Variable data of GTIN, Batch No., Mfg.,
Expiry, Unique serial number on each
carton with 2D data Matrix shall be
printed during packing

|

BIE’IEROGRAM 1000

Meropenem for Injection 1000 mg

eugia

For intravenous use only

10's Vial

160 x 65 x 92 mm
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Each vial contains:

Meropenem trihydrate Ph.Eur. equivalent to 1000 mg
anhydrous meropenem

Sodium carbonate 208 mg

Chemical and physical in-use stability for a prepared solution for infusion using
0.9% sodium chloride solution has been demonstrated for 6 hours at controlled
room temperature (15-25°C) or upto12 hours under refrigerated conditions
(2-8°C). In this case, the prepared solution if stored under refrigeration

(i.e. 2-8°C) should be used within 1 hour after it has left the refrigerator.

From a microbiological point of view, unless the method of opening/reconstitution/
dilution precludes the risk of microbiological contamination, the product should be
used immediately. If not used i jiately in-use storage times and conditions
are the responsibility of the user.

Reconstituted solution of meropenem in 5% glucose (dextrose) solution should
be used immediately, i.e. within 30 minutes following reconstitution. Do not
freeze the reconstituted solution.

Prescription medicine only
Ubat Terkawal / Controlled Medicine

Keep out of the sign and reach of children
Jauhi Ubat dari Kanak-kanak

Direction for Use, Indication, Dosage & Contraindications:

The container should be kept in the outer carton until immediately before use. Refer the pack insert (please read the accompanying instruction before use).

RIt'IEROGRAM 1000

Meropenem for Injection 1000 mg

Manufactured by:

Eugia Pharma Specialities Limited,

Unit-2, A-1128, B-1127, RIICO Industrial Area Phase |lI,
District Khairthal Tijara, Bhiwadi, 301019, India.

Product Registration Holder in Malaysia:
UNIMED SDN BHD

No. 53, Jalan Tembaga, SD 5/2B,

Bandar Sri Damansara, 52200, Kuala Lumpur, Malaysia.

MAL No: MAL21026016AZ
Mfg. Lic. No.: RAJ - 2767

8905636003918

Do not store above 30°C. Do not freeze the reconstituted solution.

After reconstitution:

| bolus inj

Asolution for bolus injection is prepared by dissolving the drug product
meropenem in sterile water for injection to a final concentration of 50 mg/ml.
Chemical and physical in-use stability for a prepared solution for bolus injection
has been demonstrated upto 3 hours at controlled room temperature (15-25°C)
or up to 8 hours under refrigerated conditions (2-8°C). From a microbiological
point of view, unless the method of opening/reconstitution/dilution precludes the
risk of microbiological contamination, the product should be used immediately.
If not used immediately in-use storage times and conditions are the
responsibility of the user.

Intravenous infusion administration

Asolution for infusion is prepared by dissolving the drug product meropenem in
either 0.9% sodium chloride solution for infusion or 5% glucose (dextrose)
solution for infusion to a final concentration of 1 to 20 mg/ml.

For intravenous use only

eugiai 10's Vial
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