KONIX ALCOHOL ANTISEPTIC HAND SANITIZER- konix alcohol antiseptic hand
sanitizer gel
Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urunler

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.

KONIX ALCOHOL ANTISEPTIC 80% TOPICAL GEL HAND SANITIZER

Active Ingredient(s)
Alcohol 80% v/v

Purpose

Antiseptic, Hand Sanitizer Gel

Use

Uses to help reduce bacteria on the skin that potentially can cause disease. For use when soap and
water are not available.

Warnings
For external use only: Flammable. Keep away from heat or flame.

In children less than 2 months of age
On open skin wounds

When using this product keep out of eyes, ears, and mouth. In case of contact with eyes, rinse eyes
thoroughly with water.

Stop use and ask a doctor if Irritation or rash occurs. These may be signs of a serious condition.

Keep out of reach of children. If swallowed,get medical help or contact a Poison Control Center right
away

Directions
¢ Place enough product on hands to cover all surfaces. Rub hands together until dry.
e Supervise children under 6 years of age when using this product to avoid swallowing.

Other Information
Store between 15-30C (59-86F) Avoid freezing and excessive heat above 40 C ( 104F)

Inactive ingredients

Water, glycerin, isopropyl myristate, tocopheryl acetate, acrylates/ c10-30 alkyl acrylate crosspolymer,
aminomethyl propanol, fragrance

KONIX Alcohol Antiseptic 80%
Topical Gel With Vitamin E HAND SANITIZER
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Drug Facts

Active ingredient (s) Purpose
Alcohol 80% v/v. Antiseptic

B(S)Hand santizer o help reduce bacleria that potmﬁallr can
cauise disease. For use when soap and water are not availale.

Warnings
For external use only. Flammable. Keep away from
heat or flame.

Do not use

« in children Jess than 2 months of age

 0n open skin wounds

When using this product keep out of eyes, ears, and mouth,
In case of contact wms, Tinge eyes thoroughly with water
Stop use and ask a doctor if imitation or rash occurs.
These may be signs of a serious condition.

Keep out of reach of children. If swallowed, get
medical help or contact a Poison Control Center right away.

Directions Place enouﬂh product on hands to cover all
surfaces. Rub hands together until dry. ®Supervise children
6 years of age when using this product to avoid swallowing.

Other information e Store between 15-30C éEB-BEF)

o Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients Water, Glycerin, Isopropyl Myristate,
Tocopheryl Acetate, Acrylates/C10-30 Alkyl Acrylate
Crosspolymer, Aminomethyl Propanol, Fragrance

[REF] T0000.137.0001 Rev.: 00/25.03.2020 Cod:06.02.1493

Manutacturer and License Owner: tUrKUaZ'

Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal
Uriinler San. Ve Tic. A.§.

Yakuplu Mahallesi Birlik Caddesi No.: 32/1 34524
Beylikd(izd / Istanbul / TURKEY

Phone Number: +90 212 428 68 48 Fax: +90 212 428 68 53
www turkuazsaglik.com.tr | info@turkuazsaglik.com.tr

KONIX Alcohol Antiseptic 80%
Topical Gel With Vitamin E HAND SANITIZER
30 ml
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Drug Facts

Active ingredient (s) Purpose
Alcohal 80% v/v Antiseptic

[se(s)Hand sanitizer to help reduce bacteria that potentiallr can
cauise disease. For use when soap and water are not available.

mings

For external use only. Flammable. Keep away from
heat or flame.

Do not use

© in children less than 2 months of age

© 0n open skin wounds

When using this product keep out of eyes, ears, and mouth,
In case of contact with eyes, ringe eyes thoroughly with water

Stop use and ask a doctor f itatio or rash occurs.
These may be signs of a serious condition.

Keep out of reach of children. If swallowed, (ﬁ

t
megical help or contact a Poison Gontrol Center right away.

HandSaniizer

Directions Place anough product on hands to cover all
surfaces. Rub hands together until dry. Supervise children
Under 6 years of age when using tis product to avoid swallowing.
Other information Store between 15-30C éﬁg-sﬁF)
\void freezing and excessive heat above 40C (104F)
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Manufacturer and License Owner: tUrKUD
Turkuaz Safjlik Hizmetleri Medikal Temizlik Kimyasal

Uriinler San. Ve Tic. A.§.

