DR.CLINIC ANTIBACTERIAL COLOGNE- ethyl alcohol, benzalkonium chloride liquid
MAKYAJ KOZMETIK INSAAT SANAYI VE TICARET LIMITED SIRKETI

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

dr.CLINIC® ANTIBACTERIAL LEMON COLOGNE
Drug Facts

Active ingredients
Ethyl alcohol 80% (v/v)
Benzalkonium Chloride 0.1% (v/v)

Purpose

Antibacterial

Inactive ingredients

Deionized Water, Parfum

Use:
Antibacterial applied to the human body

Direction:

Take some Antibacterial cologne in your palm and rub your hands between fingers, all internal and
external surfaces, nail parts until they are dry. It is used for hand cleaning. Do not rinse after use. It is
necessary to use 60 seconds and 3 ml.

Warnings:

IN APPLICATION AND PREPARATION DO NOT EAT, DRINK, OR USE SMOKING. RISKS ON
HUMAN AND ENVIRONMENTAL HEALTH TO AVOID, INSTRUCTIONS FOR USE FOLLOW.
It is poisonous to bees. It can be poisonous to fish and aquatic organisms.

Empty packaging disposal method: Do not empty into sewers or rivers.

Used product: Do not discharge into sewers or rivers. Wastes not otherwise specified

Contaminated packaging: Do not reuse. Dispose according to local regulations.

Symptoms of poisoning.

Ethyl alcohol LD50 (oral): 10470 mg/kg

First Aid Measures

In case of inhalation: In case of exposure, immediately remove the patient from the contaminated area.

In case of eye contact: Rinse eyes immediately with clean water, keeping the eyelids open, for at least
15 minutes. Get help from an ophthalmologist.



In case of swallowing: Rinse the mouth of the patient with water and drink water. Keep it calm. Do not
induce vomiting.

Antidote and necessary information

CALL 114NOUS PHONE OF NATIONAL POISON CONSULTING CENTER (UZEM) IN THE
POISONING CONDITIONS. MATTERS TO BE CONSIDERED WHEN USING AND
STORING THE PRODUCT HAZARDOUS EXPRESSION AND EXPLANATION

H225: Easily flammable liquid and vapor.
GHS02 DANGER

FROM CHILDREN, FOOD AND ANIMAL KEEP AWAY FROM FEEDS.

PRECAUTIONARY STATEMENT AND EXPLANATION

P210: Do not spray towards flame or other sources of fire.

P233: Keep container tightly closed.

P240: Fit/ connect container and receiving equipment to ground.

P241: Use explosion-proof electrical / ventilation / ignition / material.

P280: Wear protective gloves / protective clothing / eye protection/ face protection.

P303 + P361 + P353: IF ON SKIN (or hair): Immediately remove / remove all contaminated clothing.
Rinse your skin with water / shower.

P370 + P378: In case of fire: Use suitable extinguishers in the surrounding area for extinction.
P337 + P313: If eye irritation persists: Get medical attention / attention.
P403 + P235: Store in a well-ventilated area. Keep it cold.

P501: Dispose of contents / container in accordance with local/ regional / national / international
regulations.

80° ANTIBACTERIAL

KILLS 99.9% OF GERMS

Made in Turkey

Production and Expiration Dates: (By month or year by print or stamp)

Product shelf life is 2 years. Consume within 3 months of opening the packaging.
BIOSIDAL PRODUCT

COMMERCIAL NAME
DR CLINIC ANTIBACTERIAL COLOGNE

Name and address of the owner of the manufacturer:

MAKYAJ KOZMETIK INSAAT SANAYITICARET LIMITED SIRKETI
Hadimkdy Baglanti Yolu Akcaburgaz Mah. No: 140 Esenyurt/ Istanbul
Name and address of the license holder:

MAKYAJ KOZMETIK INSAAT SANAYI TICARET LIMITED SIRKETI

Hadimkoy Baglanti Yolu Akgaburgaz Mah. No: 140 Esenyurt/ Istanbul
(Miilga ibare: RG-21/12/2011-28149)



USER GROUP (PERSONAL AND HUMAN USE)

