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Required Technical Specification

1. Potassium Citrate & Citric acid Oral suspension

INN/Generic

Name

Potassium Citrate & Citric acid Oral suspension

Dosage form

Bottle

Strength Potassium Citrate & Citric acid Oral suspension contains:
Potassium Citrate Monohydrate (1100mg)
Citric Acid Monohydrate (334mg)

Standard API should meet the monograph requirement/Lotion should meet specific
requirement of the individual product monograph given in any
pharmacopoeia recognized by Drug Standard Regulation 2043

Basic Unit 1x100ml PET Bottle

Primary Pack Calamine Lotion packed in clear PET (Polyethylene Terephthalate) bottle
provided with ROPP (Roll On Pilfer Proof) cap with EPE (Expanded
Polyethylene) liner with tamper evident seal.

Quantity 50 bottles shall be packed in a cardboard box of NLT 3 ply suitably

primary pack in | segregated from each other to prevent damage/breakage during

supply unit transportation.

Special Storage

Store at room temperature. Do not freeze.

Minimum 24 months. 3/4™ shelf life must be available at the time of

Shelf Life
delivery to the designated store.
2. Chlorpheniramine Maleate + Paracetamol + Phenylephrine Tablets
INN/Generic Chlorpheniramine Maleate + Paracetamol + Phenylephrine Tablets
Name

Dosage form

Tablets

Strength

Each Tablet contains-
Chlorpheniramine Maleate 4mg +
Paracetamol 500mg +
Phenylephrine 10mg Tablets

Standard

API should meet the monograph requirement/Tablet should meet general
requirement stated under tablet and specific requirement of the
individual product monograph given in any pharmacopoeia recognized
by Drug Standard Regulation 2043.

Basic Unit

1x10 Tablets strip pack.

Primary Pack

Chlorpheniramine Maleate + Paracetamol + Phenylephrine Tablets
should be packed in an Aluminum - Aluminum strip pack.
Aluminum foils thickness -NLT 40 micron and 60 gsm.

1]




Quantity primary

10 strips each containing 10 Chlorpheniramine Maleate -+ Paracetamol

pack in supply | + Phenylephrine Dispersible tablets are packed in a printed mono carton

unit (NLT 300 gsm) for secondary packaging. 100 such mono carton are
packed in cardboard carton NLT 5 ply.

Special Storage Store at room temperature, protected from moisture.

Shelf Life Minimum 24 Months. At least 3/4ﬂ“shelf: life must be available at the
time of delivery to the designated store.

3. Amlodipine + Losartan Tablet

INN/Generic Amlodipine + Losartan Tablets

Name

Dosage form Tablets

Strength Each film coated tablet contains-
Amlodipine 5 mg
Losartan 50 mg

Standard API should meet the monograph requirement/Tablet should meet
general requirement stated under tablet and specific requirement of the
individual product monograph given in any pharmacopoeia recognized
by Drug Standard Regulation 2043.

Basic Unit 1x10 Tablets Blister pack

Primary Pack Amlodipine + Losartan Tablets should be packed in an Aluminum-

PVDC coated amber colored/ opaque PVC film blister pack.
PVC film thickness : NLT 250 micron with 60 gsm PVDC coating
Aluminum Foil Thickness : NLT 25 micron

Quantity primary

10 blisters each containing 10 Amlodipine + Losartan tablet are packed

pack in supply unit | in a printed mono carton (NLT 300 gsm) for secondary packaging. 100
such mono carton packed in cardboard carton NLT 5 ply.

Special Storage Store at room temperature, protected from light and moisture.

Shelf Life Minimum 24 Months. At least 3/4" shelf life must be available at the

time of delivery to the designated store

4. Dextromethorphan + Chlorpheniramine Maleate Oral Suspension (adult)

INN/Generic Name | Dextromethorphan HBr + Chlorpheniramine Maleate BP Oral
Solution.

