
This is in reference to review and revise the Technical Specifications of commoditiesprocured and used under NACP v. (STl colour coded drug kits, Dual kit Hlv & Syphilisand Condom)

The meeting of the technical specification Committee held under thechairpersonship of Dr. sunit Gupta, Principat consultant, NcDc, on 04th May
?023 from 2:30 pm onwards at gth floor committee hall NACo office Janpath, Delhi.The agenda of the meeting is enclosed with the letter for your reference.
ln this context, Approved Technical Specification of STI Colour coded drug kit,Dual test kit Hlv & Syphilis and condom are enclosed herewith tor yow reference.

This issues with the approvar of the competent authority.

T-1 1 0 1 2t04t2011 -NACO/BSD-tCTC(pF)
Government of tndia

Ministry of Health and Family Welfare
National AIDS Control Organization

(Basic Service Division)

6th & gth Floor Chandralok Building
36 Janpath, New Delhi

Date:15th May 2023

Subject: Technical Specifications of STI Colour coded drug kit, Dual test kit Hlv& Syphilis and Condom-reg.

Dr. Bhawani Singh

ts. o9 wv\
(DD BSD & Tt)

To,
1. All Project Directors, SACS

Copy to:
1 PPS to AS & DG NACO
2. PS to Director, NACO
3. All HODs/ADG/DDs NACO



Minutes of Meetinq Technical Specification Gommittee. NAGO for
review and revision of specifications of the proqrammatic
commodities under BSD and STI components of NACP

Date: 04th May 2023
Venue: NAGO Office/ virtual cum physical

A Meeting of Technical Specification Committee of NACO for Commodities under the
BSD & STI division was convened under the Chai Sunil Gupta,

hybrid modePrincipal Consultant, NCDC, Government of lndia, on 04
at 9th floor committee Room, NACO

At the outset, chairperson gave the opening remarks
and briefed the agenda points.

for meeting

Agenda l: Review & approval of T colour Coded
Kits

Agenda 2: Review & approval
for HIV & syphilis
Agenda 3: Review & ap roval of ons for Condoms

Agenda 4: Any ot with the permission of chair

a

a

a

a

nical S ns for Dual Test Kit

complete. Participant list is placed at
s and deliberations, the committee approved the
Agenda wise.

All members
Annexure 1.

technical

prese
ed

t.}
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Aqendil
Technical Specification of Pre - Packed Golour Coded STI/ RTI druq
kits

Background: This with the inputs received from DGCI in last technical specification
committee meeting held on 02 March 2022, is "" kits are not approved by CDSCO
except the treatment kit 5, i.e. Acylovir 400m9 tablet" & "it should be licenced under
the Drugs & Cosmetic Act & rules made there under. The matter was deliberated in
the meeting and the revision In technical specifications of pre packed colour coded
STI/RTI drug kits was done, is as follows:

KIT Description:

UnitS.
No

Colour Description of Kit

Tab Azithromycin 1 gm and
Tab Cefixime 400 mg

One Tablet of each drug in one
kit

1 Grey

Tab Secnidazole 1 gm and
Tab Fluconazole 150 mg

Two Tablets of Secnidazole and
One Tablet of Fluconazole

2 Green

4 Blue Cap/tab Doxycycline 100 mg
and Tab Azithromycin 1 gm

Thirty Tablets of Doxycycline
and One Tablet of Azithromycin
in each drug in one kit

5 Red Tab Acyclovir 400 mg Twenty one tablets of drug in
one kit

6 Yellow Tab Cefixime 400 mg and Tab
Metronidazole 400 mg and
Cap/Tab Doxycycline 100 mg

One tablet of Cefixime and
Twenty Eight Tablets of
Metronidazole and Doxycycline
each drug in one kit

7 Black Cap/Tab Doxycycline 100 mg
and Tab Azithromycin 1 gm

Forty Two Tablets of
Doxycycline and One tablet of
Azithromycin in each drug in
one kit

3 White lnj. Benzathine Penicillin 2.4
MU with equal number of
sterile water 10 ml

Vial

3 White Tab Azithromycin 1 gm Tablet

3 White Disposable syringe 10 mlwith
disposable needle

Number
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product
Code
Number

Product
Name
(Generic)

Pharmacopei
a standards

Strengt
h

Dosage
s Form

Numbe
rof
generic
produc
t per
each
kit

Product
Descriptio
n

Product
code 1:

STI/RTI
treatment
kit 1 for
UD; ARD
and
Cervicitis,
PT

Azithromycin t.P 1gm Tablet 1 Treatment
kit 1 for
UD; ARD
and
Cervicitis,
PT.
Colour of
Pouch is
Grey
(25%).

