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PART 1

PRODUCT CODE WISE DESCRIPTION AND STRENGTH

S.No.| Product Product Name Strength | Dosage Form Remarks
code
1 PC-17 Kanamycin 500 mg Vials With Sterile Water
Injections (05 ml) &
Disposable Syringe
(05 ml) along with
Disposable Needle
(22 gauge)
2 PC-27 Kanamycin 1gm Vials With Sterile Water
Injection (05 ml) &
Disposale Syringes
(05 ml) along with
Disposable Needle
(22 gauge)
3 PC-28 Levoflex Tablets 250 mg | Strip of 10 tabs
4 PC-29 Levoflex Tablets 500 mg | Strip of 10 tabs
5 PC-24 | Cycloserine Tablets | 250 mg | Strip of 10 tabs
6 PC-20 | Ethionamide Tablets| 250 mg | Strip of 10 tabs
7 PC-30 | Ethionamide Tablets| 125mg | Strip of 10 tabs
8 PC-32 | Sodium PAS Sachety 4 gm Millboard Box of
250 sachets
9 PC-25 | Sodium PAS Sachety 10gm | Millboard Box of
250 sachets
10 PC-21 | Ethambutol Tablets | 200 mg | Strip of 10 tabs
11 PC-10 | Ethambutol Tablets | 800 mg | Strip of 10 tabs
12 PC-08 Pyrazinamide 500 mg | Strip of 10 tabs
Tablets
13 PC-23 Pyrazinamide 750 mg | Strip of 10 tabs
Tablets
14 PC-31 | Pyridoxine Tablets | 50 mg | Strip of 10 tabs
15 PC-26 Pyridoxine Tablets | 100 mg | Stripof 10 tabs
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PART 2

TECHNICAL & PACKING SPECIFICATIONS
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Section VII: Technical Specifications 6

Product Code 17

A. Specific requirements:

Product Code 17 consists of Injection Kanamycin (500 mg.) vial, Sterile Water for Injection ampoule and Disposable Syringe alongwith
Disposable needle. The individual items contained in the product shall be currently registered in the country of manufacture and shall meet all
requirements of the licensing authority of the country of manufacture. The individual items contained in the product shall also be currently
registered in India and shall meet all the requirements of the licensing authority in India.

Kanamycin Injection:

Description:

Kanamycin Injection contains Kanamycin Acid Sulphate.

Each vial shall contain -

Kanamycin Acid Sulphate IP equivalent to Kanamycin 500 mg.

Inj. Kanamycin shall conform to the general requirements of parenteral preparations and the requirements under Kanamycin Injection given in
IP.

The injection is constituted by dissolving the contents of the sealed container in the requisite amount of Sterile Water for Injections, immediately
before use. The constituted solution shall comply with the requirements for clarity of solution and particulate matter stated under parenteral
preparations (Injections) in IP.

The quality of Kanamycin Acid Sulphate and Sterile Water for Injection should conform to the requirements of IP or other Pharmacopoeia of
equivalent accuracy in case of international transactions.
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Storage:

Streptomycin Injection should be stored in a cool and dry place. The reconstituted solution should be used immediately after preparation but, in
any case, within the period recommended by the manufacturer.

Shelf-life:

Shelf life of the Kanamycin Acid Sulphate would be 24 months. At least 5/6" of the total stipulated shelf life must remain at the time of arrival at
the consigneebs warehouse.nulfhac tsuurpeprlbisers twaiblill igryo viedset ndaat a substanti at
package.
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Labelling:

Vials:- The label on each vial shall conform to the requirements of I.P. All labelling should be in weatherproof ink and shall withstand immersion
in water and remain intact. In addition to the requirements given in IP, all labels shall state the quantity of Kanamycin Acid Sulphate contained
in the sealed container in terms of the equivalent amount of Kanamycin, the name of the manufacturer, manufacturing license number, address
of manufacturer, Batch Number, Date of Manufacture and Expiry Date. The label shall conform to the requirements of Rule 96 of Drugs &
Cosmetics Act.

INJECTION KANAMYCIN IP (500 mg.)

Product Code 17

SCEDULE H DRUG

TS- A
su rés cure forTB.

RNTCP
CENTRAL GOVERNMENT SUPPLY
NOT FOR SALE

Each vial contains : Kanamycin Acid Sulphate IH

eguivalent to Kanamycin base 500 mg
Add 3 ml or more Water for Injection IP for

reconstitution The reconstituted solution should

he 11sed immediatelv
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Labelling for Millboard/Greyboard boxes:

A label must be affixed either on the top and/or front surface of the Millboard/Greyboard Box. It should indicate the quantity of Kanamycin Acid
Sulphate contained in the sealed container in terms of the equivalent amount of Kanamycin, the number of vials, the name of the manufacturer,
batch number, date of manufacture, date of expiry and storage conditions. The label shall conform to the requirements of Rule 96 of Drugs &
Cosmetics Act. The labels on the Millboard / Greyboard Box should be readable from a distance. The label shall include Bar Code and be tear
proof, to be pasted on smooth surface to enable it to be read by Bar Code reader.

MDRTB TREATMENT DRUG INJECTION KANAMYCIN IP (500 mg.) X 80 vials

(Product Code; 17)

Box containing 80 vials of
Injection Kanamycin (500mg)

Store in a cool and dry place.

SCHEDULE H DRUG ]
DOTS- **
sure cure for TB.

RNTCP
CENTRAL GOVERNMENT SUPPLY
NOT FOR SALE
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Quality Assurance:
Compliance:

The Supplier shall guarantee that the products as packed for shipment (a) comply with all provisions of the specification and related
documents; (b) meet the recognized standards for safety, efficacy and quality; (c) are fit for the purposes made known to the Seller (d) are free
from defects in workmanship and in materials and (e) have been manufactured as per WHO GMP requirements.

Evidence:

The Supplier shall provide objective evidence, acceptable to the Purchaser, of the satisfaction of the requirements of this document for which
no specific inspection has been mentioned.

The Supplier shall provide a copy of the manufacturing record and procedures to the Purchaser for each lot intended for shipment.
The Supplier shall provide a copy of Validation records with regards to process validation demonstrating batch to batch consistency.
The Supplier shall provide a copy of the Certificate of Analysis for each lot intended for shipment.

The Supplier shall provide to the Purchaser a copy of the approval of each source material, constituent material and component for each lot
intended for shipment.

The supplier will provide manufacturerods stability test data substant.i

The test data for raw materials including water for injection, glass container, in-process, finished product and packaging material testing must
be on record for each | ot shipped and must be made available to Purcha

Details of samples lifted for testing (such as quantity of vials, batch no. etc.) should be pasted on packing of 5 Ply Shipper and records to this
effects be also made available to the purchaser.

Packing:
Injection Kanamycin (500 mg.) vial

IP Type 1 plain glass vial provided with compatible elastomer closure and crimp- on aluminium seal and plastic overcap.
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Millboard/Greyboard Box:

The vials should be packed suitably segregated from each other by providing honeycomb patrtitioning with proper cushioning in boxes for easy
handling, transport and distribution. Each box shall contain 80 Inj. Kanamycin (500 mg) vials. It shall be fabricated from at least 3 mm
corrugated card board, surrounded on inside and outside by tightly affixed millboard of at least 400 gsm. The style of box shall be Top and
bottom tuck-in-flip type.
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Sterile Water for Injections:

Description:
A clear, colourless solution; odourless, free from added substances.
Each ampoule shall contain 05 ml of Sterile Water for Injection.

Sterile water for Injection shall conform to the general requirements of parenteral preparations and the requirements under Sterile water for
Injection given in IP.

The quality of Sterile Water for Injection should conform to the requirements of IP or other Pharmacopoeia of equivalent accuracy in case of
international transactions.

Storage:

Store in a single dose container in a cool, dry place.

Shelf-life:
Atleast5/6"0of the tot al stipulated shelf | ife must remain at the belesse of ai
than shelf life of Inj. Kanamycin. The supplier wil | provide manufacturerods stability test data sul
package.
Labelling:

Ampoule:-The label on each ampoule shall conform to the requirements of I.P.

All labelling should be in weatherproof ink and shall withstand immersion in water and remain intact. In addition to the requirements given in IP,
all labels shall state the name of the manufacturer, manufacturing license number, address of manufacturer, batch number, date of
manufacture and expiry date.
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STERILE WATER FOR INJECTION IP

Product Code i 17

RNTCP Y
CENTRAL GOVERNMENT SUPPLY DOTS !
NOT FOR SALE sure cure for TB.
Each ampoule contains :

Sterile Water for Injections IP 05 ml
Store in a cool, dry place.

Manufactured by:
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Labelling for Millboard/Greyboard Boxes:

A label must be affixed either on the top and/or front surface of the box. It should indicate the number of vials, the name of the manufacturer,
batch number, date of manufacture, date of expiry, and storage conditions. The labels on the Millboard / Greyboard Box and 5 i Ply shipper
should be readable from a distance. The label shall include Bar Code and be tear proof, to be pasted on smooth surface to enable it to be read
by Bar Code reader.

STERILE WATER FOR INJECTION IP X 80

Product Code i 17

RNTCP
CENTRAL GOVERNMENT SUPPLY
NOT FOR SALE

Box containing 80 ampoules

Each ampoule containing Sterile Water for Injections 05 ml

Store in a cool & dry place.

DOTS-*" | __

Quality Assurance:
Compliance:

The Supplier shall guarantee that the products as packed for shipment (a) comply with all provisions of the specification and related
documents; (b) meet the recognized standards for safety, efficacy and quality; (c) are fit for the purposes made known to the Seller (d) are free
from defects in workmanship and in materials and (e) have been manufactured as per WHO-GMP requirements.
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Evidence:

The Supplier shall provide objective evidence, acceptable to the Purchaser, of the satisfaction of the requirements of this document for which
no specific inspection has been mentioned.

The Supplier shall provide a copy of the manufacturing record and procedures to the Purchaser for each lot intended for shipment.
The Supplier shall provide a copy of Validation records with regards to process validation demonstrating batch to batch consistency.
The Supplier shall provide a copy of the Certificate of Analysis for each lot intended for shipment.

The Supplier shall provide to the Purchaser a copy of the approval of each source material, constituent material and component for each lot
intended for shipment.

The test data for raw materials including water for injection, glass container, in-process, finished product and packaging material testing must
be on record for each | ot shipped and must be made available to Purcha

Details of samples lifted for testing (such as quantity of ampoules, batch no. etc.) should be pasted on packing of 5 Ply Shipper and records to
this effect be also made available to the purchaser.

Packing:
Water for Injection Ampoule:

IP Type 1 clear plain glass ampoules or PE ampoule based on BFS technology. Each ampoule shall contain 05 ml of sterile water for injection.
The ampoule should be sufficiently transparent to permit visual inspection of the contents.

Millboard/Greyboard label box:

The ampoules should be packed suitably segregated from each other by providing honeycomb partitioning with proper cushioning in boxes for
easy handling, transport and distribution. Each box shall contain 80 ampoules. It shall be fabricated from at least 3 mm corrugated card board,
surrounded on inside and outside by tightly affixed millboard of at least 400 gsm. The style of box shall be Top and bottom tuck-in-flip type.
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Disposable Syringe and Disposable Needle:
Description (Disposable Syringe):

Disposable Syringes are Sterile Hypodermic Syringes for Single Use and are fabricated from virgin plastic. They shall conform to the standards
given in IS 10258:2002. These are medical device intended for immediate use for administration of injectable preparations. They are supplied
sterile and pyrogen i free and not to be re-sterilised or reused.

The plastics and elastomer materials (polypropylene and polyethylene) of which the barrel and piston are made comply with the relevant
specifications issued by BIS. The Syringes comply with the following standards regarding dimensions including dead volume:-

Capacity of | Tolerance Tolerance Max. | Length Minimum Scale Increment.
the Syringe overall
eg. or ex.|<halfof cap. Dead | Of long length  of Interval Between
ml to cap. Vol.
Graduation scale, mm Ml Graduation
ml )
Mark, mm lines ml
05 + 4% of | +_1.5% nominal 0.075 |8 36 0.50 1
expelled vol
Cap, +1% of
expelled vol

Polydimethylsiloxane (Silicone Oil) is applied to the internal walls of the barrel to assist in the smooth operation of the syringe but no excess be
ensured capable of contaminating the contents at the time of use.
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Description (Disposable Needle):

Sterile Hypodermic Needle for Single Use comprises of a length of hypodermic grade stainless steel tube connected to a hub that is designed
to mate with a syringe or an IV set. The other end of the tube is sharpened at the tip as per IS requirements. They shall conform to the
standards given in IS 10654:2002. The tube is covered with a shield made from polypropylene. The hub fabricated from poly propylene is
colour coded as per the requirements of ISO 6009. The union of the hub and needle tube is carried out with epoxy adhesive. This medical
device in conjunction with Syringe is intended for immediate use for administration of injectable preparations. They are supplied sterile and
pyrogen i free and not to be re-sterilised or reused.

The Hypodermic needles shall comply with the following standards regarding Dimensions:-

Needle | Colour of the | Nominal Tolerance Nominal outside | Diameter of stylet for
Gauge | hub diameter normal walled tubing
Length of the tube | In length
Of needle mm
mm
mm
mm
22 Black 25 +1,-2 0.7 0.30

Storage:
Disposable Syringes and Disposable Needles should be stored in a clean, cool, dry and adequately ventilated place.
Shelf-life:

Atleast5/6"0of t he tot al stipulated shelf | ife mus arehousemide shelf éifé shdultd eot be lesse of a
than shelf | ife of 1 nj. Kanamycin. The supplier wild.l elf lit@ inithd gropesedn uf act u
package.
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Labelling:
The label on the packing of disposable syringe and needle each shall conform to the requirements of I.P.

All labelling should be in weatherproof ink and shall withstand immersion in water and remain intact. In addition to the requirements given in
Drugs & Cosmetics Act 1940 and Rules thereunder, following information should be available:-

A description of the syringe including the capacity

A description of the Needle including the Gauge and the nominal length
The word 6Sterilebd

The syringe/needle is for single use only

A solvent incompatibility

The batch number

Name and address of the manufacturer

Date of Manufacture and Date of Expiry

Warning that the syringe is not to be used if the packaging is damaged or sterility protector is loose
CE marking

| SO symbol fuser Aido not re

=8 =4 =4 =8 =8 -f -8 -8 -8 -89

STERILE HYPODERMIC SYRINGE 5 ml. FOR SINGLE USE

RNTCP
CENTRAL GOVERNMENT SUPPLY
NOT FOR SALE

TS- i
%rescure forTB.

Product Code i 17

For single use only.

Store in a cool, dry place.
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STERILE HYPODERMIC NEEDLE FOR SINGLE USE

22 gauge

RNTCP
CENTRAL GOVERNMENT SUPPLY

NOT FOR SALE ]
Dcs?;’r_esgu re for TB.

Product Code i 17

Store in a cool, dry place.

For single use only.

Millboard/Greyboard Box containing Sterile Hypodermic Syringes and Needles (80 each)

A label must be affixed either on the top and/or front surface of the secondary package. It should indicate:

=

A description of the syringe including the capacity and the type of nozzle/ A description of the needle including the gauze and the
nominal length

Quantity of primary packages of Syringes and Needles

The word O0Steriled

That the syringe/needle are for single use only

The batch number

The date (month and year) of sterilization

Name and address of the manufacturer

Date of Manufacture and Date of Expiry

Information for handling, storage and transportation

The labels on the Millboard / Greyboard Box should be readable from a distance.

The label shall include Bar Code and be tear proof, to be pasted on smooth surface to enable it to be read by Bar Code reader.

=4 =4 =484 _9_9_19
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STERILE HYPODERMIC SYRINGES & HYPODERMIC NEEDLES FOR SINGLE USE X 80 each

Product Code i 17

Box containing 80 Sterile Hypodermic Syringes 5 ml

and 80 Hypodermic Needles 22 gauge

RNTCP
CENTRAL GOVERNMENT SUPPLY

NOT FOR SALE O Ie TR,
Store in a cool, dry place.
Mfg. Lic. No.:
Manufactured by: Batch No.:

Master Batch No. Mfg. Date:
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Quality Assurance:
Compliance:

The Supplier shall guarantee that the products as packed for shipment (a) comply with all provisions of the specification and related
documents; (b) meet the recognized standards for safety, efficacy and quality; (c) are fit for the purposes made known to the Seller (d) are free
from defects in workmanship and in materials and (e) have been manufactured as per cGMP included in Schedule M i 11l (f) should be WHO
pre-qualified and (g) should conform to ISO 13485.

Evidence:

The Supplier shall provide objective evidence, acceptable to the Purchaser, of the satisfaction of the requirements of this document for which
no specific inspection has been mentioned.

The Supplier shall provide a copy of the manufacturing record and procedures to the Purchaser for each lot intended for shipment.

The Supplier shall provide a documentary evidence that the sterilization of the syringes has been carried out by validated sterilization
procedures (with appropriate controls and recording devices) in case it has been carried out in their premises. If the facilities of other institution
is used for sterilization, the approval of the licensing authority and documentary evidence for validated sterilization procedure should be made
available.

The supplier shall provide a documentary evidence that the inks, glues and adhesives for the marking on the package and on the assembly of
the syringe and its package (Wherever necessary) do not migrate across the walls.

The supplier shall provide documentary evidence in regards to bio-comapatibility of the device as per the requirements givenin A Bi ol ogi ca
Evaluation of Medical Devicesdo IS 12572.

The supplier shall provide a certificate of analysis of Polydimethylsiloxane (used for lubrication) conforming to the requirements of IP.
The supplier shall provide a copy of CE certificate.

The Supplier shall provide a copy of the Certificate of Analysis for each lot intended for shipment.
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The Supplier shall provide to the Purchaser a copy of the approval of each source material, constituent material and component for each lot
intended for shipment.

The Supplier shall retain a sample of fifty syringes from each lot shipped for two years beyond the printed expiration date.

The test data for raw materials, in-process, finished product and packaging material testing must be on record for each lot shipped and must be

made available to Purchaserds representatives when requested.

Details of samples lifted for testing (such as quantity of syringes/needles, batch no. etc.) should be pasted on packing of 5 Ply Shipper and
records to this effect be also made available to the purchaser.