Yakuplu Mahall
Phone Number: +90 212 428 68 48 Fax: +90 212 428 68 53

Beylikdiiz{i / Istanbul / TURKEY

|

ik.com.tr

lik.com.tr | i

Inactive ingredients Water, Glycerin, Isopropy! Myristate,
Tocopheryl Acetate, Acrylates/C10-30 Alkyl Acrylate
Grosspolymer, Aminomethyl Propanol, Fragrance

[REF] T0000.137.0001 Rev.: 00/25.03.2020 Cod:06.02.1493
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KONIX Alcohol Antiseptic 80%

Topical Gel With Vitamin E HAND SANITIZER

50 ml
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Drug Facts

Active ingredient (s) Purpose
Alcohol 80% /v Antiseptic

UIse(s)Hand sanitizer to help reduce bacteria that putenliallrcan
cause disease. For use when soap and water are not available.

For external use only. Flammable. Keep away from
heat or flame.

Do not use
© in children less than 2 months of age
© 0n open skin wounds

When using this product keep out of eyes, ears, and mouth,
In case of contact with eyes, rinse eyes thoroughly with water
Stop use and ask a doctor i imftation o rash occurs.
These may be signs of a serious condition,

Keep out of reach of children. If swallowe, (]]‘e‘t
megical help or contact a Poison Control Center right away.

Hand Sanitizer

Directions Place anough product on hands to cover all
surfaces. Rub hands together until dry. eSupervise children
der 6 years of this product o avoid swallowing.

Other information Store between 15-30C éﬁQ-BBF)

\void freezing and excessive heat above 40C (104F)
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Manufacturer and License Owner: tUCKUD
Phone Number: +90 212 428 68 48 Fax: +90 212 428 68 53

Yakuplu Mahallesi Birlik Caddesi No.: 32/1 34524

Beylikd{iz{i / Istanbul / TURKEY

Inactive ingredients Water, Glycerin, Isopropyl Myristate,
Tocopheryl Acetate, Acrylates/C10-30 Alkyl Acrylate
Crosspolymer, Aminomethyl Propanol, Fragrance

[REF] T0000.137.0001 Rev.: 00/25.03.2020 Cod:06.02.1493
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KONIX Alcohol Antiseptic 80%

Topical Gel With Vitamin E HAND SANITIZER

85 ml
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Drug Facts

Active ingredient (s) Purpose
Alcohol 80% v/ Antiseptic

JIse(s)Hand sanitizer o help reduce bacteria that pntenlialrr can
cause disease. For use when soap and water are not available.

s AR only. Flammable. Keep away from

2

Turkuaz Sajjlik Hizmetleri Medikal Temizlik Kimyasal

Yakuplu Mahallesi Birlik Caddesi No.: 32/1 34524
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Manufacturer and License Owner: tUrKUS

Phone Number: +90 212 428 68 48 Fax: +90 212 428 68 53

com.tr

g
heat or flame, Sxas
Do ot use E02g 8
@ i children less than 2 months of age 254
* 0n open skin wounds 823
When using this product keep out of eyes, ears, and mouth. i :
Isr%case of contact with eyes, rinse eyes thoroughly with water Wl & SrE
op use and ask a doctor if iritation or rash occurs, [ & S——-
These may be signs of a serious conition, § —';‘;‘
Keep out of reach of children. If swallowed, get —
medical help or contact a Poison Control Center right away. g —
\ Directions Place enuugh product on hands to cover all g £
: > surfaces. Rub hands together until dry. ®Supervise children ll 8 02t
— der 6 years of this product to avoid swallowing. i & m——
ih Other information Store between 15-30C (59-86F) e
Hand sanltlzer o Avoid freezing and excessive heat above 40C 2104F) g_ _;
Inactive ingredients Water, Glycerin, Isopropyl Myristate, ; —
85 mLE 281.0z Tocopheryl Aceate, Acrylaes/C10-30 Akl Acryate =
\ i o Crosspolymer, Aminomethyl Propanol, Fragrance o0
o o

KONIX Alcohol Antiseptic 80%

Topical Gel With Vitamin E HAND SANITIZER

100 ml
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Drug Facts

Active ingredient (s) Purpose
Alcohol 80% v/v. Antiseptic

Tse{s)Hand sariizer to help educe bactera et puteniiallrcan
cause disease. For use when soap and water are not available.

Warnings

For external use only. Flammable. Keep away from
heat or flame.