Cefixime l.P 400 mg Tablet 1

Product
code 2:
STI/RTI
treatment
kit 2 for
Vaqinitis

Secnidazole t.P 1gm Tablet 2 Treatment
kit 2 for
Vaginitis.
Colour of
Pouch is
Green.

Fluconazole l.P 150 mg Capsul
el
Tablet

1

Product
code 3:
STI/RTI
treatment
kit 3 for
GUD
(Genital
Ulcer
Diseases
)

Azithromycin l.P. 1gm Tablet 1 Treatment
kit 3 for
GUD
(Genital
Ulcer
Diseases)
. Colour of
Pouch is
White.

Benzathine
Penicillin

l.P. 2,4 MU Vial 1

Disposable
Syringe

10 ml
capacit
v

NA 1

Disposable
Needle

21
gauze

NA 1

Distilled
Water

LP 10 ml Plastic
Phial

1

Product
code 4:
STI/RTI
treatment
kit 4 for
GUD
(Genital
Ulcer
Diseases
)

Azithromycin LP. 1gm Tablet 1 Treatment
kit 4 for
GUD
(Genital
Ulcer
Diseases)
. Colour of
Pouch is
Blue.

Doxycyclin t.P. 100 mg Capsul
el
Tablet

30

Product
code 5:
STI/RTI
treatment
kit 5 for

Acyclovir t.P 400 mg Tablet 21 Treatment
kit 5 for
GUD
(Genital
Ulcer

,v
(

/
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GUD
(Genital
Ulcer
Diseases
)

Diseases)
. Colour of
Pouch is
Red.

Cefixime t.P 400 mg Tablet 1

Doxycycline t.P. 100 mg Capsul
el
Tablet

28

28

L.

Product
code 6:
STI/RTI
treatment
kit 6 for
LAP
(Lower
Abdomin
al Pain)

Metronidazol
e

l.P. 400 mg Tablet

^a

Treatment
kit 6 for
LAP.
Colour of
Pouch is
Yellow.

Azithromycin 1gm Tablet 1Product
code 7:
STI/RTI
treatment
kit 7 for lB
(lnguinal
Bubo)

Doxycycline IP

/

100 mg

l

42

Treatment
kit 7 for lB.
Colour of
Pouch is
Black.

Nofe: For ease of procurement, the
se parately conformi ng to

of Kit 3 may be procured

w7
Vr
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General Specifications :

1. Product specifications indicate dosage form (e.9. tablet, liquid, injectable, emulsion,
suspension etc.) and the drug content (exact number of mg or percentage v/v with
acceptable range).

2. Product shall be licenced by the competent authority under Drugs & Cosmetic Act
& rules made there under.

3. The products should conform to standards specified in lndian Pharmacopoeia.
4. Not only the pharmaceuticals or vaccine items, but also the packaging components

(bottles and closures) should also conforms to specifications suitable for use in a
climate similar to that prevailing in the country of the purchaser. All packaging must
be properly sealed and tamper-proof.

5. The manufacture should obtain and submit the license issued by the competent
authority under Drugs & Cosmetic Act and rules there under for the packaging of
the drug kits from concerned drug control authorities.

6. Pharmaceuticals requiring refrigeration or freezing for stability must specifically
indicate storage requirements on labels and containers and be shipped in the
special containers to ensure stability in transit from point of shipment to the port of
entry.