Packing:
Syringe & Needle

Each syringe and needle shall be packed and sealed separately in primary containers. The material of each container should not have
detrimental effects on the contents. The material and design should be such as to ensure:

a) The maintenance of sterility under dry, clean and adequately ventilated storage conditions;

b)  The minimum risk of contamination of the contents during opening of the container and removal of the contents;

c) Adequate protection of the contents during normal handling, transit and storage;

d) That once opened, the container cannot be easily resealed, and it should be obvious that the container has been opened.
Paper-PVC Blister:

- PVC Film: Transparent, clear, food grade, blister forming PVC film, film gauge- 200microns, PE coating: 25 microns.
- Hard tempered Blister paper, VMCH coated, Thickness: 0.025 mm.
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Millboard/Greyboard Box:

The primary package should be packed in Millboard/Greyboard box for easy handling, transport and distribution. Each box shall
contain 80 syringes and 80 needles. It shall be fabricated from at least 3 mm corrugated card board, surrounded on inside and
outside by tightly affixed millboard of at least 400 gsm. The style of box shall be Top and bottom tuck-in-flip type.

B. Inspection:

The Purchaser may i nspect and sampl e, or cause to be s a mputualy , t he
agreeable time prior to the shipment of the product.

C. Testing:

The Purchaser may cause independent laboratory testing to be performed as deemed necessary to assure that the goods conform to the
prescribed requirements. The said | aboratory testing shatohducbgualtpf t he
assurance tests on the product.

D. Labelling on 5 Ply Shipper:

The external surface of insulated packages should be either white or in the natural color of corrugated carton. The labels on 5 Ply Shipper must
be affixed at least on two sides of the shipper. The label should include the name of the product, the quantity of Millboard Boxes of Injection
Kanamycin; Sterile water for Injections and Disposable Syringes plus Disposable Needles, the name of the manufacturer, Master batch
number, date of manufacture, date of expiry and storage handling instructions. The label on 5-Ply Shipper should be at least of A-4 paper size
with date of manufacture, date of expiry, batch no. etc. mentioned in font size 18 so as to be readable from a distance. Details of samples lifted
for testing (such as quantity of vials/ampoules/syringes/needles, batch no. etc.) should be pasted on packing of 5 Ply Shipper and records to
this effect be also made available. The label shall include Bar Code and be tear proof, to be pasted on smooth surface to enable it to be read
by Bar Code reader.
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MDR-TREATMENT DRUG Product Code 17

10 Millboard / Greyboard Boxes each of Injection Kanamycin (500mg), 10 Millboard / Greyboard Boxes of Sterile
Water for Injection(5ml) and 10 Millboard / Greyboard Boxes of Disposable Syringes(5ml) & Disposable Needles (22
gauge size)

SCHEDULE H DRUG i

RNTCP W
CENTRAL GOVERNMENT SUPPLY i
NOT FOR SALE OTS- 44

sure cure for TB.

Store in a cool, dry place.

SHAKE WELL BEFORE USE.

Dosaae: As prescribed bv the phvsician.
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Numbering of shipper packaging:
All'5 Ply shippers should be numbered consecutively. Shipping documents should be included in the shipper numbered first (consignee wise).

E. Packing for 5 Ply Shipper:

Each shipper contains 10 Millboard/Greyboard Boxes of Inj. Kanamycin (500 mg.), 10 Millboard/Greyboard Boxes of sterile water for Injection

and 10 Millboard/Greyboard Boxes of Disposable syringes (5 ml) & Disposable needles (22 gauge).The boxes shall be packed in weather
resistant, triple walled, insulated, corrugated, RSC (Universal) type 5-ply Shippers, each ply having strength of minimum 150gsm. It should be
fabricated from virgin quality O0AO6 gr ade skouldbetsuctptagy the its contéhts do not\getr a | |
damaged during transportation and storage.

F. Shelf life of the product Code 17:

The expiry date of the 5 Ply Shipper of Product Code 17 shall be the same as that of its constituent with the shortest shelf life.
G. Qualification of the Manufacturer:

The Bidder shall furnish a certificate from the competent Regulatory Authority that the manufacturer of the pharmaceutical product is licensed to
manufacture these products. In case of drugs, the manufacturing facility must conform to WHO-GMP standards for the product quoted by them.
In case of Medical devices, the manufacturing facility must conform to the standards given in ISO 13485 and WHO pre qualified.

d
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H. Recalls:

If products must be recalled because of problems with product quality or adverse reactions to the drug, the Supplier will be obliged to notify the
purchaser providing full details about the reason leading to the recall and shall take steps to replace the product in question at its own cost with
a fresh batch of acceptable quality, or withdraw and give a full refund if the product has been taken off the market due to safety problems.

I. Colour Coding:

The labels on vials, Millboard/Greyboard Boxes and 5 ply shipper packages shall be identified by WHITE background.

J. Bar Coding:

Bar code shall be used for better inventory management. It shall be printed on the labels of Millboard/Greyboard Boxes and 5 Ply Shippers
containing

1) Product identification(GTIN 14) using application identifier (01)

2) Expiry Date in YYMMDD format & using application identifier (17)

3) Batch number using application identifier (10)

The labels on the Millboard/Greyboard Boxes should contain information about point nos. 1, 2 & 3 above whereas the labels on the 5 Ply-

Shippers should contain information about point nos. 1, 2 above & Master Batch No., numbered consecutively using application identifier (21).

Complete details on GS1 standards along with technical guidelines can be downloaded from www.gslindia.org or www.gs1.org


http://www.gs/
http://www.gs1.org/
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K. Markings:

All containers and invoices must bear the name of the product, expiry dates of and appropriate storage conditions.
571 Ply Shipper:

The following information shall be stenciled or labeled on 571 Ply Shippers on all four sides in bold letters of at least Arial font size 18 with
waterproof indelible ink in a clearly legible manner which is acceptable to the Purchaser:

Generic name of the product

Batch number of the drug

Date of manufacture of the drug (month and year)

Expiration date of the drug (month and year)

Manufacturerés name and registered address
Manufacturero6s national registration number
Destination country license or registration number

Consigneebs addr ess mumkerireloding rgobile cupnbep h o n e

=A =4 -4 -4 -4 -4 -4

Destination airport (if any)

Contract number

Number of Millboard/Greyboard Boxes contained in the carton (5 Ply Shipper)
Gross weight of each carton (in kg)

Instructions for storage and handling

Logo of DOTS

Place of manufacture (Made in )

=A =4 =4 =4 -4 -4 -9
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L. Documentation:

Supplier shall provide to Purchaser a copy of the batch record, including all quality assurance documentation for the product being supplied.

M. Dimensions of the logos:
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MILLBOARD/GREYBOARD BOX

3.5x3 cm

DOTS- _
surecure forTB. ®<*
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57 Ply Shipper
1 5.5x4.7cm

M =20

Y =100
M =100

. Y =100

M =60

Y =100

DOTS-

surecure forTB. @ k=100
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PRODUCT COL2E
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Product Code 27

A. Specific requirements:

Product Code 27 consists of Injection Kanamycin (1 gm.) vial, Sterile Water for Injection ampoule and Disposable SgviitheDagposable needle. The
individual items contaied in the product shall be currently registered in the country of manufacture and shall meet all requirements of theadicensi
authority of the country of manufacture. The individual items contained in the product shall also be currently registerdid i@nd shall meet all the
requirements of the licensing authority in India.

Kanamycin Injection:

Description:

Kanamycin Injection contains Kanamycin Acid Sulphate.

Each vial shall contain

Kanamycin Acid Sulphate IP equivalent to Kaywn 1 gm.

Inj. Kanamycin shall conform to the general requirements of parenteral preparatbions and the requirements under Kanagatioim ginjen in IP.

The constituted solution shall comply with the requirements for clarity of solution and particuatier stated under parenteral preparations (Injections)
in IP. The injection is constituted by dissolving the contents of the sealed container in the requisite amount of SterléokMajections, immediately
before use.

The qality of Kanamycin Acid Sulphate and Sterile Water for Injection should conform to the requirements of IP or other Pluiaadopquivalent
accuracy in case of international transactions.
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Storage:

Streptomycin Injection should be stored in a cool ang place. The reconstituted solution should be used immediately after preparation but, in any case,
within the period recommended by the manufacturer.

Sheltlife:

Shelf life of the Kanamycin Acid Sulphate would be 24 months.. At led3p6t6e tota stipulated shelf life must remain at the time of arrival at the
O2yarldySSQa 41 NBK2dzaSd ¢KS &dzlJLJX ASNJ gAtf LINRPGDARS |fegrdpbsedpactzagd NDa adl oAt
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Labelling:

Vials- The label on each vighall conform to the requirements of I.P. All labelling should be in weatherproof ink and shall withstand immersion in water
and remain intact. In addition to the requirements given in IP, all labels shall state the quantity of Kanamycin Acia Solpaiaied in the sealed
container in terms of the equivalent amount of kanamycin, the name of the manufacturer, manufacturing license number, aidth@ssfacturer, Batch
Number, Date of Manufacture and Expiry Date. The label shall conform to the requitenfdrule 96 of Drugs & Cosmetics Act.

INJECTION KANAMYCIN IP (1 gm.)

Product Code 27

SCEDULE H DRUG

F;’r.esg u ré forTB.

RNTCP
CENTRAL GOVERNMENT SUPPLY
NOT FOR SALE

Each vial containgkanamycin Acid Sulphate IP

equivalent to Kanamycin base 1 gm.
Add 3 ml or more Water for Injection IP for
reconstitution. The reconstituted solution should

be used immediately.
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Labelling for Millboard/Greyboard boxes:

A label must be affixed either on the top and/or front surface of the Millboard/Greyboard Box. It should indicate theygoa#iEnamyio Acid Sulphate
contained in the sealed container in terms of the equivalent amount of Kanamycin, the number of vials, the name of thetwanubatch number, date

of manufacture, date of expiry and storage conditions. The label shall conform tedué@ements of Rule 96 of Drugs & Cosmetics Act. The labels on the
Millboard / Greyboard Box should be readable from a distance. The label shall include Bar Code and be tear proof, ta lom gasteth surface to
enable it to be read by Bar Code reader.

MDRTB TREATMENT DRUG INJECTION KANAMYCIN I X189mvials

(Product Code;, 27)

Box containing 80 vials of
Injection Kanamycin (1 gm.)

Store in a cool and dry place.

SCHEDULE H DRUG

TS- 3
CS?Jrescure forTB.

RNTCP
CENTRAL GOVERNMENT SUPPLY
NOT FOR SALE
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Quiality Assurance:
Compliance:

The Supplier shall guarantee that the products as packed for shipment (a) comply with all provisions of the specificatilategindocuments; (b) meet
the recognized standards for safety, efficacy and ityiac) are fit for the purposes made known to the Seller (d) are free from defects in workmanship and
in materials and (e) have been manufactured as per WHO GMP requirements.

Evidence:

The Supplier shall provide objective evidence, acceptable to thehBser, of the satisfaction of the requirements of this document for which no specific
inspection has been mentioned.

The Supplier shall provide a copy of the manufacturing record and procedures to the Purchaser for each lot intendeddat.shipm
The Suplier shall provide a copy of Validatioecords with regards to process validation demonstrating batch to batch consistency.
The Supplier shall provide a copy of the Certificate of Analysis for each lot intended for shipment

The Supplier shall provide the Purchaser a copy of the approval of each source material, constituent material and component for each lot intended for
shipment.

z

¢CKS &dzLJLX ASNJ gAtf LINPOARS YIydzZFlI OGdzZNBENRA adloAfAde GSad REFGF adzmadl yiaa

The test data for raw materials including water for injection, glass contain@roicess, finished product and packaging material testing must be on record
F2NJ SFOK 20 aKALIWSR YR Ydzad 6S YIRS F@FAfFofS G2 t dzZNOKFaSNRa NBLINBaS

Deails of samples lifted for testing (such as quantity of vials, batch no. etc.) should be pasted on packing of 5 Plgrghipperds to this effects be also
made available to the purchaser.
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Packing:

Injection Kanamycin (1 gm.) vial

IPType 1 plaimglass vial provided with compatible elastomer closure and cron@mluminium seal and plastic overcap.
Millboard/Greyboard Box:

The vials should be packed suitably segregated from each other by providing honeycomb partitioning with proper custorewyfor easy
handling, transport and distribution. Each box shall contain 80 Inj. Kanamycin (1 gm.) vials. It shall be fabricatekb&str3 atm corrugated
card board, surrounded on inside and outside by tightly affixed millboard of at least 400 lysstyTe of box shall be Top and bottom teink

flip type.
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Sterile Water for Injections:

Description:

A clear, colourless solution; odourless, free from added substances.
Each ampoule shall contain 05 ml of Sterile Water of Injections.

Sterile water for Injection shall conform to the general requirements of parenteral preparations and the requirements under Sterileforaltigjection
givenin IP.

The quality of Sterile Water for Injections should conform to the requirements of IP or othemBbopoeia of equivalent accuracy in case of international
transactions.

Storage:

Store in a single dose container in a cool, dry place.

Shelflife:
At least 5/8" of the total stipulated shelf life must remain at the time of arrival at®@ y 8 A 3y $S Q& 46 NBK2dzaSd ¢KS akKSt T+ f A
2F Lyed YIYyLYeOAyd ¢KS &dZJJX ASNI 6Aff LINEOJARS YI Y dpfopofed pankBgena &G+ oAf Ade

Labelling:
Ampoule-The label on eachnapoule shall conform to the requirements of I.P.

All labelling should be in weatherproof ink and shall withstand immersion in water and remain intact. In addition to tihemegts given in IP, all labels
shall state the name of the manufacturer, manciiaring license number, address of manufacturer, batch number, date of manufacture and expiry date.
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STERILE WATER FOR INJECTIONS IP

Product Code i 27

RNTCP Y
CENTRAL GOVERNMENT SUPPLY DOTS !
NOT FOR SALE sure cure for TB.
Each ampoule contains :

Sterile Water for Injections IP 5 ml

Store in a cool, dry place.

Manuifartiirad hue
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Labelling for Millboard/Greyboard Boxes:

A label must be affixed either on the top and/or front surface of the box. It should indicateutmbder of vials, the name of the manufacturer, batch
number, date of manufacture, date of expiry, and storage conditions. The labels on the Millboard / Greyboard BaxPayaipper should be readable
from a distance. The label shall include Bar Codkelentear proof, to be pasted on smooth surface to enable it to be read by Bar Code reader.

STERILE WATER FOR INJECTION IP X 80

Product Code i 27

RNTCP
CENTRAL GOVERNMENT SUPPLY
NOT FOR SALE

Box containing 80 ampoules

Each ampoule containing Sterile Water for Injections 5 ml

Store in a cool & dry place.

DOTS- ** .
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Quiality Assurance:

Compliance:

The Supplier shall guarantee that the products as packed for shipment (a) comply with all provisions of tleapecfid related documents; (b) meet
the recognized standards for safety, efficacy and quality; (c) are fit for the purposes made known to the Seller (d¥rara fiefects in workmanship and
in materials and (e) have been manufactured as per WHO @jlirements.

Evidence:

The Supplier shall provide objective evidence, acceptable to the Purchaser, of the satisfaction of the requirementoofittésidfor which no specific
inspection has been mentioned.

The Supplier shall provide a copy of the mfatturing record and procedures to the Purchaser for each lot intended for shipment.
The Supplier shall provide a copy of Validatiecords with regards to process validation demonstrating batch to batch consistency.
The Supplier shall provide a copytloé Certificate of Analysis for each lot intended for shipment

The Supplier shall provide to the Purchaser a copy of the approval of each source material, constituent material and ¢dorpeaem lot intended for
shipment.

The test data for raw materig including water for injection, glass containerpiocess, finished product and packaging material testing must be on record

FT2NJ SIOK f20 AKALIWISR FyR Ydzad 6S YIRS F@FAtFotS G2 t dNDKFaSNRa NBLINBAS

Details of samples lifted for $8ing (such as quantity of ampoules, batch no. etc.) should be pasted on packing of 5 Ply Shipper and records to bieis effect
also made available to the purchaser.
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Packing:
Water for Injection Ampoule:

IPType 1 clear plain glass ampoules or PE ampmased on BFS technology. Each ampoule shall contain 5 ml of sterile water for injection. The ampoule
should be sufficiently transparent to permit visual inspection of the contents.

Millboard/Greyboard label box:

The ampoules should be packed suitablgregated from each other by providing honeycomb partitioning with proper cushioning in boxes for
easy handling, transport and distribution. Each box shall contain 80 ampoules. It shall be fabricated from at least Jugatedarard board,
surrounded onnside and outside by tightly affixed millboard of at least 400 gsm. The style of box shall be Top and botionflifutkpe.



Section VII: Technical Specifications 43

Disposable Syringe and Disposable Needle:
Description (Disposable Syringe):

Disposable Syringes are Sterile Hypodermic SysifmeSingle Use and are fabricated from virgin plastic. They shall conform to the standards given in IS
10258:2002. These are medical device intended for immediate use for administration of injectable preparations. They iedk stegf# and pyrogegq
free and not to be resterilised or reused.

The plastics and elastomer materiafkypropylene and polyethyleng of which the barrel and piston are made comply with the relevant specifications
issued by BIS. The Syringes comply with the following stasdagarding dimensions including dead volume:

Capacity of the| Tolerance Tolerance Max. | Length Minimum Scale Increment.
Syringe overall
eqg. or ex. to| < half of cap. Dead | Of long length  of Interval Between
ml cap. Vol.
Graduation scale, mm |y, Graduation
ml _
Mark, mm lines ml
05 + 4% off + 1.5% nominal 0.075 | 8 36 0.50 1
expelled vol
Cap, +1% of expelle
vol

Polydimethylsiloxane (Silicone Qil) is applied to the internal walls of the barrel to assist in the smooth operationyahgestsit no excessebensured
capable of contaminating the contents at the time of use.
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Description (Disposable Needle):

Sterile Hypodermic Needle for Single Use comprises of a length of hypodermic grade stainless steel tube connected #i & lleisined to mate i a
syringe or an IV set. The other end of the tube is sharpened at the tip as per IS requirements. They shall conformrtdattuks gfiwen in IS 10654:2002.
The tube is covered with a shield made from polypropylene. The hub fabricated from poly m®s/leolour coded as per the requirements of ISO 6009.
The union of the hub and needle tube is carried out with epoxy adhesive. This medical device in conjunction with 8ygndedsfor immediate use for

administration of injectable preparationsh@y are supplied sterile and pyrogeriree and not to be resterilised or reused.