Do ot use

« in children less than 2 months of age

© On open skin wounds

When using this product keep out of eyes, ears, and mouth.
In case of contact with eyes, rinse eyes thoroughly with water
Stop use and ask a doctor i iitaion or rash occurs.
These may be signs of a serious condition,

Keep out of reach of children. If swallowed, get
medical help or contact a Poison Conlrol Center right away,

Hand Sanitizer

Directions Place enuugh product on hands to cover all
surfaces. Rub hands together until dry. ®Supervise children
under 6 years of age wh this product to avoid swallowing.
Other information Store between 15-30 {59-86F)
void freezing and excessive heat above 40C (104F)
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Turkuaz Sajjlik Hizmetleri Medikal Temizlik Kimyasal
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Manufacturer and License Owner: tUrKUD

Yakuplu Mahallesi Birlik Caddesi No.: 32/1 34524

Beylikdiizii / Istanbul / TURKEY

Inactive ingredients Water, Glycerin, Isopropyl Myristate,
Tocopheryl Acetate, Acrylates/C10-30 Alkyl Acrylate
Crosspolymer, Aminomethyl Propanol, Fragrance

[REF] T0000.137.0001 Rev.: 00/25.03.2020 Cod:06.02.1493
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Phone Number: +90 212 428 68 48 Fax: +90 212 428 68 53

com.tr

KONIX Alcohol Antiseptic 80%

Topical Gel With Vitamin E HAND SANITIZER

150 ml
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Drug Facts

Active ingredient (s) Purpose
Alcohol 80% v/v Antiseptic
[se(s)Hand sanitizer to help reduce bacteria that putentiallr can
cause disease. For use when soap and water are not available.
arnings

For external use only. Flammable. Keep away from
heat or flame.

Do not use

« in children less than 2 months of age

© 0n open skin wounds

When using this product keep outof eyes, ears, and mouth,
In case of contact with eyes, rinse eyes thoroughly with water
Stop use and ask a doctor i iitation or rash ocurs.
These may be signs of a serious condition.

Keep out of reach of children. If swallowe, ;ﬁt
megical help or contact a Poison Control Center right away.
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Manufacturer and License Owner: tUrKUD

Phone Number: +90 212 428 68 48 Fax: +90 212 428 68 53

Yakuplu Mahallesi Birlik Caddesi No.: 32/1 34524

Beylikd{iz{i / Istanbul / TURKEY

HandSaniizer

Directions Place anough product on hands to cover all
surfaces. Rub hands together until dry. Supervise children
under B years of this product o avoid swallowing.

Other information Store between 15-30C éSQ-BBF)

\void freezing and excessive heat above 40C (104F)

Inactive ingredients Water, Glycerin, Isopropy! Myristate,
Tocopheryl Acetate, Acrylates/C10-30 Alkyl Acrylate
Grosspolymer, Aminomethyl Propanol, Fragrance

8“!81715 344467
\

[REF] T0000.137.0001 Rev.: 00/25.03.2020 Cod:06.02.1493

KONIX Alcohol Antiseptic 80%

Topical Gel With Vitamin E HAND SANITIZER

200 ml
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Hand Sanitizer
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KONIX Alcohol Antiseptic 80%

Topical Gel With Vitamin E HAND SANITIZER

250 ml

Drug Facts .
Active ingredient (s) Pupose § S % g
Alcohol 80% V. Antiseptic @ X = § St
Jse(s)Hand sanitizer to help reduuebacteriamatpntemiallrmn _§ o %g
cause disease. For use when soap and water are not available - g
Brnings 5T g
For external use only Flammable. Keep away from g 3,323°%
heat or flame, 8 <=E%:
Do not use e Ee22g ¢
© in children less than 2 months of age 5 25585
® 0n open skin wounds g igs:g 5
When using this product keep outof eyes ears, and mouth, | 2 EE52E £
In case of contact with eyes, nnseeyesthomughlywnhwaier i e———
%mp use gml ask fa doctor if |r[ri|ttat|un or rash oceurs, % 2
lese may be signs of a serious condition
Keep out of reach of children. if swallowed, ge ;’1 8 _:1-*
medical help or contact a Poison Conlrol Center right away, 5 —
Directions ePlace enuugh product on hands 1o cover all § R
surfaces. Rub hands together until dry. ®Supervise ch|ldrer| S —L\
under 6 ez this product to avoid swall | e—
athermfonnatm oStore between 15-300 559 86F) g "
o Avoid freezing and excessive heat above 40C (104F) B _0‘;
Inactive ingredients Water, Glycerin, Isopropyl Myristate, E —O
TocnpheryIAcelale Acrylates/C1 30A|ky| Acrylate e
Crosspolymer, Aminomethyl Propanol, Fragrance 00)
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Drug Facts

Active ingredient (s) Purpose
Alcohol 80% v/v. Antiseptic

Ise(s )Hand sanifizer to help reduce bacteria that putenlialrr can
cause disease. For use when soap and water are not available.