7. All product must indicate the date of manufactures and expiry.
8. All products must arrive at the consignee point with a remaining shelf life of at least

five-sixths (5/6th) of the total stipulated shelf life at the time of manufacture.
9. Shelf life of the various drugs would be as follows:

a) Azithromycin: shelf life should not be less than 36 months from the date of
manufacture.

b) Cefixime: shelf life should not be less than 36 months from the date of
manufacture.

c) Acyclovir: shelf life should not be less than 36 months from the date of
manufactue.

d) Doxycycline: shelf life should not be less than 36 months from the date of
manufacture.

e) Fluconazole: shelf life should not be less than 36 months from the date of
manufacture.

f) Secnldazole: shelf life should not be less than 36 months from the date of
manufacture.

g) Metronidazole: shelf life should not be less than 36 months from the date of
manufacture.

h) Benzathine Penicillin: shelf life should not be less than 24 months from the
date of manufacture.

i) Distilled Water of Water for lnjection: shelf life should not be less than 24
months from the date of manufacture.

Y

h7
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Labellino I ctions:

1. The label for each product shall comply with Drugs and Cosmetics Act and Rules
made there under and include:

a) The INN or generic name prominently displayed and above the brand name,
where a brand name has been given. Brand names should not be bolder or
larger than the generic name.

b) The active ingredient per unit dose, tablet or capsule etc.
c) The applicable pharmacopeia standards.
d) Content per pack.

e) Special storage requirements.

0 Batch number and
g) Date of manufacture and date of expiry of individual mmponents as well as

the kit
h) The manufacturing license number of individualdrug components as well as

the drug kit
i) Colour coding as mentioned in schedule of requirement.

2. The outer case or carton should also display the above information.

Gase ldentification:

1. All cases should prominently indicate the following:
a) Purchaser's line and code numbers.
b) The generic name of the product, if any
c) Date of manufacture and expiry (in clear language not code)
d) Batch number
e) Quantity per case.

0 Special instructions for storage.
g) Name ard address of manufacturer with license number.
h) Any addition cautionary statements.

2. No case should contain kits from more than one batch

General reouireme nts for standards and Qualitv Assu nce requirements:

All products must conform to specifications, meet the requirements of the
manufacturing legislations and regulations of pharmaceuticals in the country of
origin and must undergo strict raw material inspection, in process checks,
appropriate material handling to eliminate cross contamination (of molecules) and
final product testing to ensure quality and consistency of the products.

With each consignment, a certificate of quality assurance test results concerning
quantitative assay, chemical analysis, sterility, pyrogenic quantity uniformity,
microbial limit and other tests as applicable to the product being supplied must be
provided.

tNZ
Special lnstrugtions:
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1. Each kit, inner carton and nested cartons to have the following words printed
DIAGONALLY ACRoss rHE LABEL in the red ink with bord tetters.

"GOVERNMENT OF INDIA SUPPLY _ NOT FOR SALE"

The supplier should also ensure marking of unique number on each kit, inner carton
and nested cartons.

2. Life of the product, indicating the date of manufacture and date of expiry should be
printed as per Drug & Cosmetic Act - lndia.

3. Equivalency of standards and codes:

Wherever reference is made in the Technical Specifications to specific standards
and codes to be met by the product to be furnished or of the
latest current edition or revision of the relevant
apply, unless othenvise expressly stated in the
codes are national or authoritative standards that en
the standards and codes specified will be accepta

4. Packaging lnstruction: The supplier will
unit package will be marked on th
following:
a) Project
b) Purchase order number
c) Country of origin of
d) Supplier's name an
e) Packaging list

5. Each outer packing
printed in rs in
a) Pu

b) Project
c)

(",

shall
s and

lence to

each kit. Each
/ indelible ink, the

g should have the following label

e

,,/
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Specification of Packaqinq Material:

General Specifications :

a) The blister is TROPICIALIZED with moisture barrier properties for drug
stability under field condition.

b) Quality Assurance is according to Norms ISO 9001/EN 2901 of aluminium-
foil.

c) Standard coloured BCP's.
d) Spacing between tablets allowing removal by patients with finger deformities.
e) Complete with self-adhesive patient labels.
f) outside kit label with health care instructions, if any, corour coded.
g) Perforation and folding lines, to allow the packet
h) The pharmaceuticals under product codes 1, 2, supplied

as blister pack separately for each pharmace packed
in pre specified laminated colour coded would be
packed in Millboard/grey board boxed, 20

These Millboard/grey board boxes wou shippers for
dispatch. The Kit no.3 containing (a and an injection) under
product code 7 will have separately le1 ule 5 in same colour
coded kit.

