CE Certified

Male Condoms
at HLL Lifecare Ltd

TECHNICAL SPECIFICATIONS & BRANDS
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HLL Lifecare Limited (HLL) formerly known as Hindustan Latex Limited is a Mini Ratna
Government of India Enterprise under the Ministry of Health & Family Welfare. HLL was
established in 1966 for the manufacture and supply of condoms under the National Family
Planning Programme of Govt. of India. HLL has traversed a long path, over the past fifty eight
years. From a modest condom packing unit to a condom manufacturer, to an organisation
manufacturing the widest range of contraceptives, HLL has emerged as one of the foremost
providers of healthcare products and services in India. With a wider spectrum of activities,
HLL touches the lives of millions across the world thereby rightly realising its motto of ‘Inno-
vating for Healthy Generations..

Its extensive marketing infrastructure covers retail outlets, hospitals, medical professionals
and villages across India. Globally, its brands are present in over 86 countries.

The core focus of HLL is to promote sexual health through high-quality male condoms
designed to :

* Reduce the risk of sexually transmitted infections (STls)

* Prevent unintended pregnancy.

The company’s condoms are manufactured in accordance with International Standards and
Regulations to ensure the highest quality and safety.

This technical brochure provides comprehensive information on the CE Certified Male Con-
traceptive condoms manufactured by HLL.



COMPANY AND REGULATORY

INFORMATION

COMPANY NAME

ADDRESS

PHONE
EMAIL
WEBSITE

SRN

Notified Body Details
NAME

ADDRESS

WEBSITE

NOTIFIED BODY NO

HLL Lifecare Limited

HLL Lifecare Limited
Peroorkada Factory, Peroorkada PO
Thiruvananthapuram, Kerala, India. Pin: 695005

+91 -471 235 4949
mrhll@lifecarehll.com

www.lifecarehll.com

IN-MF-000022126

SGS Belgium NV

SGS Belgium NV, SGS House

Noorderlaan 87 2030 Antwerp Belgium,

t +32 (0) 3 545-48-48 f +32(0)3 545-48-49

WWWw.sgs.com

1639



Authorized Representative

NAME : OBELISS.A

ADDRESS : Bd. Général Wahis,53, 1030 Brussels, Belgium
WEBSITE : https://www.obelis.net/

NOTIFIED BODY NO @ +3227325954

SRN : BE-AR-000000106

MALE CONTRACEPTIVE
CONDOMS : Brands & Technical Data

PRODUCT NAME : Natural Rubber Latex Condoms (Pre-lubricated)

BRAND/PROPRIETARY NAME : Moods, Protec, Love Brand
Basic UDI-DI : 89040685NLMCVN

EMDN CODE : U110101

MDA / MDN CODE : MDN 1210- Non-active non-implantable devices used
for contraception or prevention of the transmission of
sexually transmitted diseases

MDS & MDT CODE(S) : MDT 2004, MDT 2011
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BRANDS J VARIANTS

Moods Regular

Moods Ribbed

Moods Ultrathin
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Moods Banana

Moods Dotted

Moods bugglegum

bubblegue




Moods Chocolate Moods Coffee Moods Strawberry
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Moods Scented Moods Coloured Moods Extra Long
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Moods Gold 1500 Dots Moods Gold Blaze Moods Gold Cool
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Moods Gold Joyride Moods Grape Moods Diamond
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Moods 3X
Fun
Protec Ultrathin
Protec Bub
blegum

protect yourself-

Protec Vani
nilla
Protec Strawberry
Love Brand
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LIST OF BRANDS [CE MARKED]

PRODUCT NAME CONDOM | COLOUR | FLAVOUR [FRAGRANCE TEXTURE LUBRICANT
TYPE
Moods Regular 53 £ 2mm Natural Nil Nil Plain Silicone oil
Moods Ultrathin 53 = 2mm Pink Nil Nil Plain Silicone oil
Moods Dotted 53 = 2mm Green Nil Nil Dotted Silicone oil
Moods Ribbed 53 £ 2mm Violet Nil Nil Ribbed Silicone oil
Moods Banana 53 = 2mm Pink Banana Nil Plain Silicone oil
Moods Bubblegum 53 = 2mm Pink Bubblegum Nil Plain Silicone oil
Moods Choco 53 = 2mm Pink Chocolate Nil Plain Silicone oil
Moods Coffee 53 £ 2mm Pink Coffee Nil Plain Silicone oil
Moods Strawberry 53+ 2mm Pink Strawberry Nil Plain Silicone oil
Rose Plain Silicone oil
Moods Scented 53 £ 2mm Pink Nil Musk Plain Silicone oil
Jasmine Plain Silicone oil
Green Nil Nil Plain Silicone oil
Moods Coloured 53 £ 2mm Violet Nil Nil Plain Silicone oil
Pink Nil Nil Plain Silicone oil
Moods Extralong 53 = 2mm Pink Nil Nil 1500 dots Silicone oil
Moods Gold 1500 Dots 53 £ 2mm Natural Nil Nil 3in 1 condom Silicone oil
Moods Gold Joyride 53 + 2mm Natural Nil Nil 3in 1 condom Cooling gel
Moods Gold Cool 53+ 2mm Natural Nil Nil 3in 1 condom Warming gel
Moods Gold Blaze 53 £ 2mm Natural Nil Nil Plain Silicone oil
Moods Grape 53 = 2mm Purple Grape Nil Dotted Silicone oil
(Diamond Shape)
Moods Diamond 53 = 2mm Purple Nil Nil 3in 1 condom Silicone oil
Moods 3X Fun 53 = 2mm Natural Nil Nil Plain Silicone oil
Protec Ultrathin [3s & Bulk] 53 = 2mm Pink Nil Nil Plain Silicone oil
Protec Bubblegum [3s & Bulk] | 53 + 2mm Pink Bubblegum Nil Plain Silicone oil
Protec Vanilla [3s & Bulk] 53 = 2mm Pink Vanilla Nil Plain Silicone oil
Protec Strawberry 53 = 2mm Pink Strawberry Nil Plain Silicone oil
Love Brand 53 = 2mm Natural Nil Nil Plain Silicone oil