For external use only. Flammable. Keep away from
heat or flame.

Do not use

© in children less than 2 months of age

© 0n open skin wounds

When using this product keep out of eyes, ears, and mouth.
I case of contact with eyes, rinse eyes thoroughly with water
Stop use and ask a doctor i iftation or ash occurs.
These may be signs of a serious condition,

Keep out of reach of children. If swallowed, get
megical help or contact a Poison Control Genter right away.

Hand Sanitizer

Directions ePlace enuuﬁh product on hands to cover all
surfaces. Rub hands together until dry. eSupervise children
der 6 ye this product to avoid swallowing.
Other information Store between 15-30C {59—86F)
\void freezing and excessive heat above 40C (104F)
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Manufacturer and License Owner: tUrKUD
Turkuaz Sajlik Hizmetleri Medikal Temizlik Kimyasal

Uriinler San. Ve Tic. A.S.
Yakuplu Mahallesi Birlik Caddesi No.: 32/1 34524

Beylikdiizii / Istanbul / TURKEY
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Inactive ingredients Water, Glycerin, Isopropyl Myristate,
Tocopheryl Acetate, Acrylates/C1 3-30 Alky! Acrylate
Crosspolymer, Aminomethyl Propanol, Fragrance

[REF] T0000.137.0001 Rev.: 00/25.03.2020 Cod:06.02.1493
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KONIX Alcohol Antiseptic 80%

Topical Gel With Vitamin E HAND SANITIZER

500 ml
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Drug Facts

Active ingredient (s) Purpose
Acohol 80% v/v. Antiseptic

Tse{s)Hand saniize t help reduce bacleria et potenliallrcan

catise disease, For use when soap and water are not availabl.

T

For wﬂl use only. Flammable. Keep away from
heat or flame.

Do ot use

© in children less than 2 months of age

© 0n open skin wounds

When using this product keep out of eyes, ears, and mouth.
In case of contact with eyes, rinse eyes thoroughly with water
Stop use and ask a doctor i iftation or rash occurs.
These may be signs of a serious condition.

Keep out of reach of children. If swallowe, ?131
medical help or contact a Poison Control Genter right away.

Hand Sanitizer

Directions Place enuugh product on hands to cover all
surfaces. Rub hands together until dry. ®Supervise children
nder 6 years of age wh This product to avoid swallowing.

Other information Store between 15-30 {EB-SEF)

o Avoid freezing and excessive heat above 40C (104F)
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Manufacturer and License Owner: tUrKUS!

Inactive ingredients Water, Glycerin, Isopropyl Myristate,
Tocopheryl Acetate, Acrylates/C10-30 Alkyl Acrylate
Grosspolymer, Aminomethyl Propanol, Fragrance

[REF] T0000.137.0001 Rev.: 00/25.03.2020 Cod:06.02.1493
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KONIX Alcohol Antiseptic 80%

Topical Gel With Vitamin E HAND SANITIZER

1000 ml
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Drug Facts

Active ingredient (s) Purpose
Alcohol 80% v/ Antiseptic

Tse{s)Hand sanitze t help rduce bactera that pntenlialrr can

catise disease. For use when soap and water are not availabl.

T
d ]

For external use only. Flammable. Keep away from
heat or flame.

Do ot use

o in children less than 2 months of age

© 0n open skin wounds

When using this product keep out of eyes, ears, and mouth.
In case of contact with eyes, rinse eyes thoroughly with watex
Stop use and ask a doctor i iitation or rash occurs.
These may be signs of a serious condition,

Keep out of reach of children. If swallowed, get
medical help or contact a Poison Conlrol Center right awa,

HandSanitizer

Directions ePlace enuuHh product on hands to cover all
surfaces. Rub hands together until dry. eSupervise children
der 6 years of age when using this prouct to avoid swallowing.