BEFORE USING, READ THE LABEL AND THE PROCEDURE
COMPANY NAME AND EMBLEM

MAKYAJ COSMETIC CONSTRUCTION INDUSTRY AND TRADE COMPANY LIMITED

.
Packaging
/ Procicion and Expirtion lna
By et yarby v ) EEAFNE
Frocdact shlf e b £ ymr.
Corure mtin 3 mpshy of eperg e padcgng
B
(I MR AL RE
IR LN TSR AL L0 NE
Drog Facls
Mo and st f fe acthe sbeare ()
(reracd rare CAS Ry FRECAUTIONARY STATEMENT AND EXPLARATION
Extyl doabol A5 M 5476 (BN P10 i sy bowarcs eme or other saures of fire.
o By e L £ 051 P13 e continer tightly oo P2 FitJ coment
BG 1/ BB 30 WL k) anbaher and recsiig e brend o qrund.
i R 88 Bt kD PRAT: b2 s rou el vl / gpkton /

_ o ta
J .

bewarn g, el ar e e, il parta o
thayaredy, b v fr oo dmnim Dot rene o e £

P Mo e gl | procie clfig (e
prufcton J faace prodection. P + P61 + F353: IF 0N
SN for b Iomeiatedy remove J ramove ol contaminated

Iy to e Bl wemek ans Anl choihing. fine your idn with water | thwer.
ra— Pﬂm4rﬂ?ﬂ:ln|‘f§2dnm:LhP;l?mesﬁrqitq=hh
s e . et e e e
A LEATON AND PRI + P35 Sore in 3 wel-ventlated area Keen | cod.
00 M0 TEAT, DRI R USE SN0 KNG P Dz of contents | container in s dance with
RS0 NH SAN AMDEN VR MM ENTAL HEMH local/ regional ! rafions |/ inGer el reguisti o
I, SRICTOREFURLSE
FOLLOW ki3 poserusts bem.
o w’L Mo Pt Mot el Name and 3 ddress of the owner of the
menufacturer:
wdij g oy g e i K g e i MAKYA) FOZMETIK NSAAT SAMAYi TICARET
U proviet: ot e nto saers  fers. Wastesnst LIMATED SIRKETI
! [ ——
EE [arres priacey 6 0 . Depes aTace brd Habamily Badhant Yoy As-abusgaz Mah Ne: 140
g = ety Esemyart! Istanbed
ANTIBACTERIAL == T e
i Nmmm‘”“;‘:z‘m""""""“ MAKYA) KOZMETIK I?H SANAY] TICARET
%Q Ampuos of plming LIMITED SIRKET
LEMON £ T e
é’é ey UL " Esenpurt Etantal
COLOGNE B bt e e i R
g : ; 2 i PERSONAL AND HUMAN USE)
antibakteriyel limon kolonyasi 3 S e

Anicee ey | tn

BEFORE USING READ THE LABEL AND THE
LG PO F MM PN LT PROCEDURE

Made in Turkey

B 4 10me

8 IGSO l

331331"

AN T POSHACE T COMPANY NAME AAD EMELEN
023 B SR DESSE o DPLIE MAKYLJ COSMETIC CO ISTRUCTION MDUSTRY

Mt Fuel y o i arc e AND TRADE COMPANY LIMITED

DRUG FACTS LABEL

Production and Expiration Dates:
(By month or year by print or stamp)
Product shelf life is 2 years.
Consume within 3 months of opening the packaging.
BIOSIDAL PRODUCT
COMMERCIAL NAME
OR CLINIC ANTIBACTERIAL COLOGNE

GHS02 DANGER

Drug Facts

Name and amount of the active substance (%)
(Chemical name; CAS Numaras)
Ethyl alcohol CAS No: 64-17-5 (%80,0) (vfv)
Benzalkonium Chioride Cas No: 63449-41-2 / 68391-01-5/
8424-85-1 / B5409-22-9 % 01 ()

PRECAUTIONARY STATEMENT AND EXPLANATION
P210: Do not spray towards flame or other sources of fire.
P233: Keep container tightly closed. P240: Fit / connect
container and receiving equipment to ground.

mmﬂjiﬁ?m":gffﬁmh%ﬁmvgh 010 P241: Use a:plnsinn-pmufn::;?g:igﬁzal / ventilation / ignition /
How to use: I

Take some Antibacterial cologne in your palm and rub your hands

between fingers, all intemal and extemal surfaces, nail parts until

they are dry. It is used for hand cleaning. Do not rinse after use. It
is necessary to use 60 seconds and 3 ml.

Warnings:
FROM CHILDREN, FOOD AND ANIMAL
KEEP AWAY FROM FEEDS.
IN APPLICATION AND PREPARATION
DO NOT EAT, DRINK, OR USE SMOKING.
RISKS ON HUMAN AND ENVIRONMENTAL HEALTH
TO AVOID, INSTRUCTIDNS FOR USE
FOLLOW. It is poisonous to bees.
It can be poisonous to fish and aquatic organisms.