TECHNICAL SPECIFICATIONS,
INTENDED USE & MEDICAL GUIDELINES

DEVICE NAME : NATURAL RUBBER LATEX CONDOMS (PRE-LUBRICATED)

DEVICE DESCRIPTION

HLL manufactured male contraceptive condoms are made of natural rubber latex. Male condoms
consist of a cylindrical rubber sheath with one end open. The open end terminate in a rolled ring of
latex, called an integral bead, ‘rim’ or ‘ring. The condoms have straight, parallel sides without constric-
tions and with a visible shoulder leading to a reservoir pouch at the closed end. It is a thin sheath that
is placed over the erect penis before sexual intercourse to prevent unintended pregnancy and provide
a barrier against sexually transmitted infections (STls).

Lubricated condoms are packed in rolled condition in hermetically sealed individual containers and are
capable of being unrolled readily. Condoms comes in different textures and colours. Silicone Oil is
added to the condoms which act as the lubricant. Flavours/fragrances are also added along with the
Silicone Oil. Condoms are made against the specifications stipulated as per ISO 4074:2015.

INTENDED USE

Intended use of HLL condom is to reduce the risk of transmission of sexually transmitted infections
and to prevent pregnancy. HLL Male Condoms, when used consistently and correctly, are effective
means of protecting users and their partners from unwanted pregnancy and sexually transmitted
diseases including HIV that causes AIDS, although no contraceptive can guarantee 100% effectiveness.

INTENDED USE ENVIRONMENT

Condoms can be used in any environment. The usage environment of condoms encompasses a range
of factors, including sexual behavior, cultural norms, accessibility, education, relationship dynamics, risk
perception, and personal preferences. Understanding and addressing these factors are essential for
promoting consistent and effective condom use as part of comprehensive sexual health initiatives.

MEDICAL INDICATIONS

Pregnancy Prevention

Male contraceptive condoms are proven to have a high effectiveness rate in preventing unintended
pregnancy when used correctly and consistently.

STI Prevention
Condoms are proven to reduce the risk of sexually transmitted infections, including HIV/AIDS, gonor-
rhea, chlamydia, and syphilis, when used correctly and consistently.



INTENDED USER
Sexually active adult population (Adult male & partner)

TARGET PATIENT POPULATIONS
Sexually active adult population (Adult male & partner)

CONTRAINDICATION

The use of male contraceptive condoms may be contraindicated in individuals who have known allergies
or hypersensitivity reactions to latex or any other materials used in the condoms. Individuals with
lesions, sores, or ulcers in the genital area should also avoid using condoms as they may not effectively
provide protection against STlIs.

WARNINGS/CAUTIONS/PRECAUTIONS

Caution: This product contains natural rubber latex which may cause allergic reactions including anaphy-
lactic shock. If you or your partners have had any reaction to latex rubber, do not use this product. If
either partner develops a rash or irritation, stop use and consult a doctor.

If either partner experiences respiratory difficulty or develops blue lips following use of this product,
seek medical advice immediately and stop using the product.

PRINCIPLE / MODE OF OPERATION

Male contraceptive condoms provide a physical barrier between the penis and the vagina, preventing the
exchange of bodily fluids and interrupting the pathway of sperm to the egg. By blocking the direct
contact between the penis and vagina, condoms reduce the chances of pregnancy and transmission of
STls. Also, condoms collect the semen during ejaculation.

COMBINATION WITH OTHER MEDICAL DEVICES

Condoms (Pre Lubricated) are in itself a medical device that serves its intended purpose of use without
any combination with other devices or equipment. Condoms are not meant to be used in combination
with oil based lubricants or other medicines. Condoms, however, can be used with Water Based Lubri-
cants and the combination is safe and does not impair the specified performance of the product.



KEY PERFORMANCE & SAFETY CLAIMS

PREGNANCY PREVENTION

STI PREVENTION

DURABILITY AND STRENGTH

COMFORT AND SENSITIVITY

EASY TO USE

SHELF LIFE

Male contraceptive condoms are proven to have a high
effectiveness rate in preventing unintended pregnancy
when used correctly and consistently.

Condoms are proven to reduce the risk of sexually trans-
mitted infections, including HIV/AIDS, gonorrhea, chlamyd-
ia, and syphilis, when used correctly and consistently.

Condoms are proven to be durable and able to withstand
normal use without breakage or tearing.

Condoms are proven to be comfortable to wear and not
cause discomfort or decrease sexual sensitivity.

Condoms are easy to open, unroll, and apply correctly.
Clear instructions for use are provided.

Condoms are proven to have a specified shelf life of 5 years
from the date of manufacturing and to maintain their effec-
tiveness within that period if stored properly.

These claims and performance requirements are in accordance with the applicable standards, such as
ISO 4074 and EU MDR 745/2017, which regulate the design, manufacturing, and performance of male

contraceptive condoms
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