The Hypodermic needles shall comply with the following standards regarding Dimensions:

Needle | Colour of the| Nominal Tolerance Nominal outside| Diameter of stylet for normal
Gauge hub diameter walled tubing
Length of the tube | In length
Of needle mm
mm
mm
mm
22 Black 25 +1,-2 0.7 0.30
Storage:

Disposable Syringes and Disposable Needles should be stored in a clean, cool, dry and adequately ventilated place.

Shelflife:

Atleast5/8'2 T (G KS

2T Lyed YIylFYaOdiyd ¢KS

Gg2d0rt adALdzZ I 0SSR
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8 dzLILX A S NJ 6 stahtiatind theRldimked ShelfYife if thef droPubetz NaBkede &

w

atroAatade
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Labelling:
The label on the packing of disposable syringe and needle each shall conform to the requirements of I.P.

All labelling should be in weatherproof ink and shall withstand immersiomater and remain intact. In addition to the requirements given in Drugs &
Cosmetics Act 1940 and Rules thereunder, following information should be available:

A description of the syringe including the capacity

A description of the Needle including the g and the nominal length
¢tKS 62NR W{OiSNARf SQ

The syringe/needle is for single use only

A solvent incompatibility

The batch number

Name and address of the manufacturer

Date of Manufacture and Date of Expiry

Warning that the syringe is not to be used if {p@ckaging is damaged or sterility protector is loose
CE marking

L{h aevoz2f -0B2NJ aR2 y20 NB

=4 =4 =4 =4 =8 =8 =8 -8 a8 n

STERILE HYPODERMIC SYRINGE 5 ml. FOR SINGLE USE

RNTCP
CENTRAL GOVERNMENT SUPPLY

NOT FOR SALE ]
D‘s)uTeS cure for TB.

Product Code i 27

For single use only.

Store in a cool, dry place.
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Labelling for secondary packaging:

STERILE HYPODERMIC NEEDLE FOR SINGLE USE

22 gauge

RNTCP
CENTRAL GOVERNMENT SUPPLY
NOT FOR SALE

(S?J-,r-es cu rze forTB.

Product Code i 27

Store in a cool, dry place.

For single use only
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Millboard/Greyboard Box containing Sterile Hypodermic Syringes and Needles (80 each)
A label must be aiffed either on the top and/or front surface of the secondary package. It should indicate:

A description of the syringe including the capacity and the type of nozzle/ A description of the needle including thenddoeenaminal length
Quantity of primarypackages of Syringes and Needles

¢tKS 62NR W{{iSNAtSQ

That the syringe/needle are for single use only

The batch number

The date (month and year) of sterilization

Name and address of the manufacturer

Date of Manufacture and Date of Expiry

Information for hamlling, storage and transportation

The labels on the Millboard / Greyboard Box should be readable from a distance.

The label shall include Bar Code and be tear proof, to be pasted on smooth surface to enable it to be read by Bar Code reader

=4 =4 =4 =8 -4 -8 a8 -8 a8
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STERILE HYPODERMIC SYRINGES & HYPODERMIC NEEDLES FOR SINGLE USE X 80 each

Product Code i 27

Box containing 80 Sterile Hypodermic Syringes 5 ml

and 80 Hypodermic Needles 22 gauge

RNTCP
CENTRAL GOVERNMENT SUPPLY
NOT FOR SALE

(S?J-res cu ré forTB.

Ctmva iimn A mamnal Aeis alaaa

Quiality Assurance:

Compliance:

The Supplier shall guarantee that the products as packed for shipment (a) comply with all provisions of the specificatilateaindocuments; (b) meet
the recognized standards for safety, efficacy and quality; (c) aier fihe purposes made known to the Seller (d) are free from defects in workmanship and

in materials and (e) have been manufactured as per cGMP included in Scheduld (f) should be WHO prgualified and (g) should conform to 1ISO
13485.

Evidence:
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The Supplier shall provide objective evidence, acceptable to the Purchaser, of the satisfaction of the requirements of thentémuwhich no specific
inspection has been mentioned.

The Supplier shall provide a copy of the manufacturing record and proegtiuthe Purchaser for each lot intended for shipment.

The Supplier shall provide a documentary evidence that the sterilization of the syringes has been carried out by vadidlatatiost procedures (with
appropriate controls and recording devices)dase it has been carried out in their premises. If the facilities of other institution is used for sterilization, the
approval of the licensing authority and documentary evidence for validated sterilization procedure should be made available.

The supplie shall provide a documentary evidence that the inks, glues and adhesives for the marking on the package and on thecigbensiglynge
and its package (Wherever necessary) do not migrate across the walls.

The supplier shall provide documentary evideno regards to bi2 Y+ LI GA0Af Ade 2F GKS RSGAOS & LISNI (GKS
aSRAOIt 5S@PA0Sa¢ L{ MHpPTHOD

The supplier shall provide a certificate of analysis of Polydimethylsiloxane (used for lubrication) conforming taitleenegs of IP.
The supplier shall provide a copy of CE certificate.
The Supplier shall provide a copy of the Certificate of Analysis for each lot intended for shipment

The Supplier shall provide to the Purchaser a copy of the approval of each sousramabnstituent material and component for each lot intended for
shipment.

The Supplier shall retain a sample of fifty syringes from each lot shipped for two years beyond the printed expiration date.

The test data for raw materials, -fprocess, finishegbroduct and packaging material testing must be on record for each lot shipped and must be made
F@FAfLFrofS G2 t dzNOKFAaASNRAE NBLINBaSyilliAoSa 6KSy NBIdzSaG§SR

Details of samples lifted for testing (such as quantity of syringes/needles, batch no. etc.) shpalstdek on packing of 5 Ply Shipper and records to this
effect be also made available to the purchaser.
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Packing:
Syringe & Needle:

Each syringe and needle shall be packed and sealed separately in primary containers. The material of each containet sheeldetrimental effects on
the contents. The material and design should be such as to ensure:

a)The maintenance of sterility under dry, clean and adequately ventilated storage conditions;

b)The minimum risk of contamination of the contents during dpgrof the container and removal of the contents;

c)Adequate protection of the contents during normal handling, transit and storage;

d)That once opened, the container cannot be easily resealed, and it should be obvious that the container has been opened.
PaperPVC Blister:

- PVC Film: Transparent, clear, food grade, blister forming PVC film, film- @@0ggicrons, PE coating: 25 microns.
- Hard tempered Blister paper, VMCH coated, Thickness: 0.025mm
Millboard/Greyboard Box:

The prmary package should be packed in Millboard/Greyboard box for easy handling, transport and distribution. Each box simB@ontai
syringes and 80 needles. It shall be fabricated from at least 3 mm corrugated card board, surrounded on inside and digbitie dffixed
millboard of at least 400 gsm. The style of box shall be Top and bottormrtdlg type.

B. Inspection:

¢CKS t dZNOKF ASNJ YI®& AyalLlSOod FyR al YLX S 2NJ Ol dzaS (2 o S utuallyagredabl & arior i K S
to the shipment of the product.

LIN
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C Testing:

The Purchaser may cause independent laboratory testing to be performed as deemed necessary to assure that the goodsocth&@qurescribed
requirements. The said laboratory testingtsh f  6S 2F GKS t dzZNOKIF aSNRa OK2AOS AT adaAaidlofe SljdzLlL
product.

D. Labelling on 5 Ply Shipper:

The external surface of insulated packages should be either white or in the natural color of corrugtiad™ae labels on 5 Ply Shipper must be affixed at
least on two sides of the shipper. The label should include the name of the product, the quantity of Millboard Boxesiai Kgtwmycin; Sterile water

for Injections and Disposable Syringes plus &iaple Needles, the name of the manufacturer, Master batch number, date of manufacture, date of expiry
and storage handling instructions. The label 6RI% Shipper should be at least ofdApaper size with date of manufacture, date of expiry, batch no. et
mentioned in font size 18 so as to be readable from a distance. Details of samples lifted for testing (such as quaalstgropeules/syringes/needles,
batch no. etc.) should be pasted on packing of 5 Ply Shipper and records to this effect baddsavailable. The label shall include Bar Code and be tear
proof, to be pasted on smooth surface to enable it to be read by Bar Code reader.
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Numbering of shipper packaging:

All 5 Ply shippers should be numbered consecutively. Shipping documents shdndtdoled in the shipper numbered first (consignee wise).

MDR-TREATMENT DRUG Product Code 27

10 Millboard / Greyboard Boxes each of Injection Kanamycin (1gm.), 10 Millboard / Greyboard Boxes of Sterile Water
for Injection(5ml) and 10 Millboard / Greyboard Boxes of Disposable Syringes(5ml) & Disposable Needles (22 gauge
size)

SCHEDULE H DRUG

CENTRAL GOVERNMENT SUPPLY
NOT FOR SALE

(S?Jre Eure forTB.

Storein a cool, dry place.
SHAKE WELL BEFORE USE.
Dosage: As prescribed by the physician.

FOR INTRAMUSCULAR USE ONLY. Manufactured by: Mfg. Lic. No.:
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E. Packing for 5 Ply Shipper:

Each shipper contains 10 Millboard/Greyboard Boxes of Inj. Kanamycin (1 gm.), 10 Millboard/Greyboard Boxes of stefie \mpgetion and 10
Millboard/Greyboard Boxes of Disposable syringes (5 ml) & Disposable needles (22 gauge).The boxes shall be packed isigteatherpke walled,
insulated, corrugated, RSC (Universal) tygaly5Shippers, each ply having strength of minimum 150gs@.Kt2 dz2f R 6S FIF o NA OF 4 SR
grade kraft paper. The overall dimensions of the carton should be such that the its contents do not get damaged dupiodatiammsand storage.

F. Shelf Life of the Product Code 27:
The expiry date of the Bly Shipper of Product Code 27 shall be the same as that of its constituent with the shortest shelf life.
G. Qualification of the Manufacturer:

The Bidder shall furnish a certificate from the competent Regulatory Authority that the manufacturer of tmengueautical product is licensed to
manufacture these products. In case of drugs, the manufacturing facility must conform teGWHROstandards for the product quoted by them. In case of
Medical devices, the manufacturing facility must conform to the stadslgiven in ISO 13485 and WHO pre qualified.

H. Recalls:

If products must be recalled because of problems with product quality or adverse reactions to the drug, the Supplieshlgkleto notify the purchaser

TNE

providing full details about the reasonalding to the recall and shall take steps to replace the product in question at its own cost with a fresh batch of

acceptable quality, or withdraw and give a full refund if the product has been taken off the market due to safety problems.
I. Colour Coding:

The labels on vials, Millboard/Greyboard Boxes and 5 ply shipper packages shall be identified by WHITE background.
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J. Bar Coding:
Bar code shall be used for better inventory management. It shall be printed on the labels of Millboard/Greyboard Bé&xBéyebltippers containing

4) Product identification(GTIN 14) using application identifier (01)

5) Expiry Date in YYMMDD format & using application identifier (17)

6) Batch number using application identifier (10)

The labels on the Millboard/Greyboard Boxes showladtain information about point nos. 1, 2 & 3 above whereas the labels on the Shgpers should

contain information about point nos. 1, 2 above & Master Batch No., numbered consecutively using application identifier (21).
Complete details on GS1 stands along with technical guidelines can be downloaded frovw.gslindia.org omwww.gsl.org

K. Markings:

All containers and invoices must bear the name of the product, expiry dates of andpaippecstorage conditions.

5 ¢ Ply Shipper:

The following information shall be stenciled or labeled anP8y Shippers on all four sides in bold letters of at |@aigtl font size 18with waterproof
indelible ink in a clearly legible manner which is gtable to the Purchaser:

1 Generic name of the product
1 Batch number of the drug
1 Date of manufacture of the drug (month and year)
1 Expiration date of the drug (month and year)
9 alydFl OGdNBNRA yIYS FyR NBIAAGSNBR F RRNBAA
1 al ydzZFlI OG0 dzNBNRa ylF®EA2y Il f NBIAZAGNI GA2Yy ydzYo
1 Destination country license or registration number
/| 2yaA3dySSQa FRRNBaa FyR SYSNHSyOeé LK2yS ydzYoSNJ Ay Of dzRA Yy 3
1 Destination airport (if any)

i Contract number


http://www.gs/
http://www.gs1.org/
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Number of Millboard/Greyboard Boxes contained in the carton (5 Ply Shipper)
Gross weipt of each carton (in kg)

Instructions for storage and handling

Logo of DOTS

Place of manufacture (Made in )

=A =4 -4 4 -4

L. Documentation

Supplier shall provide to Purchaser a copy of the batch record, including all quality assurance documentation for thédeiragisapplied.



Section VII: Technical Specifications

56

M. Dimensions of the logos:

MILLBOARD/GREYBOARD BOX

3.5x3 cm

DOTS- _
surecure forTB. ®<*
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5 ¢ Ply Shipper
5.5x4.7 cm B
M =20
Y =100
. M =100
Y =100
M =60
Y =100
DOTS-
surecureforTB. @ K=100
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PRODUCT CO{#28B
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Product Code 28

A. Specific requirements:
Item:

Product Code 28 (PC 28) consists of Levofloxacin (250 mg.) tablets. The drug contdimeg@rbduct shall be currently registered in the country of
manufacture and shall meet all requirements of the licensing authority of the country of manufacture. The drug contaimegbiioduct shall also be
currently registered in India and shall medtthe requirements of the licensing authority in India.

Description:

Levofloxacin tablets contained in blisters of the strip shall conform to the general requirements of Tablets and the esgsirender individual
monograph given in IP.

Levofloxacin ablets contain Levofloxacin.
Each tablet shall contain
Levofloxacin IP 250 mg

The quality of Levofloxacin should conform to the requirements of the individual monograph given in IP or other Pharmadameialent accuracy in
case of internatioal transactions.

Protocols and Testing:

For International manufacturers

Complete test protocols along with the samples of all the batches should be sent to the Head of a Testing laboratosdidewtifpecified by the
purchaser.
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For local manufacturers:

Complete Test Protocol and samples are taken and sent to the laboratory (identified by the purchaser) by the Inspeeirdu{yféealed and signed by
him or his authorized representative.

Protocols of tests should include thequirements given for Tablets and those included under individual monograph given in IP, besides the following tests.
Package Integrity Test:

Check 10 strips. Bundle up the strips and submerge them under water in a vacuum desiccator or equivalentrdew@eabuum of about 18k Pa (15 cm
of mercury or-0.8 bar) and hold for a minute. Examine for the air leakage indicated by a fine stream of bubbles. Reestablish normalgneéssuen
strips to examine for water penetration.

Microbial Count:

When the test is conducted as per IP

-Total viable aerobic counNot more than 18bacteria and not more than £@ungi per gram
-Absence of Escherichia coli.

The drug should be dispatched to the consignee only on clearance from the Testing Laboratory. The ldregalealsed on the basis of Protocol scrutiny
by the authorized representative of the Purchaser and testing of the drugs by authorized laboratory.

Each batch should be accompanied with a certificate from the manufacturer that the drugs meet the speqiiieeiments.
B. Labelling:
General requirements of the labels:

1 Shall meet WHO GMP standards.
1 All the labels should be peel proof.
1

& wb ¢Central GovernmentSupplg h ¢ Chw { ! [ 9¢ I yR a{ OKSRdzZ S | 5NHA¢ d/GrRybaard Boke§ RINA v (i SR

5 Ply Shippers.
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Labelling on Strip of Blisters:

The label shall indicate the content of Levofloxacin IP in each tablet.

All labelling should be in weatherproof ink and shall withstand immersion in water and remain intact.

The label shihincorporate manufacturing license no., batch no., date of mfg., date of expiry of the individual drug and storage mafgirem

The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.
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Labelling on Millboard/Greyboard Box:
The bbel shall indicate the content of Levofloxacin IP in each tablet.

The label shall incorporate manufacturing license no., batch no. date of mfg., date of expiry, of the drug and storagmeeatgialong with the number of
the strips. The label shall incle Bar Code and be tear proof, to be pasted on smooth surface to enable it to be read by Bar Code reader.

The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.
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MILLBOARD/GREYBOARD BOX

MDRTB TREATMENT DRUG CONTAINS PRGODET28
LEVOFLOXACIN TABLETS 250 mg (9 x 10 Jrablets

Batch No:
Mfg. Date:
Exp. Date

DOTS-

Each Blister Strip Contains 10 Tablets of Levofloxacin ( 250 mg)

sure cure for TB.

SCHEDULE H DRUGS

ch 20

a w b ¢¢/Ceéntral Government Supply
F2N { It S¢
al ydzF I OG dzZNBE ND a

Manufacturing Lic. No

bl YS
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Labelling on SPly Shipper:

The labels on shipper package must be attached to at least two sides. The label should include the name of the produstbéreoh
Millboard/Greyboard Boxes, the number of strips, the name of the manufactbegch number, Mfg. date & Expiry date of the drug. The label shall also
include storage handling instructions. The label shall include Bar Code and be tear proof, to be pasted on smooth sudateitdo be read by Bar Code
reader.

The label shattonform to the requirements of Rule 96 of Drugs & Cosmetics Act.
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5¢PLY SHIPPER

MDRTB TREATMENT DRUG CONTAINS PRODUCT CODE 28
LEVOFLOXACIN TABLETS 250 mg
20 Millboard/Greyboard Boxes

DOTS: DOTS-
sure cure

sure cure for TB. forTB.

Batch No. :
Mfg. Date:

Exp. Date
SCHEDULE H DRUGS

a w b ¢ Cdntral Govenment Supply
cb2d F2NJ {IfS¢

al ydzFl OG dzNBENXR& bl YS

Manufacturing Lic. No.
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Numbering of shipper packaging:

All 5 Ply Shippers should be numbered consecutively. Shipping documents should be included in the shipper numberesidinse(eosk

C. Quality Assurance:
Compliance:

The Supplier shall guarantee that the products as packed for shipment (a) comply with all provisions of the specificegiatedrdbcuments; (b) meet

the recognized standards for safety, efficacy and qualiyar(e fit for the purposes made known to the Seller; (d) meet the requirements of manufacturing
legislation and regulation of pharmaceuticals in the country of origin; (e) are free from defects in workmanship and iaisvatdr(f) have been
manufacturedas per WHO GMP requirements.