P280: Wear protective gloves / protective clothing / eye
protection / face protection. P303 + P361 + P353:1F ON
SKIN (or hair): Immediately remove / remove all contaminated
clothing. Rinse your skin with water / shower.

P370 + P378: In case of fire: Use suitable extinguishers in the
surrounding area for extinction. P337 + P313: If eye irritation
persists: Get medical attention / attention.

P403 + P235: Store in a well-ventilated area. Keep it cold.
P501: Dispose of contents / container in accordance with
local/ regional / national / international regulations.

Name and address of the owner of the
manufacturer:



Empty packaging disposal method: Do not empty into sewers or

P MAKYAJ KUZMETlK |N$MT SﬁNﬂYI TICARET
Used poduct: Do not dmmgeinmwm rivers. Wastes not LIMITED $|RKET|
ke Dﬂﬁﬂ"wﬁkpmwm - Hadmkay Baglanti Yolu Akaburgaz Mah. No: 140
regulations. Esenyurt/ Istanbul

Name and address of the license holder:

PRODUCT TYPE 1 Antibacteral apiled o the human body MAKYAJ KOZMETIK INSAAT SANAY TICARET

antibacterial

Symptoms of poisoning. LlM'TED S'RKET'
Ethyl alcohol l-F[Ef i?jmuL gj& 10470 mg/kg Hadimkiy Baglant Yolu Akcaburgaz Mah. No: 140
In case of inhalation: In case of exposure, immediately remove the Esenyurt/ Istanbul
patient from the contaminated area. (Mﬂlga ibare: RG-21/12/2011 28149)
In case of eye contact: Rinse eyes |mmedlme4y with clean water, USER GROUP
keeping the eyelids open, for at least 15 minutes. Get help from an

ophthalmologist.
In case of swallowing: Rinse the mouth of the patient with water
and drink water. Kegp it calm. Do not induce vomiting.

(PERSONAL AND HUMAN USE)
BEFORE USING, READ THE LABEL AND THE

Antidote and necessary information
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DR.CLINIC ANTIBACTERIAL COLOGNE

ethyl alcohol, benzalkonium chloride liquid

Product Information
Product Type

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNIL:3K9958 V90 M)

BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZALKONIUM -

UNIL:7N6JUD5X6Y)

Inactive Ingredients

Ingredient Name
WATER (UNIL: 059QF0KO0R)

Packaging
# Item Code

HUMAN OTC DRUG

Package Description

Item Code (Source)

Name and address of the owner of the
manufacturer:
MAKYAJ KOZMETIK INSAAT SANAY] TICARET
LIMITED SIRKETI
Hadimkdiy Bagantr Yolu Akaburgaz Mah. No: 140
Esenyurt/ lstanbul
Name and address of the license holder:
MAKYAJ KOZMETIK INSAAT SANAY] TICARET
LIMITED SIRKETI
Hadimbdiy Bagantr Yol Akaburgaz Mah. No: 140
Esenyurt! lstanbul
(Milga ibare: RG-21/12/2011-26148)
USER GROUP
(PERSONAL AND HUMAN USE)

BEFORE USING, READ THE LABEL AND THE
PROCEDURE
COMPANY NAME AND EMBLEM
MAKYAJ COSMETIC CONSTRUCTION INDUSTRY
AND TRADE COMPANY LIMITED

NDC:76725-102

Basis of Strength Strength
80 mL
ALCOHOL in 100 mL
BENZALKONIUM .
CHLORIDE 0.1g in 100 mL

Strength

Marketing Start Date Marketing End Date
1 NDC:76725-102-01 100 mL in 1 BOTTLE; Type 0: Nota Combination Product 05/06/2020
2 NDC:76725-102-02 240 mL in 1 BOTTLE; Type 0: Nota Combination Product 05/06/2020



3 NDC:76725-102-03 500 mL in 1 BOTTLE; Type 0: Not a Combination Product 05/06/2020

Marketing Information
Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 05/06/2020

Labeler - MAKYAJ KOZMETIK INSAAT SANAYIVE TICARET LIMITED SIRKETI (504546402)

Establishment

Name Address ID/FEI Business Operations
MAKYAJ KOZMETIK INSAAT SANAYI VE TICARET LIMITED SIRKETI 504546402 manufacture(76725-102)

Revised: 5/2020 MAKYAJ KOZMETIK INSAAT SANAYI VE TICARET LIMITED SIRKETI
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