Complex constructions with PVC

fi m formable

e

nd with particularly high water vapour barrier

YG/
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Technical Specification data for the Standards 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.)

Thermoformed:

20oC,85% r.h., gsml24 h 0.15

38oC, 90% r.h. , gsml24 h 0.7

Not Thermoformed:

20oC,85% r.h., gsml24 h 0.06

38oC, 90% r.h. , gsml24 h 0.4

v
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T = 140oC,t=20 min. (%) 5,6

Application temperature (C) 68-74

r.h. = relative humidity
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lmaqes of STI/RTI kits
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Eacn tilm ccaled lablol cor[ans
Azrlnromyon tAs Drnydratef lP

Eq. lo Azilhromycin Anhydrurs . lgm
[xc,orents ....qs
Colour T,tanrum 0roxlle lP

Dosage As directed by lhe Physrc,an

Etonoe: Storc protecled lrom lighl & moislurc.

al r lemperature not erceedlng 3lPG.

Xeep oul ol reach ol chrldrer

irllg. Uc. llo.: Gi28/967

rlf.&o

I

Fronl

Brlch llo.

Xle"0.l?

Erp. Onr

G0vtRirEn 0F n01r ilrco EuPPty [0I t08 s u

Size : L-95 x H-140 mm

Back

^t<{<=o
Oorycrclim 100 mg 8lD tor rS dry! +

Aeithrornycin I gm Singh.fo!r

For
OEITTAL ULC€R O]SEASE.TIOiI.II€RPCTIC

sYxoRo[E

llenufacturcd in lndia by

ITIPORTANT
}IOII{OIIERCI.AL PRODUCT NOT FOR SAI-E
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KIT 4
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Size : L-100 r H-160 mm

Front Back

,x../feO

Dorycycline 100 mg 8lD for 21 days E
Azithromycin I gm Single dose

For
!NGI'INAL BUBO SYNDROSE

Manufactured in lnoia by

KIT 7

IMPORTANT
NON.COMMERCIAL PRODUCT NOT FOR SALE

TO BE DISPENSEO ONLYAT STURTI CLINICS v
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ST!/RTI kit -1: Packinq specification

a. Blister Packed drugs
PVC film: Transparent, food grade, blister forming PVC film as specified
Aluminium foil: 0.025 mm, VMCH coated aluminium printed as per approved artwork

b. One laminated kit will be required (either solely or adjuvant) with other essential
drugs but kept separately) for each category of STI/RTI treatment as specified in
schedule of requirement.
The kit will be in Grey (25%) colour and labelled as per
Laminated material Glassine Paper (409m) Alumin
Type of kit -Gusseted
Each kit will contain one (1) tablet each of Azith separately
each in its own blister pack for use by one

c. Millboard /Grey Board box:
Board: at least 3mm corrugated card
outside by tightly affix millboard of at
Style of: Top and bottom tuck-in flap
The millboard box should belled i

Each millboard box

d. Five ply shipper: Each
Grey (25oh).

Description
(150)Sgsm,

labels

is to surrounded on inside and

under para 9.4.5.1 -Labels

20milliboard/grey board/boxes and in
given under labels.

corrugated box made in narrow flute from
Kraft paper.