Evidence:

The Supplier shall provide objective evidence, acceptable to the Purchaser, of the satisfaction of the requirementoofittésidfor which no specific
inspection has been mentioned.

The Supplier shall providecapy of the manufacturing record and procedures to the Purchaser for each lot intended for shipment.
The Supplier shall provide a copy of Validatiecords with regards to process validation demonstrating batch to batch consistency.
The Supplier shall pride a copy of the Certificate of Analysis for each lot intended for shipment

The Supplier shall provide to the Purchaser a copy of the approval of each source material, constituent material and ¢dorpeaem lot intended for
shipment.

The Suppliertsall provide evidence of basis for expiration dating and other stability data concerning the commercial final packageugsin re

The test data for raw materials, -fprocess, finished product and packaging material testing must be on record for eagtigped and must be made
g AflrofS G2 t dzZNOKFASNRA NBLINBaSydalridA@dSa 6KSy NBIdzSaiSR
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Details of samples lifted for testing (such as quantity of strips, Millboard/Greyboard boxes, batch no. etc.) shouldderpasieking of 5 Ply Shipper and
records to thisffect be also made available to the purchaser.

Inspection:

¢KS t dZNOKIF&aSNJ YIé AyaLlsSod FyR &l YL ST 2N Ol dzasS G2 o0 Sutually agre¥dnle tBre priori KS  LIN
to the shipment of the product.

The sucessful Bidder will also be required to provide the Purchaser with access to its manufacturing facilities to inspeditiéts, faality control
procedures for raw materials, test methods;process tests, and finished dosage forms.

Testing:

The Purchser may cause independent laboratory testing to be performed as deemed necessary to assure that the goods conform sribedpre
NBIljdANBYSyliaod ¢KS alFAR flFro02NIG2NE (SadGdAy3da &Kl ff 0S5 gy assitdice ttedNdd khe & S N &
product.

D. Storage:

Store protected from light and moisture at room temperature.
E. Shelf Life:

Shelf life of Levofloxacin would be as follows:

Shelf life would be 36 months. At least 5/6f the total stipulated shelf A ¥S Ydzad NBYIFAY G GKS GAYS 2F | NNA G €
gAtt LINPOARS YI ydzZFlF OGdzNBENRa adloAfAade G§Sad REGF & dzo Bafmacgutidals, but fish thé KS  Of
packaging componés should also conform to specifications suitable for use in a climate prevailing in India. The product supplied shobkkhave
subjected to long term stability conditions at®3D and 65% RH (relative humidity)
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F. Qualification of the Manufacturer:

The Bidder shall furnish a certificate from the competent Regulatory Authority that the manufacturer of the pharmaceuwtitadt ps licensed to
manufacture these products. The manufacturing facility must conform to V&P standards.

G. Recalls:

If products must be recalled because of problems with product quality or adverse reactions to the drug, the Supplier will béabtitjgdthe purchaser
providing full details about the reason leading to the recall and shall take steps to replace the grodueistion at its own cost with a fresh batch of
acceptable quality, or withdraw and give a full refund if the product has been taken off the market due to safety problems.

H. Colour Coding:
The labels on Blisters, Millboard/Greyboard Boxes and 5 Plp&tppckage shall be identified by white background.
|. Bar Coding
Bar code shall be used for better inventory management. It shall be printed on the label of Millboard/Grey board BgPin&hipper containing
01) Product identification (GTIN 14)ing application identifier (01)
02) Expiry Date in YYMMDD format & using application identifier (17)
03) Batch number using application identifier (10)

The labels on the Millboard/Greyboard Boxes should contain information about point nos. 1, 2 & 3 dimeasthe labels on the 5 PBhippers should
contain information about point nos. 1, 2 & 3 above and also be numbered consecutively using application identifier (21).

Complete details on GS1 standards along with technical guidelines can be downtoatesviv.gslindia.org omwww.gsl.org


http://www.gs/
http://www.gs1.org/

Section VII: Technical Specifications 69

J. Packing:

The drug is initially packed in a Blister Strip each containing 10 tablets. 9 such strips would be further packed itowtete Mdlboard/Grey board boxes
and 20 such Boxes are ultimately packed-ily Shipper.

A strip consisting of individual blister of the drugs duly identified should be packed in an AlusR¥iGrblister pack. The blister should be tropicalized with
regard to moisturebarrier properties for drug stability under field conditions. Quality Assurance is according to Norm ISO 9001 for elahmga
material.

AluminiumPVC Blister:
PVC Film: Transparent, clear /amber, food grade, blister forming PVC film, film 880wécrons, PE coating: 25 microns, PVdC coating: 60gsm.
Aluminium foil: Hard tempered Blister foil, VMCH coated, Thickness: 0.025mm.

Spacing between tablets should be enough so as to allow removal by patients with finger deformities.
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Complex Cortsuctions with PVC Films

XXXXX

2:9,9,9,0,9,9.9.9.9,0.9,.9,9,9,9,9,9,9.9.9.0.9,9,9,0,9,9,9.9.9.9,0,0,9,0,

TECHNICAL DATA FOR THE STANDARD COMPLEXES

Complex:

Rigid PVC film gauge (microns) 200
PE coating (microns) 25
PVdC coating (gsm) 60
Total weight (gsm) 356
Complex gauge (mm) 0.280

Water Vapour Transmission Rate (W V T R):

Temperature Relative Humidity gsm/24h Vapour Transmission rate
Thermoformed Not thermoformed

Cc) % RH

20 85 gsm/24 h 0.15 0.06

38 90 gsm/24 h 0.7 0.4



Section VII: Technical Specifications 71

Shrinkage longitudinally

T=146C,t=20 min. (%) 5¢6
Application temperature’C) 68 74

Millboard/ Grey board Box:

Each box shall contain 9 strips. The boxes shall be labelled and fabricated from 3 mm corrugatedrdasdivounded on inside and outside by tightly
affixed millboard of at least 400 gsm. The style of top and bottom shall beiritftp.

5-Ply Shipper Package:

Each 5 Ply Shipper shall contain 20 millboard/greyboard boxes. The boxes shall be packattién resistant, triple walled, insulated, corrugated, RSC
(Universal) type 8Jf @ { KALILISNEX SIFOK L eée KFE@Ay3d AGNBy3IlGK 2F YAYAYdzy mpheaaid LG a
dimension of the carton should be sudiat the product does not get damaged during transportation and storage.

Each shipping carton when packed should weigh not more than 50 kg.
K. Markings:
All containers and invoices must bear the name of the product, expiry dates of and appropriate somdg®ns.
Millboard/Greyboard Box:
The Boxes shall be marked with the following information in a clearly legible manner which is acceptable to the Purchaser:
al ydzFl OGdzZNENRE yIYS yR NBEIAAGSNBR I RRNBaa
al ydzFlI OG0 dzNBNRa [ AOSyasS ydzyo SN
Batch number of the drg
Number of tablets/strips contained in the box

Date of manufacture (month and year) of the drug
Expiration date (month and year) of the drug

=A =4 =4 -4 -4 -4
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1 Instructions for storage and handling

1 Logo of DOTS

1 Place of manufacture (Made in )
5 ¢ Ply Shipper:

The bllowing information shall be stenciled or labeled ogq Bly Shippers on all four sides in bold letters of at |@aitl font size 18vith waterproof
indelible ink in a clearly legible manner which is acceptable to the Purchaser:

1 Generic name of the poct
1 Batch number of the drug
1 Date of manufacture of the drug (month and year)
1 Expiration date of the drug (month and year)
1 al ydzFl OGdzNBENRAa yIFYS yR NB3IAaAGSNBR | RRNBaa
1 al ydzZfF I OGdzNBNRa yFaGA2ylf NBIAAGNI GA2Yy ydzYo SN
1 Destination country license or registrationmber
/| 2yaA3dySSQa FRRNB&aa FyR SYSNHSyOe& LK2yS ydzYoSNI AyOf dzRAy3 Y20Af S
1 Destination airport (if any)
1 Contract number
1 Number of Millboard/Greyboard Boxes contained in the carton (5 Ply Shipper)
1 Gross weight of each carton (in kg)
1 Instructions for storge and handling
1 Logo of DOTS
1 Place of manufacture (Made in )

L. Documentation

Supplier shall provide to Purchaser a copy of the batch record, including all quality assurance documentation for thdeimglsapplied.
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M. Dimensions of the logos:

MILLBOARD/GREYBOARD BOX

3.5x3 cm

DOTS- ]
sure cure for TB. @ te-too
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5 ¢ Ply Shipper

5.5x4.7 cm

M =20
Y =100

M =100
. Y =100

M =60
Y =100

DOTS-
surecure forTB. @ k=100
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PRODUCT COL228
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Product Code 29

A. Specific requirements:
Item:

Product Code 29 (PC 29) consists of Levofloxacin (s00taiblets. The drug contained in the product shall be currently registered in the country of
manufacture and shall meet all requirements of the licensing authority of the country of manufacture. The drug contaimegiaduct shall also be
currently registered in India and shall meet all the requirements of the licensing authority in India.

Description:

Levofloxacin Tablets contained in blisters of the strip shall conform to the general requirements of Tablets and the esdqgirgmder individual
monograph given in IP.

Levofloxacin Tablets contain Levofloxacin.
Each tablet shall contain
Levofloxacin IP 500 mg

The quality of Levofloxacin should conform to the requirements of the individual monograph given in IP or other Pharmadameéialet accuracy in
case of international transactions.

Protocols and Testing:

For International manufacturers

Complete test protocols along with the samples of all the batches should be sent to the Head of a Testing laboratosdidedtiipecified by the
purchaser.

For local manufacturers:




Section VII: Technical Specifications 77

Complete Test Protocol and samples are taken and sent to the laboratory (identified by the purchaser) by the Inspeeirdu{yféealed and signed by
him or his authorized representative.

Protowls of tests should include the requirements given for Tablets and those included under individual monograph givenidefthee®llowing tests.
Package Integrity Test:

Check 10 strips. Bundle up the strips and submerge them under water in a vaesigoador or equivalent device. Draw a vacuum of about 18k Pa (15 cm
of mercury or-0.8 bar) and hold for a minute. Examine for the air leakage indicated by a fine stream of bubbles. Reestablish normabpickepen
strips to examine for water penetriin.

Microbial Count:

When the test is conducted as per IP

-Total viable aerobic counNot more than 18bacteria and not more than f@ungi per gram.
-Absence of Escherichia coli.

The drug should be dispatched to the consignee only on clearance frofiresiting Laboratory. The drug shall be released on the basis of Protocol scrutiny
by the authorized representative of the Purchaser and testing of the drugs by authorized laboratory.

Each batch should be accompanied with a certificate from the manufadiaethe drugs meet the specified requirements.
B. Labelling:
General requirements of the labels:

Shall meet WHO GMP standards.
All the labels should be peel proof.

= =4 =

5 Ply Shippers.

G wb ¢Central GovernmentSupplg h ¢ Chw { ! [ 9¢ | YR a&{ OK SoR th& |&beld of skipshkAIlboard/@reyboard RoXes®A y (i S R
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Labelling on Strip of Blisters:
The label shall indicate the content of Levofloxacin IP in each tablet.
All labelling should be in weatherproof ink and shall withstand immersion iarveaitd remain intact.

The label shall incorporate manufacturing license no., batch no., date of mfg., date of expiry of the individual drugagedrstpuirements.

The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.
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Labelling on Millboard/Greyboard Box:
The label shall indicate the content of Levofloxacin IP in each tablet.

The label shall incorporate manufacturing license no., batch no. date of mfg., date of expiry, of the drug and storagmeatpialong with the umber of
the strips. The label shall include Bar Code and be tear proof, to be pasted on smooth surface to enable it to be re@ddsy Bader.

The label shall conform to the requirements of Rule

96 of Drugs & Cosmetics Act.
MDRTB TREATMENT DRUG CONTAINS PRODUCT CODE 29

LEVOFLOXACIN TABLETS 500 mg (9 x 10 Jablets
MILLBOARD/GREYBOARD BOX
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Labelling on SPly Shipper:

The labels on shippef
to at least two sides. The
name of the product, the
Millboard/Greyboard

strips, the mme of the
number, Mfg. date & Expiry
shall also include storage
label shall include Bar Cod
pasted on smooth surface
Bar Codeeaader.

The label shall conform to
96 of Drugs & Cosmetics

Each Blister Strip Contains 10 Tablets of Levofloxacin ( 500 mg)

W/

Batch No:

Dcs?,l-'r-es cu re forTB.
Mfg. Date:

Exp. Date SCHEDULE H DRUGS

1%

a w b ¢¢/Central Government Supply
cbh2G F2NJ {IfS¢
Manuft OG dzZNBENRa bl YS

Manufacturing Lic. No.

package must be attached
label should include the
number of

Boxes, the number of
manufacturer, batch

date of the drug. The label
handling instructions. The
and be tear proof, to be
to enable it to be read by

the requirements of Rule
Act.
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5¢PLY SHIPPER

Batch No.
Mfg. Date:

Exp. Date

MDRTB TREATMENT DRUG CONTAINS PRODUCT CODE 29
LEVOFLOXACIN TABLETS 500 mg
20 Millboard/Greyboard Boxes

SCHEDULE H DRUGS

a w b ¢ Cedntral Government Supply
cbh2d FT2NJ {IfS¢

al ydzFl OG0 dzNBENRa bl YS

Manufacturing Lic. No
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Numbering of shipper packaging:

All 5 Ply Shippers should be numbered consecutively. Shipping documents should be included in the shippedrimsti{iepnsignee wise).
C. Quality Assurance:

Compliance:

The Supplier shall guarantee that the products as packed for shipment (a) comply with all provisions of the specificegiatedrdbcuments; (b) meet

the recognized standards for safetyfieficy and quality; (c) are fit for the purposes made known to the Seller; (d) meet the requirements of manufacturing
legislation and regulation of pharmaceuticals in the country of origin; (e) are free from defects in workmanship andiasvatdr(fhave been

manufactured as per WHO GMP requirements.

Evidence:

The Supplier shall provide objective evidence, acceptable to the Purchaser, of the satisfaction of the requirementoofittésidfor which no specific
inspection has been mentioned.

The Suplier shall provide a copy of the manufacturing record and procedures to the Purchaser for each lot intended for shipment.
The Supplier shall provide a copy of Validatiecords with regards to process validation demonstrating batch to batch consistency.
The Supplier shall provide a copy of the Certificate of Analysis for each lot intended for shipment

The Supplier shall provide to the Purchaser a copy of the approval of each source material, constituent material and ¢dorpeaem lot intended for
shipment.

The Supplier shall provide evidence of basis for expiration dating and other stability data concerning the commeraakfgal ppon request.

The test data for raw materials, -fprocess, finished product and packaging material testing mustrbesoord for each lot shipped and must be made
g AflrofS G2 t dzZNOKFASNRA NBLINBaSyialridA@dSa 6KSy NBIdzSaiSR
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Details of samples lifted for testing (such as quantity of strips, Millboard/Greyboard boxes, batch no. etc.) shouldderpasieking of 5 Ply Shiggpand
records to this effect be also made available to the purchaser.

Inspection:

¢KS t dZNOKIF&aSNJ YIé AyaLlsSod FyR &l YL ST 2N Ol dzasS G2 o0 Sutually agre¥dnle tBre priori KS  LIN
to the shipment othe product.

The successful Bidder will also be required to provide the Purchaser with access to its manufacturing facilities totsnfgmdltieis, quality control
procedures for raw materials, test methods;process tests, and finished dosage farm

Testing:

The Purchaser may cause independent laboratory testing to be performed as deemed necessary to assure that the goodsoctivdopnedcribed
NBIljdANBYSylGiaod ¢KS alFAR flF02NIG2NE (SadGAy3 dufed tb condSct qudiity assufance tdziéIokthed S NI &
product.

D. Storage:

Store protected from light and moisture at room temperature.
E. Shelf Life:

Shelf life of Levofloxacin would be as follows:

Shelf life would be 36 months. At least 8/6fthe totl £ & G A LJdzf F G SR &aKStF tAFS YdaAld NBYLAYy G GKS GAY!
gAtt LINPOARS YI ydzZFlF OGdzNBENRa adloAfAade G§Sad REGF & dzo Bafmacguitidals, but fish thé KS  Of
packaging components should also conform to specifications suitable for use in a climate prevailing in India. The prpiegtsthiguld have been

subjected to long term stability conditions at®3D and 65% RH (relative humidity).
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F. Qualificationof the Manufacturer:

The Bidder shall furnish a certificate from the competent Regulatory Authority that the manufacturer of the pharmaceuwtitadt ps licensed to
manufacture these products. The manufacturing facility must conform to V&P standards

G. Recalls:

If products must be recalled because of problems with product quality or adverse reactions to the drug, the Suppliesbldbeto notify the purchaser
providing full details about the reason leading to the recall and shall take stepeplace the product in question at its own cost with a fresh batch of
acceptable quality, or withdraw and give a full refund if the product has been taken off the market due to safety problems.

H. Colour Coding:

The labels on Blisters, Millboard/Greybod&dxes and 5 Ply Shipper package shall be identified by white background.

I. Bar Coding

Bar code shall be used for better inventory management. It shall be printed on the label of Millboard/Grey board BgPin&kipper containing
1) Product identiication(GTIN 14) using application identifier (01)

2) Expiry Date in YYMMDD format & using application identifier (17)

3) Batch number using application identifier (10)

The labels on the Millboard/Greyboard Boxes should contain information about poinfin@s& 3 above whereas the labels on the 5%Hippers should
contain information about point nos. 1, 2 & 3 above and also be numbered consecutively using application identifier (21).

Complete details on GS1 standards along with technical guidetingsecdownloaded fromww.gslindia.org omwww.gsl.org


http://www.gs/
http://www.gs1.org/
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J. Packing:

The drug is initially packed in a Blister Strip each containing 10 tablets. 9 such strips would be further packed ifowtetk Mdlboard/Grey board boxes
and 20 such Boxes are ultimately packed-ily Shipper.