Dosage form Oral Liquid

Strength Each 5 ml contains- ‘
Dextromethorphan HBr BP 1 10 mg
Chlorpheniramine Maleate BP

o
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Standard

API should meet the monograph requirement/oral suspension should
meet general requirement stated under oral liquid and specific
requirement of the individual product monograph given in any
pharmacopeia recognized by Drug Standard Regulation 2043

Basic Unit

1 x 100ml PET/glass Bottle

Primary Pack

Dextromethorphan + Chlorphenﬁ'amiﬁe Maleate Syrup shall be
packed in an amber colored PET (Polyethylene Terephthalate) bottle
provided with ROPP (Roll on Pilfer Proof) cap having EPE
(Expanded Polyethylene) liner along with graduated polypropylene
measuring cup. :

Quantity primary

pack in supply unit

100 bottles shall be packed in a cardboard box of NLT 5 ply suitably
segregated from each other to prevent damage/breakage during
transportation.

Special Storage

Store protected from light.

Shelf Life Minimum 24 months. 3/4" shelf life must be available at the time of
delivery to the designated store.
5. Fexofenadine Hydrochloride Oral Suspension

INN/Generic Name | Fexofenadine Hydrochloride Oral Solution.

Dosage form Oral Liquid

Strength Each 5 ml contains- ,
Fexofenadine Hydrochloride 30mg

Standard API should meet the monograph requirement/oral suspension should
meet general requirement stated under oral liquid and specific
requirement of the individual product monograph given in any
pharmacopeia recognized by Drug Standard Regulation 2043

Basic Unit 1 x 60ml PET/glass Bottle

Primary Pack Fexofenadine Hydrochloride Syrup shall be packed in an amber
colored PET (Polyethylene Terephthalate) bottle provided with
ROPP (Roll on Pilfer Proof) cap having EPE (Expanded
Polyethyléne) liner along with graduated polypropylene measuring
cup.

Quantity primary | 100 bottles shall be packed in a cardboard box of NLT 5 ply suitably

pack in supply unit segregated from each other to prevent damage/breakage during
transportation.

Special Storage Store protected from light. i

Shelf Life

Minimum 24 months. 3/4" shelf life must be available at the time of
delivery to the designated store.
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6. Pantoprazole Tablets 40mg

INN/Generic Pantoprazole Tablets.

Name

Dosage form Tablets _

Strength Each tablet contains- £
Pantoprazole 40mg

Standard API should meet the monograph requirement/Tablet should meet
general requirement stated under tablet and specific requirement of the
individual product monograph given in any pharmacopoeia recognized
by Drug Standard Regulation 2043.

Basic Unit 1x10 Tablets Blister pack

Primary Pack Tablets should be packed in an Aluminum - Aluminum Blister pack.

Aluminum foils Thickness —~NLT 40 micron and 60 gsm.

Quantity primary

10 Blisters each containing 10 Pantoprazole tablets are packed in a

pack in supply unit | printed mono carton (NLT 300 gsm) for secondary packaging. 25 such
mono carton packed in cardboard carton NLT 3 ply.
Special Storage Store at room temperature, protected from moisture and light.
Shelf Life Minimum 24 Months. At least 3/4th shelf life must be available at the
time of delivery to the designated store.
7. Mefenamic Tablets 500mg
INN/  Generic | Mefenamic Tablets

Name

Dosage form

Tablets

Strength Each film coated tablet contain-
& Mefenamic acid 500mg

Standard API should meet the monograph requirement/Tablet should meet general
reéluirement stated under tablet and specific requirement of the individual
product monograph given in any pharmacopoeia recognized by Drug
Standard Regulation 2043, .

Basic Unit 1x10 tablet Blister pack

Primary Pack Mefenamic acid tablets should be packed in an Aluminum-PVDC coated

amber colored/ opaque PVC film blister pack.
PVC film thickness : NLT 250 micron with 60 gsm PVDC coating
Aluminum Foil Thickness : NLT 25 micron :

ot




Quantity primary | 10 blisters each containing 10 mefenamic acid tablets are packed in a

pack in supply | printed mono carton (NLT 300 gsm) for secondary packaging. 100 such

unit | mono carton packed in cardboard carton NLT 5 ply.

Special Storage | Store protected from light and moisture.

Shelf Life Minimum 24 Months. At least 3/4th shelf life must be available at the

time of delivery to the designated store.
8. Aceclofenac Tablets 100mg

INN/Generic Aceclofenac Tablets.

