pada wanita hamil atau menyusui jika manfaat terapi yang 
diharapkan lebih besar daripada risiko yang berkaitan dengan pemberiannya. 
Sebaiknya pemberian BFLUID® Infus dihindari pada wanita yang sedang menyusui. Jika 
penggunaan produk ini dinilai mutlak perlu, pemberian ASI harus dihentikan selama pemberian 
 
Bagaimana BFLUID® Infus disimpan? 
Simpan di bawah suhu 30oC. Terlindung dari cahaya 
 
Harus dengan resep dokter 
BFLUID, Soft Double Bag @ 500 mL REG.NO.: DKL 1618708449A1 
BFLUID, Soft Double Bag @ 1000 mL REG.NO.: DKL 1618708449A1 
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