A strip consisting of individual blister of the drugs duly identified should be packed in an AlusR¥iGrblister pack. The blister should be tropicalized with
regard to moisture barrier properties for drug stability under field conditions. Quality Assurance is according to Nor@iLI &0 &0the packaging
material.

AluminiumPVC Blister:
PVC Film: Transparent, clear /amber, food grade, blister forming B\ dlIfii gauge200microns, PE coating: 25 microns, PVdC coating: 60gsm.
Aluminium foil: Hard tempered Blister foil, VMCH coated, Thickness: 0.025mm.

Spacing between tablets should be enough so as to allow removal by patients with finger deformities.
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Complex Constructions with PVC Films

0:9,9,9,90,9,9.9.9.9.9,9,9.9,9,9,9,9,9.9.9.0,0,9,.0,0,0,9,9.9.9.9.9.9,9,0,9,9,0,9,0

TECHNICAL DATA FOR THE STANDARD COMPLEXES

Complex:
Rigid PVC film gauge (microns) 200
PE coating (microns) 25
PVdC cating (gsm) 60
Total weight (gsm) 356
Complex gauge (mm) 0.280

Water Vapour Transmission Rate (W V T R):

Temperature Relative Humidity gsm/24h Vapour Transmission rate
Thermoformed Not thermoformed

‘c) % RH

20 85 gsm/24 h 0.15 0.06

38 90 gsm/24 h 0.7 0.4
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Shrinkage longitudinally

T=146C,t=20 min. (%) 5¢6
Application temperature’C) 68 74

Millboard/ Grey board Box:

Each box shall contain 9 strips. The boxes shall be labelled and fabficate@ mm corrugated cardboard surrounded on inside and outside by tightly
affixed millboard of at least 400 gsm. The style of top and bottom shall beiritftp.

5-Ply Shipper Package:

Each 5 Ply Shipper shall contain 20 millboard/greyboard boxesbhdtes shall be packed in weather resistant, triple walled, insulated, corrugated, RSC
(Universal) type 8Jf @ { KALILISNEX SIFOK L e KFE@Ay3d AGNBy3IGK 2F YAYAYdzy mpheavadid LG a
dimension ofthe carton should be such that the product does not get damaged during transportation and storage.

Each shipping carton when packed should weigh not more than 50 kg.

K. Markings:

All containers and invoices must bear the name of the product, expiry daasd appropriate storage conditions.
Millboard/Greyboard Box:

The Boxes shall be marked with the following information in a clearly legible manner which is acceptable to the Purchaser:
al ydzFl OGdzNBENRaA yIFYS yR NB3IAAGSNBR | RRNBaa

al ydzFl Ol dzNBmera [ AOSyasS vy

Batch number of the drug

Number of tablets/strips contained in the box

Date of manufacture (month and year) of the drug
Expiration date (month and year) of the drug

=A =4 =4 -4 4 A
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1 Instructions for storage and handling

1 Logo of DOTS

1 Place of manufacture (Made in )
5 ¢ Ply Shipper:

The following information shall be stenciled or labeled anFy Shippers on all four sides in bold letters of at |@aitl font size 18vith waterproof
indelible ink in a clearly legible manner which is acceptable to the Puwechas

1 Generic name of the product
1 Batch number of the drug
1 Date of manufacture of the drug (month and year)
1 Expiration date of the drug (month and year)
1 al ydzFl OGdzNBENRA yIFYS yR NB3IAaAGSNBR | RRNBaa
1 al ydzZfF I OGdzNBNRa yFaGA2ylf NBIAAGNI GA2Yy ydzYo SN
1 Destination county license or registration number
/| 2yaArAdySSQa I RRNB&aa yR SYSNHSyOe LXK2yS ydzYoSNI AyOf dzRAy3 Y2o0Af S
1 Destination airport (if any)
1 Contract number
1 Number of Millboard/Greyboard Boxes contained in the carton (5 Ply Shipper)
1 Gross weight of each carton ()
1 Instructions for storage and handling
1 Logo of DOTS
1 Place of manufacture (Made in )

L. Documentation:

Supplier shall provide to Purchaser a copy of the batch record, including all quality assurance documentation for thdeimaglsapplied.
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M. Dimensions of the logos:

MILLBOARD/GREYBOARD BOX

3.5x3 cm

DOTS- ]
sure cure for TB. @ te-too



Section VII: Technical Specifications

90

5 ¢ Ply Shipper

5.5x4.7 cm

M =20
Y =100

M =100
. Y =100

M =60
Y =100

DOTS-
surecure forTB. @ K=100
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PRODUCT CO{2&
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Product Code 24

A. Specific requirements:
Item:

Product Code 24 (PC 24) consistsCycloserine (250 mg.) capsule. The drug contained in the product shall be currently registered in the country of
manufacture and shall meet all requirements of the licensing authority of the country of manufacture. The drug contaimegbiiaduct shh also be
currently registered in India and shall meet all the requirements of the licensing authority in India.

Description:

Cycloserine Capsules contained in blisters of the strip shall conform to the general requirements of Capsules and timeenggjuireler individual
monograph given in IP.

Cycloserine Capsules contain Cycloserine.
Each capsule shall contain
Cycloserine IP 250 mg

The quality of Cycloserine should conform to the requirements of the individual monograph given in IP or othesd@paeia of equivalent accuracy in
case of international transactions.

Protocols and Testing:

For International manufacturers

Complete test protocols along with the samples of all the batches should be sent to the Head of a &bstiatpily identified and specified by the
purchaser.

For local manufacturers:
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Complete Test Protocol and samples are taken and sent to the laboratory (identified by the purchaser) by the Inspeeirdu{yféealed and signed by
him or his authorized qgresentative.

Protocols of tests should include the requirements given for Capsules and those included under individual monographRjiVeesides the following
tests.

Package Integrity Test:

Check 10 strips. Bundle up the strips and submerge theremndter in a vacuum desiccator or equivalent device. Draw a vacuum of about 18k Pa (15 cm
of mercury or-0.8 bar) and hold for a minute. Examine for the air leakage indicated by a fine stream of bubbles. Reestablish normabpickepen
strips to exanme for water penetration.

Microbial Count:

When the test is conducted as per IP

-Total viable aerobic counNot more than 18bacteria and not more than £@ungi per gram
-Absence of Escherichia coli.

The drug should be dispatched to the consignee onlglearance from the Testing Laboratory. The drug shall be released on the basis of Protocol scrutiny
by the authorized representative of the Purchaser and testing of the drugs by authorized laboratory.

Each batch should be accompanied with a certifidaien the manufacturer that the drugs meet the specified requirements.
B. Labelling:
General requirements of the labels:

1 Shall meet WHO GMP standards.

1 All the labels should be peel proof.

1 & wb ¢ Central GovernmentSupphpo h ¢ Chw {! [ 9¢ 5 N¥iRbEe imprintdoR it labeld of strips,
Millboard/Greyboard Boxes & 5 Ply Shippers
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Labelling on Strip of Blisters:

The label shall indicate the content of Cycloserine IP in each capsule.

All labelling should be in weatherproof ink and shall vitéihsl immersion in water and remain intact.

The label shall incorporate manufacturing license no., batch no., date of mfg., date of expiry of the individual drugagedrstpuirements.

The label shall conform to the requirements of Rule 96 of Drugs &€las Act.
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Labelling on Millboard/Greyboard Box:
The label shall indicate the content of Cycloserine IP in each capsule.

The label shall incorporate manufacturing license no., batch no. date of mfg., date of expiry, of the drug and storagmeeatgidong with the number of
the strips. The label shall include Bar Code and be tear proof, to be pasted on smooth surface to enable it to be re@ddsy Bader.

The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.

MILLBOARDEREYBOARD BOX

MDRTB TREATMENT DRUG CONTAINS PRODUCT CODE 24
CYCLOSERINE CAPSULES 250 mg (9 x)10 Caps
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Each Blister Strip Contains 10 Capsules of Cycloserine( 250 mg)

Batch Nos:
Mfg. Date:
Exp. Date )

pors- !
. sure cure for TB.
a w b ¢¢/Central Government St |

SCHEDULE H DRUGS 5 bl YS

Manufacturing Lic. No.

Labelling on SPly Shipper:

The labels on shipper package must be attached to at least two sides. The label should include the name of the produshbéreoh
Millboard/Greyboard Boxeshe number of strips, the name of the manufacturer, batch number, Mfg. date & Expiry date of the drug. The label shall also
include storage handling instructions. The label shall include Bar Code and be tear proof, to be pasted on smooth sudateitto be read by Bar Code

reader.
The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.

5¢PLY SHIPPER
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Numbering of shipper packaging:

All 5 Ply Shippers should be numbered consecutively. Shipping documents should be included ipénashipered first (consignee wise).

C. Quality Assurance:

Compliance:

The Supplier shall
the products as
shipment (a)
provisions of the
and related

meet the
standards ér

and quality; (c) are
purposes made
Seller; (d) meet the
of manufacturing
regulation of
pharmaceuticals in
origin; (e) are free
workmanship and
and (f) have been

(S?Iés cu ré forTB.
Batch No. :
Mfg. Date:
Exp. Date:

SCHEDLE H DRUGS

a w b ¢ Central Government Supply
¢cb2d FT2NJ {IfS¢
al ydzfFl OG dzZNB N &

Manufacturing Lic. No.

MDRTB TREATMENT DRUG CONTAINS PRODUCT CODE 24
CYCLOSERINE CAPSULES 250 mg
20 Millboard/Greyboard Boxes

bl YS

cs?};:sgu re for TB.

as per WHO GMP requirements.

Evidence:

guarantee that
packed for
comply with all
specification
documents; (b)
recognized
safety, efficacy
fit for the
known to the
requirements
legislation and

the country of
from defects in
in materals
manufactured
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The Supplier shall provide objective evidence, acceptable to the Purchaser, of the satisfaction of the requirementoofittésidfor which no specific
inspection has been memtned.

The Supplier shall provide a copy of the manufacturing record and procedures to the Purchaser for each lot intendeddat.shipm
The Supplier shall provide a copy of Validatiecords with regards to process validation demonstrating batch to beacisistency.
The Supplier shall provide a copy of the Certificate of Analysis for each lot intended for shipment

The Supplier shall provide to the Purchaser a copy of the approval of each source material, constituent material and ¢dorpeaem lot inended for
shipment.

The Supplier shall provide evidence of basis for expiration dating and other stability data concerning the commeraakfga! gppon request.

The test data for raw materials, -fprocess, finished product and packaging materialitgsmust be on record for each lot shipped and must be made
F@FAflrofS (2 t dzZNOKFASNDAa NBLINBaSyialridAodSa 6KSy NBIdzSaiSR®

Details of samples lifted for testing (such as quantity of strips, Millboard/Greyboard boxes, batch no. etc.) shouldderpasieking B5 Ply Shipper and
records to this effect be also made available to the purchaser.

Inspection:

¢KS t dZNOKIF&aSNJ YIe& AyalLlsSod FyR al YLX S 2N Ol dzasS G2 0 Sutually agre¥dhle tBne priord K S
to the shipment of the product.

The successful Bidder will also be required to provide the Purchaser with access to its manufacturing facilities totsnfguéltieis, quality control
procedures for raw materials, test methods;process tests, and finigld dosage forms.

Testing:

The Purchaser may cause independent laboratory testing to be performed as deemed necessary to assure that the goodsoctivdopnedcribed

LIN

NEIljdzZA NSYSyidaod ¢KS alAR f1 02N G2NE § Segiigpstandayualifiédito conBuct 2jiality(agsGrande dest®da Ithd S NI &

product.



Section VII: Technical Specifications 99

D. Storage:

Store in a dry place below %D.

E. Shelf Life:

Shelf life of Cycloserine would be as follows:

Shelf life would be 24 months. At least B/6f the total stipulated K St ¥ f AFS Ydzad NBYFAY G GKS GAYS 2F | NNAR(
gAff LINPDARS YIydzZlI OGdz2NENRa adGroAftAade GdSaid RFGF & dzo Bafmacgitidals, bk ish thé KS Of
packaging comgnents should also conform to specifications suitable for use in a climate prevailing in India. The product supplied astobeeh

subjected to long term stability conditions at®3D and 65% RH (relative humidity)

F. Qualification of the Manufactrer:

The Bidder shall furnish a certificate from the competent Regulatory Authority that the manufacturer of the pharmacewtitadt ps licensed to
manufacture these products. The manufacturing facility must conform to VAP standards.

G. Recalls:

If products must be recalled because of problems with product quality or adverse reactions to the drug, the Supplier widkbet@blotify the purchaser
providing full details about the reason leading to the recall and shall take steps to replace thetpiodjuestion at its own cost with a fresh batch of
acceptable quality, or withdraw and give a full refund if the product has been taken off the market due to safety problems.

H. Colour Coding:
The labels on Blisters, Millboard/Greyboard Boxes and Siipper package shall be identified by white background.
I. Bar Coding:

Bar code shall be used for better inventory management. It shall be printed on the label of Millboard/Grey board BgPan&hipper containing
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1) Product identification(GTIN 14sing application identifier (01)
2) Expiry Date in YYMMDD format & using application identifier (17)
3) Batch number using application identifier (10)

The labels on the Millboard/Greyboard Boxes should contain information about point nos. 1, 2 & 3dimreas the labels on the 5 PBhippers should
contain information about point nos. 1, 2 & 3 above and also be numbered consecutively using application identifier (21).

Complete details on GS1 standards along with technical guidelines can be dowifitoatesvw.gslindia.org omwww.gsl.org

J. Packing:

The drug is initially packed in a Blister Strip each containing 10 capsules. 9 such strips would be further packeipwvadevillboardGrey board
boxes and 20 such Boxes are ultimately packedRitySShipper.

A strip consisting of individual blister of the drugs duly identified should be packed in an AlusRi¥i@rblister pack. The blister should be tropicalized with
regard to moisturebarrier properties for drug stability under field conditions. Quality Assurance is according to Norm ISO 9001 for elahimga
material.

AluminiumPVC Blister:
PVC Film: Transparent, clear /amber, food grade, blister forming PVC film, film 8@0wgécrons, PE coating: 25 microns, PVdC coating: 60gsm.
Aluminium foil: Hard tempered Blister foil, VMCH coated, Thickness: 0.025mm.

Spacing between capsules should be enough so as to allow removal by patients with finger deformities.


http://www.gs/
http://www.gs1.org/
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Complex Constrctions with PVC Films

0:9,9,90,9,9,9.9,9.9.9,9,9,90,0,9,9,9,9.9.9.9,9,9,9,0,0,9,9.9.9.9.9,9,9,9,9,9,9,9, 0

TECHNICAL DATA FOR THE STANDARD COMPLEXES

Complex:
Rigid PVC film gauge (microns) 200
PE coating (microns) 25
PVdC coating (gsm) 60
Total weight (gsm) 356
Complex gauge (mm) 0.280
Water Vapour Transmission Rate (W V T R):
Temperature Relative Humidity gsm/24h Vapour Transmission rate
Thermoformed Not thermoformed
Cc) % RH
20 85 gsm/24 h 0.15 0.06

38 90 gsm/24 h 0.7 0.4
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Shrinkage longitudinally

T=146C,t=20 min. (%) 5¢6
Application temperature’C)68 ¢ 74
Millboard/ Grey board Box:

Each box shall contain 9 strips. The boxes shall be labelled and fabricated from 3 mm corrugated cardboard dusroursige and outside by tightly
affixed millboard of at least 400 gsm. The style of top and bottom shall beiritftp.

5-Ply Shipper Package:

Each 5 Ply Shipper shall contain 20 millboard/greyboard boxes. The boxes shall be packed in weathdr négistavalled, insulated, corrugated, RSC
(Universal) type 8Jf @ { KALILISNEX SIFOK L& KFE@Ay3d AGNBy3IlGK 2F YAYAYdzy mpheaadid LG a
dimension of the carton should be such that the protidoes not get damaged during transportation and storage.

Each shipping carton when packed should weigh not more than 50 kg.

K. Markings:

All containers and invoices must bear the name of the product, expiry dates of and appropriate storage conditions.

Millboard/Greyboard BoxThe Boxes shall be marked with the following information in a clearly legible manner which is acceptable to the Purchaser:

al ydzFl OGdzNBENRA yIFYS IyR NB3IAaAGSNBR | RRNBaa
al ydzfFl OGdzNBNDRa [ AOSyasS ydzyo SN

Batch number of the drug

Number of casules/strips contained in the box

Date of manufacture (month and year) of the drug

Expiration date (month and year) of the drug

Instructions for storage and handling

Logo of DOTS

Place of manufacture (Made in )

=A =4 =4 -4 4 -4 -8 -4 4
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5 ¢ Ply Shipper:

The following infomation shall be stenciled or labeled org Ply Shippers on all four sides in bold letters of at |@aitl font size 18vith waterproof
indelible ink in a clearly legible manner which is acceptable to the Purchaser:

1 Generic name of the product
1 Batch number of the drug
1 Date of manufacture of the drug (month and year)
1 Expiration date of the drug (month and year)
1 al ydzFl OGdzNBENRA yIFYS yR NB3IAaAGSNBR | RRNBaa
1 al ydzZF I OGdzNBNRa yFaGA2ylf NBIAAGNI GA2Yy ydzYo SN
1 Destination country license or registration number
Consigb SQ& | RRNBaa YR SYSNHSyOé LIK2yS ydzYoSNJ AyOf dzZRAYy 3 Y20At S ydzy
1 Destination airport (if any)
1 Contract number
1 Number of Millboard/Greyboard Boxes contained in the carton (5 Ply Shipper)
1 Gross weight of each carton (in kg)
1 Instructions for storage and handj
1 Logo of DOTS
1 Place of manufacture (Made in )

L. Documentation:

Supplier shall provide to Purchaser a copy of the batch record, including all quality assurance documentation for thdeimglsapplied.
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M. Dimensions of the logos:

MILLBOARD/GREYBOARD BOX

3.5x3 cm

DOTS-
sure cure for TB.
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5 ¢ Ply Shipper

o 5.5x4.7 cm o
M =20
Y =100
. M =100
Y =100
M =60
Y =100
DOTS-

surecureforTB. @ k=10
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PRODUCT CO{L28
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Product Code 20

A. Specific requirements:
Item:

Product Code 20 (PC 20) consists of Ethionamide (250 mg.) tablets. Theamtained in the product shall be currently registered in the country of
manufacture and shall meet all requirements of the licensing authority of the country of manufacture. The drug contaimegbiioduct shall also be
currently registered in Indiaral shall meet all the requirements of the licensing authority in India.

