ISOTONIC SODIUM CHLORIDE- biofleks isotonic sodium chloride
sterile injection
HAVER FARMA ILAC ANONIM SIRKETI

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved
drugs, click here.

ADMINISTERED INTRAVENOUSLY ASEPTICALLY. Do not use if the solution is not clear or
the bag is damaged. Please read the package leaflet. Consult your doctor right away if
you have any unexpected effect. It is disposable. Partially used solutions should not be
stored. Keep out of reach and sight of the children and store in the original package.
Store at room temperature below 25°C. Sold with prescription only.

biofleks

100 mL

0.9 % ISOTONIC

SODIUM CHLORIDE SOLUTION
STERILE

Per 100 mL
Sodium Chloride
Water for Injection

Electrolyte Concentrations (mEq/L)

ADMINISTERED INTRAVENOUSLY ASEPTICALLY. Do not use if the solution is not clear or
the bag is damaged. Please read the package leaflet. Consult your doctor right away if
you have any unexpected effect. It is disposable. Partially used solutions should not be
stored. Keep out of reach and sight of the children and store in the original package.
Store at room temperature below 25°C. Sold with prescription only. Distributor: Vin
Trading LLC

Phone: (201) 676-3232 / E-Mail: info@vintradinglic.com Address: 203 Lemoine Ave
#118, Fort Lee, N) 07024
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biofleks 100 mL

0.9 % ISOTONIC
SODIUM CHLORIDE SOLUTION

25 STERILE 25

Per 100 mL
Sodium Chloride
Water for Injection

Electrolyte Concentrations (mEg/L)
Sodium 154 Chloride 154

ADMINISTERED INTRAVENOUSLY ASEPTICALLY.
ﬂ Do not use if the solution is not clear or the ﬂ
bag is damaged. Please read the package
leaflet. Consult your doctor right away if
you have any unexpected effect. It is
disposable. Partially used solutions should
not be stored. Keep out of reach and sight
ﬁ of the children and store in the original
package. Store at room temperature
below 25°C. Sold with prescription only.
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Distributor: Vin Trading LLC
Phone: (201) 676-3232 / E-Mail: info@vintradingllc.com
Address: 203 Lemoine Ave #118, Fort Lee, NJ 07024
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biofleks 500 mL
0.9 % ISOTONIC

SODIUM CHLORIDE SOLUTION
STERILE

Per 100 mL
Sodium chloride
Water for injection

0.9g
q.s.

Electrolyte Concentrations (mEg/L) :
Sodium 154 Chloride 154

ADMINISTER INTRAVENOUSL ASEPTICALLY.

Do not use if the solution is not clear or the bag is
damaged. Please read the package insert before
usage. Consult your doctor if any unexpected
effects are observed. Do not reuse. Keep out of
reach and sight of children.Store in room
temperature under 25 °C.

To be sold with prescription only.

Distributor: Vin Trading LLC
Phone: (201) 676-3232 / E-Mail: info@vintradingllc.com
Address: 203 Lemoine Ave #118, Fort Lee, NJ 07024
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biofleks 1000 mL

0.9 % ISOTONIC

SODIUM CHLORIDE SOLUTION

STERILE 109

Per 100 mL
Sodium Chloride 09g
Water for Injection q.s. 200

Electrolyte Concentrations (mEqg/L)
Sodium 154 Chloride 154 300

400

500

ADMINISTERED INTRAVENOUSLY
ASEPTICALLY.

Do not use if the solution is not 449
clear or the bag is damaged. =~ |
Please read the package leaflet.
Consult your doctor right away if
you have any unexpected effect. It
is disposable. Partially used solutions
should not be stored. Keep out of
reach and sight of the children and
store in the original package. Store
at room temperature below 25°C. 700
Sold with prescription only. —
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ISOTONIC SODIUM CHLORIDE
biofleks isotonic sodium chloride sterile injection
Product Information

Item Code NDC:85184-
Product Type HUMAN PRESCRIPTION DRUG (Source) 0001
. . INTRAMUS CULAR, INTRAVENOUS,
Route of Administration SUBCUTANEOUS, IRRIGATION
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

SODIUM CHLORIDE (UNII: 451W471Q8X) (CHLORIDE ION - UNIl:Q32ZN48698) SODIUM CHLORIDE 0.9 g in 100 mL

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)

Strength

Packaging

Marketing Start
Date

Marketing End

# Item Code Date

Package Description



NDC:85184- 100 mL in 1 BAG; Type 0: Not a Combination 01/01/2025

0001-1 Product
2 g(l))ocl:_S25184- g?ngCLtin 1 BAG; Type 0: Not a Combination 01/01/2025
3 (I;I(I)Déil:?35184- E?ngthin 1 BAG; Type 0: Not a Combination 01/01/2025
a (I;I(I)DOCl:?jl84- Fl)?(())é)ur(RL in 1 BAG; Type 0: Not a Combination 01/01/2025

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved drug
other 01/01/2025

Labeler - HAVER FARMA ILAC ANONIM SIRKETI (365593526)

Registrant - HAVER FARMA ILAC ANONIM SIRKETI (365593526)

Establishment
Name Address ID/FEI Business Operations
HAVER FARMA ILAC ANONIM SIRKETI 365593526 manufacture(85184-0001)

Revised: 5/2025 HAVER FARMA ILAC ANONIM SIRKETI