I

r,]z
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STI /RTl KIT-2 Packinq specification

a) Blister packed drugs
PVC film: Transparent, food grade, blister forming pvc film as specified
Aluminium foil: 0.025 mm, VMCH coated aluminium foil printed as per approved
artwork

b) One laminated kit will be required (either solely or as an adjuvant with other
essential drugs but kept separately) for each category I treatment as
specified in schedule of treatment.
The kit will be in green colour as per details given u

Laminated material Glassine Paper ( 0gm) Alumini
Type of kit -Gusseted
Each kit will contain two (2)tablets of Secnid bleUcapsule
of Fluconazole 150m9 for single usage

)

c) Millboard lGrey Board box:
Board: at least 3mm corrugated ca
outside by tightly affix millboard of at
Style of kit. Top and
The millboard box s
9.4.5.1-Labels
Each millboard box

d) Five ply shi
boxes and in

to be surrounded on inside and

colour labels as given under para

kits

I contain 2Oboxes made of millboard / greybeard
as per details given under labels.

corrugated box made in narrow flute from
grade Kraft paper

r?z \
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STI /RTl KIT-3 Packinq specification

a) Blister packed drugs
PVC film: Transparent, food grade, blister forming PVC film as specified
Aluminium foil: 0.025 mm, VMCH coated aluminium foil printed as per approved
artwork

b) One laminated kit will be required (either solely or as an adjuvant with other
essential drugs but kept separately) for each category of STI/RTI treatment as
specified in schedule of treatment
The kit will be in white colour as per details give n under
Laminated material Glassine Paper (a0gm) Alumini
Type of kit -Gusseted
Each kit will contain one (1) tablets of Azithromycin

)

c) Millboard /Grey Board box:
Board: at least 3mm corrugated ca
outside by tightly affix millboard of at
Style of kit: Top and bottom tuck-in
The millboard box should be labell
9.4.5.1-Labels
Each millboard box

d) Five ply shipper:
in and in

Description
(150)5gsm,

, surrounded on inside and

bels as given under para

20boxes made of millboard boxes and
ven u nder labels.

ply corrugated box made in narrow flute from
Kraft paper

V7

V
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STI/RTI KIT -4 Pa specification

a. Blister packed drugs
PVC film: Transparent, food grade, blister forming PVC film as specified
Aluminium foil: 0.025 mm, VMCH coated aluminium foil printed as per approved
artwork

b. One laminated kit will be required (either solely or adjuvant) with other essential
drugs but kept separately) for each category of STI/RTI as specified in
schedule of requirement.
The kit will be in Blue colour and labelled as per
Laminated material Glassine Paper (a0gm) Alumin
Type of kit -Gusseted
Each kit will contain one ('1) tablet each of pack and
30 tablets doxycycline 100m9 in blister the kit for use
by one patient.

)

I

c. Millboard/Grey Board box:
Board: at least 3mm corrugated card
outside by tightly affix mill of at
Style of kit: Top and
The millboard box sl

Labels
Style of kit:

The mi

under para 9

d

(150)5gs

, surrounded on inside and

labels as given under para 9.4.5.3-

and should be labelled in Blue colour as given

will contain 2Omilliboard/grey board/boxes and in
details given under labels 9.4.5.3

niversal), type-Sply corrugated box made in narrow flute from
ality'A' grade Kraft paper.

\('/
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ST!/RTI KIT-5 Packinq specification

a. Blister packed drugs
PVC film: Transparent, food grade, blister forming PVC film as specified
Aluminium foil: 0.025 mm, VMCH coated aluminium foil printed as per approved
artwork.

b. One laminated kit will be required for STI/RTI treatment as per specified in the
schedule of requirement.
The kit will be in Red colour and labelled as per details
Laminated material Glassine Paper (a0gm)Alum
Type of kit -Gusseted

gauze)

Each kit will contain twenty-one tablets of Acyclovir patient.

c. Millboard/Grey Board box:
As given under labels
Board: at least 3mm corrugated card
outside by tightly affix millboard of
Style of kit: Top and bottom tuck-in
Each red labelled mill

d. Five ply shipper:
labelled in Red Colour
Description:
(150)5gsm,

is to be surrounded on inside and

as given under labels.