Description:

Ethionamide Tablets contained in blisters of the strip shall conform to the general requirements of Tablets and the redsinemaer individual
monograph given in IP.

Ethionamide Tablets contain Ethionamide.
Each Tablet shall contain
Ethionamide IP 250 mg

The quality of Ethionamide should conform to the requirements of the individual monograph given in IP or other Pharmaafogapgiizalent accuracy in
case of iternational transactions.

Protocols and Testing:

For International manufacturers

Complete test protocols along with the samples of all the batches should be sent to the Head of a Testing laboratosdidewtifpecified by the
purchaser.
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For local manufacturers:

Complete Test Protocol and samples are taken and sent to the laboratory (identified by the purchaser) by the Inspeeirdu{yféealed and signed by
him or his authorized representative.

Protocols of tests should inae the requirements given for Tablets and those included under individual monograph given in IP, besides the following tests.
Package Integrity Test:

Check 10 strips. Bundle up the strips and submerge them under water in a vacuum desiccator or equvalenbDdaw a vacuum of about 18k Pa (15 cm
of mercury or-0.8 bar) and hold for a minute. Examine for the air leakage indicated by a fine stream of bubbles. Reestablish normabpickepen
strips to examine for water penetration.

Microbial Count:

When the test is conducted as per IP

-Total viable aerobic counNot more than 18bacteria and not more than £@ungi per gram
-Absence of Escherichia coli.

The drug should be dispatched to the consignee only on clearance from the Testing LaboratorugTsdteall be released on the basis of Protocol scrutiny
by the authorized representative of the Purchaser and testing of the drugs by authorized laboratory.

Each batch should be accompanied with a certificate from the manufacturer that the drugs mepetitesl requirements.
B. Labelling:
General requirements of the labels:

1 Shall meet WHO GMP standards.
1 All the labels should be peel proof.
)l

& wb ¢Central GovernmentSupplp h¢ Chw {! [ 9¢ YR a{ OKSRdz S | 5 NMibdardiEybd® BoxesRIEA y (i SR

Ply Shippers.
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Labelling on Strip of Blisters:
The label shall indicate the content of Ethionamide IP in each tablet.
All labelling should be in weatherproof ink and shall withstand immersion in water and remain intact.

The ldel shall incorporate manufacturing license no., batch no., date of mfg., date of expiry of the individual drug and stuagments.

The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.
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Labelling on Millboard/Greybard Box:
The label shall indicate the content of Ethionamide IP in each tablet.

The label shall incorporate manufacturing license no., batch no. date of mfg., date of expiry, of the drug and storagmeeatgialong with the number of
the strips. The llael shall include Bar Code and be tear proof, to be pasted on smooth surface to enable it to be read by Bar Code reader.

The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.

MILLBOARD/GREYBOARD BOX

MDRTB TREATMENT DRUG CAIN$ PRODUCT CODE 20
ETHIONAMIDE TABLETS 250 mg (9 x 10 Tjablets
Each Blister Strip Contains 10 Tablets of Ethionamide ( 250 mg)

Batch Nos: }

) DOTS- **
Mfg. Date: ngéS cure for TB.
Exp. Date

SCHEDULE H DRUGS

a w b ¢¢/Central Government Supply
cbh2d F2NJ {IfS¢
al ydzFl Ot dzZNBNRa bl YS

ManufacturingLic. No.
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Labelling on SPly Shipper:

The labels on shipper package must be attached to at least two sides. The label should include the name of the produstbéreoh
Millboard/Greyboard Boxes, the number of strips, the name of thexufiacturer, batch number, Mfg. date & Expiry date of the drug. The label shall also
include storage handling instructions. The label shall include Bar Code and be tear proof, to be pasted on smooth sudateitdo be read by Bar Code
reader.

The Abel shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.

5¢PLY SHIPPER
MDRTB TREATMENT DRUG CONTAINS PRODUCT CODE 20

ETHIONAMIDE TABLETS 250 mg
20 Millboard/Greyboard Boxes

(] ]
| | |

S uwe lorTB. DTS e or TB.
Batch No. :
Mfg. Date:
Exp. Date:

SCHEDULE H DRUGS

a w b ¢ Ceantral Government Supply
cb2d F2NJ {IfS¢
al ydzFl OGdzZNENRA& bl YS

Manufacturing Lic. No.
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Numbering of shipper packaging:

All 5 Ply Shippers should be numbered consecutively. Shipping documents should be included in the shipper numberesidinse(csn).
C. Quality Assurance:

Compliance:

The Supplier shall guarantee that the products as packed for shipment (a) comply with all provisions of the specificegiatedrdbcuments; (b) meet

the recognized standards for safety, efficacy and qudlifyare fit for the purposes made known to the Seller; (d) meet the requirements of manufacturing
legislation and regulation of pharmaceuticals in the country of origin; (e) are free from defects in workmanship and iaisvatdr(f) have been
manufactued as per WHO GMP requirements.

Evidence:

The Supplier shall provide objective evidence, acceptable to the Purchaser, of the satisfaction of the requirementoofittésidfor which no specific
inspection has been mentioned.

The Supplier shall provigecopy of the manufacturing record and procedures to the Purchaser for each lot intended for shipment.
The Supplier shall provide a copy of Validatiecords with regards to process validation demonstrating batch to batch consistency.
The Supplier shallrpvide a copy of the Certificate of Analysis for each lot intended for shipment

The Supplier shall provide to the Purchaser a copy of the approval of each source material, constituent material and ¢dorpeaem lot intended for
shipment.

The Supplieshall provide evidence of basis for expiration dating and other stability data concerning the commercial final packagegugsin r

The test data for raw materials, -fprocess, finished product and packaging material testing must be on record for dagtigped and must be made
g AflrofS G2 t dzZNOKFASNRA NBLINBaSydalridA@dSa 6KSy NBIdzSaiSR
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Details of samples lifted for testing (such as quantity of strips, Millboard/Greyboard boxes, batch no. etc.) shouldderpasieking of 5 Ply Shipper and
records to ths effect be also made available to the purchaser.

Inspection:

¢KS t dZNOKIF&aSNJ YIé AyaLlsSod FyR &l YL ST 2N Ol dzasS G2 o0 Sutually agre¥dnle tBre priori KS  LIN
to the shipment of the product.

The secessful Bidder will also be required to provide the Purchaser with access to its manufacturing facilities to inspdttiets facality control
procedures for raw materials, test methods;process tests, and finished dosage forms.

Testing:

The Purbaser may cause independent laboratory testing to be performed as deemed necessary to assure that the goods conformetzribedpr
NBIljdANBYSyliaod ¢KS alFAR flFro02NIG2NE (SadGdAy3da &Kl ff 0S5 gy assitdice ttedNdd khe & S N &
product.

D. Storage:

Store protected from light and moisture at room temperature.
E. Shelf Life:

Shelf life of Ethionamide would be as follows:

Shelf life would be 24 months. At least 5/6f the total stipulated sheldl ¥S  Ydzad NBYFAYy G GKS GAYS 2F FNNAGIt |
gAtt LINPOARS YI ydzZFlF OGdzNBENRa adloAfAade G§Sad REGF & dzo Bafmacguitidals, but fish thé KS  Of
packaging componentshould also conform to specifications suitable for use in a climate prevailing in India. The product supplied should ihave bee
subjected to long term stability conditions at®3D and 65% RH (relative humidity)

F. Qualification of the Manufacturer:
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The Bidder shall furnish a certificate from the competent Regulatory Authority that the manufacturer of the pharmaceuticaltpsodiobensed to
manufacture these products. The manufacturing facility must conform to VAP standards.

G. Recalls:

If productsmust be recalled because of problems with product quality or adverse reactions to the drug, the Supplier will be oblayidg tioenpurchaser
providing full details about the reason leading to the recall and shall take steps to replace the produestiomat its own cost with a fresh batch of
acceptable quality, or withdraw and give a full refund if the product has been taken off the market due to safety problems.

H. Colour Coding:

The labels on Blisters, Millboard/Greyboard Boxes and 5 Ply Shippleaige shall be identified by white background.

|. Bar Coding:

Bar code shall be used for better inventory management. It shall be printed on the label of Millboard/Grey board BgPan&hipper containing
1) Product identification(GTIN 14) usingpdipation identifier (01)

2) Expiry Date in YYMMDD format & using application identifier (17)

3) Batch number using application identifier (10)

The labels on the Millboard/Greyboard Boxes should contain information about point nos. 1, 2 & 3 above wietabels on the 5 Pighippers should
contain information about point nos. 1, 2 & 3 above and also be numbered consecutively using application identifier (21).

Complete details on GS1 standards along with technical guidelines can be downloadesivivogslindia.org omwww.gsl.org


http://www.gs/
http://www.gs1.org/
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J. Packing:

The drug is initially packed in a Blister Strip each containing 10 Tablets. 9 such strips would be further packed ilowieideMitiboard/Grey boed boxes
and 20 such Boxes are ultimately packed-il6 Shipper.

A strip consisting of individual blister of the drugs duly identified should be packed in an AlurRwiGrblister pack. The blister should be tropicalized with
regard to moisture barrieproperties for drug stability under field conditions. Quality Assurance is according to Norm ISO 9001 for all the packaging
material.

AluminiumPVC Blister:
PVC Film: Transparent, clear /amber, food grade, blister forming PVC film, film 8@0gecrons PE coating: 25 microns, PVdC coating: 60gsm.
Aluminium foil: Hard tempered Blister foil, VMCH coated, Thickness: 0.025mm.

Spacing between Tablets should be enough so as to allow removal by patients with finger deformities.
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Complex Constructions with R Films

0:9,9,9,90,9,9.9.9.9.9,9,9.9,9,9,9,9,9.9.9.0,0.9,.9,0,0,9,9.9.9.9.0,9,9,0,9,9,0,9, 0

TECHNICAL DATA FOR THE STANDARD COMPLEXES

Complex:
Rigid PVC film gauge (microns) 200
PE coating (microns) 25
PVdC coating (gsm) 60
Total weight(gsm) 356
Complex gauge (mm) 0.280
Water Vapour Transmission Rate (W V T R):
Temperature Relative Humidity gsm/24h Vapour Transmission rate
Thermoformed Not thermoformed
Cc) % RH
20 85 gsm/24 h 0.15 0.06
38 90 gsm/24 h 0.7 0.4

Shrinkagp longitudinally

T=146C,t=20 min. (%) 5¢6
Application temperature’C)68 ¢ 74
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Millboard/ Grey board Box:

Each box shall contain 9 strips. The boxes shall be labelled and fabricated from 3 mm corrugated cardboard surroundisdama iegside by tightly

affixed millboard of at least 400 gsm. The style of top and bottom shall beiritftp.

5-Ply Shipper Package:

Each 5 Ply Shipper shall contain 20 millboard/greyboard boxes. The boxes shall be packed in weather resistant, tripieswlalied, corrugated, RSC

(Universal) type 8Jf @ { KALILISNEX SIFOK L e KFE@Ay3d AaGNBYy3IIK 2F YAYAYdzy
dimension of the carton should be such that the product does not getafjed during transportation and storage.

Each shipping carton when packed should weigh not more than 50 kg.

K. Markings:

All containers and invoices must bear the name of the product, expiry dates of and appropriate storage conditions.
Millboard/Greyboard Box:

The Boxes shall be marked with the following information in a clearly legible manner which is acceptable to the Purchaser:
al ydzFl OG0 dzNBENRA yIFYS IyR NB3IAaAGSNBR | RRNBaa

al ydzfF OGdzNBNDRa [ AOSyasS ydzyo SN

Batch number of the drug

Number of Tablets/strips ctained in the box

Date of manufacture (month and year) of the drug

Expiration date (month and year) of the drug

Instructions for storage and handling

Logo of DOTS

Place of manufacture (Made in )

=4 =4 -4 4 -4 -8 -8 -4 9

M Pphe avaryld L

a
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5 ¢ Ply Shipper:

The following information shall b&tenciled or labeled on §Ply Shippers on all four sides in bold letters of at |@aitl font size 18vith waterproof
indelible ink in a clearly legible manner which is acceptable to the Purchaser:

1 Generic name of the product
1 Batch number of the drug
1 Date of manufacture of the drug (month and year)
1 Expiration date of the drug (month and year)
1 al ydzFl OGdzNBENRAa yIFYS yR NB3IAaAGSNBR | RRNBaa
1 al ydzZfFI OGdzNBNRa yFadA2ylf NBIAAGNI GA2Yy ydzYo SN
1 Destination country license or registration number
/| 2y &hi3dy S S Qa&meagBigyNhBoaainunibgt Rcluding mobile number
1 Destination airport (if any)
1 Contract number
1 Number of Millboard/Greyboard Boxes contained in the carton (5 Ply Shipper)
1 Gross weight of each carton (in kg)
1 Instructions for storage and handling
1 Logo of DOTS

1 Place of manufacture (Made in )
L. Documentation:

Supplier shall provide to Purchaser a copy of the batch record, including all quality assurance documentation for thdeimglsapplied.
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M. Dimensions of the logos:

MILLBOARD/GREYBOARD BOX

3.5x3 cm

DOTS-
cs?JréS cure forTB.
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5 ¢ Ply Shipper

5.5x4.7 cm

M =20
Y =100

M =100
. Y =100

M =60
Y =100

DOTS-
cs?JreScureforTB. @ «=100
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PRODUCT CO38
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Product Code 30

A. Specific requirements:
Item:

Product Code 30 (PC 30) consists of Ethionamide (125 mg.) tablets. The drug contained irdtice girall be currently registered in the country of
manufacture and shall meet all requirements of the licensing authority of the country of manufacture. The drug contaimegiaduct shall also be
currently registered in India and shall meet all teguirements of the licensing authority in India.

Description:

Ethionamide Tablets contained in blisters of the strip shall conform to the general requirements of Tablets and the rexsingmaer individual
monograph given in IP.

Ethionamide Tablets coain Ethionamide.
Each Tablet shall contain
Ethionamide IP 125 mg

The quality of Ethionamide should conform to the requirements of the individual monograph given in IP or other Pharmaafogapgiizalent accuracy in
case of international transactis.

Protocols and Testing:

For International manufacturers

Complete test protocols along with the samples of all the batches should be sent to the Head of a Testing laboratosdidewtiBpecified by the
purchaser.

For local manu#cturers:
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Complete Test Protocol and samples are taken and sent to the laboratory (identified by the purchaser) by the Inspeeirdu{yféealed and signed by
him or his authorized representative.

Protocols of tests should include the requirementgegi for Tablets and those included under individual monograph given in IP, besides the following tests.
Package Integrity Test:

Check 10 strips. Bundle up the strips and submerge them under water in a vacuum desiccator or equivalent device. Drawah alacuul8k Pa (15 cm
of mercury or-0.8 bar) and hold for a minute. Examine for the air leakage indicated by a fine stream of bubbles. Reestablish normabpickepen
strips to examine for water penetration.

Microbial Count:

When the test is conductkas per IP

-Total viable aerobic counNot more than 168bacteria and not more than £@ungi per gram
-Absence of Escherichia coli.

The drug should be dispatched to the consignee only on clearance from the Testing Laboratory. The drug shall bemdleasesis of Protocol scrutiny
by the authorized representative of the Purchaser and testing of the drugs by authorized laboratory.

Each batch should be accompanied with a certificate from the manufacturer that the drugs meet the specified requirements.
B. Labelling:
General requirements of the labels:

1 Shall meet WHO GMP standards.

1 All the labels should be peel proof.

1 & wb ¢Central GovernmentSupplp h ¢ Chw {![9¢ YR a{ OKSRdz S | 5NHzZA¢ G2 06S AYLN
Millboard/Greyboard Bxes & 5 Ply Shippers
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Labelling on Strip of Blisters:
The label shall indicate the content of Ethionamide IP in each tablet.
All labelling should be in weatherproof ink and shall withstand immersion in water and remain intact.

The label shall incorporatmanufacturing license no., batch no., date of mfg., date of expiry of the individual drug and storage requirements.

The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.
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Labelling on Millboard/Greyboard Box:
The bbel shall indicate the content of Ethionamide IP in each tablet.

The label shall incorporate manufacturing license no., batch no. date of mfg., date of expiry, of the drug and storagmeeatgialong with the number of
the strips. The label shall inde Bar Code and be tear proof, to be pasted on smooth surface to enable it to be read by Bar Code reader.

The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.

MILLBOARD/GREYBOARD BOX

MDRTB TREATMENT DRUG CONTAINS PRODDE3BCO
ETHIONAMIDE TABLETS 125 mg (9 x 10 Tiablets

Each Blister Strip Contains 10 Tablets of Ethionamide ( 125 mg)

n

=

;‘«E

‘Q{J

Batch Nos: «"
D%re cure for TB.

Mfg. Date:

Exp. Date SCHEDULE H DRUGS

& w b ¢¢/Ceéntral Government Supply
cb20G F2NJ {IfS¢
al ydzFl OGdzZNENRa bl YS

Manufacturing Lic. No.
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Labelling on SPly Shipper:

The labels on shipper package must be attached to at least two sides. The label should include the name of the produstbéreoh
Millboard/Greyboard Boxes, the number of strips, the name of the manufacturer, batetber, Mfg. date, & Expiry date of the drug. The label shall also
include storage handling instructions. The label shall include Bar Code and be tear proof, to be pasted on smooth sudateitdo be read by Bar Code
reader.