Other information Store between 15-30C 259—86F)

Avoid freezing and excessive heat above 40C (104F)
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Manufacturer and License Owner: tUrKUD

Turkuaz Sajjlik Hizmetleri Medikal Temizlik Kimyasal

Uriinler San. Ve Tic. A.§.
Yakuplu Mahallesi Birlik Caddesi No.: 32/1 34524

Beylikdiizii / Istanbul / TURKEY

Inactive ingredients Water Glycerin, Isopropyl Myristate,
Tocopheryl Acetate, Acrylates/C10-30 Alkyl Acrylate
Crosspolymer, Aminomethyl Propanol, Fragrance

[REF] T0000.137.0001 Rev.: 00/25.03.2020 Cod:06.02.1493
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Phone Number: +90 212 428 68 48 Fax: +90 212 428 68 53
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KONIX Alcohol Antiseptic 80%

Topical Gel With Vitamin E HAND SANITIZER

5000 ml
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Drug Facts

Active ingredient (s) Purpose

Alcohol 80% v/v. . Antiseptic
; sJHand sanitizer to help reduce bacteria that putenﬁalrr can

2
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ALCOHOL ANTISEPTIC 80%

com.tr

cause disease. For use when soap and water are not available.

Toplal Gel Brings ’
\ For external use only. Flammable. Keep away from SSESE
heat or flame, <=ER =
Do not use
’ © in children Jess than 2 months of age
© 0n open skin wounds

When using this product keep out of eyes, ears, and mouth,

Manufacturer and License Owner: tUrKUD

In case of contact with eyes, rinse eyes thoroughly with water. [ & sS85k
TSIEQP use g'lﬂ. ask FI doctor if ilai.tqtion or rash oceurs. % —T
ese may be signs of a serious condition. =
Keep out of reach of children. If swallowed, get . ====4
medical help or contact a Poison Control Center right away, g —
Directions Place enou?lh product on hands to cover all W i i
surfaces. Rub hands together until dry. eSupervise children § e U7V
uncer  years of age when using ths productto avoid swallowing. I & T
Other information Store between 15-30C ESQ-HBF) g —
\void freezing and excessive heat above 40C (104F) B _;
, Inactive ingredients Water, Glycerin, Isopropyl Myristate,  I—
5000 mLE 16910z Tocopheryl Acetate, Acrylates/C10-30 Alky Acrylate =
—— Grosspolymer, Aminomethyl Propanol, Fragrance o0
e - B o
KONIX ALCOHOL ANTISEPTIC HAND SANITIZER
konix alcohol antiseptic hand sanitizer gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:73107-103
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNI: 3K9958 V90M) (ALCOHOL - UNIE3K9958 V90 M) ALCOHOL 80 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL 059QF0KOOR)

GLYCERIN (UNII: PDC6A3C00X)

ISOPROPYL MYRISTATE (UNIL: 0RESK4LNJS)

ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)

CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNIL: 59 TL3WG5CO)




AMINOMETHYLPROPANOL (UNI: LU49E6626Q)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:73107-103-19 5 mL in 1 PACKET; Type 0: Not a Combination Product 04/20/2020

2 2N(])DC:7310 7-103- 30 mL in 1 BOTTLE; Type 0: Not a Combination Product  04/20/2020

3 NDC:73107-103-21 50 mL in 1 BOTTLE; Type 0: Not a Combination Product  04/20/2020
4 NDC:73107-103-22 85 mL in 1 BOTTLE; Type 0: Nota Combination Product  04/20/2020
5 NDC:73107-103-23 100 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/20/2020
6 NDC:73107-103-24 150 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/20/2020
7 NDC:73107-103-25 200 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/20/2020

8 21?07310 7-103- " 550 mL in 1 BOTTLE; Type 0: Nota Combination Product 04/20/2020

9 NDC:73107-103-27 500 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/20/2020
NDC:73107-10 3- 1000 mL in 1 BOTTLE; Type 0: Not a Combination

10 28 Product 04/20/2020
11 NDC:73107-10 3- 5000 mL in 1 BOTTLE; Type 0: Not a Combination 04/20/2020
29 Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 04/20/2020

Labeler - Turkuaz Saglik Hizmetleri Medikal T emizlik Kimyasal Urunler (356325295)
Registrant - Turkuaz Saglik Hizmetleri Medikal T emizlik Kimyasal Urunler (356325295)

Establishment
Name Address ID/FEI Business Operations
Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urunler 356325295 manufacture(73107-103)

Revised: 4/2020 Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urunler
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