Name :

Dosage form Tablets

Strength Each tablet contains-
Aceclofenac 100mg

Standard API should meet the monograph requirement/Tablet should meet
general requirement stated under tablet and specific requirement of the
individual product monograph given in any pharmacopoeia recognized
by Drug Standard Regulation 2043.

Basic Unit 1x10 Tablets Blister pack

Primary Pack Tablets should be packed in an Aluminum - Aluminum Blister pack.

Aluminum foils Thickness —~NLT 40 micron and 60 gsm.

Quantity primary
pack in supply unit

10 Blisters each containing 10 Aceclofenac tablets are packed in a
printed mono carton (NLT 300 gsm) for secondary packaging. 25 such
mono carton packed in cardboard carton NLT 3 ply.

Special Storage

Store at room temperature, protected from moisture and light.

Shelf Life Minimum 24 Months. At least 3/4th shelf life must be available at the
time of delivery to the designated store.
9. Norethisterone Tablet Smg
INN/Generic Name Norethisterone Tablet
Dosage form Tablet 7
Strength Each film coated tablet contain- ;
Norethisterone 5mg
Standard API should meet the monograph requirement/capsule should meet
general requirement stated under capsule given in any
pharmacopoeia recognized by Drug Standard Regulation 2043 and
specific requirement of manufacturer in house product
specification. :
Basic Unit 1x10 Tablets Blister pack




Primary Pack

Tablet should be packed in an Aluminum-PVDC coated PVC film
blister pack.

PVC film thickness : NLT 300 micron with 60 gsm PVDC coating
Aluminum Foil Thickness : NLT 25 micron

Quantity primary pack
in supply unit

10 Blister each containing 10 Norethisterone Tablets are packed in
a printed mono carton (NLT 300 gsrh) for secondary packaging.
100 such mono cartons packed in cardboard carton NLT 3 ply.

Special Storage Store protected from light and moisture.
Shelf Life Minimum 24 Months. At least 3/4" shelf life must be available at
the time of delivery to the designated store.
10. Calcium carbonate 500mg

INN/Generic Name | Calcium Carbonate Tablets.

Dosage form Tablets

Strength Each tablet contains-
Calcium carbonate 500mg

Standard API should meet the monograph requirement/Tablet should meet
general requirement stated under tablet and specific requirement of
the individual product monograph given in any pharmacopoeia
recognized by Drug Standard Regulation 2043.

‘Basic Unit 1x10 Tablets Blister pack

Primary Pack Calcium carbonate tablets should be packed in an Aluminum-PVDC
coated amber colored/ opaque PVC film blister pack.
PVC film thickness : NLT 250 micron with 60 gsm PVDC coating
Aluminum Foil Thickness : NLT 25 micron

Quantity primary | 10 Blisters each containing 10 calcium tablets are packed in a printed

pack in supply unit mono carton (NLT 300 gsm) for secondary packaging. 25 such mono
carton packed in cardboard carton NLT 3 ply.

Special Storage Store at room temperature, protected from moisture and light.

Shelf Life Minimum 24 Months. At least 3/4th shelf life must be available at
the time of delivery to the designated store. '

11. Methylcobalamin Tablets 1500mcg

INN/Generic Name Methylcobalamin Tablets.

Dosage form Tablets

Strength Each tablet contains- P

Methylcobalamin

o




Standard API should meet the monograph requirement/Tablet should meet
general requirement stated under tablet and specific requirement
of the individual product monograph given in any pharmacopoeia
recognized by Drug Standard Regulation 2043.

Basic Unit 1x10 Tablets Blister pack

Primary Pack Tablets should be packed in an Aluminum - Aluminum Blister
pack.

Aluminum foils Thickness —NLT 40 micron and 60 gsm.

Quantity primary pack in | 10 Blisters each containing 10 Methylcobalamin tablets are

supply unit packed in a printed mono carton (NLT 300 gsm) for secondary

packaging. 25 such mono carton packed in cardboard carton NLT
3 ply.

Special Storage

Store at room temperature, protected from moisture and light.

Shelf Life

Minimum 24 Months. At least 3/4th shelf life must be available at
the time of delivery to the designated store.
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