2Omilliboard/grey board/boxes and
labels

box made in narrow flute from
Kraft paper. v
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STI/RTI KIT-G Packinq specification

a. Blister packed drugs
PVC film: Transparent, food grade, blister forming pvc film as specified
Aluminium foil: 0.025 mm, VMCH coated aluminium foil printed as per approved
artwork

b. One laminated kit will be required for STI/RTI treatment as per specified in the
schedule of requirement.
The kit will be in yellow colour and labelled as per deta
Laminated material Glassine Paper ( 0gm) Alumini
Type of kit -Gusseted

gauze)

Each kit will contain one tablet of Azithromycin 1 each of
Doxycycline 100 mg and Metronidazole 400 r packs and
kept separately for usage by one

c. Millboard/Grey Board box:
Board: at least 3mm corrugated
outside by tightly affix millboard
Style of kit: Top and
Each box contains 20

d. Five ply shipper:
labelled in yel Colour

(150)Sgsm,

to be surrounded on inside and

colour as given under labels.

in 20milliboard/grey board/boxes and
under labels

ply corrugated box made in narrow flute from
Kraft paper

of at

I:>\\,/
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STI/RTI KIT-7 Packinq specification

a. Blister packed drugs

PVC film: Transparent, food grade, blister forming PVC film as specified in g.4.2
Aluminium foil: 0.025 mm, VMCH coated aluminium foil printed as per approved
artwork

b. One laminated kit will be required (either solely or with adj other essentlal
drugs) for each category of STI/RTI treatment as per schedule of
requirement.

The lot will be in Black colour and labelled as per d ls
Laminated material Glassine Paper (a0gm)
Type of kit -Gusseted
Each kit will contain one tablet of
Doxycycline 100 mg for usage by

c. Millboard/Grey Board in Black Colou

Labelled as given under
Board: at least 3mm
outside by tightly affix
Style of kit: Top and
Each black
labels.

red mi

d. Five

(1

gauze)

m and forty-two tablets

be used, surrounded on inside and

2Okits and labelled as given under

will contain 2Omilliboard/grey board/boxes and
per details given under labels

l), type - Sply corrugated box made in narrow flute from
quality'A' grade Kraft paper

Y

V2
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Aqenda 2:

Technical Specifications of Dual test kit for H!V & svphilis
screeninq:

Background:

DDG BSD appraised the committee that on procurement proposalfor Dual test kits
for HIV &Syphilis screening for 2023-24 submitted by Basic Services and STI
division, queries were raised by the Procurement division of NACO as follows:

a. Confirmation that the technical specifications for Dual test kit HIV & syphilis
is vendor neutral.

b. Confirmation that the sufficient numbers of bidders would be avaitabte to
participate.

It was informed to the committee that there are multiple manufacturers of this
product and some points for discussion was flagged so as to make the specifications
more clear and unambiguous, with respect to point no. 2 of technical specification
on the term used "multiple antigen"; on applicability of the point no 3 regarding
"clinical performance evaluation" and on kit controls at point g (c) .

2. "The assay should have following synthetic and/or recombinant antigens coated
on
solid phase"

a. Multiple Treponema pallidum antigens, and
b. Arlultiple Antigens of HIV I (including gp4l) and HIV 2 (including gp36)"

3. "The clinical performance evaluation data of the kit on whole blood sample
should be made available by the manufacturer".

9 (c) The assay component should include sufficient amount of positive and
negative controls.

After due deliberations and discussions, the committee decided to

a) Modify the point 2 deleting the term "multiple" and also "antigens" and their
description from the subpoints

b) delete the point 3 mentioned above citing the view that the term Clinical
performance evaluation is specifically meant for new IVD under medical
devices rule 2017 and as such are covered under the regulatory framework

\Y
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and do not need to be reiterated here. Programme could separately conduct
a validation for use of these kits with whole blood sample with the support of
National Reference Laboratories.

c) Discussed regarding kit controls in point 9 subpoint c, and while retaining the
specification, made it similar and specific in language along lines of
specifications of HIV kit 1,2,3,4

The technical specification committee agreed to the revised technical specifications
as follows by consensus: -

Technical Specifi ns of Dual test kit for HIV & svohilis is as follows:

1. The kit should be able to individually detect antibodies to HIV 1 & HIV 2
and Treponema pallidum by the rapid test, in human serum / plasma.