The label shall conforo the requirements of Rule 96 of Drugs & Cosmetics Act.
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5¢PLY SHIPPER

MDRTB TREATMENT DRUG CONTAINS PRODUCT CODE 30
ETHIONAMIDE TABLETS 125 mg
20 Millboard/Greyboard Boxes

DO sure for TB. DO Reure for TB.
Batch No. :
Mfg. Date:
Exp. Date:

SCHEDULE H DRUGS

a w b ¢ Ceantral Government Sty
cbh2d FT2NJ { It S¢

al ydzFl OG0 dzNBENRa bl YS

Manufacturing Lic. No.
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Numbering of shipper packaging:

All 5 Ply Shippers should be numbered consecutively. Shipping documents should be included in the shipper numberesidinse(eose).
C. Quality Assurance:

Compliance:

The Supplier shall guarantee that the products as packed for shipment (a) comply with all provisions of the specificegiatedrdbcuments; (b) meet

the recognized standards for safety, efficacy and quality; (c) dfi@r fihe purposes made known to the Seller; (d) meet the requirements of manufacturing
legislation and regulation of pharmaceuticals in the country of origin; (e) are free from defects in workmanship and iaisvatdr(f) have been
manufactured as per WO GMP requirements.

Evidence:

The Supplier shall provide objective evidence, acceptable to the Purchaser, of the satisfaction of the requirementoofittésidfor which no specific
inspection has been mentioned.

The Supplier shall provide a copy bé&tmanufacturing record and procedures to the Purchaser for each lot intended for shipment.
The Supplier shall provide a copy of Validatiecords with regards to process validation demonstrating batch to batch consistency.
The Supplier shall provide amoof the Certificate of Analysis for each lot intended for shipment

The Supplier shall provide to the Purchaser a copy of the approval of each source material, constituent material and ¢dorpeaem lot intended for
shipment.

The Supplier shall prade evidence of basis for expiration dating and other stability data concerning the commercial final package upon request.

The test data for raw materials, -fprocess, finished product and packaging material testing must be on record for each lot shigpetlat be made
g AflrofS G2 t dzZNOKFASNRA NBLINBaSyialridA@dSa 6KSy NBIdzSaiSR
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Details of samples lifted for testing (such as quantity of strips, Millboard/Greyboard boxes, batch no. etc.) shouldderpasieking of 5 Ply Shipper and
records to this effect & also made available to the purchaser.

Inspection:

¢KS t dZNOKIF&aSNJ YIé AyaLlsSod FyR &l YL ST 2N Ol dzasS G2 o0 Sutually agre¥dnle tBre priori KS  LIN
to the shipment of the product.

The successful @er will also be required to provide the Purchaser with access to its manufacturing facilities to inspect its facikies,cqatrol
procedures for raw materials, test methods;process tests, and finished dosage forms.

Testing:

The Purchaser mayause independent laboratory testing to be performed as deemed necessary to assure that the goods conform to the prescribed
NBIljdANBYSyliaod ¢KS alFAR flFo02NIG2NE (SadAy3da aKlkftf 0S5 alfy asiukafice tesigdidtid & S N &
product.

D. Storage:

Store protected from light and moisture at room temperature.
E. Shelf Life:

Shelf life of Ethionamide would be as follows:

Shelf life would be 24 months. At least B/6f the total stipulated shelf life must¥el Ay i GKS GAYS 2F I NNAGIE |G GKS
gAtt LINPOARS YI ydzZFlF OGdzNBENRa adloAfAade G§Sad REGF & dzo Bafmacguitidals, but fish thé KS  Of
packaging components should alsonform to specifications suitable for use in a climate prevailing in India. The product supplied should have been
subjected to long term stability conditions at®3D and 65% RH (relative humidity).
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F. Qualification of the Manufacturer:

The Biddershall furnish a certificate from the competent Regulatory Authority that the manufacturer of the pharmaceutical prodwensedi to
manufacture these products. The manufacturing facility must conform to VAP standards.

G. Recalls:

If products must b recalled because of problems with product quality or adverse reactions to the drug, the Supplier will be obliged thenptifghaser
providing full details about the reason leading to the recall and shall take steps to replace the product in gaegsoswn cost with a fresh batch of
acceptable quality, or withdraw and give a full refund if the product has been taken off the market due to safety problems.

H. Colour Coding:

The labels on Blisters, Millboard/Greyboard Boxes and 5 Ply Shipper patiedigee identified by white background.

I. Bar Coding:

Bar code shall be used for better inventory management. It shall be printed on the label of Millboard/Grey board BgPin&kipper containing
1) Product identification(GTIN 14) using applioatidentifier (01)

2) Expiry Date in YYMMDD format & using application identifier (17)

3) Batch number using application identifier (10)

The labels on the Millboard/Greyboard Boxes should contain information about point nos. 1, 2 & 3 above whereasidtmnlttie 5 Phshippers should
contain information about point nos. 1, 2 & 3 above and also be numbered consecutively using application identifier (21).

Complete details on GS1 standards along with technical guidelines can be downloadesivivomslindia.org omwww.gsl.org


http://www.gs/
http://www.gs1.org/
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J. Packing:

The drug is initially packed in a Blister Strip each containing 10 tablets. 9 such strips would be further packed itowtéte Mdlboard/Grey board baes
and 20 such Boxes are ultimately packed-il6 Shipper.

A strip consisting of individual blister of the drugs duly identified should be packed in an AlurRwiGrblister pack. The blister should be tropicalized with
regard to moisture barrier propdéies for drug stability under field conditions. Quality Assurance is according to Norm ISO 9001 for all the packaging
material.

AluminiumPVC Blister:
PVC Film: Transparent, clear /amber, food grade, blister forming PVC film, film 880gecrons, PE abing: 25 microns, PVdC coating: 60gsm.
Aluminium foil: Hard tempered Blister foil, VMCH coated, Thickness: 0.025mm.

Spacing between tablets should be enough so as to allow removal by patients with finger deformities.
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Complex Constructions with PVC Films

0:9,9,9,90,9,9.9.9.9.9,9,9.9,9,9,9,9,9.9.9.0,0.9,.9,0,0,9,9.9.9.9.0,9,9,0,9,9,0,9, 0

TECHNICAL DATA FOR THE STANDARD COMPLEXES

Complex:
Rigid PVC film gauge (microns) 200
PE coating (microns) 25
PVdC coating (gsm) 60
Total weight (gsm) 356
Complex gauge (mm) 0.280
Water Vapour Transmission Rate (W V T R):
Temperature Relative Humidity gsm/24h Vapour Transmission rate
Thermoformed Not thermoformed
Cc) % RH
20 85 gsm/24 h 0.15 0.06
38 90 gsm/24 h 0.7 0.4

Shrinkage londudinally

T=146C,t=20 min. (%) 5¢6
Application temperature’C)68 ¢ 74



Section VII: Technical Specifications 133

Millboard/ Grey board Box:

Each box shall contain 9 strips. The boxes shall be labelled and fabricated from 3 mm corrugated cardboard surrounaledamd iastsideby tightly
affixed millboard of at least 400 gsm. The style of top and bottom shall beiritftp.

5-Ply Shipper Package:

Each 5 Ply Shipper shall contain 20 millboard/greyboard boxes. The boxes shall be packed in weather resistant, triglesulatiéel],corrugated, RSC
(Universal) type 8Jf @ { KALILISNEX SIFOK L e KFE@Ay3d AGNBy3IlGK 2F YAYAYdzy mpheavadid LG a
dimension of the carton should be such that the product does not get damdigeiialy transportation and storage.

Each shipping carton when packed should weigh not more than 50 kg.

K. Markings:

All containers and invoices must bear the name of the product, expiry dates of and appropriate storage conditions.
Millboard/Greyboard Box:

The Boxes shall be marked with the following information in a clearly legible manner which is acceptable to the Purchaser:

al ydzFl OGdzNBENRa yIFYS yR N
al ydzFl OGdzNBENRa [ AOSyaS ydz
Batch number of the drug

Number of tablets/strips containeith the box

Date of manufacture (month and year) of the drug
Expiration date (month and year) of the drug

Instructions for storage and handling

Logo of DOTS

Place of manufacture (Made in )

iSNBR F RRNBaa
J

&
L
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Uy >
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=4 =4 =4 4 -4 -8 -8 -4 -9
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5 ¢ Ply Shipper:

The following information shall be stefegil or labeled on § Ply Shippers on all four sides in bold letters of at |@aitl font size 18vith waterproof
indelible ink in a clearly legible manner which is acceptable to the Purchaser:

1 Generic name of the product
1 Batch number of the drug
1 Date ofmanufacture of the drug (month and year)
1 Expiration date of the drug (month and year)
1 al ydzFl OGdzNBENRAa yIFYS yR NB3IAaAGSNBR | RRNBaa
1 al ydzZfFI OGdzNBNRa yFadA2ylf NBIAAGNI GA2Yy ydzYo SN
1 Destination country license or registration number
/| 2y aA3dySSQa | Rd&yNBBreaumbey iRcludng ioble Siyber
1 Destination airport (if any)
1 Contract number
1 Number of Millboard/Greyboard Boxes contained in the carton (5 Ply Shipper)
1 Gross weight of each carton (in kg)
1 Instructions for storage and handling
1 Logo of DOTS
1 Place omanufacture (Made in )

L. Documentation:

Supplier shall provide to Purchaser a copy of the batch record, including all quality assurance documentation for thdeimglsapplied.
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M. Dimensions of the logos:

MILLBOARD/GREYBOARD BOX

3.5x3 cm

DOTS- ]
sure cure for TB. @ te-too
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5 ¢ Ply Shipper

5.5x4.7 cm

M =20
Y =100

M =100
. Y =100

M =60
Y =100

DOTS-
surecure forTB. @ k=100
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PRODUCT CO3E
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Product Code 32

A. Specific requirements:
Item:

Product Code 32 (PC 32) consists of sachets of Sodium Aminosalicylate Granules (4 gm.).chnéadirad in the product shall be currently registered in
the country of manufacture and shall meet all requirements of the licensing authority of the country of manufacture. Themaiged in the product
shall also be currently registered in Indiadashall meet all the requirements of the licensing authority in India.

Description:

Sodium Aminosalicylate Granules contained in sachets shall conform to the general requirements of Granules (under itSsishieeasistant Granules)
given in BP and theequirements under individual monograph given in IP.

Sodium Aminosalicylate Granules contain Sodium Aminosalicylate.
Each Gram of the Granules shall contain

Sodium Aminosalicylate IP 800 mg

The granules arenteric coated

The quality of Sodium Aimpsalicylate should conform to the requirements of the individual monograph given in IP or other Pharmacopoeia of equivalent
accuracy in case of international transactions.

Protocols and Testing:

For International manufacturers

Compete test protocols along with the samples of all the batches should be sent to the Head of a Testing laboratory idewtipdciied by the
purchaser.

For local manufacturers:
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Complete Test Protocol and samples are taken and sent to the laboratontifjiele by the purchaser) by the Inspecting Officer duly sealed and signed by
him or his authorized representative.

Protocols of tests should include the requirements given for Granules (under its subhead-@amsttant Granules) given in BP as the qasg be and
those included under individual monograph given in IP, besides the following tests.

Package Integrity Test:

Check 10 sachets. Bundle up the sachets and submerge them under water in a vacuum desiccator or equivalent device.uDrawfeabad 18k Pa (15
cm of mercury o0r0.8 bar) and hold for a minute. Examine for the air leakage indicated by a fine stream of bubbles. Reestablish nornabpctspaen
strips to examine for water penetration.

Microbial Count:

When the test is conducted ger IP

-Total viable aerobic counNot more than 1&bacteria and not more than £@ungi per gram.
-Absence of Escherichia coli.

The drug should be dispatched to the consignee only on clearance from the Testing Laboratory. The drug shall be reteagedisrot Protocol scrutiny
by the authorized representative of the Purchaser and testing of the drugs by authorized laboratory.

Each batch should be accompanied with a certificate from the manufacturer that the drugs meet the specified requirements.
B Labelling:
General requirements of the labels:

1 Shall meet WHO GMP standards.

1 All the labels should be peel proof.

1 & wb ¢ Central GovernmentSupphp h ¢ Chw {! [ 9€ I y Robéimpiki&RntheJabdls ofssathe ¢
Millboard/Greyboard Boxe& 5 Ply Shippers
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Labelling on Sachets:
The label shall indicate the content of Sodium Aminosalicylate IP in mg per gram of granules.
All labelling should be in weatherproof ink and shall withstand immersion in water and remain intact.

The label shall imrporate manufacturing license no., batch no., date of mfg., date of expiry of the individual drug and storage requirements.

The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.
Labelling on Millboard/Greyboard Box:
The ldel shall indicate the content of Sodium Aminosalicylate IP in mg per gram of granules.

The label shall incorporate manufacturing license no., batch no. date of mfg., date of expiry, of the drug and storagmeatpialong with the number of
the sachetsThe label shall include Bar Code and be tear proof, to be pasted on smooth surface to enable it to be read by BareCode read
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The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.

MILLBOARD/GREYBOARD BOX

MDRTB TREATENT DRUG CONTAINS PRODUCT CODE 32
SODIUM AMINOSALICYLATE GRANULES 800mg per gram
(250 Sachets

Each sachet contains 4 Grams of Sodium Aminosalicylate Granules

Batch No.:
?J-'r-és(-:u re for TB.
Mfg. Date:
SCHEDULE H DRUGS
Exp. Date:

a w b ¢¢/Central Government Supply
cb20 F2NJ { It S¢
Manuft O dzZNBENRa bl YS

Manufacturing Lic. No.
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Labelling on SPly Shipper:

The labels on shipper package must be attached to at least two sides. The label should include the name of the produstbéreoh
Millboard/Greyboard Boxes, the number sdichets, the nhame of the manufacturer, batch number/Mfg. date/Expiry date of the drug. The label shall also
include storage handling instructions. The label shall include Bar Code and be tear proof, to be pasted on smooth sudbateitdo be read ypBar Code
reader. The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.
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5¢PLY SHIPPER

MDRTB TREATMENT DRUG CONTAINS PRODUCT CODE 32 (4 gm. sachets)
SODIUM AMINOSALICYLATE GRANULES 800 mg per gram

20 Millboard/Greyboard Baes

re for TB. for TB.

Batch No. :
Mfg. Date:
Exp. Date:

SCHEDULE H DRUGS

a w b ¢ Cdntral Government Supply
cbh2d FT2NJ {IfS¢

al ydzFl OG0 dzNBENRa bl YS

Manufacturing Lic. No
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Numbering of shipper packaging:

All 5 Ply Shippers should be numbered consecutively. Shippingnamts should be included in the shipper numbered first (consignee wise).
C. Quality Assurance:

Compliance:

The Supplier shall guarantee that the products as packed for shipment (a) comply with all provisions of the specificeglatedribcuments;kf) meet
the recognized standards for safety, efficacy and quality; (c) are fit for the purposes made known to the Seller; (@ negglirdments of manufacturing
legislation and regulation of pharmaceuticals in the country of origin; (e) are free fedeatd in workmanship and in materials and (f) have been
manufactured as per WHO GMP requirements.

Evidence:

The Supplier shall provide objective evidence, acceptable to the Purchaser, of the satisfaction of the requirementoofittésidfor which ncespecific
inspection has been mentioned.

The Supplier shall provide a copy of the manufacturing record and procedures to the Purchaser for each lot intendeddat.shipm
The Supplier shall provide a copy of Validatiecords with regards to process valiten demonstrating batch to batch consistency.
The Supplier shall provide a copy of the Certificate of Analysis for each lot intended for shipment

The Supplier shall provide to the Purchaser a copy of the approval of each source material, constitueiat aratecomponent for each lot intended for
shipment.

The Supplier shall provide evidence of basis for expiration dating and other stability data concerning the commeraakfgal ppon request.

The test data for raw materials, -fprocess, finished npduct and packaging material testing must be on record for each lot shipped and must be made
g AflrofS G2 t dzZNOKFASNRA NBLINBaSyialridA@dSa 6KSy NBIdzSaiSR
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Details of samples lifted for testing (such as quantity of sachets, Millboard/Greyboard boxes, bagtti)nshould be pasted on packing of 5 Ply Shipper
and records to this effect be also made available to the purchaser.

Inspection:

¢KS t dZNOKIF &aSNJ YIé AyaLlsSod FyR &l YL ST 2N Ol dzasS G2 o &utuallyadregdhle tBrie priori KS  LIN
to the shipment of the product.

The successful Bidder will also be required to provide the Purchaser with access to its manufacturing facilities totsnfgmdltieis, quality control
procedures for raw materials, test neids, inprocess tests, and finished dosage forms.

Testing:

The Purchaser may cause independent laboratory testing to be performed as deemed necessary to assure that the goodsoctivdopnedcribed
requirements. The said laboratory testing shall baick S t dzZNOKI a SNDR&a OK2AO0OS AT adaAaidlofeée SldALILISR | yR
product.

D. Storage:

Store protected from light and moisture at room temperature.
E. Shelf Life:

Shelf life of Sodium Aminosalicylate would be as follews:

Shelf life would be 36 months. Atleast88 ¥ G KS G201t adALlzZ I 6SR aKStF tAFS YdaAd NBYFAYy Fia
gAtt LINRPOARS YI ydzZFlF OGdzNBENRa adloAfAde (®adipackageiiNot oalytbedptdrmadedticals Aoyt Alsodng S Of
packaging components should also conform to specifications suitable for use in a climate prevailing in India. The prpiegtsthiguld have been

subjected to long term stability conditions at®3D and 65% RH (relative humidity).
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F. Qualification of the Manufacturer:

The Bidder shall furnish a certificate from the competent Regulatory Authority that the manufacturer of the pharmaceuwtitadt ps licensed to
manufacture these products. Theamufacturing facility must conform to WHGMP standards.

G. Recalls:

If products must be recalled because of problems with product quality or adverse reactions to the drug, the Suppliesbldbeto notify the purchaser
providing full details abouthe reason leading to the recall and shall take steps to replace the product in question at its own cost with a fresh batch of
acceptable quality, or withdraw and give a full refund if the product has been taken off the market due to safety problems.

H. Cobur Coding:

The labels on Sachets, Millboard/Greyboard Boxes and 5 Ply Shipper package shall be identified by white background.

I. Bar Coding:

Bar code shall be used for better inventory management. It shall be printed on the label of Millboard/Grd\Boxeaaind & Ply Shipper containing

7) Product identification(GTIN 14) using application identifier (01)

8) Expiry Date in YYMMDD format & using application identifier (17)

9) Batch number using application identifier (10)

The labels on the Millboard/Greyboard Bsxshould contain information about point nos. 1, 2 & 3 above whereas the labels on th&bipers should

contain information about point nos. 1, 2 & 3 above and also be numbered consecutively using application identifier (21).

Complete details on GStandards along with technical guidelines can be downloadedvnem.gslindia.org omwww.gsl.org


http://www.gs/
http://www.gs1.org/
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J. Packing:

The granules are packed in a sachet. Each sachet should contain 4 gram of Sodioselicylate granules. The sachet is fabricated from a combination of
polyethylene, aluminium and polyester. The polyethylene on the inner side is essential for heat sealing the compound thgedheninium in the

Middle reduce the permeability tgas and steam and the polyester on the outside protects the aluminium, and the ink on the aluminium. The quality and
composition of the thickness should be within the following limits:

Micron mm g/m?
Inside Polyethylene 50 0.040¢ 0.050 36.9¢46.1
Middle Aluminium 09 0.009¢ 0.015 24.3¢40.5
Outside Polyester 12 0.012¢ 0.015 12.9¢ 20.9

250 such sachets would be further packed in white coloured Millboard/Grey board boxes and 20 such Boxes are ultimataly pRtk&ipper.

The sachets should be tropicalized with regard to moisture barrier properties for drug stability under field conditiolity. A3sarance should be
according to ISO 9001 standards for all the packaging material.

Millboard/ Grey board Box:

Each lox shall contain 250 sachets. Twenty five (25) sachets shall initially be packed in a Poly Ethylene bag provided edgkh @etipslich bags shall be
packed in the box. The boxes shall be labelled and fabricated from 3 mm corrugated cardboard surronridsifle and outside by tightly affixed
millboard of at least 400 gsm. The style of top and bottom shall beitufikp.
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Poly Ethylene Zigock bag:Ziplock bags are clear r@osable bags and should be made from virgin Poly Ethylene provided witity cqeiplock. The
material should meet GMP and IS1012803 standards.

5-Ply Shipper Package:

Each 5 Ply Shipper shall contain 20 millboard/greyboard boxes. The boxes shall be packed in weather resistant, triglesulatksdi, corrugated, RSC
(Univers§ type 5LJf @ { KALILISNEX SIFOK L e KF@Ay3d A0GNBy3IlGK 2F YAYAYdzY wpheaarxo
dimension of the carton should be such that the product does not get damaged during transportation amystora

Each shipping carton when packed should weigh not more than 50 kg.

K. Markings:

All containers and invoices must bear the name of the product, expiry dates of and appropriate storage conditions.
Millboard/Greyboard Box:

The Boxes shall be marked witte following information in a clearly legible manner which is acceptable to the Purchaser:

iSNBR F RRNBaa
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Batch number of the drug

Number of sachets contained in the box

Date of manufacture (monthnd year) of the drug
Expiration date (month and year) of the drug

Instructions for storage and handling

Logo of DOTS

Place of manufacture (Made in )

Z
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5 ¢ Ply Shipper:

The following information shall be stenciled or labeled anFy Shippersn all four sides in bold letters of at leaistial font size 18vith waterproof
indelible ink in a clearly legible manner which is acceptable to the Purchaser:

1 Generic name of the product
1 Batch number of the drug
1 Date of manufacture of the drug (month diyear)
1 Expiration date of the drug (month and year)
1 al ydzFl OGdzNBENRA yIFYS yR NB3IAaAGSNBR | RRNBaa
1 al ydzZF I OGdzNBNRa yFaGA2ylf NBIAAGNI GA2Yy ydzYo SN
1 Destination country license or registration number
/| 2yaArAdySSQa I RRNBaa yR SYSNABPedDe LIK2YyS ydzYoSNI AyOf dzRAy3 Y2o0Af S
1 Destination airport (if any)
1 Contract number
1 Number of Millboard/Greyboard Boxes contained in the carton (5 Ply Shipper)
1 Gross weight of each carton (in kg)
1 Instructions for storage and handling
1 Logo of DOTS
1 Place of manufacture (Made in )

L. Doamentation:

Supplier shall provide to Purchaser a copy of the batch record, including all quality assurance documentation for thdeimglsapplied.

M: Dimensions of the logos:



Section VII: Technical Specifications

150

MILLBOARD/GREYBOARD BOX

3.5x3 cm

M =20
Y =100

M =100
Y =100

M =60
Y =100

DOTS-
surecureforTB. ¢

=100
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5 ¢ Ply Shipper

5.5x4.7 cm

M =20
Y =100

M =100
. Y =100

M =60
Y =100

DOTS-
surecure forTB. @ K=100
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PRODUCT COL2k
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Product Code 25

A. Specific requirements:
Item:

Product Code 25 (PC 25) consists of sachets of Sodium Aminosalicylate Granules (10 gm.). The drug contained in thalbbeduatrettly registered in
the country of manufacture and shall meet all requirements of the licensing authority of the country of manufacture. Themaiged in the product
shall also be currently registered in India and shall meet all the requirements bf¢nsing authority in India.

Description:

Sodium Aminosalicylate Granules contained in sachets shall conform to the general requirements of Granules (under itSsishieeasistant Granules)
given in BP and the requirements under individual monogm@ipan in IP.

Sodium Aminosalicylate Granules contain Sodium Aminosalicylate.
Each Gram of the Granules shall contain

Sodium Aminosalicylate IP 800 mg

The granules arenteric coated

The quality of Sodium Aminosalicylate should conform to the irequents of the individual monograph given in IP or other Pharmacopoeia of equivalent
accuracy in case of international transactions.

Protocols and Testing:

For International manufacturers

Complete test protocols along with the samgplef all the batches should be sent to the Head of a Testing laboratory identified and specified by the
purchaser.

For local manufacturers:
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Complete Test Protocol and samples are taken and sent to the laboratory (identified by the purchaser) by thengn€sgcer duly sealed and signed by
him or his authorized representative.

Protocols of tests should include the requirements given for Granules (under its subhead-i@amsttant Granules) given in BP as the case may be and
those included under indidual monograph given in IP, besides the following tests.

Package Integrity Test:

Check 10 sachets. Bundle up the sachets and submerge them under water in a vacuum desiccator or equivalent device uDrawfeabact 18k Pa (15
cm of mercury o0r0.8 bar)and hold for a minute. Examine for the air leakage indicated by a fine stream of bubbles. Reestablish normal pressure and ope
strips to examine for water penetration.

Microbial Count:

When the test is conducted as per IP

-Total viable aerobic counNot more than 18 bacteria and not more than £@ungi per gram
-Absence of Escherichia coli.

The drug should be dispatched to the consignee only on clearance from the Testing Laboratory. The drug shall be reteagedisrot Protocol scrutiny
by the auttorized representative of the Purchaser and testing of the drugs by authorized laboratory.

Each batch should be accompanied with a certificate from the manufacturer that the drugs meet the specified requirements.
B. Labelling:
General requirements of the lzels:

1 Shall meet WHO GMP standards.

1 All the labels should be peel proof.

1 & wb ¢ Central GovernmentSupphp h ¢ Chw {! [ 9€ I y Robéimpiki&RntheJabdls ofssathe ¢
Millboard/Greyboard Boxes & 5 Ply Shippers
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Labelling on Sachets:
The label shall indicate the content of Sodium Aminosalicylate IP in mg per gram of granules.
All labelling should be in weatherproof ink and shall withstand immersion in water and remain intact.

The label shall incorporate manufacturing license no., batez., date of mfg., date of expiry of the individual drug and storage requirements.

The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.

Labelling on Millboard/Greyboard Box:
The label shall indicate the content of Sadidminosalicylate IP in mg per gram of granules.

The label shall incorporate manufacturing license no., batch no. date of mfg., date of expiry, of the drug and storagmeatpialong with the number of
the sachets. The label shall include Bar Codebanigtar proof, to be pasted on smooth surface to enable it to be read by Bar Code reader.

The label shall conform to the requirements of Rule 96 of Drugs & Cosmetics Act.
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MILLBOARD/GREYBOARD BOX

MDRTB TREATMENT DRUG CONTAINS PRODUCT CODE 25
SODUM AMINOSALICYLATE GRANULES 800mg per gram
(100 Sachets

Each sachet Contains 10 Grams of Sodium Aminosalicylate Granuleg

Batch No.:

D?u-résgu r forTB.
Mfg. Date:
SCHEDULE H DRUGS
Exp. Date:

a w b ¢¢/Ceéntral Government Supply
cbh2G F2NJ {IfS¢
al ydzFl OGdzNBND&a bl YS

Manufacturing Lic. No.
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Labelling on SPly Shipper:

The labels on shipper package must be attached to at least two sides. The label should include the name of the produstbéreoh
Millboard/Greyboard Boxes, the number of sachets, the name of the manufactomérh number, Mfg. date & Expiry date of the drug. The label shall also
include storage handling instructions. The label shall include Bar Code and be tear proof, to be pasted on smooth sudateitdo be read by Bar Code
reader.

The label shattonform to the requirements of Rule 96 of Drugs & Cosmetics Act.
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5¢PLY SHIPPER

MDRTB TREATMENT DRUG CONTAINS PRODUCT CODE 25 (10 gm. sachets)

SODIUM AMINOSALICYLATE GRANULES 800 mg per gram
20 Millboard/Greyboard Boxes

DOTS- DOTS-
sure cure for TB. sure cure forTB.

Batch No. :
Mfg. Date:

Exp. Date:
SCHEDULE H DRUGS

a w b ¢ Ceantral Government Supply
cb2d F2NJ {IfS¢

al ydzFl OG dzZNBENXR& bl YS

Manufacturing Lic. No.
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Numbering of shipper packaging:

All 5 Ply Shippers should be numbered consecutively. Shipping documents should be includstijpptirenumbered first (consignee wise)
C. Quality Assurance:

Compliance:

The Supplier shall guarantee that the products as packed for shipment (a) comply with all provisions of the specificegiatedrdbcuments; (b) meet
the recognized standardsif safety, efficacy and quality; (c) are fit for the purposes made known to the Seller; (d) meet the requirements of mengfact
legislation and regulation of pharmaceuticals in the country of origin; (e) are free from defects in workmanship and iaisvatdr(f) have been
manufactured as per WHO GMP requirements.

Evidence:

The Supplier shall provide objective evidence, acceptable to the Purchaser, of the satisfaction of the requirementoofittésidfor which no specific
inspection has been memtned.

The Supplier shall provide a copy of the manufacturing record and procedures to the Purchaser for each lot intendeddat.shipm
The Supplier shall provide a copy of Validatiecords with regards to process validation demonstrating batch to bedcisistency.
The Supplier shall provide a copy of the Certificate of Analysis for each lot intended for shipment

The Supplier shall provide to the Purchaser a copy of the approval of each source material, constituent material and ¢dorpeaem lot inended for
shipment.

The Supplier shall provide evidence of basis for expiration dating and other stability data concerning the commeraakégal ppon request.

The test data for raw materials, -fprocess, finished product and packaging materialitgsmust be on record for each lot shipped and must be made
g AflrofS G2 t dzZNOKFASNRA NBLINBaSydalridA@dSa 6KSy NBIdzSaiSR
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Details of samples lifted for testing (such as quantity of sachets, Millboard/Greyboard boxes, batch no. etc.) shouldderppatkingf 5 Ply Shipper
and records to this effect be also made available to the purchaser.

Inspection:

¢KS t dZNOKIF&aSNJ YIé AyaLlsSod FyR &l YL ST 2N Ol dzasS G2 o0 Sutually agre¥dnle tBre priori KS  LIN
to the shipment of the product.

The successful Bidder will also be required to provide the Purchaser with access to its manufacturing facilities totsnfgmdltieis, quality control
procedures for raw materials, test methods;process tests, and finisld dosage forms.

Testing:

The Purchaser may cause independent laboratory testing to be performed as deemed necessary to assure that the goodsoctivdopnedcribed
NBIljdANBYSylGaod ¢KS alFAR f1 02N} G2NE { Seyiippstiind@yualifiédfto conBuct 2jdlitylagsGrande deskdda lthe S NI &
product.

D. Storage:

Store protected from light and moisture at room temperature.
E. Shelf Life:

Shelf life of Sodium Aminosalicylate would be as follews:

Shelf life would be 36 monthétleast5/6'2 ¥ G KS G201t adALzZ I 6SR aKStF tAFS YdaAad NBYFAyYy Fia
gAtt LINPOARS YI ydzZFlF OGdzNBENRa adloAfAade G§Sad REGF & dzo Baimboguiidals, but s thé KS  Of
packaging components should also conform to specifications suitable for use in a climate prevailing in India. The prpiegtsthiguld have been

subjected to long term stability conditions at®3D and 65% RH (relative humidlity
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F. Qualification of the Manufacturer:

The Bidder shall furnish a certificate from the competent Regulatory Authority that the manufacturer of the pharmaceuwtitadt ps licensed to
manufacture these products. The manufacturing facility musfaon to WHOGMP standards.

G. Recalls:

If products must be recalled because of problems with product quality or adverse reactions to the drug, the Suppliesbldbeto notify the purchaser
providing full details about the reason leading to the réeald shall take steps to replace the product in question at its own cost with a fresh batch of
acceptable quality, or withdraw and give a full refund if the product has been taken off the market due to safety problems.

H. Colour Coding:

The labels on Saets, Millboard/Greyboard Boxes and 5 Ply Shipper package shall be identified by white background.

I. Bar Coding:

Bar code shall be used for better inventory management. It shall be printed on the label of Millboard/Grey board BaoxPan&&ipper comiining
1) Product identification(GTIN 14) using application identifier (01)

2) Expiry Date in YYMMDD format & using application identifier (17)

3) Batch number using application identifier (10)

The labels on the Millboard/Greyboard Boxes should contdorimation about point nos. 1, 2 & 3 above whereas the labels on the-Sippers should
contain information about point nos. 1, 2 & 3 above and also be numbered consecutively using application identifier (21).

Complete details on GS1 standards alorty wéchnical guidelines can be downloaded fremaw.gslindia.org omwww.gsl.org


http://www.gs/
http://www.gs1.org/
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J. Packing:

The granules are packed in a sachet. Each sachet should contain 10 gram of Sodium Aminosainylese Bhe sachet is fabricated from a combination
of polyethylene, aluminium and polyester. The polyethylene on the inner side is essential for heat sealing the compotbed, thgedluminium in the
Middle reduce the permeability to gas and steam ahe polyester on the outside protects the aluminium, and the ink on the aluminium. The quality and
composition of the thickness should be within the following limits:

Micron mm g/m?
Inside Polyethylene 50 0.040¢ 0.050 36.9¢46.1
Middle Aluminium 09 0.009¢ 0.015 24.3¢40.5
Outside Polyester 12 0.012¢ 0.015 12.9¢ 20.9

100 such sachets would be further packed in white coloured Millboard/Grey board boxes and 20 such Boxes are ultimatdly pRtk&hipper.

The sachet should be tropicalized with regard to moisture barrier properties for drug stability under field conditions. Qualigndesiould be
according to ISO 9001 standards for all the packaging material.

Millboard/ Grey board Box:

Each box shall contain @Gachets. Ten (10) sachets shall initially be packed in a Poly Ethylene bag provided with a zip lock. Ten such bpgsksthihbe
the box. The boxes shall be labelled and fabricated from 3 mm corrugated cardboard surrounded on inside and ouigidly bifiked millboard of at
least 400 gsm. The style of top and bottom shall be-indkap.
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Poly Ethylene Zigock bag:Ziplock bags are clear r@osable bags and should be made from virgin Poly Ethylene provided with qualibckzip he
materialshould meet GMP and 1S1012603 standards.

5-Ply Shipper Package:

Each 5 Ply Shipper shall contain 20 millboard/greyboard boxes. The boxes shall be packed in weather resistant, triglesulatksdi, corrugated, RSC
(Universal) type Bly Shippers, @K L) & KIFI @Ay 3 AGNBYy3IGK 2F YAYAYdzY mpn3ayed LG akKz2dzZ R 06S T
dimension of the carton should be such that the product does not get damaged during transportation and storage.

Each shipping cartonlven packed should weigh not more than 50 kg.

K. Markings:

All containers and invoices must bear the name of the product, expiry dates of and appropriate storage conditions.
Millboard/Greyboard Box:

The Boxes shall be marked with the following informafioa clearly legible manner which is acceptable to the Purchaser:

iSNBR F RRNBaa
J

< o
O W
Uy >

al ydzFl OGdzNBENRa yIFYS yR N
al ydzFl OGdzNBENRa [ AOSyasS ydz
Batch number of the drug

Number of sachets contained in the box

Date of manufacture (month and year) of the drug
Expration date (month and year) of the drug

Instructions for storage and handling

Logo of DOTS

Place of manufacture (Made in )

Z

=4 =4 =4 4 -4 -8 -8 -4 9
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5 ¢ Ply Shipper:

The following information shall be stenciled or labeled anFy Shippers on all four sides in bolddes of at leastrial font size 18vith waterproof
indelible ink in a clearly legible manner which is acceptable to the Purchaser:

1 Generic name of the product
1 Batch number of the drug
1 Date of manufacture of the drug (month and year)
1 Expiration date of tb drug (month and year)
1 al ydzFl OGdzNBENRA yIFYS yR NB3IAaAGSNBR | RRNBaa
1 al ydzZF I OGdzNBNRa yFaGA2ylf NBIAAGNI GA2Yy ydzYo SN
1 Destination country license or registration number
/| 2yaArAdySSQa I RRNB&aa FyR SYSNHSyOe LXK2yS ydzYoSNI AyOf dzRAy3 Y2o0Af S
1 Destination airport (ieiny)
1 Contract number
1 Number of Millboard/Greyboard Boxes contained in the carton (5 Ply Shipper)
1 Gross weight of each carton (in kg)
1 Instructions for storage and handling
1 Logo of DOTS
1 Place of manufacture (Made in )

L. Documentation:

Supplier shalbrovide to Purchaser a copy of the batch record, including all quality assurance documentation for the product being supplied
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M. Dimensions of the logos:

MILLBOARD/GREYBOARD BOX

3.5x3 cm

DOTS- ]
sure cure for TB. @ te-too
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5 ¢ Ply Shipper
1 5.5x4.7¢cm B
M =20
Y =100
® o
M =60
Y =100
DOTS-

surecure forTB. @ x=10
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PRODUCT CO{f2KE