2. The assay should have following synthetic and/or recombinant antigens
coated on solid phase

a. Treponema pallidum, and

b. HIV 1 and HIV 2

3.. The assay should be based on any of the rapid test principles such as flow-
through (l m munoconcentration ), or lateral flow (l mmu noch romatography).

4. The assay should have an in-built control fortesting the validity of the
test procedure.

5. The Control dot / band (in{uilt control), should be able to detect the presence of
human immunoglobulins and should not merely check the flow of reagents or
integrity of the antigen except for the kits based on the principle of lateral flow.

6.. The assay should have following performance characteristics.

a. For HlV, sensitivity of 100% and specificity >98%.

b. For Treponema pallidum, sensitivity >85% and specificity >93%

7.. The time required for performing the test should not be more than 30 minutes.

8.. The kits should have a shelf life of 24 months, at least 5/6th of the minimum
shelf life must remain at the time of dispatch to the consignee.

9. The manufacturer should ensure that:

a) The test device should be packed (along with the desiccant) such that
there is a provision to conduct single test at a time.

b) The pack size of rapid test kits should be not more than 50 tests per kit.
c) The assay component should include sufficient volume of positive and

negative controls for conducting 20% of the test as per the pack size.

\r?/
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d) The kit should be supplied with a sufficient number of droppers to
deliver the required amount of specimen as specified in the kit
literature

11. Adequate documents detailing the principal components, details of
antigen used / coated for detection of Hlv 1 & 2 as well as Treponema
pallidum antibodies, biosafety compliance, validity criteria,
interpretation of results, performance characteristics, storage condition
and limitation of assays should be provided, Also the manufacturing and
expiry dates should be provided with each kit.

12. The manufacturer/authorized agent should ensure maintenance of cold
chain during storage and transportation of the kits at cumulative
time temperature indicator technology used WHO.

13. Product should be licensed by the under
rulesDrugs & Cosmetic Act 1940 & Rule 1945

2017.

V
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Agenda 3: Technical specifications of Rubber Latex Condoms

Back round

NACO had issued the Condom lndent for the FY 2022-23 with the technical
specification and art work of packing and labelling of condom as per usual practice.
CMSS sought clarification from NACO in light of NACO specifications and Tender
Bid Specifications being different as tabulated below.

The technical specifications in use by NACO arc a signed copy of extracts from
Schedule R describing the "Sfandards for condoms made of rubber latex
intended for single use and other mechanical contracepfives" from the Drugs
and Cosmetics Rules and all procurements of condoms till date have been done
using the same. However, in light of the discrepancies brought out on record, the
matter has been placed before the Technical Specification Committee.

\*<>

Y

Commodity NACO
Specification

Technical CMSS Bid
Specification

Technical

Rubber latex
condom

Dimensions. -
(1) the length when unrolled

(excluding teat) shall be not
less than. -

(i) 170mm

(2) The width of a condom
which laid flat and measured
at any point within 85 mm
from the open end shall be,

(i) 49 t 2mm for 170mm
length

Dimensions:

Length: the length when unrolled
(excluding teat) shall be net less
than 170mm with width 49+2mm
measured as per details in part2
below.

Width: the width of a condom
when laid flat and measured at
any point within 85mm from the
open end shall be;

a. 49+2mm

Quantity
condom
Lubricant

of The condoms shall be
dressed with silicone
lubricant. The quantity
required on each individual
condom should not be less
than 200 and minimum
viscosity shall be 200
centistokes.

Quantity of lubricant- 250m9
minimum
Details of lubricant - Silicon Oil
(Dimethyl Poly Siloxane)
Viscosity - 200-350 CTSK
Properties - Non-toxic and non-
irritant to skin
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The technical specifications in the CMSS bid document were reviewed by thecommittee and it was opined that since th"t;;;ijr," runco specifications, the
:H:ru:fJ;curements 

for NACo mav be pro.""""o throush tne-same in risht of

During the meeting, inputs from thefam-rly Planning division and RCH were alsocollated in terms of agreement. For rrlrru ,.u] 
"rt", thorough review and

3|'iir',:ji,]ii'.j|.,"r,liJ3wino splciricatior' -r'u""approved 
by the rechnicar

ni ifi Co om
1 D_escription:

Condom with teat end, lubricated for single use

Lubfication and Lubricant:
a. Quantity of lubricant--lS0mg minimum

2

b. Details of lubricant

c. Viscosity

d. Properties

3. Dimensions

Silicon oil (Dimethylpoly Siloxane)

200-350 cTSK

- Non-toxic and non-irritant to skin

Length: the rength of condom when unroiled (excruding teat) shailbe net less than 170mm
width: the width of a condom when raid frat and measured at anypoint *'J!i185mm from the 

"p", "nO 
,nrtt U";a. 49!2mm

single wall thickness: the singre wail thickness of a condom whenmeasured at three points, one at 30+2mm from open end, 30+5mmfrom the closed and excruding tre reservoir tip and at the middistance between these two "poinis 
shail be irom 0.045mm to0.075mm.

\^*2

S tiongofLabellinq and Packaqi nq:

1. Each (condom) of Free Supply Scheme is to be strip packed individual ly and2 strip of each 5 foiled are tobe packed in a polythen e/ pouch of 150 gauge,duly printed with the various instructions requi red under Standa rds ofWeights and Measures Act .l 976 and rules made under the law2. The design and drawin g of the polythene pouc should be in conform ity with
Supply of Govt. Of lndia

the artwork to be provi ded to the suppliers
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Nor FoR SALE AND Nor FoR ExPoRT ourstDE tNDrA' wiil be printed
in indelible ink across each polythene pouch of Free Supply .

3a. STRIP 4 Ply Laminated Foil

Material 40142 gsm GIP(glassine) paper/0.009mm
aluminium foil / heat seal coating/Acid Copolymer
of polythylene

Size of
strip

A Type

Printing

each Strip size for sq length x

on one side only,
gien to the suppliers

fee I - RE 1 for 10 condoms"
stead of 'Free Supply'

in 50 polythene pouches of 10 pcs.
Each - total 500 pcs. in one carton. The words
"Service fee of Re 1 for 10 condoms" will be
printed (instead of 'not for sale').

450 gsm or above heavy duty gray board one
side smooth surface to be used.

As on existing carton in red colour.

4. Specification for packing material for outer box

Narrow flute corrugated card board boxes of 7 ply, each ply of 150 gsm virgin
Kraft paper of which outer ply to be alkali resistant (chemically treated of
bituminised against white ants and other insects). Outer layer will be 60 + 40
+ 60 gsm and corners reinforced with 3" wide gummed cloth tapes in dark

minimum 30mm

u.>

tan colour as per write up as in previous supplies
polythene liner.

lined with

M

lnside to
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Each box should contain 12 cartons of 50 pouch x 1Onos. of i.e.6000pcs.

As per above specification the total GSM is as follows:

Out of 7 piles 6 inner piles (1 to 6 piles)

150 gsm each

7th out ply 160gsm x 1

Total

Extra GSM for

Corrugation of 3 piles

(@35%)

G.Total

Bursting strength not less than 1

5. Product should
Drugs &
under 2017.

900

160

1 060

158

121

authority defined under
and / or medical Devlce Rules

Q>
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Note:

1.

2.

3.

4.

5.

Summary of the discussions:

1. The Technical specifications for
approved with minor modifications in

2. The Technical specifi Dual
approved with modifi

3. The Technical
consensus

4. No other

Name of the firm should be printed on the tape pasted on the cardboard for
sealing purpose.
"Not for export outside lndia" must be printed on the wallet, cartons and
corrugated cardboard boxes.
Leaflet illustrating how to use condoms must be enclosed in each pouch of
ten condoms.
Condom width and length specification and that they comply to packaging
must be mentioned on individual package (Wallets ) and the cartons
The identification mark like manufacturer's name (initials), year of
production and scheme Free Supply/Social M
may be, would be screen printed on the cond
rim/open end of condom between the two d
manufactu ring process.

6. The Batch No. would also be indicated in
in addition to its indication in the alpha n

, as the case
5MM of the

during the

packaging

STI/RTI drug kits were

and Syphilis screening were

Condoms were formulated in

this meeting

(,>

**********
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